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ACMS MEETING – Out of session 

8 September 2021 

IVERMECTIN 

Delegate-initiated scheduling proposal and reasons for the proposal 
The Delegate is seeking advice from the Advisory Committee on Medicines Scheduling (ACMS) 
on a scheduling proposal to amend the current Poisons Standard with respect to oral ivermectin 
for human use. 

Prescribing for human use 

Concerns have been raised regarding the increase in off-label prescribing of oral ivermectin as a 
potential therapy for prophylaxis or treatment of COVID-19. Ivermectin is not currently 
approved in any OECD countries for COVID-19. However, there has been a noticeable increase in 
prescribing of oral ivermectin for this purpose. 

There are numerous associated public health risks in relation to this practice. Persons who take 
ivermectin for COVID-19 believe themselves to be protected from the disease and decide not to 
get vaccinated as part of the national vaccination program. Similarly, persons who take 
ivermectin for COVID-19 decide not to get tested for COVID-19 or to seek appropriate medical 
care when they develop symptoms. As a result, use of oral ivermectin for unapproved COVID-19 
indications has the potential to spread the risk of infection throughout the community. 

Oral ivermectin also has the potential for severe adverse events when taken in the high doses 
described in social media and other sources for treatment of COVID-19 infection. While oral 
ivermectin is generally well-tolerated at the recommended dose for the approved indications, 
there is insufficient data to support higher dosages. 

STROMECTOL ivermectin 3mg tablet blister pack (AUST R 181338) is the only oral ivermectin 
product registered on the Australian Register of Therapeutic Goods (ARTG). It has approved 
indications for the treatment of river blindness (onchocerciasis), threadworm involving the 
intestines (intestinal strongyloidiasis) and scabies. 

The TGA has observed a significant increase in the volume of supply of STROMECTOL over the 
last 24 months (see Table 1 below). If this volume of supply is maintained, it has the potential to 
lead to material shortages for the treatment of approved indications in Australia. Any shortages 
of STROMECTOL would disproportionately impact those in vulnerable communities, in 
particular, the Aboriginal and Torres Strait Islander communities. 
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Table 1: Total supply (private & PBS prescriptions) August 2019 to July 2021 – packs of Stromectol tablets (ivermectin 3mg) 

Month 8/19 9/19 10/19 11/19 12/19 1/20 2/20 3/20 4/20 5/20 6/20 7/20 

Stromectol 
supply 
(number 
packs) 

 

Month 8/20 9/20 10/20 11/20 12/20 1/21 2/21 3/21 4/21 5/21 6/21 7/21 

Stromectol 
supply 
(number 
packs) 

In mid-2021, a national medicines shortage of ivermectin 3 mg was reported to the TGA. While a 
national shortage has been resolved, local level shortages in southwestern and western Sydney 
have been advised to the TGA.  

It is proposed that the specific health risks associated with off-label prescribing and potential 
local or national medicine shortages for the approved indications could be mitigated by 
restricting off-label prescribing to specialist medical practitioners. 

In order to restrict prescribing of ivermectin for off-label indications, the Scheduling Delegate 
is proposing to make urgent amendments to the current Poisons Standard to create a new 
Appendix D entry for ivermectin (similar to the measures taken for hydroxychloroquine in 
March 2020). This is consistent with the scheduling factors for Appendix D outlined in the 
Australian Health Ministers’ Advisory Council Scheduling Policy Framework for Medicines and 
Chemicals. 

The purpose of the amendments would be to limit the use of oral ivermectin for approved 
indications only, except when prescribed by certain specialists. Patients suffering, or suspected 
to be suffering from, COVID-19 should seek appropriate medical care. It is also noted that 
prescribing of approved therapies for COVID-19, sotrovimab and remdesivir, is currently 
undertaken by hospital physicians and not general practitioners. There is also a critical need to 
ensure that general practitioners (in particular, those treating Aboriginal and Torres Strait 
Islander populations, but also more broadly) can continue prescribing ivermectin for approved 
indications. 

Personal importation: 

The personal importation scheme allows for the importation of a maximum of three months’ 
supply of unregistered products (not included in the ARTG) at the maximum dose recommended 
by the manufacturer. If the goods contain Schedule 4 substances, then the importer must have a 
written authority issued by a medical practitioner registered under a law of a state or territory 
(in practice, a prescription). 
 
The TGA works closely with the Australian Border Force to detect potentially unlawful 
importations of therapeutic goods for assessment by the TGA. As a result of this work, detections 
of ivermectin have increased significantly in recent months, more than 10-fold. An initial 
assessment of these importations by the TGA indicates: 
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• Imports referred to the TGA for assessment between July 2021 to early September 2021 
include a total of  tablets of ivermectin: 

o in most instances, the quantity being imported exceeded the three months’ 
supply; and 

o to date, no valid prescriptions, or other written authorities, have been provided 
to the TGA to support the release of the tablets under the personal importation 
scheme. 

• In the matters assessed by the TGA to date, the tablets appear to have been 
manufactured in India and are presented in 6mg and 12mg dosages, usually in packs of 
10. Note that the ARTG registered product is available in packs of 3 x 3mg tablets. 

• The referrals received by the TGA from the ABF relate to ivermectin intended for human 
(not animal) use. 

• The importers contacted to date have confirmed that the respective importation of 
ivermectin was intended for the prevention and/or treatment of COVID-19.  

Agricultural and veterinary use 

There are 185 veterinary products containing ivermectin included in PubCRIS. This includes oral 
and injectable products, as well as pour-on or jetting fluid products. It is considered that placing 
scheduling restrictions on the supply of veterinary ivermectin would be more difficult to achieve 
in terms of specifying evidence to establish appropriate need. Instead, communication and 
education activities may be necessary, as well as consultation with the Australian Veterinary 
Association and Veterinary Boards. 

Current Scheduling 
Schedule 4 

IVERMECTIN: 

for human use; or 

for the treatment of mange in dogs 

Schedule 5 

IVERMECTIN for use in animals: 

a. in preparations for the prophylaxis of heartworm in cats and dogs; 

b. in the intraruminal implants containing 160mg or less of ivermectin; 

c. in preparations containing 3.5 per cent or less of ivermectin when packed in 
child-resistant packaging or in packaging approved by the relevant registration 
authority; or 

d. in other preparations containing 2 per cent or less of ivermectin. 

Schedule 7 

IVERMECTIN except when included in Schedule 4 or 5. 
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INDEX 

IVERMECTIN 

Schedule 7 
Schedule 5 
Schedule 4 

Proposed scheduling 
Proposal to amend Appendix D to include additional controls to restrict the availability of S4 
ivermectin for human use as follows: 

Preparations for oral administration of ivermectin may be prescribed for: 

(a) an indication that is accepted in relation to the inclusion of ivermectin in tablet dosage 
form in the Australian Register of Therapeutic Goods for human therapeutic use (an 
accepted indication); or 

(b) an indication that is not an accepted indication, when the preparation is prescribed or 
authorised by a medical practitioner registered under State or Territory legislation that 
forms part of the Health Practitioner Regulation National Law, as a specialist in any of 
the following recognised specialties: 

 emergency medicine; 

 intensive care medicine; and 

 infectious disease. 

Note: Accepted indications are shown in the public summary of the Australian Register of Therapeutic Goods on the 
Therapeutic Goods Administration website at www.tga.gov.au. 

Delegate questions 
1. Is ivermectin used for any other parasitic conditions that would warrant genuine off-

label prescribing by GPs? 

2. Is there an alternative scheduling mechanism to restrict access? 

3. If so, is the proposed wording appropriate? 

4. Are there other specialists that should be reflected in the restrictions, for example, 
gastroenterology? 
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Attachment 1: Australian Register of Therapeutic Goods (ARTG) 
As of 6 September 2021, there was one oral prescription medicine currently included in the 

Australian Register of Therapeutic Goods (ARTG) that contains ivermectin as an active 
ingredient. The other two products are topical creams (included for information only as no 
changes are proposed to the scheduling of these products). 

ARTG Products Sponsor name  ?Approved indications Poisons 
Schedule 

STROMECTROL 
ivermectin 3mg 
tablet blister pack 

Merck Sharp & 
Dohme (Australia) 
Pty Ltd 

Onchocerciasis and intestinal 
strongyloidiasis 
(anguillulosis). 

Crusted scabies in conjunction 
with topical therapy. 

Human sarcoptic scabies when 
prior topical treatment has 
failed or is contraindicated. 

Treatment is only justified when 
the diagnosis of scabies has been 
established clinically and/or by 
parasitological examination. 
Without formal diagnosis, 
treatment is not justified in case of 
pruritis alone. 

4 

VASTREKA 
ivermectin 10mg/g 
cream 

Galderma Australia 
Pty Ltd 

Topical treatment of inflammatory 
lesions of rosacea (papulo-
pustular) in adult patients 18 
years and over. 

4 

SOOLANTRA 
ivermectin 10mg/g 
cream 

Galderma Australia 
Pty Ltd 

Topical treatment of inflammatory 
lesions of rosacea (papulo-
pustular) in adult patients 18 
years and over. 

4 

As of 6 September 2021, there were 185 products containing ivermectin on the Public Chemical 
Registration Information System Search (PubCRIS). 
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Attachment 2: Poisons Standard Appendix D Entries 
The Australian Health Ministers’ Advisory Council Scheduling Policy Framework for Medicines 
and Chemicals (Version 1.0 January 2018) relevantly provides the following factors in relation to 
Appendix D: 

Inclusion of a substance in Appendix D may be considered by the Secretary for any human or 
veterinary medicine where the assessment of the proposal identifies:  
 

• a specific health risk that may be mitigated by restricting availability through specialist 
medical practitioners; or  

• significant potential for illicit diversion and/or abuse which does not warrant inclusion in 
Schedule 8 but warrants particular control of possession; or 

• a specific high potential for abuse, particular international treaty restrictions on 
availability or other matters of national public health policy which when weighed against 
the need for access to the substance, warrants, in addition to inclusion of the substance in 
Schedule 4 or 8, further restrictions on access, such as authorisation by the Secretary of the 
Department of Health or some other appropriate State/Territory or Commonwealth 
authority.  

 
Inclusion of a substance in Appendix D may be made following consultation with the appropriate 
advisory committee or a joint meeting, and must take into account the implications for professional 
practice by affected healthcare practitioners and regulatory control by the states and territories. 
 
In practice, the controls may be specified in relation to formally recognised specialties. 
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1 Preliminary Matters 

1.1 Opening of the Meeting 
The 35th meeting of the Advisory Committee on Medicines Scheduling ([ACMS]) was held via 
videoconference on 08 September 2021. 

The meeting was chaired by , who opened the meeting at 
10:32 am and welcomed attending members and observers. 

Members were informed that the discussions and recommendations of the committee are 
confidential until the decisions are published. 

A quorum was present. Those present at the meeting were: 

Minister Appointments  Jurisdictional Members  

 

Standing and invited observers: 

Dr Tony GILL              Commonwealth Dept. of Health  

Adj Prof John SKERRITT  Deputy Secretary, Health Products Regulation Group, 
Commonwealth Dept. of Health  

Ms Gillian MITCHELL  First Assistant Secretary, Regulatory Practice and Support 
Division, Commonwealth Dept. of Health  

Mr Benjamin NOYEN  Assistant Secretary, Regulatory Engagement & Planning 
Branch, Commonwealth Dept. of Health  

 Commonwealth Dept. of Health  

 Commonwealth Dept. of Health  
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Commonwealth Dept. of Health  

Commonwealth Dept. of Health  

Commonwealth Dept. of Health  

Commonwealth Dept. of Health 

                          Commonwealth Dept. of Health 

                           Commonwealth Dept. of Health 

                           Commonwealth Dept. of Health 

  APVMA 

  APVMA 

 

Apologies 

  

1.2 Conflict of Interest 
Conflict of interest declarations were received from all members. Declared conflicts from  

 and  were discussed and it was agreed that they could be present and 
fully participate in the committee discussions. 

Member Declared conflict of interest  Comments  

 

2 Proposed Changes to the Poisons Standard 

2.1 Ivermectin 
The TGA Delegate presented a discussion paper detailing concerns regarding increasing off-label 
prescribing of oral ivermectin for the prevention and treatment of COVID-19 and request for 
advice on the Delegate’s proposal for an urgent scheduling amendment to place additional 
controls on supply of oral ivermectin.   

The Committee noted that the TGA has observed a significant increase in the volume of supply of 
ivermectin tablets over the last 24 months (private and PBS prescriptions), particularly in July 
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and August 2021.  Members were also aware of reports from pharmacies of increased prescribing 
ivermectin for COVID-19 and of some medical practices promoting the substance for this purpose, 
despite ivermectin not being approved for the prevention and treatment of COVID-19.  The 
Committee noted that ivermectin is not currently registered or approved in any OECD countries 
for this purpose.  

The Committee agreed that there were significant public health risks associated with the 
prescribing of ivermectin for COVID-19, including the likelihood that people who have been 
prescribed the substance for this purpose may believe themselves to be protected from the 
disease and not get vaccinated or tested and seek appropriate medical care if they developed 
symptoms.  The Committee was concerned that the practice of prescribing ivermectin for COVID-
19 presented a risk to the community through the spread of the disease as well as the risks to 
individuals using it for this purpose.  

The Committee also noted that there is only one ARTG registered oral ivermectin product for 
human use; STROMECTOL ivermectin 3mg tablet blister pack (AUST R 181338), which has 
approved indications for the treatment of river blindness (onchocerciasis), threadworm involving 
the intestines (intestinal strongyloidiasis) and scabies. The Committee noted that the increased 
prescribing, if sustained, has the potential to lead to shortages, which would particularly impact 
Aboriginal and Torres Strait Islander communities who are at more risk of the conditions that 
require treatment with ivermectin.  The Committee noted that there are topical ivermectin 
products registered on the ARTG, which are indicated for rosacea. Members noted that these 
products are not being used to treat COVID-19 and the proposed amendments would not impact 
topical ivermectin products.   

The Committee unanimously agreed that there was a need to urgently restrict prescribing of oral 
ivermectin through amendments to the scheduling in the Poisons Standard.  The Committee 
considered Appendix D entry proposed by the Delegate and discussed whether there were any 
other alternative approaches, including amending the Schedule 4 entry to restrict use, as this 
would allow for automatic adoption by the states and territories.  One member queried whether 
Schedule 10 was an option. However, in response, the Committee agreed that ivermectin did not 
meet the Schedule 10 factors. The Committee noted that the purpose of Appendix D is to apply 
additional controls to Schedule 4 medicines and agreed that creating a new entry in Appendix D 
was the most appropriate mechanism for applying additional controls to oral ivermectin 
preparations.  Some States and Territories noted that Appendix D is not automatically adopted 
and jurisdictional controls such as regulation amendment may be necessary.  

The Committee noted that the Delegate’s proposed scheduling amendments would not impact 
veterinary products. Members were aware of overseas reports of people suffering severe adverse 
effects after using ivermectin products intended for animals and raised the possibility of this 
practice increasing in Australia in the future. It was noted that placing scheduling restrictions on 
the supply of veterinary ivermectin would be more difficult and communication and education 
activities may be necessary. 

Members considered the wording of the proposed Appendix D entry including whether there was 
merit in specifying indications that may or may not be prescribed or allowing for indications that 
had been registered or approved for general marketing overseas. Beyond allowing prescribing for 
the approved indications, the Committee agreed that it was not necessary to list specific 
indications and noted that it would be open to the specialists mentioned in paragraph (b) of the 
proposed new Appendix D entry to prescribe oral ivermectin for indications that had been 
registered or approved overseas, such as rosacea.  The Committee noted that indications are not 
required to be documented on a prescription and considered the possibility of requiring the 
prescriber to declare on the script that it was being prescribed for an approved indication. 
Members noted that such an approach was outside of the scope of the Poisons Standard.  
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The Committee recommended the following regarding the proposed Appendix D entry:  

• The entry should be limited to human therapeutic use.  
• The word ‘approved ARTG’ indication was preferred to ‘accepted’ indication.  
• The entry should allow for use in clinical trials that have been approved by the TGA.  
• The wording should not imply any endorsement of prescribing for unapproved 

indications, particularly COVID-19.  
• The relevant specialists listed in paragraph (b) should be confined to dermatologists, 

gastroenterologists, and infectious diseases specialists, as this would allow for prescribing 
for rare parasitic conditions that are not approved indications.    

• The preamble ‘an indication that is not an accepted indication’ at the beginning of 
paragraph (b) was not entirely necessary.  

The Committee requested that the Secretariat consult with relevant organisations to determine 
whether there is any use in other parasitic conditions that would warrant genuine off-label 
prescribing by GPs in Aboriginal and Torres Strait Islander communities. 

The Committee also recommended that any communication about the changes be very clear 
about the intent of the restriction, particularly in relation to the risks of using ivermectin for the 
treatment and prevention of COVID-19 when it has not been registered or approved for this 
purpose.   

3 Closure 
The Chair closed the meeting at 12:32pm.  

------------------------------------------------------------ 

  

Date [08 September 2021] 

Chair 

35th Meeting of the Advisory Committee on Medicines Scheduling 
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Value
National - Total vaccine doses administered 65,492,360
National - Weekly increase - Total vaccine doses recorded 191,868
National - Number of people 16 and over who have received at least 1 dose 20,139,881
National - Number of people 16 and over who have received at least 2 doses 19,845,963
National - Population 16 and over 20,629,070
ACT - Administration state - Total vaccine doses administered 2,010,213
NSW - Administration state - Total vaccine doses administered 20,308,679
NT - Administration state - Total vaccine doses administered 628,669
QLD - Administration state - Total vaccine doses administered 12,339,196
SA - Administration state - Total vaccine doses administered 4,580,754
TAS - Administration state - Total vaccine doses administered 1,493,937
VIC - Administration state - Total vaccine doses administered 17,031,913
WA - Administration state - Total vaccine doses administered 7,098,999
ACT - Administration state - Weekly increase doses recorded 9,407
NSW - Administration state - Weekly increase doses recorded 58,978
NT - Administration state - Weekly increase doses recorded 583
QLD - Administration state - Weekly increase doses recorded 33,981
SA - Administration state - Weekly increase doses recorded 18,085
TAS - Administration state - Weekly increase doses recorded 6,204
VIC - Administration state - Weekly increase doses recorded 51,132
WA - Administration state - Weekly increase doses recorded 13,498
National - Total doses administered in primary care 42,154,009
ACT - Population 16 and over 364,811
NSW - Population 16 and over 6,504,442
NT - Population 16 and over 193,211
QLD - Population 16 and over 4,161,009
SA - Population 16 and over 1,471,062
TAS - Population 16 and over 465,436
VIC - Population 16 and over 5,279,175
WA - Population 16 and over 2,185,967
ACT - Residence state - Number of people 16 and over who have received at least 1 dose 354,221
NSW - Residence state - Number of people 16 and over who have received at least 1 dose 6,329,413
NT - Residence state - Number of people 16 and over who have received at least 1 dose 171,185
QLD - Residence state - Number of people 16 and over who have received at least 1 dose 3,895,963
SA - Residence state - Number of people 16 and over who have received at least 1 dose 1,380,176
TAS - Residence state - Number of people 16 and over who have received at least 1 dose 444,040
VIC - Residence state - Number of people 16 and over who have received at least 1 dose 5,190,913
WA - Residence state - Number of people 16 and over who have received at least 1 dose 2,114,281
ACT - Residence state - Number of people 16 and over who have received at least 2 doses 349,038
NSW - Residence state - Number of people 16 and over who have received at least 2 doses 6,243,425
NT - Residence state - Number of people 16 and over who have received at least 2 doses 167,270
QLD - Residence state - Number of people 16 and over who have received at least 2 doses 3,837,846
SA - Residence state - Number of people 16 and over who have received at least 2 doses 1,354,224
TAS - Residence state - Number of people 16 and over who have received at least 2 doses 436,318
VIC - Residence state - Number of people 16 and over who have received at least 2 doses 5,126,036
WA - Residence state - Number of people 16 and over who have received at least 2 doses 2,087,324
Age group - 16-19 - Number of people who have received at least 1 dose 1,122,904
Age group - 20-24 - Number of people who have received at least 1 dose 1,521,903
Age group - 25-29 - Number of people who have received at least 1 dose 1,727,968
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Age group - 30-34 - Number of people who have received at least 1 dose 1,821,666
Age group - 35-39 - Number of people who have received at least 1 dose 1,801,979
Age group - 40-44 - Number of people who have received at least 1 dose 1,663,089
Age group - 45-49 - Number of people who have received at least 1 dose 1,538,408
Age group - 50-54 - Number of people who have received at least 1 dose 1,605,343
Age group - 55-59 - Number of people who have received at least 1 dose 1,466,589
Age group - 60-64 - Number of people who have received at least 1 dose 1,456,597
Age group - 65-69 - Number of people who have received at least 1 dose 1,286,915
Age group - 70-74 - Number of people who have received at least 1 dose 1,123,626
Age group - 75-79 - Number of people who have received at least 1 dose 894,152
Age group - 80-84 - Number of people who have received at least 1 dose 563,565
Age group - 85-89 - Number of people who have received at least 1 dose 336,124
Age group - 90-94 - Number of people who have received at least 1 dose 158,043
Age group - 95+ - Number of people who have received at least 1 dose 51,010
Age group - 16-19 - Number of people who have received at least 2 doses 1,099,588
Age group - 20-24 - Number of people who have received at least 2 doses 1,487,471
Age group - 25-29 - Number of people who have received at least 2 doses 1,686,730
Age group - 30-34 - Number of people who have received at least 2 doses 1,783,050
Age group - 35-39 - Number of people who have received at least 2 doses 1,772,010
Age group - 40-44 - Number of people who have received at least 2 doses 1,640,444
Age group - 45-49 - Number of people who have received at least 2 doses 1,521,314
Age group - 50-54 - Number of people who have received at least 2 doses 1,589,695
Age group - 55-59 - Number of people who have received at least 2 doses 1,451,261
Age group - 60-64 - Number of people who have received at least 2 doses 1,440,565
Age group - 65-69 - Number of people who have received at least 2 doses 1,272,448
Age group - 70-74 - Number of people who have received at least 2 doses 1,113,382
Age group - 75-79 - Number of people who have received at least 2 doses 888,220
Age group - 80-84 - Number of people who have received at least 2 doses 559,985
Age group - 85-89 - Number of people who have received at least 2 doses 333,573
Age group - 90-94 - Number of people who have received at least 2 doses 156,331
Age group - 95+ - Number of people who have received at least 2 doses 49,896
Age group - 95+ - Population 49,975
Age group - 90-94 - Population 160,981
Age group - 85-89 - Population 323,304
Age group - 80-84 - Population 545,408
Age group - 75-79 - Population 807,195
Age group - 70-74 - Population 1,146,773
Age group - 65-69 - Population 1,280,143
Age group - 60-64 - Population 1,465,025
Age group - 55-59 - Population 1,550,507
Age group - 50-54 - Population 1,611,554
Age group - 45-49 - Population 1,650,035
Age group - 40-44 - Population 1,654,500
Age group - 35-39 - Population 1,867,387
Age group - 30-34 - Population 1,899,620
Age group - 25-29 - Population 1,822,031
Age group - 20-24 - Population 1,623,384
Age group - 16-19 - Population 1,171,248
Age group - 16-19 - F - Number of people who have received at least 1 dose 552,320
Age group - 16-19 - M - Number of people who have received at least 1 dose 569,519
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Age group - 20-24 - F - Number of people who have received at least 1 dose 745,868
Age group - 20-24 - M - Number of people who have received at least 1 dose 768,928
Age group - 25-29 - F - Number of people who have received at least 1 dose 844,009
Age group - 25-29 - M - Number of people who have received at least 1 dose 872,922
Age group - 30-34 - F - Number of people who have received at least 1 dose 914,734
Age group - 30-34 - M - Number of people who have received at least 1 dose 897,689
Age group - 35-39 - F - Number of people who have received at least 1 dose 907,873
Age group - 35-39 - M - Number of people who have received at least 1 dose 888,514
Age group - 40-44 - F - Number of people who have received at least 1 dose 830,897
Age group - 40-44 - M - Number of people who have received at least 1 dose 828,922
Age group - 45-49 - F - Number of people who have received at least 1 dose 772,322
Age group - 45-49 - M - Number of people who have received at least 1 dose 763,975
Age group - 50-54 - F - Number of people who have received at least 1 dose 812,399
Age group - 50-54 - M - Number of people who have received at least 1 dose 790,933
Age group - 55-59 - F - Number of people who have received at least 1 dose 741,520
Age group - 55-59 - M - Number of people who have received at least 1 dose 722,648
Age group - 60-64 - F - Number of people who have received at least 1 dose 742,542
Age group - 60-64 - M - Number of people who have received at least 1 dose 710,977
Age group - 65-69 - F - Number of people who have received at least 1 dose 661,784
Age group - 65-69 - M - Number of people who have received at least 1 dose 622,074
Age group - 70-74 - F - Number of people who have received at least 1 dose 579,079
Age group - 70-74 - M - Number of people who have received at least 1 dose 542,459
Age group - 75-79 - F - Number of people who have received at least 1 dose 464,020
Age group - 75-79 - M - Number of people who have received at least 1 dose 429,013
Age group - 80-84 - F - Number of people who have received at least 1 dose 304,068
Age group - 80-84 - M - Number of people who have received at least 1 dose 258,917
Age group - 85-89 - F - Number of people who have received at least 1 dose 193,898
Age group - 85-89 - M - Number of people who have received at least 1 dose 141,909
Age group - 90-94 - F - Number of people who have received at least 1 dose 99,925
Age group - 90-94 - M - Number of people who have received at least 1 dose 57,923
Age group - 95+ - F - Number of people who have received at least 1 dose 36,568
Age group - 95+ - M - Number of people who have received at least 1 dose 14,325
Age group - 16-19 - F - Number of people who have received at least 2 doses 542,651
Age group - 16-19 - M - Number of people who have received at least 2 doses 556,514
Age group - 20-24 - F - Number of people who have received at least 2 doses 733,049
Age group - 20-24 - M - Number of people who have received at least 2 doses 750,244
Age group - 25-29 - F - Number of people who have received at least 2 doses 827,952
Age group - 25-29 - M - Number of people who have received at least 2 doses 851,426
Age group - 30-34 - F - Number of people who have received at least 2 doses 899,476
Age group - 30-34 - M - Number of people who have received at least 2 doses 877,438
Age group - 35-39 - F - Number of people who have received at least 2 doses 895,922
Age group - 35-39 - M - Number of people who have received at least 2 doses 872,511
Age group - 40-44 - F - Number of people who have received at least 2 doses 821,899
Age group - 40-44 - M - Number of people who have received at least 2 doses 816,522
Age group - 45-49 - F - Number of people who have received at least 2 doses 765,510
Age group - 45-49 - M - Number of people who have received at least 2 doses 754,600
Age group - 50-54 - F - Number of people who have received at least 2 doses 805,730
Age group - 50-54 - M - Number of people who have received at least 2 doses 782,886
Age group - 55-59 - F - Number of people who have received at least 2 doses 734,136
Age group - 55-59 - M - Number of people who have received at least 2 doses 716,098
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Age group - 60-64 - F - Number of people who have received at least 2 doses 734,563
Age group - 60-64 - M - Number of people who have received at least 2 doses 704,755
Age group - 65-69 - F - Number of people who have received at least 2 doses 655,025
Age group - 65-69 - M - Number of people who have received at least 2 doses 616,163
Age group - 70-74 - F - Number of people who have received at least 2 doses 574,537
Age group - 70-74 - M - Number of people who have received at least 2 doses 537,968
Age group - 75-79 - F - Number of people who have received at least 2 doses 461,361
Age group - 75-79 - M - Number of people who have received at least 2 doses 426,357
Age group - 80-84 - F - Number of people who have received at least 2 doses 302,264
Age group - 80-84 - M - Number of people who have received at least 2 doses 257,454
Age group - 85-89 - F - Number of people who have received at least 2 doses 192,469
Age group - 85-89 - M - Number of people who have received at least 2 doses 140,975
Age group - 90-94 - F - Number of people who have received at least 2 doses 98,862
Age group - 90-94 - M - Number of people who have received at least 2 doses 57,389
Age group - 95+ - F - Number of people who have received at least 2 doses 35,816
Age group - 95+ - M - Number of people who have received at least 2 doses 14,035
ACT - Population 12-15 20,888
NSW - Population 12-15 399,352
NT - Population 12-15 13,190
QLD - Population 12-15 278,225
SA - Population 12-15 85,541
TAS - Population 12-15 27,469
VIC - Population 12-15 313,711
WA - Population 12-15 140,783
National - Population 12-15 1,279,387
ACT - Residence state - Number of people 12-15 who have received at least 1 dose 19,999
NSW - Residence state - Number of people 12-15 who have received at least 1 dose 307,001
NT - Residence state - Number of people 12-15 who have received at least 1 dose 10,022
QLD - Residence state - Number of people 12-15 who have received at least 1 dose 194,427
SA - Residence state - Number of people 12-15 who have received at least 1 dose 65,625
TAS - Residence state - Number of people 12-15 who have received at least 1 dose 21,913
VIC - Residence state - Number of people 12-15 who have received at least 1 dose 261,620
WA - Residence state - Number of people 12-15 who have received at least 1 dose 111,505
ACT - Residence state - Number of people 12-15 who have received at least 2 doses 19,325
NSW - Residence state - Number of people 12-15 who have received at least 2 doses 289,504
NT - Residence state - Number of people 12-15 who have received at least 2 doses 8,850
QLD - Residence state - Number of people 12-15 who have received at least 2 doses 178,139
SA - Residence state - Number of people 12-15 who have received at least 2 doses 61,010
TAS - Residence state - Number of people 12-15 who have received at least 2 doses 20,488
VIC - Residence state - Number of people 12-15 who have received at least 2 doses 245,463
WA - Residence state - Number of people 12-15 who have received at least 2 doses 101,171
National - Number of people 16 and over who have received 3 doses 14,368,201
National - Weekly increase - 16 and over who have received 3 doses 3,911
ACT - Residence state - 16 and over who have received 3 doses 282,069
NSW - Residence state - 16 and over who have received 3 doses 4,404,000
NT - Residence state - 16 and over who have received 3 doses 132,934
QLD - Residence state - 16 and over who have received 3 doses 2,511,281
SA - Residence state - 16 and over who have received 3 doses 1,030,864
TAS - Residence state - 16 and over who have received 3 doses 325,755
VIC - Residence state - 16 and over who have received 3 doses 3,816,274
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WA - Residence state - 16 and over who have received 3 doses 1,738,433
Unknown - Residence state - 16 and over who have received 3 doses 126,591
ACT - Residence state - Weekly increase 16 and over who have received 3 doses 63
NSW - Residence state - Weekly increase 16 and over who have received 3 doses 1,675
NT - Residence state - Weekly increase 16 and over who have received 3 doses <10
QLD - Residence state - Weekly increase 16 and over who have received 3 doses 1,060
SA - Residence state - Weekly increase 16 and over who have received 3 doses 208
TAS - Residence state - Weekly increase 16 and over who have received 3 doses 82
VIC - Residence state - Weekly increase 16 and over who have received 3 doses 977
WA - Residence state - Weekly increase 16 and over who have received 3 doses 428
ACT - Population 5-11 40,719
NSW - Population 5-11 711,525
NT - Population 5-11 25,120
QLD - Population 5-11 476,567
SA - Population 5-11 149,048
TAS - Population 5-11 45,549
VIC - Population 5-11 568,488
WA - Population 5-11 252,235
National - Population 5-11 2,269,663
ACT - Residence state - Number of people 5-11 who have received at least 1 dose 29,519
NSW - Residence state - Number of people 5-11 who have received at least 1 dose 327,379
NT - Residence state - Number of people 5-11 who have received at least 1 dose 11,347
QLD - Residence state - Number of people 5-11 who have received at least 1 dose 187,537
SA - Residence state - Number of people 5-11 who have received at least 1 dose 76,144
TAS - Residence state - Number of people 5-11 who have received at least 1 dose 25,662
VIC - Residence state - Number of people 5-11 who have received at least 1 dose 297,105
WA - Residence state - Number of people 5-11 who have received at least 1 dose 126,703
National - Number of people 5-11 who have received at least 1 dose 1,090,140
ACT - Residence state - Number of people 5-11 who have received at least 2 doses 26,376
NSW - Residence state - Number of people 5-11 who have received at least 2 doses 270,346
NT - Residence state - Number of people 5-11 who have received at least 2 doses 8,158
QLD - Residence state - Number of people 5-11 who have received at least 2 doses 144,632
SA - Residence state - Number of people 5-11 who have received at least 2 doses 61,331
TAS - Residence state - Number of people 5-11 who have received at least 2 doses 21,468
VIC - Residence state - Number of people 5-11 who have received at least 2 doses 236,466
WA - Residence state - Number of people 5-11 who have received at least 2 doses 97,569
National - Number of people 5-11 who have received at least 2 doses 871,057
National - Number of people 12-15 who have received at least 1 dose 1,001,886
National - Number of people 12-15 who have received at least 2 doses 931,804
ACT - Residence state - Percentage of eligible population 16 and over who have received 3 doses 80.8%
NSW - Residence state - Percentage of eligible population 16 and over who have received 3 doses 70.6%
NT - Residence state - Percentage of eligible population 16 and over who have received 3 doses 79.5%
QLD - Residence state - Percentage of eligible population 16 and over who have received 3 doses 65.5%
SA - Residence state - Percentage of eligible population 16 and over who have received 3 doses 76.2%
TAS - Residence state - Percentage of eligible population 16 and over who have received 3 doses 74.7%
VIC - Residence state - Percentage of eligible population 16 and over who have received 3 doses 74.5%
WA - Residence state - Percentage of eligible population 16 and over who have received 3 doses 83.3%
National - Percentage of eligible population 16 and over who have received 3 doses 72.4%
National - Number of Indigenous people 16 and over who have received 3 doses 247,088
National - Percentage of eligible Indigenous population 16 and over who have received 3 doses 56.6%
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National - Indigenous population 16 and over eligible for a third dose 436,776
National - Population 16 and over eligible for a third dose 19,840,500
National - Number of people 16 and over who have received 4 doses 5,552,682
National - Weekly increase - 16 and over who have received 4 doses 23,240
ACT - Residence state - 16 and over who have received 4 doses 124,230
NSW - Residence state - 16 and over who have received 4 doses 1,771,644
NT - Residence state - 16 and over who have received 4 doses 30,325
QLD - Residence state - 16 and over who have received 4 doses 1,050,893
SA - Residence state - 16 and over who have received 4 doses 433,275
TAS - Residence state - 16 and over who have received 4 doses 148,162
VIC - Residence state - 16 and over who have received 4 doses 1,390,718
WA - Residence state - 16 and over who have received 4 doses 572,689
Unknown - Residence state - 16 and over who have received 4 doses 30,746
ACT - Residence state - Weekly increase 16 and over who have received 4 doses 725
NSW - Residence state - Weekly increase 16 and over who have received 4 doses 7,636
NT - Residence state - Weekly increase 16 and over who have received 4 doses 129
QLD - Residence state - Weekly increase 16 and over who have received 4 doses 3,835
SA - Residence state - Weekly increase 16 and over who have received 4 doses 1,670
TAS - Residence state - Weekly increase 16 and over who have received 4 doses 764
VIC - Residence state - Weekly increase 16 and over who have received 4 doses 6,759
WA - Residence state - Weekly increase 16 and over who have received 4 doses 1,781
National - Percentage of eligible population 30 and over who have received 4 doses 45.2%
National - Percentage of eligible population 65 and over who have received 4 doses 76.9%
National - Population 30 and over eligible for a fourth dose 12,135,074
National - Population 65 and over eligible for a fourth dose 4,020,640
National - Number of people 65 and over who have received 4 doses 3,092,730
National - Number of people 30 and over who have received at least 1 dose 15,767,106
National - Number of people 30 and over who have received at least 2 doses 15,572,174
National - Number of people 30 and over who have received 3 doses 12,172,659
National - Number of people 30 and over who have received 4 doses 5,489,551
National - Population 30 and over 16,012,407
ACT - Population 30 and over 268,806
NSW - Population 30 and over 5,065,001
NT - Population 30 and over 140,954
QLD - Population 30 and over 3,219,394
SA - Population 30 and over 1,157,853
TAS - Population 30 and over 368,927
VIC - Population 30 and over 4,079,079
WA - Population 30 and over 1,709,089
ACT - Residence state - Number of people 30 and over who have received at least 1 dose 274,712
NSW - Residence state - Number of people 30 and over who have received at least 1 dose 4,981,249
NT - Residence state - Number of people 30 and over who have received at least 1 dose 127,140
QLD - Residence state - Number of people 30 and over who have received at least 1 dose 3,046,494
SA - Residence state - Number of people 30 and over who have received at least 1 dose 1,097,584
TAS - Residence state - Number of people 30 and over who have received at least 1 dose 353,397
VIC - Residence state - Number of people 30 and over who have received at least 1 dose 4,056,780
WA - Residence state - Number of people 30 and over who have received at least 1 dose 1,657,153
ACT - Residence state - Number of people 30 and over who have received at least 2 doses 271,166
NSW - Residence state - Number of people 30 and over who have received at least 2 doses 4,922,311
NT - Residence state - Number of people 30 and over who have received at least 2 doses 124,915
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QLD - Residence state - Number of people 30 and over who have received at least 2 doses 3,009,838
SA - Residence state - Number of people 30 and over who have received at least 2 doses 1,081,723
TAS - Residence state - Number of people 30 and over who have received at least 2 doses 348,526
VIC - Residence state - Number of people 30 and over who have received at least 2 doses 4,011,657
WA - Residence state - Number of people 30 and over who have received at least 2 doses 1,639,730
ACT - Residence state - Number of people 30 and over who have received 3 doses 231,884
NSW - Residence state - Number of people 30 and over who have received 3 doses 3,760,492
NT - Residence state - Number of people 30 and over who have received 3 doses 105,159
QLD - Residence state - Number of people 30 and over who have received 3 doses 2,184,436
SA - Residence state - Number of people 30 and over who have received 3 doses 882,254
TAS - Residence state - Number of people 30 and over who have received 3 doses 282,277
VIC - Residence state - Number of people 30 and over who have received 3 doses 3,194,247
WA - Residence state - Number of people 30 and over who have received 3 doses 1,437,669
ACT - Residence state - Number of people 30 and over who have received 4 doses 121,827
NSW - Residence state - Number of people 30 and over who have received 4 doses 1,750,436
NT - Residence state - Number of people 30 and over who have received 4 doses 29,632
QLD - Residence state - Number of people 30 and over who have received 4 doses 1,041,638
SA - Residence state - Number of people 30 and over who have received 4 doses 429,666
TAS - Residence state - Number of people 30 and over who have received 4 doses 146,786
VIC - Residence state - Number of people 30 and over who have received 4 doses 1,372,302
WA - Residence state - Number of people 30 and over who have received 4 doses 567,203
National - Number of people 65 and over who have received at least 1 dose 4,413,435
National - Number of people 65 and over who have received at least 2 doses 4,373,835
National - Number of people 65 and over who have received 3 doses 4,024,861
National - Population 65 and over 4,313,779
ACT - Population 65 and over 60,463
NSW - Population 65 and over 1,393,416
NT - Population 65 and over 21,593
QLD - Population 65 and over 864,448
SA - Population 65 and over 352,458
TAS - Population 65 and over 116,037
VIC - Population 65 and over 1,072,562
WA - Population 65 and over 431,884
ACT - Residence state - Number of people 65 and over who have received at least 1 dose 65,066
NSW - Residence state - Number of people 65 and over who have received at least 1 dose 1,427,181
NT - Residence state - Number of people 65 and over who have received at least 1 dose 20,664
QLD - Residence state - Number of people 65 and over who have received at least 1 dose 858,935
SA - Residence state - Number of people 65 and over who have received at least 1 dose 351,893
TAS - Residence state - Number of people 65 and over who have received at least 1 dose 115,457
VIC - Residence state - Number of people 65 and over who have received at least 1 dose 1,102,237
WA - Residence state - Number of people 65 and over who have received at least 1 dose 434,651
ACT - Residence state - Number of people 65 and over who have received at least 2 doses 64,254
NSW - Residence state - Number of people 65 and over who have received at least 2 doses 1,414,368
NT - Residence state - Number of people 65 and over who have received at least 2 doses 20,402
QLD - Residence state - Number of people 65 and over who have received at least 2 doses 852,556
SA - Residence state - Number of people 65 and over who have received at least 2 doses 349,208
TAS - Residence state - Number of people 65 and over who have received at least 2 doses 114,758
VIC - Residence state - Number of people 65 and over who have received at least 2 doses 1,091,625
WA - Residence state - Number of people 65 and over who have received at least 2 doses 431,587
ACT - Residence state - Number of people 65 and over who have received 3 doses 60,976
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NSW - Residence state - Number of people 65 and over who have received 3 doses 1,289,305
NT - Residence state - Number of people 65 and over who have received 3 doses 18,598
QLD - Residence state - Number of people 65 and over who have received 3 doses 783,712
SA - Residence state - Number of people 65 and over who have received 3 doses 327,625
TAS - Residence state - Number of people 65 and over who have received 3 doses 108,421
VIC - Residence state - Number of people 65 and over who have received 3 doses 996,885
WA - Residence state - Number of people 65 and over who have received 3 doses 409,975
ACT - Residence state - Number of people 65 and over who have received 4 doses 51,985
NSW - Residence state - Number of people 65 and over who have received 4 doses 985,709
NT - Residence state - Number of people 65 and over who have received 4 doses 12,232
QLD - Residence state - Number of people 65 and over who have received 4 doses 613,948
SA - Residence state - Number of people 65 and over who have received 4 doses 260,487
TAS - Residence state - Number of people 65 and over who have received 4 doses 88,197
VIC - Residence state - Number of people 65 and over who have received 4 doses 748,255
WA - Residence state - Number of people 65 and over who have received 4 doses 312,805
National - Number of Indigenous people 16 and over who have received at least 1 dose 454,438
National - Number of Indigenous people 16 and over who have received at least 2 doses 437,120
National - Percentage of Indigenous population 16 and over who have received at least 1 dose 85.5%
National - Percentage of Indigenous population 16 and over who have received at least 2 doses 82.3%
National - Number of Indigenous people 12-15 who have received at least 1 dose 44,399
National - Number of Indigenous people 12-15 who have received at least 2 doses 37,838
National - Percentage of Indigenous population 12-15 who have received at least 1 dose 63.3%
National - Percentage of Indigenous population 12-15 who have received at least 2 doses 54.0%
ACT - Medicare state - Percentage of Indigenous population 16 and over who have received at least 1 dose 92.3%
ACT - Medicare state - Percentage of Indigenous population 16 and over who have received at least 2 doses 90.2%
ACT - Medicare state - Percentage of eligible Indigenous population 16 and over who have received 3 doses 65.7%
ACT - Medicare state - Percentage of eligible Indigenous population 30 and over who have received 4 doses 43.9%
NSW - Medicare state - Percentage of Indigenous population 16 and over who have received at least 1 dose 87.8%
NSW - Medicare state - Percentage of Indigenous population 16 and over who have received at least 2 doses 86.0%
NSW - Medicare state - Percentage of eligible Indigenous population 16 and over who have received 3 doses 53.3%
NSW - Medicare state - Percentage of eligible Indigenous population 30 and over who have received 4 doses 38.5%
NT - Medicare state - Percentage of Indigenous population 16 and over who have received at least 1 dose 90.3%
NT - Medicare state - Percentage of Indigenous population 16 and over who have received at least 2 doses 86.3%
NT - Medicare state - Percentage of eligible Indigenous population 16 and over who have received 3 doses 70.1%
NT - Medicare state - Percentage of eligible Indigenous population 30 and over who have received 4 doses 26.7%
QLD - Medicare state - Percentage of Indigenous population 16 and over who have received at least 1 dose 82.4%
QLD - Medicare state - Percentage of Indigenous population 16 and over who have received at least 2 doses 78.8%
QLD - Medicare state - Percentage of eligible Indigenous population 16 and over who have received 3 doses 49.2%
QLD - Medicare state - Percentage of eligible Indigenous population 30 and over who have received 4 doses 38.0%
SA - Medicare state - Percentage of Indigenous population 16 and over who have received at least 1 dose 81.4%
SA - Medicare state - Percentage of Indigenous population 16 and over who have received at least 2 doses 76.3%
SA - Medicare state - Percentage of eligible Indigenous population 16 and over who have received 3 doses 61.1%
SA - Medicare state - Percentage of eligible Indigenous population 30 and over who have received 4 doses 39.1%
TAS - Medicare state - Percentage of Indigenous population 16 and over who have received at least 1 dose 89.2%
TAS - Medicare state - Percentage of Indigenous population 16 and over who have received at least 2 doses 86.8%
TAS - Medicare state - Percentage of eligible Indigenous population 16 and over who have received 3 doses 60.2%
TAS - Medicare state - Percentage of eligible Indigenous population 30 and over who have received 4 doses 42.8%
VIC - Medicare state - Percentage of Indigenous population 16 and over who have received at least 1 dose 90.9%
VIC - Medicare state - Percentage of Indigenous population 16 and over who have received at least 2 doses 89.0%
VIC - Medicare state - Percentage of eligible Indigenous population 16 and over who have received 3 doses 62.6%
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VIC - Medicare state - Percentage of eligible Indigenous population 30 and over who have received 4 doses 37.0%
WA - Medicare state - Percentage of Indigenous population 16 and over who have received at least 1 dose 87.5%
WA - Medicare state - Percentage of Indigenous population 16 and over who have received at least 2 doses 82.2%
WA - Medicare state - Percentage of eligible Indigenous population 16 and over who have received 3 doses 66.2%
WA - Medicare state - Percentage of eligible Indigenous population 30 and over who have received 4 doses 30.4%
Unknown - Medicare state - Percentage of Indigenous population 16 and over who have received at least 1 dose 72.6%
Unknown - Medicare state - Percentage of Indigenous population 16 and over who have received at least 2 doses 67.7%
Unknown - Medicare state - Percentage of eligible Indigenous population 16 and over who have received 3 doses 51.5%
Unknown - Medicare state - Percentage of eligible Indigenous population 30 and over who have received 4 doses 25.0%
National - Percentage of eligible Indigenous population 30 and over who have received 4 doses 35.6%
National - Weekly increase - Total doses recorded in primary care 184,960
National - Total doses administered - General Practice (incl other Commonwealth) 32,492,328
National - Weekly increase - Total doses recorded - General Practice (incl other Commonwealth) 110,162
National - Total doses administered - Pharmacy 9,661,681
National - Weekly increase - Total doses recorded - Pharmacy 74,798
ACT - Medicare state - Total doses administered by jurisdictions - primary care 710,028
ACT - Medicare state - Weekly increase - Total doses recorded by jurisdictions - primary care 5,459
NSW - Medicare state - Total doses administered by jurisdictions - primary care 14,459,693
NSW - Medicare state - Weekly increase - Total doses recorded by jurisdictions - primary care 57,244
NT - Medicare state - Total doses administered by jurisdictions - primary care 242,090
NT - Medicare state - Weekly increase - Total doses recorded by jurisdictions - primary care 556
QLD - Medicare state - Total doses administered by jurisdictions - primary care 8,162,305
QLD - Medicare state - Weekly increase - Total doses recorded by jurisdictions - primary care 34,551
SA - Medicare state - Total doses administered by jurisdictions - primary care 2,604,225
SA - Medicare state - Weekly increase - Total doses recorded by jurisdictions - primary care 17,854
TAS - Medicare state - Total doses administered by jurisdictions - primary care 824,920
TAS - Medicare state - Weekly increase - Total doses recorded by jurisdictions - primary care 6,196
VIC - Medicare state - Total doses administered by jurisdictions - primary care 10,449,139
VIC - Medicare state - Weekly increase - Total doses recorded by jurisdictions - primary care 50,616
WA - Medicare state - Total doses administered by jurisdictions - primary care 4,342,951
WA - Medicare state - Weekly increase - Total doses recorded by jurisdictions - primary care 13,510
Unknown - Medicare state - Total doses administered by jurisdictions - primary care 358,658
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Based on data from the Australia Immunisation Register as at 11:59pm 22-Mar-2023
Administration state indicates the state where a vaccine was administered.
Residential state may differ from the state where a vaccine was administered.
National population will not equal the sum of listed jurisdictions /age groups / sex due to 
a small number of people counted in national population residing in some 'other' 
territories, or due to incomplete or missing demographic information
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ACMS MEETING #40 

16 NOVEMBER 2022 

AGENDA PAPER 

Ivermectin 
Referred scheduling proposal 
The delegate1 of the Secretary of the Department of Health and Aged Care that is responsible for 
medicines scheduling (the Delegate) is seeking advice from the Advisory Committee on Medicines 
Scheduling (the Committee) on a scheduling proposal with respect to ivermectin. The applicant has 
proposed deletion of the Appendix D entry relating to ivermectin. This will remove the restrictions on 
the prescription of ivermectin, which is currently limited to approved indications for general 
practitioners and specialists except for those in nominated fields. The restrictions were originally 
implemented due to concerns regarding the significant increase in off-label prescribing of ivermectin 
for the prevention and treatment of COVID-19. 

Proposed scheduling 
No changes are proposed for the entries for ivermectin in Schedules 4, 5 or 7. The applicant only 
proposes to remove the Appendix D entry for ivermectin, as depicted below:2 

Index – Amend Entry 

IVERMECTIN 

Schedule 7 
Schedule 5 
Schedule 4 
Appendix D, Item 10 

Appendix D – Delete Entry 

10. Poisons available only when prescribed or authorised for: 

 (1) an indication that is accepted by the Secretary of the Australian Government 
Department of Health in relation to the inclusion of ivermectin in tablet dosage 
form in the Australian Register of Therapeutic Goods (an approved indication); 
or  

Note: Approved indications are shown in the public summary of the Australian Register of 
Therapeutic Goods on the Therapeutic Goods Administration website at www.tga.gov.au.  

 

 (2) an indication that is not an approved indication, when the preparation is 
prescribed or authorised by a medical practitioner registered under State or 

 
1 For the purposes of s 52D of the Therapeutic Goods Act 1989 (Cth). 
2 Proposed additions are shown in green underlined font, proposed deletions are shown in red strikethrough font, and text 
without this formatting represents the current text in the Poisons Standard. 
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Territory legislation that forms part of the Health Practitioner Regulation National 
Law, as a specialist in any of the following specialties or fields of specialty 
practices:  

(a) dermatology;  

(b) gastroenterology and hepatology;  

(c) infectious diseases;  

(d) paediatric gastroenterology and hepatology;  

(e) paediatric infectious diseases; or  

 (3) use in a clinical trial that is approved by, or notified to, the Secretary of the 
Australian Government Department of Health under the Therapeutic Goods Act 
1989.  

  IVERMECTIN in preparations for oral administration for human use. 

Summary of applicant’s reasons for the proposal 
• The listing of ivermectin in Appendix D of the Poisons Standard is irrational, irresponsible, 

reckless, negligent, and possibly criminal. It poses a serious threat to public safety and may have 
caused the unnecessary deaths of thousands of Australians by preventing general practitioners 
from effectively treating their patients.  

• Ivermectin is a safe, cheap, and effective medication that may prevent 44 per cent of COVID-19 
infections3 and may prevent serious illness and death caused by COVID-19 infections. Ivermectin is 
well tolerated at doses well beyond those that are typically prescribed for approved indications, 
which is at odds with the reasoning provided for the Appendix D entry. The AusPAR for 
ivermectin4 cites good tolerability and no safety concerns at doses ranging from 30 mg to 120 mg, 
which is up to 10 times the typical dose for the treatment of scabies. 

• The Appendix D listing removes patient choice, and forces patients to access ivermectin on the 
black market or to use veterinary preparations of ivermectin. This unsupervised use of ivermectin 
is unsafe, caused by an undue change to the Poisons Standard which has the opposite effect to that 
which was intended. 

• There is no evidence that general practitioners had been prescribing ivermectin unsafely or that 
this prescribing was undesirable prior to the inclusion of the Appendix D entry for ivermectin. 
Further, there is no evidence that ivermectin is unsafe when prescribed by doctors and dispensed 
by pharmacists.  

• Vaccines against COVID-19 have not been completely effective and there is an unmet demand for 
an effective alternative treatment. Rising infection rates could also be ameliorated by the 
prophylactic use of ivermectin. The use of ivermectin in African countries and the corresponding 
relatively low rate of COVID-19 infection in these countries supports claims of the efficacy of 
ivermectin for this purpose and is supported by a considerable volume of published literature. 

 
3 Cureus | Ivermectin Prophylaxis Used for COVID-19: A Citywide, Prospective, Observational Study of 223,128 Subjects Using 
Propensity Score Matching 
4 Ivermectin AusPAR https://www.tga.gov.au/sites/default/files/auspar-ivermectin-131030.pdf 
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• The original decision to place ivermectin into Appendix D was based on research indicating that 
ivermectin is ineffective in preventing or treating COVID-19. There was a failure to consider if 
counterfeit ivermectin could explain some or all of the negative research upon which the decision 
was based.  

Scheduling history 
• Ivermectin was first recommended for scheduling by the National Drugs and Poisons Scheduling 

Committee (NDPSC) in November 1981. A Schedule 7 entry was created for ivermectin for 
approved research purposes only. 

• In August 1983, the NDPSC recommended creation of a new Schedule 4 entry for preparations 
containing 2 per cent or less of ivermectin, for the treatment of internal parasites in horses. The 
NDPSC specified that the entry should includes the words “not for human consumption”. This 
recommendation was later rejected due to the lack of available chronic toxicity data and the 
expected difficulty with ensuring the product is used in horses only. 

• In May 1988, the Drugs and Poisons Scheduling Committee (DPSC) considered a scheduling 
proposal for ivermectin in dogs for the treatment of heartworm. Based on the data received, the 
DPSC recommended a new Schedule 4 entry for preparations of ivermectin in packs of 6 tablets or 
less for the treatment of heart worms in dogs. The limit on pack size was removed after the May 
1989 meeting of the DPSC, and the entry was expanded to include the treatment of cats in 
February 1995. 

• The Schedule 6 entry for ivermectin was expanded by the DPSC on multiple occasions to include 
various veterinary preparations until August 1994, when all such preparations containing 2 per 
cent or less of ivermectin were moved to Schedule 6 (except those already regarded as Schedule 4 
medicines). 

• In February 1996, the NDPSC recommended down-scheduling veterinary preparations for internal 
use containing 2 per cent or less of ivermectin from Schedule 6 to Schedule 5 (except when 
included in Schedule 4). The existing Schedule 6 entry was amended to capture veterinary 
ivermectin for external use. In August 1996, this distinction between internal and external 
preparations was removed by the deletion of the Schedule 6 entry.  

• In November 2000, the Schedule 4 entry was amended to capture human use of ivermectin for the 
first time. Preparations of ivermectin previously classified as prescription-only medicines (those 
containing less than 2 per cent of ivermectin for the treatment of cats and dogs) were therefore 
moved to Schedule 5. 

• In an out of session meeting of the Advisory Committee on Medicines Scheduling in September 
2021, a new Appendix D entry for ivermectin was recommended in response to concerns of a 
considerable increase in off-label prescribing to treat and prevent COVID-19. The new entry meant 
that while the substance could still be prescribed by general practitioners for approved indications 
such as the treatment of parasitic infections, off-label prescription of ivermectin was restricted to 
certain specialists outlined in the Appendix D entry.  

Australian regulations  
• According to the TGA Ingredient Database,5 ivermectin is: 

– available for use as an Active Ingredient in Biologicals, Export Only and Prescription 
Medicines; 

 
5 TGA Ingredient Database https://www.ebs.tga.gov.au/ 

Document 4

el://D22-5879492/?db=A7&open
https://www.ebs.tga.gov.au/
https://www.ebs.tga.gov.au/


 

IVERMECTIN 
ACMS #40 November 2022   Page 4 of 10 
D22-5879492 
 
 

– available for use as an Excipient Ingredient in Biologicals, Devices and Prescription 
Medicines; 

– not available as an Equivalent Ingredient in any application. 

• As of October 2022, there were 3 medicines currently active on the Australian Register of 
Therapeutic Goods (ARTG)6 that contain ivermectin as an active ingredient, all available as 
prescription-only medicines. This includes one oral dosage form (STROMECTOL 3 mg tablets). 

• Ivermectin is not permitted to be included in listed medicines as it is not included in the 
Therapeutic Goods (Permissible Ingredients) Determination7 No.4 of 2022.  

• The TGA prescribing medicines in pregnancy database8 classifies ivermectin as: 

Drug name Category Classification Level 1 Classification Level 2 Classification Level 3 

Ivermectin B3 Antimicrobials Anthelmintics  

Category B3 – Drugs which have been taken by only a limited number of pregnant women and women of childbearing age, without 
an increase in the frequency of malformation or other direct or indirect harmful effects on the human foetus having been observed. 

Studies in animals have shown evidence of an increased occurrence of foetal damage, the significance of which is considered 
uncertain in humans. 

• There are no warning statements pertaining to ivermectin in the Therapeutic Goods (Medicines 
Advisory Statements) Specification 2019.9 

• From January 2012 to October 2022, there were 15 reports of adverse events for products 
containing ivermectin as an active ingredient on the Database of Adverse Event Notifications 
(DAEN),10 with 9 reports where ivermectin was the single suspected medicine. The recorded 
adverse events were widely varied in nature.  

• As of October 2022, there were 186 products containing ivermectin as an active constituent listed 
on the Public Chemical Registration Information System Search (PubCRIS).11 

• In 2015-2020 there were 15 adverse experiences recorded for ivermectin in the APVMA Adverse 
Experience Reporting Program database (AERP).12 These included 11 incidents classified as 
related to animal health and one related to human health. 

International regulations 
• The Health Canada Drug Product Database13 lists 20 marketed products containing ivermectin, 

including 2 prescription-only medicines for human use (one oral tablet and one topical cream). 

 
6 ARTG database https://www.tga.gov.au/artg  
7 Therapeutic Goods (Permissible Ingredients) Determination 
https://www.legislation.gov.au/Search/Therapeutic%20Goods%20$LB$Permissible%20Ingredients$RB$%20Determinatio
n  
8 TGA prescribing medicines in pregnancy database https://www.tga.gov.au/prescribing-medicines-pregnancy-database  
9 Therapeutic Goods (Medicines Advisory Statements) Specification 2019  
https://www.legislation.gov.au/Details/F2019L00213  
10 Database of Adverse Event Notifications (DAEN)  https://apps.tga.gov.au/Prod/daen/daen-entry.aspx  
11 Public Chemical Registration Information System Search (PubCRIS) https://portal.apvma.gov.au/pubcris  
12 APVMA Adverse Experience Reporting Program database (AERP) https://apvma.gov.au/node/10946  
13 Health Canada Drug Product Database https://health-products.canada.ca/dpd-bdpp/index-eng.jsp 
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• The Medsafe (New Zealand Medicines and Medical Devices Safety Authority) Medicines 
Classification Database14 lists ivermectin as a prescription-only medicine. 

• The United States Food and Drug Administration Orange Book15 lists 8 products containing 
ivermectin, including two prescription-only oral dosage forms (tablets). 

• The European Commission lists 95 products containing ivermectin in the Union Register of 
medicinal products.16 All products listed are for veterinary use. 

• The Health Products Regulatory Authority of Ireland17 regulates two products containing 
ivermectin. Both are topical creams that are available by prescription-only. 

International advice and recommendations 
• The World Health Organization18 recommends not to use ivermectin in patients with COVID-19 

except in the context of a clinical trial. 

• The United States National Institutes of Health19 recommends against the use of ivermectin for the 
treatment of COVID-19, except in clinical trials. 

• Ivermectin is not approved by the US Food and Drug Administration20 for the treatment or 
prevention of COVID-19. 

• The Journal of the American Medical Association (JAMA) published results of the ongoing ACTIV-6 
trial into the effectiveness of ivermectin in treating mild to moderate COVID-19 on 21 October, 
2022. The investigation detailed a randomised, double-blind, placebo-controlled study of 1800 
participants. The study found that ivermectin did not significantly improve recovery time 
compared to placebo after 3 days treatment (see Attachment B). 

 
14 Medsafe Medicines Classification Database https://www.medsafe.govt.nz/profs/class/classintro.asp 
15 US FDA Orange Book https://www.accessdata.fda.gov/scripts/cder/ob/search_product.cfm 
16 European Commission Union Register of medicinal products https://ec.europa.eu/health/documents/community-
register/html/reg_index_inn.htm 
17 HPRA https://www.hpra.ie/homepage/medicines/medicines-information/find-a-
medicine/results/item?compare=PA22743/015/001,PPA23176/014/001 
18 WHO Therapeutic and COVID-19: living guideline https://www.who.int/publications/i/item/WHO-2019-nCoV-
therapeutics-2022.4 
19 NIH COVID-19 Treatment Guidelines https://www.covid19treatmentguidelines.nih.gov/therapies/antiviral-
therapy/ivermectin/?ACSTrackingID=USCDC_1052-
DM74752&ACSTrackingLabel=Ivermectin%20Products%20are%20Not%20Approved%20by%20FDA%20to%20Prevent%2
0or%20Treat%20COVID-19&deliveryName=USCDC_1052-DM74752 
20 US FDA: Why you should not use ivermectin to treat or prevent COVID 19 https://www.fda.gov/consumers/consumer-
updates/why-you-should-not-use-ivermectin-treat-or-prevent-covid-19 
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Substance summary 
Table 1: Chemical information for ivermectin 

Property Substance 

Chemical structure 

 

Molecular formula C₄₇H₇₂O₁₄ 

CAS numbers 70288-86-7 

IUPAC and/or common 
and/or other names 

22,23-Dihydroabamectin; 22,23-dihydroavermectin B1; 22,23-dihydro C-076B1 

Table 2: Acute toxicity end-points for ivermectin21 

Toxicity Species Ivermectin SPF (2018) 
Classification22 

Acute oral toxicity Rat LD50: 50 mg/kg Schedule 7 

Acute oral toxicity Mouse  LD50: 25 mg/kg N/A  

Acute oral toxicity Monkey LD50 >24 mg/kg N/A 

Acute inhalational toxicity Rat LC50 5.11 mg/L for 1 hr Schedule 7 

Eye irritation Rabbit Mild eye irritant Schedule 5 

Skin irritation Rabbit Non-irritant Nil 

Pre-meeting public submissions 
A total of 17 public submissions were received through the consultation portal, with 12 supportive 
and 5 opposing the proposal (see Attachment C). All included a written component.  

 
21 Merck MSDS for ivermectin formulation https://www.merck.com/docs/product/safety-data-sheets/ah-
sds/Ivermectin%20(3.5_pct)%20Formulation_AH_MX_EN.pdf 
22 See TGA website for SPF classification guideline AHMAC – Scheduling policy framework for medicines and chemicals 
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Main points in support: 
• The proposal should be approved in consideration of the current spread of COVID-19 infection, 

despite high levels of immunisation. This will improve patient safety, alleviate pressures on the 
public and private health systems and move Australia’s health policy for the treatment of COVID-
19 toward a multi-therapy strategy. It will also allow access to effective alternatives for those 
patients who cannot tolerate existing treatments and prophylaxis. 

• The primacy of the doctor/patient relationship within medicine stands firmly opposed to the 
placement of excessive constraint on the clinical judgement of doctors. Now that Australian 
vaccination rates have risen to such high levels, it is appropriate to re-evaluate the previous 
decision. 

• There are a considerable number of studies purporting the use of ivermectin for the treatment and 
prevention of COVID-19, in addition to the apparent benefits when ivermectin is used for this 
purpose overseas. These include: 

– extensive toxicological and clinical safety data in relation to ivermectin 

– meta-analyses and reviews of the published medical literature concerning clinical trials of 
ivermectin 

– individual important clinical studies of ivermectin (several of these studies have become 
available subsequent to the imposition of restrictions on ivermectin prescribing) 

– accounts of the successful national ivermectin programs used by several countries in relation 
to COVID-19 

– specific rebuttals in response to key publications which purport to argue against the safe and 
effective use of ivermectin. 

Main points in opposition: 

• The recommendation against the use of ivermectin as a treatment against COVID-19 by the 
National COVID-19 Clinical Evidence Taskforce remains, and ivermectin is not listed as a 
recommended treatment on the National COVID-19 Clinical Evidence Guidelines. Measures other 
than the use of Appendix D to regulate off-label prescribing may need to be considered. 

• The evidence base for ivermectin in the treatment of COVID-19 remains poor, with the Cochrane 
Review in 2021 concluding uncertainty in the limited evidence base and noting that most studies 
assessing ivermectin in the prevention and treatment of COVID-19 were small and of poor quality. 
With respect to public safety the current restrictions remain appropriate. 

• Approved treatments for COVID-19 are readily available. Patients who are prescribed and 
dispensed ivermectin by their doctors and pharmacists are being treated with sub-optimal 
treatment that is not supported by National COVID-19 Clinical Evidence Guidelines. 

• Since the Appendix D amendment was implemented in Sept 2021, there have been 35 calls to the 
Poisons Information Centre regarding exposures to ivermectin, which was being inappropriately 
used for COVID-19 treatment or prevention. Seventeen calls resulted from the use of veterinary 
products, 11 were products available on prescriptions in Australia, 3 were purchased from 
overseas and in 4 cases the source was unclear, demonstrating a continued demand from 
consumers for the unapproved use of ivermectin. If the restrictions on prescribing of ivermectin 
were removed, it is likely these numbers of inappropriate use would be much higher. 
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Internal consultation  
The following sections at the TGA submitted feedback on the scheduling proposal: 

• Regulatory Compliance Branch (RCB) 

– RCB notes that the advertisement of ivermectin to the public for any purpose continues to 
remain illegal. Additionally, there are currently no medicines containing ivermectin as an 
active ingredient that are approved to treat the indication of COVID-19 infection. As such, it 
remains an offence to promote ivermectin for this purpose to and by medical practitioners.  

• Medicines Shortages Section provided the following data detailing wholesale supplies of 
Stromectol 3 mg tablets in Australia – the only oral dosage form of ivermectin on the ARTG – since 
January 2021, noting that the Appendix D entry for ivermectin was introduced into the Poisons 
Standard in September 2021: 

 

Delegate’s specific issues and questions to be considered by the Committee 
The Medicines Scheduling Delegate seeks advice from the Committee on the following questions:  

1. Is it appropriate to maintain the current Appendix D entry for ivermectin in the Poisons Standard?  

2. If not, are there are other scheduling measures that should be undertaken to ensure the 
appropriate use of products containing ivermectin?  

OPTIONS 

OPTION 1 

The Committee recommends that the current scheduling of ivermectin remains appropriate. 

OPTION 2 
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The Committee recommends that the Appendix D entry for IVERMECTIN be amended as follows: 

Appendix D – Delete Entry 

10. Poisons available only when prescribed or authorised for: 

 (1) an indication that is accepted by the Secretary of the Australian Government 
Department of Health in relation to the inclusion of ivermectin in tablet dosage 
form in the Australian Register of Therapeutic Goods (an approved 
indication); or  

Note: Approved indications are shown in the public summary of the Australian 
Register of Therapeutic Goods on the Therapeutic Goods Administration 
website at www.tga.gov.au.  

 

 (2) an indication that is not an approved indication, when the preparation is 
prescribed or authorised by a medical practitioner registered under State or 
Territory legislation that forms part of the Health Practitioner Regulation 
National Law, as a specialist in any of the following specialties or fields of 
specialty practices:  

(a) dermatology;  

(b) gastroenterology and hepatology;  

(c) infectious diseases;  

(d) paediatric gastroenterology and hepatology;  

(e) paediatric infectious diseases; or  

 (3) use in a clinical trial that is approved by, or notified to, the Secretary of the 
Australian Government Department of Health under the Therapeutic Goods Act 
1989.  

  IVERMECTIN in preparations for oral administration for human use. 
 

IMPLEMENTATION DATE 

The Committee is asked to discuss and consider the resolutions with an implementation date of 
1 June 2023/1 October 2023/1 February 2024. 

RECOMMENDATION FOR OTHER ACTION BY THE DELEGATE 

 

ATTACHMENTS 
Attachment A: Application to amend the Poisons Standard with respect to ivermectin (D22-5816413) 

Attachment B: Pre-meeting public submissions (D22-5952811)  
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Attachment C: JAMA Original Investigation: Effect of Ivermectin vs Placebo on Time to Sustained 
Recovery in Outpatients With Mild to Moderate COVID-19. Published 21 October 2022. (D22-6018745) 
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PART 1 – SUMMARY OF THE APPLICATION

PROPOSED SCHEDULING / RESCHEDULING OR OTHER

CHANGE TO THE POISONS STANDARD

1. I request the Appendix D, Item 10 listing (listing) for ivermectin in the Poisons

Standard that was included on the 11th September 2021 be deleted in its entirety in

order to allow general practitioners to prescribe ivermectin safely and effectively for

patients who wish to use ivermectin off-label to prevent and treat Covid-19.

2. The basis for this request is that the Appendix D listing for ivermectin is clearly

irrational, irresponsible, reckless, negligent and possibly criminal, because it poses a

serious threat to public safety and may have caused the unnecessary deaths of

thousands of Australians by preventing general practitioners from treating their

patients with a safe and effective and cheap medication that may prevent 44% of

Covid-19 infections and may prevent serious illness and death caused by Covid-19

infections

3. The listing forces patients to access ivermectin on the black market, or to use

veterinarian ivermectin, and to use it without medical or pharmaceutical supervision,

while simultaneously preventing the safe prescribing of ivermectin by doctors and the

safe dispensing of ivermectin by pharmacists, for the prevention and treatment of

Covid-19. The listing itself is unsafe and irrational and has the opposite effect to that

which was intended.

4. There was never any rational basis for the Appendix D, Item 10 listing for ivermectin

in the Poisons Standard. The listing provides for additional controls on possession

and supply of poisons included in schedules 4 and 8. There was never, at any time, a

specific health risk that could be mitigated by restricting off-label prescribing of

ivermectin to dermatologists and gastroenterologists. There was never any evidence

that specialist General Practitioners have been prescribing ivermectin unsafely or

that the prescribing by General Practitioners was undesirable.
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5. The TGA has been aware that ivermectin is safe in the doses used in the prophylaxis

and treatment of Covid-19 since 2013, when it undertook a rigorous analysis of the

safety of ivermectin which was published in a 2013 AUSPAR.

6. There is no evidence that ivermectin is unsafe when prescribed by doctors and

dispensed by pharmacists. There is evidence that ivermectin is an effective

prophylactic and treatment for Covid-10. This application is based on a harm

minimisation approach to patient care. The listing is causing harm separately to the

question of the efficacy of ivermectin, in and of itself.

7. The use of ivermectin by Australians will be safer if the listing is deleted, because

doctors and pharmacists can then be involved in the use of ivermectin by patients.

8. There is a strong possibility, based on published research, that ivermectin may help

prevent and also treat Covid-19. It is unethical, immoral and possibly criminal to

withhold a safe and effective prophylactic and/or treatment from the Australian

publice when there is no rational basis for preventing Australians from accessing

ivermectin safely.

9. The Appendix D, Item 10 listing appears to be a political act that is designed to

support the government and public health authorities, rather than medicine or

science or logic.

SUGGESTED SCHEDULING OR OTHER WORDING

10. I do not suggest re-scheduling of ivermectin. Ivermectin should remain in schedule 4.

This schedule is appropriate and provides for ivermectin to be prescribed and

dispensed safely, in contrast to the effect of the listing.

11. I do not suggest other wording. I request deletion of the Appendix D, Item 10 listing

for ivermectin in its entirety.

Schedule N – Proposed New Entry/Amendment

12. The proposed amendment of the Poisons Standard is the deletion of the Appendix D,

Item 10 listing for Ivermectin which was inserted on the 11th of September 2021.
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SUBSTANCE SUMMARY

13. The CAS ID of ivermectin is 70288-86-7.

14. The chemical structure, toxicity and pharmacology of ivermectin is well known to the

department. Details can be found in the department's 2013 AUSPAR for ivermectin.

Ivermectin has been registered and widely used in Australia since the 1980s. The

AUSPAR for ivermectin can be found here:

https://www.tga.gov.au/auspar/auspar-ivermectin

15. Relevantly, the most recent MSD safety data continues to confirm the wide

therapeutic window of ivermectin treatment. The complete MSD Safety Data Sheet

can be found here: MSD Safety Data for Ivermection 26/3/2022

https://www.merck.com/docs/product/safety-data-sheets/hh-sds/Ivermectin%20Solid

%20Formulation_HH_IN_6N.pdf

16. MSD Safety Data Sheet 26 March 2022:

Acute oral toxicity : LD50 (Rat): 50 mg/kg

LD50 (Mouse): 25 mg/kg

LD50 (Monkey): > 24 mg/kg

Target Organs: Central nervous system

Symptoms: Vomiting, Dilatation of the pupil

Remarks: No mortality observed at this dose

OVERVIEW

17. Ivermectin is a safe and effective drug that has been used in humans since the

1980s. It is available in 3mg tablets in Australia, and is funded under the

Pharmaceutical Benefits Scheme. There is no evidence that ivermectin is unsafe, or

that it has a narrow therapeutic index, or any other significant safety concern when
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used as directed by general practitioners. Removing off-label prescribing of

ivermectin from general practitioners was irrational and unnecessary.

18. Specialist qualifications and training are not required to prescribe ivermectin safely.

There is no evidence or indication that other specialists prescribe ivermectin more

safely than general practitioners. General practitioners have been safely and

effectively prescribing ivermectin since the 1980s in Australia.

19. When it became apparent that ivermectin may be able to prevent and treat Covid-19

infections, some of the more enlightened doctors in Australia began treating

Covid-19 patients with ivermectin. This was in accordance with the ethical principles

for medical research formulated by the World Medical Association and published as

the Declaration of Helsinki in 1964, 58 years ago, which states [at 37]:

Unproven Interventions in Clinical Practice

37.       In the treatment of an individual patient, where proven interventions

do not exist or other known interventions have been ineffective, the physician,

after seeking expert advice, with informed consent from the patient or a

legally authorised representative, may use an unproven intervention if in the

physician’s judgement it offers hope of saving life, re-establishing health or

alleviating suffering. This intervention should subsequently be made the

object of research, designed to evaluate its safety and efficacy. In all cases,

new information must be recorded and, where appropriate, made publicly

available.

20. On the 11th of September 2021, a delegate of the Secretary of the Department of

Health amended the Poisons Standard to include an Appendix D to prevent general

practitioners from treating Covid-19 with ivermectin, or using ivermectin as

prophylaxis against Covid-19 infections.

21. There was no proper basis for this amendment. It was irrational and irresponsible

and was not supported by fact or reason. The delegate appears to be hysterical. The

reasons provided are dramatic imaginings, exaggerated risks and minimise the

possible benefits. The fabrications by the delegate about safety concerns are

particularly concerning.
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22. The amendment may have caused the unnecessary deaths of thousands of

Australians, and may cause the unnecessary deaths of thousands more Australians

in the future, by preventing the use of ivermectin in the prophylaxis and treatment of

Covid-19.

23. The other public health impact of the amendment has been to cause patients to

access black market ivermectin of uncertain quality and quantity, and to use it

without the advice or prescription of a doctor, or the checking and safety function of

the dispensing pharmacist. Alternatively, some patients are using veterinarian

preparations of ivermectin designed for animal use.

24. The public health impact of the amendment may continue, and contribute to an

ongoing and worsening health catastrophe through the mechanisms above.

25. It is clear from Australia's historical use of ivermectin that it is very safe and is

extremely unlikely to cause serious adverse drug reactions. Contrary to the reasons

provided for the listing, there is no vitiating risk to public health from ivermectin. The

only risks the delegate identified were caused by a lack of medical and

pharmaceutical supervision of the use of ivermectin, which the listing exacerbates.

26. In contrast to the justification offered for the Appendix D listing for ivermectin, it is

clear from the TGA's own 2013 AUSPAR for ivermectin that ivermectin is generally

safe and well tolerated. The TGA's evaluator concluded (at 4.3) that:

No indication of CNS toxicity associated with oral ivermectin was observed

for any of the doses administered in this study. This was most strongly

supported by the absence of a mydriatic effect documented with pupillometry.

The standard used was the difference in pupil size between baseline and the

approximate time of Cmax after the Study Day 7 dose. A conservative

measure of a 1 mm difference between the ivermectin and placebo groups

was considered significant. Comparison of pupil size to baseline was made

after the third dose when maximum drug concentration was likely to be

present if any accumulation occurred. Considering this criterion, the mydriatic

effect following 30 mg ivermectin administration was equal to that observed

with placebo. Escalation to a single dose of 120 mg (up to 2 mg/kg), 10 times
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the approved dose and 5 times the anticipated head lice dose, also produced

no mydriatic effect. This supports the safety of ivermectin at the proposed

dose and provides a significant margin of safety.

27. The overall conclusion and risk/benefit assessment of ivermectin also contradicts the

reason provided the delegate that "Oral ivermectin also has the potential to

cause severe adverse events in persons" . The TGA's own assessment of

ivermectin in nearly one and half million patients in its own AUSPAR report reaches

the opposite conclusion, stating [at VI] that (bold emphasis added):

Safety

The most comprehensively reported safety data came from the PK study

conducted in healthy volunteers (Study 066). In this study oral ivermectin

administered in multiple doses of up to 60 mg given 3 times a week or in

single doses of up to 120 mg (which is approximately 10 times the proposed

dose of 200 µg/kg for treatment of scabies) was generally well tolerated, with

no evidence of mydriatic effect or other neurological toxicity. The most

commonly reported clinical AE was headache, which occurred in equal

proportions of ivermectin and placebo treated subjects. Other AEs, reported

in single subjects in each group, were nausea, dizziness and rash. No
serious AEs were reported in the study. The clinical evaluator found
there were no significant safety concerns reported with the use of
ivermectin in any of the published scabies studies, except for one report of

fatal complications in elderly patients from a long-term care facility. However,

Barkwell’s findings were not confirmed in subsequent studies, some of which

used even higher doses of ivermectin. Overall, the adverse event profile for

ivermectin use in treatment of scabies appeared to be similar to that

observed for other indications for which it is approved. In the published

randomised clinical trials the main adverse events were headache, abdominal

pain, mild diarrhoea and rash. Post marketing data were also provided in the

form of a PSUR, covering the period April 2010 to April 2011. During the
reporting period an estimated 1,423,010 patient treatment courses were
administered for all indications
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28. Australia's historical use of ivermectin confirms the above. There is only a very small

risk to public health from ivermectin prescribed by doctors and checked by

pharmacists. Ivermectin is certainly much safer than many other medications

commonly in use today.

29. The effect of the new Appendix D listing for ivermectin is to force patients who want

to use ivermectin to do so without the advice of the medical practitioners or the

safety check and counselling by pharmacists.

30. Clearly, the Appendix D listing was reckless and negligent and had the opposite

effect of that intended. Patients now source and use ivermectin on the black market.

31. Ivermectin is extremely cheap, especially compared to the current vaccines and

treatments for Covid-19. It would remain cheap and accessible for vulnerable

patients if the listing is removed. Patients will still be protected by the Australian

Scheduling Policy Framework (SPF) and other medical and pharmaceutical safety

regulations if the listing is deleted.

32. There are now many research articles of reasonable quality that provide reasonable

evidence that ivermectin may help prevent Covid-19 infections and may prevent

Covid deaths.

33. Vaccines have not been as helpful as the public health authorities trumpeted. There

has been a large increase in the number of Covid-19 infections and deaths despite

good vaccination rates in Australia.

34. Antivirals for treating Covid-19 are subject to age and other restrictions. They are

extremely expensive and subject to authority prescription rules which exclude most

patients. In contrast, ivermectin has a proven safety profile in school-aged children.

35. There is currently a large increase in the number of infections and deaths from

Covid, which ivermectin may ameliorate immediately and may prevent future surges

in the infection rate, lessening the strain on public health facilities like hospitals.
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36. The possible benefits of ivermectin in the prevention and treatment of Covid-19 have

become clearer. Ivermectin is very safe when taken as properly prescribed by a

medical practitioner. There is little to no risk of adverse effects from using ivermectin

in the prevention and treatment of Covid-19 if it is taken as prescribed, even in

children.

37. The listing does not prevent patients from obtaining and using ivermection, but it

does remove the safety provided by involvement of the patients' doctors and

pharmacists. The delegate demonstrated that they were aware that the listing would

not prevent patients from obtaining ivermectin when they wrote "there has been

significant increase in personal importation of ivermectin" (sic).

38. There may be significant public health benefits to Australia from making ivermectin

available as prophylaxis and treatment of Covid-19. The risk/benefit assessment is

clearly in favour of the approach the World Medical Association suggests because

ivermectin is safe and may be effective in preventing and treating Covid-19.

Ivermectin should be available for doctors to prescribe for prophylaxis and treatment

of Covid-19, even though there is still debate about the efficacy of ivermectin in

preventing and treating Covid-19.

39. The published evidence supporting the use of ivermectin in the prophylaxis and

treatment of ivermectin is available to the TGA. The failure to act on the data held by

the TGA, and the voluminous published evidence that suggests ivermectin is more

accessible, cheaper, safer, and more stable than vaccination and anti-viral treatment

is inexplicable.

40. In addition, removing the listing will provide an alternative treatment for those

patients who do not tolerate other Covid-19 prophylactics and treatment.

41. The listing appears to be improperly based on the public health narrative and political

considerations, not on therapeutic and safety concerns, because there are no

vitiating therapeutic or safety concerns that could reasonably lead to this effective

ban on using ivermectin for the prophylaxis and treatment of Covid-19.

Page 14

s22

Document 4



PART 2 – BODY OF THE APPLICATION

BACKGROUND

42. Ivermectin is well known to the department. It has been widely used all over the

world and in Australia. Ivermectin's use and safety was confirmed by the department

in 2013, when it reviewed nearly one and a half million patients who had taken

ivermectin orally. There is more than enough data available to the TGA about

ivermectin to confirm its safety, contrary to the reasoning of the delegate who made

the amendment to the Poisons Standard.

43. For further detail on the background of ivermectin, please see your own AUSPAR

documentation from 2012 and 2013.

44. The only change, and the basis for this application, is that it appears ivermectin may

prevent and treat Covid-19 cheaply and effectively, and that it may be safer than the

alternatives the TGA has forced on medical practitioners and the public.

45. Ivermectin is very cheap and very stable. This means that ivermectin is more

accessible to rural and remote Australia than current vaccinations and anti-viral

medication. In contrast to the reasoning of the delegate that "Such a shortage

may disproportionately impact vulnerable communities, including

Aboriginal and Torres Strait Islander communities". In fact, ivermectin may be

far more effective than the delicate vaccines because ivermectin can be

administered by enrolled nurses and Aboriginal Health Workers who may not be

qualified to administer vaccinations, or lack the specialised storage facilities required

by some vaccinations.

46. The concern of the delegate that "it is possible that oral ivermectin will be in

shortage in Australia for the treatment of the conditions for which it has

been properly evaluated and approved in accordance with scientific data.

Such a shortage may disproportionately impact vulnerable communities,

including Aboriginal and Torres Strait Islander communities" is irrational and
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has basis in fact. There is no shortage of ivermectin in Australia, and it is unlikely that

there would be such a shortage.

47. If this was a real concern, rather than a fabrication to justify the listing, then it could

be managed easily, simply and cheaply by stockpiling the usual quantity of

ivermectin used in a six month period and setting that stockpile aside for the

approved treatments. This data is available easily from the PBS.

48. There was no medical, scientific or rational basis for the Appendix D, Item 10 listing

for ivermectin.

DETAILED CLAIMS AGAINST THE REQUIREMENTS OF THE
SCHEDULING POLICY FRAMEWORK

PART 2.1 CRITERIA WHICH MUST BE ADDRESSED – PROPOSALS TO CHANGE
PART 4 OF THE POISONS STANDARD – SCHEDULING OR RESCHEDULING OF
SUBSTANCES

(A) Risks and Benefits Associated with the Use of a Substance

49. The risks of using ivermectin have been identified and addressed by the TGA

previously, including the major risk factors, in the TGA's own 2013 AUSPAR for

ivermectin. There is little to no risk in using ivermectin in the recommended doses for

treating or preventing Covid-19. Again, this is a fabrication by the TGA.

50. The benefits of ivermectin may now include the prevention and treatment of

Covid-19. There is debate about how effective ivermectin is in regard to Covid-19,

but there is no debate about the safety of ivermectin.

51. The risks of ivermectin use remain low, while the research indicates there may be

significant benefits from ivermectin, including prevention of hospitalisation and death

from Covid-19 in a significant proportion of treated patients.

52. Ivermectin, is, of course, used by millions of people in Africa, regularly, for the

prevention of parasitic infections. Relevantly, those populations have been protected

from Covid-19 infection to a significant extent.
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(B) the purposes for which a substance is to be used and the extent of use of that
substance

53. Ivermectin is not currently used officially for the prevention and treatment of Covid-19

in Australia because of the Appendix D, Item 10 listed by the delegate to the

Secretary on 10th September 2021.

54. Overseas use of ivermectin in the prevention and treatment of Covid-19 has been

extensive (see reference to ivermectin use in Africa, above)  and has provided

contemporary and convincing evidence that ivermectin may help prevent Covid-19 in

up to 44% of patients, and may help reduce the severity of Covid-19 infections in a

significant proportion of patients.

55. This is important because of the current pressures on Australian hospitals.

Ivermectin may help reduce Covid-19 infections and hospitalisations.

(C) Toxicity and Safety of the Substance

56. I refer the reader to the TGA's own assessment of ivermectin, which is contained in

the 2013 AUSPAR and attachments 1 and 2. This AUSPAR confirms the safety of

ivermectin in much higher doses than would be used to treat or prevent Covid-19.

57. The AUSPAR address the factors set out in Chapter 3 of the SPF for the deletion of

the Appendix D, Item 10 listing for ivermectin proposed in this application.

(D) Dosage, Formulation, labelling, packaging and presentation of a Substance

58. These factors have been considered by the TGA in the 2013 AUSPAR for ivermectin.

59. No changes are requested or required to the presentation of ivermectin. The 3mg

tablet is sufficiently versatile for use in adult patients and older children.
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(E) Potential for Misuse/Abuse of the Substance

60. The potential for accidental misuse of ivermectin has been increased by the

Appendix D, Item 10 listing for ivermectin because patients who want to use

ivermectin can no longer have it safely prescribed by the doctor and safely

dispensed by a pharmacist.

61. The listing has forced patients who are intent on using ivermectin for the prophylaxis

and treatment of Covid-19 to use the black market or use a veterinarian product to

obtain supplies of ivermectin. This is clearly unsafe.

62. The listing has the opposite effect of the intended effect.

(F) Any Other Matter that May be Relevant to the Scheduling of a Substance

63. Harm Minimisation is a recognised policy approach that the Appendix D, Item 10

listing for ivermectin has removed from public health. It is clearly much safer to have

a doctor prescribe, and a pharmacist check the prescription and dispense ivermectin

than forcing patients to source and dose themselves with black market ivermectin.

Harm Minimisation policy is 40 years old, and the situation with ivermectin is

directly comparable to Opioid Substitution Therapy, where Australia substitutes

prescribed opioids for black market opioids to increase patient safety.

64. The delegate has based their listing on speculation and hypothetical fabrications for

which there is no basis or evidence and which is simply scare-mongering, including:

… the likelihood that people who have been prescribed ivermectin for this

purpose may believe themselves to be protected from the disease and not

get vaccinated or tested and seek appropriate medical care if they

developed symptoms. This also poses the potential risk to the community

through the spread of the disease as well as the risks to individuals using

it for this purpose.

65. There is research that does not find ivermectin to be helpful in preventing or treating

Covid-19. The delegate did not consider if counterfeit ivermectin could explain some,

or all, of the negative research upon which the delegate based their decision.
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66. And in any event patients in Australia have the right to access safe alternatives for

Covid-19 prevention and treatment. The listing removes choice from Australians.

67. There will be some Australians who do not tolerate the current prophylactics and

treatments for Covid-19, and those Australians should have alternatives made

available to them.

68. There is now evidence in the form of substantial research that ivermectin is cheap,

safe and effective in the prevention and treatment of Covid-19.

PART 2.2 CRITERIA WHICH MUST BE ADDRESSED – PROPOSALS TO
CHANGE PARTS 1-3 OR PART 5 OF THE POISONS STANDARD

69. The risk of using ivermectin when properly prescribed and dispensed remains

unchanged. These risks are very low. They are well known to the TGA.

70. Contrary to the magical thinking, speculation and hypothetical, imaginary problems

concocted by the delegate to the Secretary, there is no rationale for stopping general

practitioners from prescribing ivermectin. There is no basis for the listing.

71. In contrast, the Appendix D, Item 10 listing for ivermectin must cause unsupervised

and possibly hazardous use of ivermectin by excluding the doctor and the

pharmacist from patient care. Some patients are, quite reasonably, convinced that

ivermectin may help them and may be safer than the alternatives forced upon them

by the public health authorities. These patients will use the black market, or

veterinarian ivermectin and will calculate their does themselves.

CONCLUSION

72. There was no medical, scientific or rational basis for the Appendix D, Item 10 listing

for ivermectin by the delegate. This listing is bizarre and has the opposite effect to

that intended. It makes the use of ivermectin less safe by excluding medical and

pharmaceutical supervision. The listing cannot prevent patients from accessing and

using ivermectin from unregulated sources.
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73. The listing does not comply with the harm minimisation policy that Australia has

implemented, because it removes medical and pharmaceutical supervision of

ivermectin prophylaxis and treatment.

74. There were no problems with the safety of ivermectin prescribed by general

practitioners. The listing does not actually address any real issue.

75. The listing has created the hazard of patients sourcing and dosing themselves with

black-market ivermectin, or veterinarian ivermectin, by preventing doctors from

prescribing ivermectin and preventing pharmacists from checking the safety of

ivermectin prescriptions and counselling patients about the safe use of ivermectin.

76. The current evidence is that ivermectin may help prevent infection by Covid-19,

which would obviously decrease death rates and hospital overcrowding in Australia

from Covid-19.

77. The current evidence is that ivermectin may help reduce the length of hospital stays

caused by infection with Covid-19, which would obviously decrease hospital

overcrowding in Australia from Covid-19.

78. The current evidence is that ivermectin may help prevent deaths caused by

Covid-19.

79. The TGA's prevention of the use of ivermectin by general practitioners is bizarre and

irrational. The delegate’s listing of the Appendix D, Item 10 for ivermectin may be a

crime, under section 54 of the Crimes Act 1900 (NSW) because the delegate of the

Secretary of the Department of Health may be responsible for a reckless and

negligent act that may have caused grievous bodily harm and thousands of

unnecessary deaths.

80. I request the Appendix D, Item listing for ivermectin be removed immediately in order

to improve patient safety and access to Covid-19 prophylaxis and treatment and to

provide a safe and possibly effective alternative for those patients who do not

tolerate existing treatments and prophylaxis.
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PART 3 – SUPPORTING DATA

SUPPORTING DATA SUMMARY

81. The 2013 TGA AUSPAR for ivermectin and its attachments provide all of the

historical, safety and product data required for this application.

82. The following recently published papers present a compelling case for the use of

ivermectin in the prophylaxis and treatment of Covid-19. The results or conclusions

of the supporting evidence are reproduced. URLs are provided to allow access to the

contemporaneous copies of the research.

83. There are five groups of supporting research presented. They are -

83.1. The safety of ivermectin.I have included a few papers to prove ivermectin

remains safe. The supporting data presented is clinical research that is

relevant to Australian patients;

83.2. Effectiveness of ivermectin in preventing Covid-19. The supporting data

presented is clinical research that is relevant to Australian patients;

83.3. Effectiveness of ivermectin in treating Covid-19. The supporting data

presented is clinical research that is relevant to Australian patients;

83.4. Molecular mechanisms of action and pathway reviews that explain how

ivermectin could be active in vivo against Covid-19. These papers are not

clinical; and

83.5. Systematic reviews and meta-analyses of the use of ivermectin in preventing

and treating Covid-19. These papers are clinically focused.

84. The supporting data presented was selected on the basis of relevance and recency,

because of concerns about early studies with ivermectin and Covid-19.

85. I have restricted the number of supporting articles for each of the five groups for the

sake of brevity and to prevent repetition. The articles are relevant to Australia.
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SUPPORTING DATA DETAILS

The Safety of Ivermectin

86. Ozer M, Goksu SY, Conception R, Ulker E, Balderas RM, Mahdi M, Manning Z, To K, Effendi

M, Anandakrishnan R, Whitman M. Effectiveness and safety of Ivermectin in COVID‐19

patients: A prospective study at a safety‐net hospital. Journal of Medical Virology. 2022

Apr;94(4):1473-80. https://onlinelibrary.wiley.com/doi/full/10.1002/jmv.27469

Our study used two doses regimen of 200 μg/kg, with no

ivermectin-related adverse events observed. Recent studies have

evaluated ivermectin doses up to 800 μg/kg, given in a single dose or

three consecutive days, and reported good safety profiles.15-17 A

meta-analysis of the safety profile of higher doses of ivermectin

showed no increased risk of adverse events with higher ivermectin

doses compared to 200 or 400 μg/kg.1 To date, the most optimal dose

of ivermectin that balances efficacy with tolerability remains unknown.

87. Wimmersberger D, Coulibaly JT, Schulz JD, Puchkow M, Huwyler J, N’Gbesso Y, Hattendorf

J, Keiser J. Efficacy and safety of ivermectin against Trichuris trichiura in preschool-aged and

school-aged children: a randomized controlled dose-finding trial. Clinical Infectious Diseases.

2018 Sep 28;67(8):1247-55. https://pubmed.ncbi.nlm.nih.gov/29617737/

Results: A total of 126 PSAC and 166 SAC were included in an available

case analysis. In PSAC, efficacy against T. trichiura did not differ

between 200 µg/kg ivermectin and placebo treatment arm, as expressed

in CRs (20.9% [95% confidence interval {CI}, 11.9%-52.8%] vs 19.5%

[10.4%-49.9%]) and geometric mean ERRs (78.6% [60.1%-89.5%] vs

68.2% [40.5%-84.8%]). In SAC, the highest administered ivermectin dose

of 600 µg/kg had a low CRs (12.2% [95% CI, 4.8%-32.3%]) and moderate
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ERRs (66.3% [43.8%-80.2%]). Only mild adverse events and no organ

toxicity, based on serum biomarkers, was observed.

88. Tavul L, Laman M, Howard C, Kotty B, Samuel A, Bjerum C, O’Brian K, Kumai S, Amuga M,

Lorry L, Kerry Z. Safety and efficacy of mass drug administration with a single-dose

triple-drug regimen of albendazole+ diethylcarbamazine+ ivermectin for lymphatic filariasis in

Papua New Guinea: An open-label, cluster-randomised trial. PLoS neglected tropical

diseases. 2022 Feb 9;16(2):e0010096.

https://journals.plos.org/plosntds/article?id=10.1371/journal.pntd.0010096

Principal findings

Of the 4,563 participants enrolled, 96% were assessed for AEs within 2 days after
treatment. The overall frequency of AEs were similar after either DA (18%) or IDA
(20%) treatment. For those individuals with AEs, 87% were mild (Grade 1), 13% were
moderate (Grade 2) and there were no Grade 3, Grade 4, or serious AEs (SAEs).
The frequency of AEs was greater in Mf-positive than Mf-negative individuals
receiving IDA (39% vs 20% p<0.001) and in Mf-positive participants treated with IDA
(39%), compared to those treated with DA (24%, p = 0.023). One year after
treatment, 64% (645/1013) of participants who were antigen-positive at baseline were
re-screened and 74% of these participants (475/645) remained antigen positive.
Clearance of Mf was achieved in 96% (52/54) of infected individuals in the IDA arm
versus 84% (56/67) of infected individuals in the DA arm (relative risk (RR) 1.15; 95%
CI, 1.02 to 1.30; p = 0.019). Participants receiving DA treatment had a 4-fold higher
likelihood of failing to clear Mf (RR 4.67 (95% CI: 1.05 to 20.67; p = 0.043). In the DA
arm, a significant predictor of failure to clear was baseline Mf density (RR 1.54; 95%
CI, 1.09 to 2.88; p = 0.007).

89. Buonfrate D, Chesini F, Martini D, Roncaglioni MC, Fernandez ML, Alvisi MF, De

Simone I, Rulli E, Nobili A, Casalini G, Antinori S. High-dose ivermectin for early

treatment of COVID-19 (COVER study): a randomised, double-blind, multicentre,

phase II, dose-finding, proof-of-concept clinical trial. International journal of

antimicrobial agents. 2022 Feb 1;59(2):106516.

https://www.sciencedirect.com/science/article/pii/S0924857921013571

High-dose ivermectin was safe but did not show efficacy to

reduce viral load.
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90. Hazan S, Dave S, Gunaratne AW, Dolai S, Clancy RL, McCullough PA, Borody TJ.

Effectiveness of ivermectin-based multidrug therapy in severely hypoxic, ambulatory

COVID-19 patients. Future microbiology. 2022 Mar;17(5):339-50.

https://www.futuremedicine.com/doi/full/10.2217/fmb-2022-0014

conclusions: All subjects resolved symptoms (in 11 days on average), and

oxygen saturation improved in 24 h (87.4% to 93.1%; p = 0.001). There were

no hospitalizations or deaths, less than (p < 0.002 or 0.05, respectively)

background-matched CDC database controls. Triple combination therapy is

safe and effective even when used in outpatients with moderate to severe

symptoms.

91. Guzzo CA, Furtek CI, Porras AG, Chen C, Tipping R, Clineschmidt CM, Sciberras

DG, Hsieh JY, Lasseter KC. Safety, tolerability, and pharmacokinetics of escalating

high doses of ivermectin in healthy adult subjects. The Journal of Clinical

Pharmacology. 2002 Oct;42(10):1122-33.

https://pubmed.ncbi.nlm.nih.gov/12362927/

Ivermectin was generally well tolerated, with no indication of associated CNS

toxicity for doses up to 10 times the highest FDA-approved dose of 200

microg/kg. All dose regimens had a mydriatic effect similar to placebo.

Adverse experiences were similar between ivermectin and placebo and did not

increase with dose. Following single doses of 30 to 120 mg, AUC and Cmax

were generally dose proportional, with t(max) approximately 4 hours and t1/2

approximately 18 hours. The geometric mean AUC of 30 mg ivermectin was

2.6 times higher when administered with food. Geometric mean AUC ratios

(day 7/day 1) were 1.24 and 1.40 for the 30 and 60 mg doses, respectively,

indicating that the accumulation of ivermectin given every fourth day is

minimal. This study demonstrated that ivermectin is generally well tolerated at

these higher doses and more frequent regimens.
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Effectiveness of Ivermectin in Preventing Covid-19

92. Umar M, Shahid R, Khan MM, Hayat U, Nadar A, Afzal S. Effectiveness of
Ivermectin among COVID-19 patients: A Randomized Controlled Trial. Journal of
Rawalpindi Medical College. 2022 Jun 30;26(2).
http://www.journalrmc.com/index.php/JRMC/article/view/1802

Results: Males constituted the majority (56.7%) of our study participants.

Statistically insignificant difference in mean age (P = 0.42) and mean length of

hospital stay (P= 0.32) between experimental and control group subjects was

observed. Mean time to PCR negativity was reported to be significantly less (P=

0.002) in experimental group. Significant improvement was seen in PCR

negativity (P<0.05), mean Clinical Severity Score (CSS) (P0.02), mean

hemoglobin level (P=0.03) and mean platelet count (P=0.03). Difference in

health outcome of both groups was determined to be statistically insignificant

(P<0.2, 95% CI (-0.20 – 0.12)). Relative Risk of 0.8 proved the protective effect

of Ivermectin in COVID.

Conclusion: Ivermectin was quite effective in reducing mortality and improving

the health outcome in COVID-19 patients.

93.

94. Kerr L, Cadegiani FA, Baldi F, Lobo RB, Assagra WL, Proença FC, Kory P, Hibberd
JA, Chamie-Quintero JJ. Ivermectin Prophylaxis Used for COVID-19: A Citywide,
Prospective, Observational Study of 223,128 Subjects Using Propensity Score
Matching. Cureus. 2022 Jan 15;14(1).https://www.cureus.com/articles/82162

Of the 223,128 citizens of Itajaí considered for the study, a total of

159,561 subjects were included in the analysis: 113,845 (71.3%)

regular ivermectin users and 45,716 (23.3%) non-users. Of these,

4,311 ivermectin users were infected, among which 4,197 were from

the city of Itajaí (3.7% infection rate), and 3,034 non-users (from

Itajaí) were infected (6.6% infection rate), with a 44% reduction in
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COVID-19 infection rate (risk ratio [RR], 0.56; 95% confidence

interval (95% CI), 0.53-0.58; p < 0.0001).

95. Tanioka H, Tanioka S, Kaga K. Comparative epidemiology of ivermectin and

vaccines against Delta variant based on real-world data and hypothesized

mechanisms of ivermectin immunological action.

https://assets.researchsquare.com/files/rs-1631602/v1/f1c92a52-4993-4522-aefb-6a

8ba33a01ee.pdf?c=1652836834

Efficacy of ivermectin against vaccines
The mortality efficacy rate of the non-inactivated vaccines against the

ivermectin group is 35% (95% CI = 19–52%). An efficacy rate of 35% means

that a person is 35% less likely to become dead than someone who was not

vaccinated. The results indicate that ivermectin is effective, although less

effective than the non-inactivated vaccines. The mortality effective rate of the

inactivated vaccine-approved group against ivermectin is 18% (95% CI,

4–34%). This value shows almost the same effect as the ivermectin group.

Thus, ivermectin is more effective than the inactivated vaccines alone.

Conclusions
Ivermectin may have both chemical actions and immune response

mechanisms against SARS-CoV-2. And its activity is similar to a vaccine and

is more effective than the inactivated vaccines against Delta variant.

Ivermectin is less effective but not as pronounced as non-inactivated

vaccines. Ivermectin is superior effective than inactivated vaccines. When

used in combination with a non-activated vaccine, it may further reduce

morbidity. It is supposed that the vaccine effect of ivermectin may last

approximately 5 months. A possible immune mechanism is that ivermectin

activates the RIG-I pathway to produce innate immunity, antibodies against

SARS-CoV-2, and autophagy.
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96. Sardana K, Mathachan SR. Is there any prophylactic role for ivermectin in COVID‐19—A

literature summary. Journal of Cosmetic Dermatology. 2022 Jan;21(1):24-6.

https://onlinelibrary.wiley.com/doi/full/10.1111/jocd.14633

Also, the studies on prophylactic use need further enunciation to determine

its role in possible prevention of COVID-19, and data listed in Table 1 suggest

that a prophylactic dose may be useful as is practiced in certain countries,

including Africa, India, and Southeast Asia.11 A classic example is the

prophylactic use of ivermectin against parasitic infections, which is most

common in Africa11 and has been done under the aegis of the WHO. It has

been shown that the incidence, mortality rates and the number of cases were

significantly lower among these countries.12 In our country, such a

prophylactic dose may possibly have played a role in mitigating the mortality

and morbidity of COVID-19. Ivermectin is a cheap and effective drug, that in a

prophylactic warrants more research in prevention of the disabling

complications of COVID 19.

Effectiveness of Ivermectin in Treating Covid-19

97. Niaee MS, Namdar P, Allami A, Zolghadr L, Javadi A, Karampour A, Varnaseri M,

Bijani B, Cheraghi F, Naderi Y, Amini F. Ivermectin as an adjunct treatment for

hospitalized adult COVID-19 patients: A randomized multi-center clinical trial. Asian

Pacific Journal of Tropical Medicine. 2021 Jun 1;14(6):266.

https://www.apjtm.org/article.asp?issn=1995-7645;year=2021;volume=14;issue=6;sp

age=266;epage=273;aulast=Shakhsi;utm_source=fbia

Results: A total of 16.7% (5/30) and 20.0% (6/30) patients died in arms

treated with hydroxychloroquine 200 mg twice per day and placebo plus

hydroxychloroquine 200 mg twice per day, respectively, and a reduction in
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mortality rate in patients receiving ivermectin treatment to 0%, 10%, 0% and

3.3% for arms 1-4 were observed. Risk of mortality was also decreased about

15% in the ivermectin treated arms.

Conclusions: Ivermectin as an adjunct reduces the rate of mortality, time of

low O2 saturation, and duration of hospitalization in adult COVID-19 patients.

The improvement of other clinical parameters shows that ivermectin, with a

wide margin of safety, had a high therapeutic effect on COVID-19.

98. Chahla, R.E., Ruiz, L.M., Mena, T., Brepe, Y., Terranova, P., Ortega, E.S.,

Barrenechea, G.G. and Goroso, D.G., 2022. Randomized trials-Ivermectin

repurposing for COVID-19 treatment of outpatients with mild disease in primary

health care centers. Research, Society and Development, 11(8),

pp.e35511830844-e35511830844.

https://rsdjournal.org/index.php/rsd/article/view/30844

Conclusion: This work supports the potential efficacy of Ivermectin in

outpatient care with mild COVID-19 as a potentially useful intervention of

public health consideration.

99. OE B, Adesuyi A, O O. A comparison of Ivermectin and Non Ivermectin based

regimen for covid 19 in Abuja: effects on virus clearance, Days-to-Discharge and

Mortality.

https://assets.researchsquare.com/files/rs-1373673/v1/7d50cfad-d6b7-4f78-8b09-54

4f508c4a0e.pdf?c=1646065300

Conclusions: The IVM-based regimen caused earlier discharge from

treatment and reduced mortality, in addition to clinical and laboratory

improvements. Vaccination did not protect some patients from SARS-CoV-2

breakthrough infection and mortality.
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100. Shimizu K, Hirata H, Kabata D, Tokuhira N, Koide M, Ueda A, Tachino J, Shintani A,

Uchiyama A, Fujino Y, Ogura H. Ivermectin administration is associated with lower

gastrointestinal complications and greater ventilator-free days in ventilated patients with

COVID-19: A propensity score analysis. Journal of Infection and Chemotherapy. 2022 Apr

1;28(4):548-53. https://www.sciencedirect.com/science/article/pii/S1341321X21003603

Conclusions

Ivermectin improved gastrointestinal complications and the number of

ventilator-free days in severe COVID-19 patients undergoing mechanical

ventilation. Prevention of gastrointestinal symptoms by SARS-Cov-2 might

be associated with COVID-19 outcome.

101. Vergeire-Dalmacion GR. The Use of Oral Human Grade Ivermectin with

Supplements Known As Immunomodulators for Treating Patients with COVID-19

Infections At Home. J Clin Immunol Microbiol. 2022;3(2):1-6.

https://athenaeumpub.com/wp-content/uploads/The-Use-of-Oral-Human-Grade-Iver

mectin-with-Supplements-Known-as-Immunomodulators-for-Treating-Patients-with-C

OVID-19-Infections-at-Home.pdf

Conclusion

The results of our study revealed the effectiveness of IVM for treating

COVID-19 infection provided it is given early and the dose is adjusted based

on severity and co-morbidities of cases. Patients’ Bill of Rights to information

and informed consent must be upheld notwithstanding a pandemic. Our

results also suggest that government would fare better in controlling the

pandemic by implementing focused protection based on age, gender and co-

morbidities. The government should adopt a less myopic and terrified

approach to managing the pandemic which includes long term lockdowns in

various permutations with artificial effects. Opportunities for use and access

to IVM and other drugs with preclinical or clinical evidence of antiviral

properties should be allowed for the treatment of COVID infections by

competent and licensed physicians. Finally, until a sterilizing vaccine is
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available, the most promising and cost effective treatment to control the

pandemic may be a combination drug therapy with or without vaccines

Mechanisms of Action of Ivermectin

102. Aminpour M, Cannariato M, Preto J, Safaeeardebili ME, Moracchiato A, Doria D,

Donato F, Zizzi EA, Deriu MA, Scheim DE, Santin AD. In Silico Analysis of the

Multi-Targeted Mode of Action of Ivermectin and Related Compounds. Computation.

2022 Apr;10(4):51. https://www.mdpi.com/2079-3197/10/4/51

This in silico investigation explores potential modes of action of ivermectin

and 14 related compounds, by which the infectivity and morbidity of the

SARS-CoV-2 virus may be limited. Binding affinity computations were

performed for these agents on several docking sites each for models of (1)

the spike glycoprotein of the virus, (2) the CD147 receptor, which has been

identified as a secondary attachment point for the virus, and (3) the alpha-7

nicotinic acetylcholine receptor (α7nAChr), an indicated point of viral

penetration of neuronal tissue as well as an activation site for the cholinergic

anti-inflammatory pathway controlled by the vagus nerve. Binding affinities

were calculated for these multiple docking sites and binding modes of each

compound. Our results indicate the high affinity of ivermectin, and even

higher affinities for some of the other compounds evaluated, for all three of

these molecular targets. These results suggest biological mechanisms by

which ivermectin may limit the infectivity and morbidity of the SARS-CoV-2

virus and stimulate an α7nAChr-mediated anti-inflammatory pathway that

could limit cytokine production by immune cells.

Page 30

s22

Document 4

https://www.mdpi.com/2079-3197/10/4/51


103. Patil VM, Verma S, Masand N. Prospective mode of action of Ivermectin:

SARS-CoV-2. European Journal of Medicinal Chemistry Reports. 2022 Apr

1;4:100018. https://www.sciencedirect.com/science/article/pii/S2772417421000182

Present manuscript attempts to provide an overview of the detailed

mechanism of action based on experimental and computational studies. The

knowledge of binding interaction of IVM and SARS-CoV-2 targets will give

the direction to developed new and potential anti-COVID agents.

104. Low ZY, Yip AJ, Lal SK. Repositioning Ivermectin for Covid-19 treatment: Molecular

mechanisms of action against SARS-CoV-2 replication. Biochimica et Biophysica

Acta (BBA)-Molecular Basis of Disease. 2022 Feb 1;1868(2):166294.

https://www.sciencedirect.com/science/article/pii/S0925443921002271#s0065

This review compiles all the molecular evidence to date, in review of the

antiviral characteristics exhibited by IVM. Thereafter, we discuss IVM's

mechanism and highlight the clinical advantages that could potentially

contribute towards disabling the viral replication of SARS-CoV-2. In

summary, the collective review of recent efforts suggests that IVM has a

prophylactic effect and would be a strong candidate for clinical trials to

treat SARS-CoV-2.

Systematic Reviews and Meta-analyses of Ivermectin in Covid-19

105. Kory P, Meduri GU, Varon J, Iglesias J, Marik PE. Review of the emerging evidence

demonstrating the efficacy of ivermectin in the prophylaxis and treatment of

COVID-19. American journal of therapeutics. 2021 May;28(3):e299.

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC8088823/

Conclusions:
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Meta-analyses based on 18 randomized controlled treatment trials of

ivermectin in COVID-19 have found large, statistically significant reductions in

mortality, time to clinical recovery, and time to viral clearance. Furthermore,

results from numerous controlled prophylaxis trials report significantly

reduced risks of contracting COVID-19 with the regular use of ivermectin.

Finally, the many examples of ivermectin distribution campaigns leading to

rapid population-wide decreases in morbidity and mortality indicate that an

oral agent effective in all phases of COVID-19 has been identified.

106. Bryant A, Lawrie TA, Dowswell T, Fordham EJ, Mitchell S, Hill SR, Tham TC.

Ivermectin for prevention and treatment of COVID-19 infection: a systematic review,

meta-analysis, and trial sequential analysis to inform clinical guidelines. American

journal of therapeutics. 2021 Jul;28(4):e434.

https://journals.lww.com/americantherapeutics/fulltext/2021/08000/ivermectin_for_pr

evention_and_treatment_of.7.aspx

Conclusions:

Moderate-certainty evidence finds that large reductions in COVID-19 deaths

are possible using ivermectin. Using ivermectin early in the clinical course

may reduce numbers progressing to severe disease. The apparent safety and

low cost suggest that ivermectin is likely to have a significant impact on the

SARS-CoV-2 pandemic globally.

107. Ivermectin and outcomes from Covid-19 pneumonia: A systematic review and

meta-analysis of randomized clinical trial studies. Reviews in Medical Virology. First

published: 06 June 2021 https://doi.org/10.1002/rmv.2265

https://onlinelibrary.wiley.com/doi/10.1002/rmv.2265

This meta-analysis showed that ivermectin was associated with reduction in

severity of Covid-19 (RR 0.43 [95% CI 0.23–0.81], p = 0.008), reduction of

mortality (RR 0.31 [95% CI 0.15–0.62], p = 0.001), higher negative RT-PCR

test results rate (RR 1.23 [95% CI 1.01–1.51], p = 0.04), shorter time to
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negative RT-PCR test results (mean difference [MD] −3.29 [95% CI −5.69,

−0.89], p = 0.007), higher symptoms alleviations rate (RR 1.23 [95% CI

1.03−1.46], p = 0.02), shorter time to symptoms alleviations (MD −0.68 [95%

CI −1.07, −0.29], p = 0.0007) and shorter time to hospital discharge (MD

−2.66 [95% CI −4.49, −0.82], p = 0.004). Our study suggests that ivermectin

may offer beneficial effects towards Covid-19 outcomes.

108. The effect of ivermectin on the viral load and culture viability in early treatment of

nonhospitalized patients with mild COVID-19 – a double-blind, randomized

placebo-controlled trial. International Journal of Infectious Diseases Volume 122,

September 2022, Pages 733-740.

https://ecommons.aku.edu/pakistan_fhs_mc_med_pulm_critcare/178/

Conclusion

There were lower viral loads and less viable cultures in the ivermectin group,

which shows its anti-SARS-CoV-2 activity. It could reduce transmission in

these patients and encourage further studies with this drug.

109. Is Ivermectin Effective in Treating COVID-19? Front Pharmacol. 2022; 13:
858693. https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9253511/

Our systematic review indicated that ivermectin may be effective for mildly to
moderately ill patients. There is no clear evidence or guidelines to
recommend ivermectin as a therapeutic agent for COVID-19, so physicians
should use it with caution in the absence of better alternatives in the clinical
setting, and self-medication is not recommended for patients.

110. Sethi P, Sharma A. Ivermectin-the Trinity of Efficacy, Safety and Tolerability in the Global

Crusade against the Deadly Pandemic of Covid-19. Int. Jr. Infect Dis & Epidemlgy.

2022;3(1):32-3. https://skeenapublishers.com/journal/ijide/IJIDE-03-00016.pdf

There is emerging data that Ivermectin may also be useful in the prevention

of the disease in high risk populations especially healthcare workers which

strongly emphasizes the role of this drug in prophylaxis [8].
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To conclude, Ivermectin is an oral drug which has shown efficacy in the

treatment of Covid-19 patients and prophylaxis to high risk populations which

is evident by the results of number of randomized Control Trials. Keeping in

mind its efficacy, safety, tolerability and compliance, it may be utilized more by

Clinicians in their management protocol of Covid-19 infections.
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   Document for TGA and ACMS Reconsideration of making ivermectin 
available for covid                                 

To: medicines.scheduling@health.gov.au 
Subject: Reconsideration of making ivermectin available for covid 

This is what we wish to be considered by the ACMS in its November review of the 
use of ivermectin, alone or in combination, for covid. 
The numbers are as taken from the ivmmeta.com website, and the table further 
down is constructed from that website (first 7 entries), while the entries that follow 
that are as summarised by us, grouped according to Prophylaxis studies [including 
ecological studies], early treatment studies and late treatment studies.  
 
There is Bernigaud’s work: 
30. Bernigaud et al., Annals of Dermatology and 
Venereology, doi:10.1016/j.annder.2020.09.231, Ivermectin benefit: from scabies to 
COVID-19, an example of 
serendipity, https://www.sciencedirect.com/science/article/pii/S015196382030627X. 
 
And Berhera’s initial study and follow-up study: 
 
26. Behera et al., PLoS ONE, doi:10.1371/journal.pone.0247163 (preprint 
11/3), Role of ivermectin in the prevention of SARS-CoV-2 infection among 
healthcare workers in India: A matched case-control 
study, https://journals.plos.org/plosone/..le?id=10.1371/journal.pone.0247163. 
 
27. Behera (B) et al., Cureus 13:8, doi:10.7759/cureus.16897 (preprint 
2/15/21), Prophylactic Role of Ivermectin in Severe Acute Respiratory Syndrome 
Coronavirus 2 Infection Among Healthcare 
Workers, https://www.cureus.com/articles/64..infection-among-healthcare-workers. 
 

And Hellwig et al’s retrospective comparison of susceptibility to Covid in those 
African states for many years regularly using Ivermectin as a prophylaxis against 
locally endemic parasitic infections and neighbouring states that had not instituted 
such a program (ecological study): 

167.Hellwig et al., International Journal of Antimicrobial 
Agents, doi:10.1016/j.ijantimicag.2020.106248, A COVID-19 Prophylaxis? Lower 
incidence associated with prophylactic administration of 
Ivermectin, https://www.sciencedirect.com/science/article/pii/S0924857920304684. 
 
And a similar type of retrospective (ecological) comparison by Tanioka et al: 
322.Tanioka et al., medRxiv, doi:10.1101/2021.03.26.21254377, Why COVID-19 is 
not so spread in Africa: How does Ivermectin affect 
it?, https://www.medrxiv.org/content/10.1101/2021.03.26.21254377v1 
 
Then the effect of early treatment of Covid infection with Ivermectin is demonstrated, 
beginning with the (Australian)  Borody et al study, which was planned to have 2000 
patients, but was terminated early) when particularly tight restrictions were placed on 
the prescription of Ivermectin, but showed a 92% reduction in death rate.  
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39.Borody et al., TrialSite News, Combination Therapy For COVID-19 Based on 
Ivermectin in an Australian Population, https://covidmedicalnetwork.com/me..lSite-
media-release-19.10.2021.pdf 
 

And the study by Biber and colleagues, showing a 70% reduction in hospitalisation: 

32.Biber et al., International Journal of Infectious 
Diseases, doi:10.1016/j.ijid.2022.07.003 (results 2/12/21), The effect of ivermectin on 
the viral load and culture viability in early treatment of non-hospitalized patients with 
mild COVID-19 – A double-blind, randomized placebo-controlled 
trial, https://www.sciencedirect.com/science/article/pii/S120197122200399X. 
 

And the study by Chowdhury and colleagues, showing an 81% reduction in 
hospitalisation: 

78.Chowdhury et al., Eurasian Journal of Medicine and 
Oncology, doi:10.14744/ejmo.2021.16263, A Comparative Study on Ivermectin-
Doxycycline and Hydroxychloroquine-Azithromycin Therapy on COVID-19 
Patients, https://ejmo.org/10.14744/ejmo.2021.16263/. 
 

And the study by Bukhari and colleagues, showing an 82% reduction in risk of no 
viral clearance: 

45.Bukhari et al., medRxiv, doi:10.1101/2021.02.02.21250840 (results 
1/16), Efficacy of Ivermectin in COVID-19 Patients with Mild to Moderate 
Disease, https://www.medrxiv.org/content/10.1101/2021.02.02.21250840v1 

 
And then there is the study of Okumus and colleagues, examining the effectiveness 
of  late treatment for established Covid infection in Turkey. Six of the 30 patients 
treated died, resulting in a case fatality rate of 20%, which was one third less than 
the 9 who died of 30 controls, and risk of no improvement at day 5 was 16% lower 
(and 43% lower at day 10), while risk of NO viral clearance was 80% lower: 

251.Okumuş et al., BMC Infectious Diseases, doi:10.1186/s12879-021-06104-
9 (preprint 1/12), Evaluation of the Effectiveness and Safety of Adding Ivermectin to 
Treatment in Severe COVID-19 patients 
https://bmcinfectdis.biomedcentral..rticles/10.1186/s12879-021-06104-9. 
 

The ivmmeta.com website is carefully written and is an essential reading in its 
entirety for a review as important as this one. I note that it discusses the following 
well ventilated subjects: 

The WHO, Merck, FDA, NIH Analyses, and, 

The Popp and Roman Meta-analyses, and, 

The TLDR (Too long, didn’t read), BBC, GMK, Scott Alexander and AT Responses. 

 

And as well, it provides study notes regarding: 
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Together trial, ACTIV-6 trial, COVID-OUT and PRINCIPLE trials, as well as, 

Lopez-Medina et al, Vallejos et al, Beltrah-Gonzales et al 

 

 
Safety 
Ivermectin has an enviable record of safety over a large dosage range, with a very 
favourable therapeutic ratio. Indeed, none of the mRNA vaccines or antivirals has 
been able to show a safety record to compare. 
 
Further 
We are unable to locate the claim appearing some time ago that if Ivermectin had 
been used from the beginning of the pandemic then more than 2 million lives would 
have been saved around the world; but such a claim is fully consistent with the 
results that are presented and discussed in the ivmmeta.com composition. And, of 
course, great physical, psychological and social suffering and economic harm could 
also have been modified. 
 
Indeed, it is sad that the drug Ivermectin has not been readily available in Australia 
and to perhaps 80% of the world’s population. The guiding principle which we 
followed in our clinical lives was to first do no harm. The safety profile of Ivermectin 
is such that it is one of the most unlikely drugs to be associated with causing harm. 
But the prohibition placed on its prescribing has been the cause of possible harm 
from two different directions. A miniscule number of people have been at risk of harm 
from self-dosing with dosages used for large animals (e.g., horses and cows); but a 
much greater potential cause for harm has been the denial of the drug as 
prophylaxis and treatment. 
 
Thus, we are lead to the conclusion that, with a good safety profile and 90 supportive 
studies, including observational studies, controlled trials, random controlled trials, 
meta-analyses in over 134,000 patients and careful consideration and discussion of 
published responses to the various publications, unless the review committee has a 
greater reasonable doubt about the effectiveness of Ivermectin than they now have 
about the mRNA vaccines, we would ask that they show the same mercy to the 
Australian people as was shown when the mRNA vaccines were provisionally 
registered. 
 
In short, we respectfully express the hope that delegates to the committee act as 
representatives of the Australian people and that they endeavour to read at least half 
of the 90 papers referenced on the website ivmmeta.com before voting against 
removing the restrictions placed in late 2021 on the prescribing of this drug in 
Australia 
 
So that the whole Australian community can be fully confident in the committee’s 
judgement, we would request that each member of the committee declares any 
conflict of interest, and that the other committee members, after hearing those 
declarations, express their view on whether those so-declaring should pass 
judgement on the removal of restrictions from this drug.  
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Studies Number 

of 
studies 

Number of  
patients 

Reduced 
case 
risk% 

Reduction 
in death  

Improvement 
 

All 91 134,052   62% 
Death 47 120,648  51% 51%  
RCTs 41 11,141   52% 
Peer 

reviewed 
71 121,147   62% 

Prophylaxis 16 19,365   83% 
Early 

treatments 
37 57,715   62% 

Late 
treatment 

38 56,972   41% 

 
Prophylaxis 

     

Berniguad  1 3,131   99% 55% 
Behera “A” 1 372  54%   
Behera “B” 1 3,346  83%   

Helwig 
 

1 22 countries 
Ecological 

study  

78%   

Tanioka 
 

1 53 countries,  
possibly 40-50 
million people  

88% ~88%  

 
Early 

Treatment 

     

Borody. 
 

1 600 treated  
plus synthetic 

control 

 92% 92% 

Chowdhury 1 116 
Reduced 

hospitalisation 

  81% 

Biber 
 

1 89 
Reduced 

hospitalisation 

  70% 

Bukari 
 

1 86 
Viral clearance 

studied 

  82% 

Late 
treatment  

     

Okomus 
 

1 60 
Reduction in 

deaths 

     33%         33% 

 
 
Thank you, 
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Subsequent Document for TGA and ACMS Reconsideration of making 
ivermectin available for covid                                 

To: medicines.scheduling@health.gov.au 
Subject: Reconsideration of making ivermectin available for covid 

This is what we wish to be considered by the ACMS in its November review of the 
use of ivermectin, alone or in combination, for covid. 
 
 
Since preparing our submission for consideration by the ACMS in November 
[submitted 25th September 2022 at 1.30PM], we have become aware of an 
Australian Review article “COVID-19 vaccines - An Australian Review”, by Conny 
Turni of the University of Queensland and Astrid Lefringhausen, published last week 
in the Journal of Clinical & Experimental Immunology, and which we want to bring to 
the attention of the ACMS. A pdf copy of the article is attached. 
 
 
These authors, inter alia say : 
 

“ Treatments 

It is truly disturbing that treatments recommended by doctors in America, some of 
them having successfully treated COVID-19 patients, including very sick patients, 
have not been investigated in Australia. These treatments are mainly based on 
vitamins, zinc and zinc ionophores, such as ivermectin or hydroxychloroquine. The 
recommendation is to treat as early as possible. Scientific papers support the use of 
ivermectin according to Bryant et al. [62]. They found moderate to strong evidence 
that ivermectin can reduce COVID-19 deaths while being safe and inexpensive. 

(Reference 62. Bryant, A., Lawrie, T. A., Dowswell, T., Fordham, E. J., Mitchell, S., 
Hill, S. R., & Tham, T. C. (2021). Ivermectin for prevention and treatment of COVID-
19 infection: a systematic review, meta-analysis, and trial sequential analysis to 
inform clinical guidelines. American journal of therapeutics, 28(4), e434) 

Yet here in Australia the recommendation is to isolate and monitor yourself. Only if 
you have difficulty breathing, experience loss of speech or mobility, confusion or 
chest pain should you contact the health care provider. Additionally, the government 
strongly advises not to use the following treatment for COVID-19 off label: 
Ivermectin, doxycycline, zinc and hydroxychloroquine (https:// 
www.health.gov.au/health-alerts/covid-19/treatments). The TGA provisionally 
approved the first oral treatments in January 2022 for Australia, Lagevrio® 
(molnupiravir) and Paxlovid® (nirmatrelvir + ritonavir) and recommend that both 
treatments should be started as soon as possible after diagnosis of COVID-19 
(https://www.health.gov.au/health-alerts/covid-19/treatments/ oral). The TGA also 
accepted - similar to the agreement for the provisionally approved vaccines - rolling 
data for COVID-19 treatments, to enable early evaluation of data as it comes to hand 
(https://www.tga.gov.au/apm-summary/lagevrio). In other words, both drugs have 
been provisionally approved on the basis of shortterm efficacy and safety data and 
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permanent approval depends on the efficacy and safety data from ongoing clinical 
trials and postmarketing assessment. (https://www.ebs.tga.gov.au/ebs/picmi/ 
picmirepository.nsf/pdf?OpenAgent&id=CP-2022-PI-01049-1)   

Therefore, these treatments are still in trial phase and all patients treated with them 
are trial participants. Paxlovid has listed numerous potential complex and serious 
drug-drug interactions against its registration which could result in severe or life-
threatening side effects(https://www1.racgp.org.au/newsgp/clinical/what-gpsneed-to-
know-about-the-new-covid-antivira)  ” 
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COVID-19 vaccines – An Australian Review

Abstract
After millions of people have been vaccinated as often as four times within a year, the effects of these vaccinations are slowly 
becoming apparent. This review has been written from an Australian perspective with the main focus on the COVID-19 mRNA 
vaccines. We will look at the promises/predictions originally made and the actual facts. We will evaluate the safety and efficacy 
by looking at the literature and the data from government agencies. The literature review will be summed up in a table listing the 
so far reported side effects of which many are very serious including death, with this data coming from 1011 case reports. Long 
term side effects will also be covered and the risk benefit ratio will be explored. The review is ending with some very critical 
question that need further discussion.
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Introduction
This review is written from an Australian perspective and will 
concentrate on the COVID-19 mRNA vaccines. In Australia 
the COVID vaccination is still heavily promoted. Until April 
2022 only the mRNA vaccines Comirnaty (Pfizer) and Spikevax 
(Moderna), as well as the vector vaccines Vaxzevria (AstraZeneca) 
and COVID-19 Vaccine Janssen (Janssen) were preliminarily 
registered for use. Every one of these vaccines forces the 
vaccinees body to produce the spike protein for which the genetic 
code is delivered into the cells as mRNA via a nanoparticle or as 
double stranded DNA via a viral vector. (https://www.tga.gov.au/
international-covid-19-vaccines-recognised-australia). 

In April 2022 yet another vaccine, Nuvaxovid (Biocelect on 
behalf of Novavax, based on a new concept) received preliminary 
approval in Australian. Nuvaxoid contains a modified spike derived 
from moth cells cultured after transfection using Baculovirus, 
which express the spike protein on their cell membrane. This 
spike protein is harvested and assembled onto a synthetic lipid 
nanoparticle, which displays 14 spike proteins each. (https://www.
precisionvaccinations.com/vaccines/novavax-covid-19-vaccine). 
The vaccine is registered for 18 years of age and older.

The government continues to push particularly the mRNA 
vaccinations by encouraging a fourth vaccination and 
recommending the vaccine for pregnant women as well as children 
5 to 11 years old. The official public message is that the mRNA 
vaccines are safe. However, the Therapeutic Goods Administration 
(TGA), the medicine and therapeutic regulatory agency of the 
Australian Government, states quite clearly on their website that 

the large-scale trials are still progressing and no full data package 
has been received from any company. The TGA is currently 
getting rolling data and safety and effectiveness are still being 
assessed (https://www.tga.gov.au/covid-19-vaccines-undergoing-
evaluation).

Initial information
The mRNA vaccines were supposed to remain at the injection 
site and be taken up by the lymphatic system. This assumption 
proved to be wrong. During an autopsy of a vaccinated person that 
had died after mRNA vaccination it was found that the vaccine 
disperses rapidly from the injection site and can be found in nearly 
all parts of the body [1]. The mRNA is enveloped in liquid nano 
particles (LNP) containing a mixture of phospholipids, cholesterol,
PEGylated lipids and cationic or ionizable lipids [2]. Research has 
shown that such nanoparticles can cross the blood-brain barrier [3] 
and the blood-placenta barrier [4], so it came as no surprise that the 
European Medicines Agency assessment report for the Moderna 
vaccine on page 47 (https://www.ema.europa.eu/en/documents/
assessment-report/spikevax-previously-covid-19-vaccine-
moderna-epar-public-assessment-report_en.pdf) also noted that 
mRNA could be detected in the brain following intramuscular 
administration at about 2% of the level found in plasma. In 
2021 researchers from Japan reported a disproportionately high 
mortality due to cerebral venous sinus thrombosis and intracranial 
haemorrhage. Despite not being able to prove a causal link with 
vaccines, as no autopsies were performed, they still believed that a 
link with vaccination is possible and further analysis is warranted 
[5]. 
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It was furthermore stated that the mRNA will degrade quickly. 
Normally, mRNA breaks down within a few minutes to hours, 
however, the mRNA in these vaccines is nucleoside-modified to 
reduce potential innate immune recognition [6, 7] and it has been 
shown that production of the spike protein in some vaccines is 
kept up for an extraordinarily long time. A study by Röltgen et 
al. [8]  found that the vaccine mRNA persists in the body up to 
60 days, with 60 days being the end point of their study. It is thus 
unknown and impossible to define how much of the spike protein 
is actually produced in the vaccinated. It is a standard requirement 
for vaccine producers to define the amount of antigen in each 
injection. For a “so called “vaccine that is using the human body as 
the production facility there is no possible quantification of antigen. 
This is highly variable and dependant on the amount and stability 
of nanoparticles in the injection, age and fitness of the vaccinee, 
their immune status and the injection technique – if a blood vessel 
is directly injected, the nanoparticles will travel in minutes to all 
major organs including the brain. It is therefore impossible to 
assess how much spike protein any individual vaccinee produces 
following an inoculation. In summary, it is unknown where exactly 
the vaccine travels once it is injected, and how much spike protein 
is produced in which (and how many) cells.

Prominent cardiologist Dr Peter McCullough stated that the spike 
protein - a cytotoxin solely responsible for the severity of the 
respiratory infection - makes the use of it as immunizing agent 
dangerous. The spike protein in itself can produce COVID- 19 
symptoms as shown in animal experiments. The S1 subunit of the 
SARS-CoV-2 spike protein when injected into transgenic mice 
overexpressing human ACE-2 caused a COVID-19 like response 
(a decline in body weight, dramatically increased white blood 
cells and protein concentrations in bronchoalveolar lavage fluid 
(BALF), upregulation of multiple inflammatory cytokines in BALF 
and serum, histological evidence of lung injury, and activation of 
signal transducer and activator of transcription 3 (STAT3) and 
nuclear factor kappa-light-chain-enhancer of activated B cells 
(NF-κB) pathways in the lung [9].

It was further shown that the spike protein S1 subunit, when 
added to red blood cells in vitro, could induce clotting by binding 
fibrinogen and ACE2 on platelets, thus triggering their aggregation 
[10]. The S protein also increases human cell syncytium formation, 
removes lipids from model membranes and interferes with the 
capacity of high-density lipoprotein to exchange lipids [11, 12]. 
Another in silico study showed that the spike protein S2 subunit 
specifically interacts with BRCA-1/2 and 53BP1 [13]. BRCA-
1 is frequently mutated in breast cancer in women and prostate 
cancer in men, while 53BP1 is a well-established tumor suppressor 
protein.

A paper published by Liu et al. conducted single-cell mRNA 
sequencing of peripheral blood mononuclear cells (PBMCs) 
harvested from patients before and 28 days after the first injection 
of a COVID-19 vaccine [14]. While this vaccine was based on 
an attenuated virus and not a mRNA vaccine, it also is injected 

directly into the deltoid muscle, bypassing the mucosal and 
vascular barriers.

The authors found consistent alteration of gene expression 
following vaccination in many different immune cell types. One 
housekeeping gene of high importance is RNA polymerase I (POL 
I) which transcribes ribosomal DNA into RNA and monitors 
rDNA integrity in the process. Many of the downregulated genes 
identified by Liu et al. (2021) were linked to the cell cycle, telomere 
maintenance, and both promoter opening and transcription of POL 
I, indicative of impaired DNA repair processes [14]. 

Seneff et al (2022) describe another mechanism by which the 
mRNA vaccines could interfere with DNA repair [15]. The 
microRNA miR-148 has been shown to downregulate homologous 
recombination in the G1 phase of the cell cycle. MiR-148 is one 
of two microRNAs found in exosomes released by human cells 
following SARS-CoV-2 spike protein synthesis in the experiments 
by Mishra and Banerjea [16].

Natural immunity ignored
It is an amazing fact that natural immunity is completely disregarded 
by health authorities around the world. We know from SARS-
CoV-1 that natural immunity is durable and persists for at least 
12-17 years [17]. Immunologists have suggested that immunity 
to SARS-Cov-2 is no different. The human population has 
encountered and co-existed with a great number of coronaviruses 
throughout evolution. Most of us have cross-reacting T-cells, B 
cells and antibodies derived from encounters with common cold 
coronaviruses that can recognise SARS-CoV-2 [18-20]. A survey 
of more than 100 immunologists, infectious-disease researchers 
and virologists working on the coronavirus, who were asked 
whether the virus could be eradicated, showed that almost 90% 
of respondents believe that the coronavirus will become endemic 
[21]. The four human coronaviruses that cause common colds 
are also endemic, without there ever having been a vaccine for 
any of them. The existence of related viruses might explain 
that approximately 40% to 45% of COVID infected people are 
asymptomatic and about 80% of COVID cases are mild infections. 
In some cohorts, the asymptomatic infection figure jumps as high 
as 96% depending on the age and cross-immunity imparted by 
other viruses such as beta coronaviruses HCoV-OC43 and HCoV-
HKU1, which have been proposed as a mitigating factor in the 
spread of SARS-CoV-2 [22-23].

The Brownstone institute has established the most updated and 
comprehensive library list of 150 of the highest-quality, complete, 
and robust scientific studies and evidence reports/position 
statements on natural immunity as compared to the COVID-19 
vaccine-induced immunity. The consensus of these studies is that 
immunity induced by COVID infection is robust and long lasting 
(https://brownstone.org/articles/79-research-studies-affirm-
naturally-acquired-immunity-to-covid-19-documented-linked-
and-quoted/).
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When comparing the immune response to vaccination and 
natural infection, differences in the responses were detected. For 
example, a strong upregulation of genes associated with type I 
interferon production, cytotoxicity and an increase in circulating 
plasmablasts were only observed after natural infections [24]. In 
contrast, mRNA vaccines seem to suppress interferon responses 
[25]. A literature review by Cardozo and Veazev [26] concluded 
that COVID-19 vaccines could potentially worsen COVID-19 
disease through antibody-dependent enhancement when natural 
infection occurs after vaccination, regardless of the delivery 
mechanism - vector or LNP containing RNA – of the nucleic acid 
coding for the spike protein. 

A retrospective cohort study from Sweden revealed that individuals 
who survived and recovered from a previous infection had a lower 
risk of COVID-19 re-infection and hospitalisation for up to 20 
months. The authors concluded that both previous infection and 
vaccination should be sufficient proof of immunity to COVID-19 
[27, 28].

When comparing 2,653 fully vaccinated individuals with 4,361 
individuals recovered from COVID-19, initial levels of antibodies 
were higher in the vaccinated but decreased exponentially and 
much faster than in individuals recovered from COVID-19 [29].

There have been discussions about risk and value of vaccination 
in the previously infected part of the population. Study results 
have shown that the second dose in people already exposed to 
the virus leads to a reduction of cellular immunity, inferring those 
individuals previously infected with COVID-19 should not get a 
second injection [30]. 

All of these facts should have led to the standard operating procedure 
of establishing antibody titres in patients before vaccination for 
SARS CoV-2, similar to other vaccinations. However, this did 
not happen and natural immunity is still not accepted as proof of 
immunity in Australia.

Protection 
The vaccine was never meant to prevent the spread of the virus, but 
to decrease disease severity. A study at the University of California 
followed up on infections in the workforce after 76% had been 
fully vaccinated with mRNA vaccines by March 2021 and 86.7% 
by July 2021. In July 2021 75.2% of the fully vaccinated workforce 
had symptomatic COVID [31]. 

Paul Elias Alexander pointed out this troubling situation in an 
article published by the Brownstone Organisation by citing three 
studies where we see this emerging situation of the vaccinated 
increasingly being infected and transmitting the virus. The study 
by Chau et al. reported a seminal nosocomial outbreak occurring in 
fully vaccinated Hospital Care workers (HCW) in Vietnam in 2021 
[32]. The second study described an outbreak in a Finnish hospital 
where the virus spread among HCWs and patients [33]. In this 
study the Delta variant of the virus was introduced by an inpatient. 

Both symptomatic and asymptomatic infections occurred among 
vaccinated HCWs. Secondary transmissions were observed from 
those with symptomatic infections despite the use of personal 
protective equipment. The third publication detailed an outbreak 
in an Israeli hospital, where the virus spread among vaccinated 
HCWs and vaccinated patients [34]. (https://brownstone.org/
articles/79-research-studies-affirm-naturally-acquired-immunity-
to-covid-19-documented-linked-and-quoted/).

Acharya et al. (2021) and Riemersma et al. (2021) both showed 
that the vaccinated have very high viral loads similar to the 
unvaccinated and are therefore as infectious [35, 36]. Brown et al. 
(2021) and Servelitta et al (2021) suggested that vaccinated people 
with symptomatic infection by variants, such as Delta, are as 
infectious as symptomatic unvaccinated cases and will contribute 
to the spread of COVID even in highly vaccinated communities 
[37-38].

A study from the US found that increases in COVID 19 cases are 
unrelated to levels of COVID-19 vaccination across 68 countries 
and 2,947 counties in the United States. On the contrary, it seems 
that countries with higher vaccination rates have also higher 
caseloads. It was shown that the median of new COVID-19 cases 
per 100,000 people was largely similar to the percent of the fully 
vaccinated population [39]. 

Multiple recent studies have indicated that the vaccinated are more 
likely to be infected with Omicron than the unvaccinated. A study 
by Kirsch (2021) from Denmark suggests that people who received 
the mRNA vaccines are up to eight times more likely to develop 
Omicron than those who did not [40]. This and a later study by 
Kirsch (2022a) conclude that the more one vaccinates, the more 
one becomes susceptible to COVID-19 infection [41]. 

This has to be seen in context with the small risk of dying from 
COVID-19. A recent peer-reviewed review paper by one of 
the world’s most cited and respected scientist, Professor John 
Ioannidis of Stanford University notes an infection fatality rate 
(IFR) for Covid of 0.00-0.57% (0.05% for under 70s), far lower 
than originally feared and no different to severe influenza [42]. 
The chances of someone under 50 years old with symptoms dying 
from COVID-19 is 0.05%. The chances of someone under 18 
years old dying from COVID is near 0%. Those that die usually 
have severe underlying medical conditions. It is estimated that 
children are seven times more at risk to die from influenza than 
from COVID-19. 

A worldwide Bayesian causal Impact analysis suggests that 
COVID-19 gene therapy (mRNA vaccine) causes more COVID-19 
cases per million and more non-Covid deaths per million than are 
associated with COVID-19 [43]. An abundance of studies has 
shown that the mRNA vaccines are neither safe nor effective, 
but outright dangerous. Never in vaccine history have we seen 
1011 case studies showing side effects of a vaccine (https://www.
saveusnow.org.uk/covid-vaccine-scientific-proof-lethal).The 

Document 4



J Clin Exp Immunol, 2022      Volume 7 | Issue  3 | 494

Covid-19 Vaccine Monitor, an interim study report for cohort event 
monitoring of vaccinated persons in the EU, published on June 
9, 2022 concludes that across all sites 0.2-0.3% of participants 
reported at least one serious adverse reaction after receiving the 
first and/or second dose, and similar numbers are reported after the 
first booster. (https://zenodo.org/record/6629551)

We are now hearing that the EU issued a warning that taking the 
boosters may cause adverse effects to the immune system and may 
not be warranted [44]. A top Israeli immunologist has called on 
the leaders at the Israeli Ministry of Health to admit that the mass 
vaccination campaign has failed in Israel [45]. The vaccine is in 
trial phase and has been linked to not only instant side effects but 
also short to medium-term side effects [44]. Thorp et al. (2022) 
highlighted just a few of these side effects, such as miscarriage, 
foetal death and malformation, chronic autoimmune disease, 
permanent immune deficiency syndrome, chronic permanent CNS 
diseases and chronic cognitive disorders, seizure disorders and 
neonatal/infant cancers; and this only refers to foetuses and infants 
[46]. Not enough time has passed since administration of the first 
injections to know what the long-term effects might be.

Pfizer’s documents show lipid nanoparticles with their mRNA 
cargo being distributed throughout the entire body and passing 
through the blood brain, placental and foetal blood brain barriers 
and concentrate in the ovaries. From US life insurance reports 
we know that the all-cause death rates were up 40% in ages 18-
64 years by the end of Q3 2021, and according to life insurance 
companies there are 100,000 excess deaths per month in the US 
in all age groups, which cannot be attributed to COVID-19 alone 
[46].

In a recently published study by Doshi et al from August [47], 
the authors looked for serious adverse events (SAE) and adverse 
events of special interest (AESI) in the randomized phase III 
trials of both Pfizer and Moderna. Because both companies began 
unblinding study participants and offering them the vaccines only 
weeks after the emergency use authorization was granted by the 
FDA, the interim datasets from the time point of the EUA was 
used. By looking in depth at the total number of SAE instead of 
only the number of participants reporting one or more SAE, they 
found that the Pfizer injection was associated with a 36% higher 
risk of SAE in the vaccine versus the placebo group, while the 
Moderna vaccine was associated with a 6% increase of SAE in the 
vaccine group. They concluded after a simple risk-benefit analysis 
using the companies’ own data, that for both Pfizer and Moderna 
excess risk of serious AESI exceeded the benefit of reduction 
in Covid-19 hospitalizations. They finish with a request for full 
transparency of the Covid-19 vaccine clinical trial data which to 
this day are inaccessible. 

In a study by Shimabukuro et al. [48] following 3,958 pregnant 
participants in the v-safe pregnancy registry only 827 (20.89%) 
women enrolled in the study completed pregnancy. In the v-safe 

table the number of pregnant women registered as pregnant was 
30,887 and the number registered as pregnant after vaccination 
with either Moderna or Pfizer vaccine was 4,804, which suggests 
loss of pregnancy and stillbirths in 84.45% of the pregnant women 
[48]. 

In a study concentrating on the second booster dose by Regev-
Yochay et al. (2022) breakthrough infections were shown to 
be common, mostly very mild, but with high viral loads [49]. 
The vaccine efficacy against infection was as low as 30% for 
BNT162b2 (Pfizer) and 11% for mRNA1273 (Moderna) with local 
and systemic adverse reactions reported for 80% of BNT162b2 
recipients and 40% of mRNA1273 [50].

Children under 18 are 51 times more likely to die from the mRNA 
vaccines than from COVID-19 if unvaccinated. Young adults in 
the age range of 18 to 29 are eight times more likely to die from 
vaccination than from COVID-19. Adults from 30 to 39 are 7 
times more likely to die from vaccination and those aged 40 to 49 
are 5 times more likely to die after vaccination. People in the group 
aged 50 to 59 are still twice as likely to die after vaccination than 
after COVID-19. Only when over 60 years of age is the chance 
of death equal for both causes. Even when over 80 years old the 
likelihood of dying from Covid inoculation is just 0.13% lower 
than the risk of dying from the infection. The authors concluded 
that the protection from COVID-19 death falls far short of the risk 
of dying from the vaccine for people below 50 years old [51]. 

According to Kostoff [52] the number of deaths attributable 
to each inoculation is five times higher in the most vulnerable 
65+ demographic than deaths attributable to COVID–19. With 
decreasing age, the risk of death from COVID-19 decreases 
drastically. Combined with the longer-term effects of the 
inoculations, most of which are still unknown, this increases the 
risk-benefit ratio, perhaps substantially, in the lower age groups.

A study looking at the length of protection over time indicated that 
immunity against the delta variant of SARS-CoV-2 waned in all 
age groups a few months after receiving the second dose of the 
vaccine [53]. Another study found that antibody titres increased 
significantly at five weeks after the first vaccination but decreased 
rapidly at four months after the second injection. This significant 
decrease was independent of gender or age [54]. The fact that 
immunity after vaccinations seems to wane over time has been 
reported by other researchers who also found that antibody titres 
are decreasing by up to 40% each months [55] with no detectable 
antibody levels recorded in 16.1% of the subjects in one study within 
six months. Therefore, booster vaccinations were recommended 
[56]. Another study found that decrease in neutralising antibody 
titres to alpha, beta, gamma and delta variants was not significantly 
different between the different vaccines. They used modelling and 
predicted below 50% protection against symptomatic infection 
within the first year, also urgently recommending booster shots 
[57]. Scientists agree though, that introducing a booster too early 
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and too frequently carries increased risks especially for vaccines 
that have immune-mediated side-effects, such as myocarditis, 
Guillaine-Barre syndrome and thrombosis [58]. 

Lui et al. [59] specifically looked at protection against Omicron and 
concluded that the Omicron variant of COVID-19 was remarkedly 
resistant to neutralization by serum from individuals vaccinated 
with one of the four widely used COVID-19 vaccines. Serum from 
persons vaccinated and boosted with mRNA-based vaccine was 
also showing substantially diminished neutralization of Omicron. 

A study investigated the neutralizing antibody titres against the 
reference strain WA1/2020 and omicron subvariants BA.1, BA.2, 
BA.2.12.1 and BA.4 or BA.5. in participants that had been double 
vaccinated and boosted with the Pfizer mRNA vaccine versus 
participants that had been vaccinated (bar one) and infected 
with the BA.1 or BA.2 variant of omicron on average 29 days 
prior. Their conclusion was that compared to the reference 
strain neutralising antibody titres to the Omicron variants were 
substantially decreased in both groups (6.4, 7.0 and 14.1 times 
(vaccinated) and 6.4, 5.8 and 9.6 times (infected) lower against 
BA.1, BA.2, BA.2.12.1 respectively and 21.0 (vaccinate) and 18.7 
(infected) times lower against BA.4 or BA.5), suggesting that the 
later variants increasingly escape neutralizing antibodies [60].

Even a fourth shot of a Covid-19 vaccine is “not good enough” 
to prevent Omicron, according to a preliminary study in Israel. 
Sheba Hospital tested a fourth shot given to more than 270 medical 
workers, with 154 getting the Pfizer jab and 120 receiving Moderna. 
The researchers found that both groups showed a “slight” increase 
in antibodies - but not sufficient to prevent Omicron. Disturbingly, 
the vaccinated infected health care workers had relatively high 
viral loads, which suggests that they were infectious [49].

In a letter to the editor Yamamoto (2022) sums up the literature 
pointing to the fact that 8 months after being vaccinated twice the 
immune functions are less than those of an unvaccinated person 
according to a study by Nordstroem et al (2022) [61]. Booster 
shots can impair immunity due to a variety of factors leading to 
the recommendation to discontinue further booster shoots.

A paper by John Gibson from the University of Waikato looked 
at the excess death rate in New Zealand and found that rising 
excess mortality was closely related to the booster rollout. The 
author calculated 16 excess deaths for each 100,000 booster doses 
(https://repec.its.waikato.ac.nz/wai/econwp/2211.pdf).

According to the Health NSW government site the data obtained 
in 14 days until 16th of July 2022 continues to show the trend 
of worsening effects after the booster shots. Figure 1 shows the 
hospitalisation, the ICU admission and deaths sorted by vaccination 
status with a total of 806, 77 and 142 respectively. Comparing data 
of people infected with COVID the figures provided by the NSW 
Health Department (Fig 1) seem to confirm this trend.

Figure 1: People diagnosed in 14 days up to the 16th of July 
2022 who were submitted to hospital, ICU and died in New South 
Wales, Australia. Numbers represented as percentage of the total 
(https://www.health.nsw.gov.au/Infectious/covid-19/Documents/
weekly-covid-overview-2-22-716.pdf)

Treatments
It is truly disturbing that treatments recommended by doctors in 
America, some of them having successfully treated COVID-19 
patients, including very sick patients, have not been investigated in 
Australia. These treatments are mainly based on vitamins, zinc and 
zinc ionophores, such as ivermectin or hydroxychloroquine. The 
recommendation is to treat as early as possible. Scientific papers 
support the use of ivermectin according to Bryant et al. [62]. They 
found moderate to strong evidence that ivermectin can reduce 
COVID-19 deaths while being safe and inexpensive. The same 
was found for hydroxychloroquine in a review by McCullough et 
al, which also stated that a reduction of mortality strongly depends 
on an early start of the treatment. Hydroxychloroquine has been 
registered in the US since 1955 and has a well-characterized safety 
profile [63].

Yet here in Australia the recommendation is to isolate and monitor 
yourself. Only if you have difficulty breathing, experience loss of 
speech or mobility, confusion or chest pain should you contact 
the health care provider. Additionally, the government strongly 
advises not to use the following treatment for COVID-19 off label: 
Ivermectin, doxycycline, zinc and hydroxychloroquine (https://
www.health.gov.au/health-alerts/covid-19/treatments).

The TGA provisionally approved the first oral treatments in January 
2022 for Australia, Lagevrio® (molnupiravir) and Paxlovid® 
(nirmatrelvir + ritonavir) and recommend that both treatments 
should be started as soon as possible after diagnosis of COVID-19 
(https://www.health.gov.au/health-alerts/covid-19/treatments/
oral). The TGA also accepted - similar to the agreement for the 
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provisionally approved vaccines - rolling data for COVID-19 
treatments, to enable early evaluation of data as it comes to hand 
(https://www.tga.gov.au/apm-summary/lagevrio). In other words, 
both drugs have been provisionally approved on the basis of short-
term efficacy and safety data and permanent approval depends on 
the efficacy and safety data from ongoing clinical trials and post-
marketing assessment. (https://www.ebs.tga.gov.au/ebs/picmi/
picmirepository.nsf/pdf?OpenAgent&id=CP-2022-PI-01049-1) 

Therefore, these treatments are still in trial phase and all patients 
treated with them are trial participants. Paxlovid has listed numerous 
potential complex and serious drug-drug interactions against its 
registration which could result in severe or life-threatening side 
effects(https://www1.racgp.org.au/newsgp/clinical/what-gps-
need-to-know-about-the-new-covid-antivira). 

Short Term Side Effects
Just to name a few short-term side effects: Death, Cardiac disorders 
such as Myocarditis, Blood and lymphatic system disorders, such 
as blood clots, thrombocytopenia, low platelet count, cerebral 
venous sinus thrombosis, capillary leakage syndrome, Congenital 
and genetic disorders, Eye disorders, Immune disorders, Muscular, 
skeletal and connective tissue disorders, Cancerous tumours, 
Nervous system disorders, Pregnancy and perinatal conditions, 
Guillain-Barre syndrome and the list goes on.

Pfizer’s documents demonstrate lipid nanoparticles with their 
mRNA cargo being distributed to the entire body and pass through 
the blood brain, placental and foetal blood brain barriers and 
concentrate in the ovaries. The vaccine is in trial phase and has 
been linked to not only instant but also long-term side effects.

Thorp et al. [46] highlighted just a few of the side effects, such as 
miscarriage, foetal death and malformation, chronic autoimmune 
disease, permanent immune deficiency syndrome, chronic 
permanent CNS diseases and chronic cognitive disorders, seizures
and neonatal/infant cancers; and this is only with regard to foetuses 
and infants.

The data from NSW (Figure 1) showed clearly that COVID 
injections were correlated with increases in hospitalization and 
ICU admissions and indicate a relation to death with COVID 
injections. The increase in hospitalisation, ICU admissions and 
deaths is very pronounced after the third injection although only 
69% of the population took the booster shot versus 95% taking the 
initial series. 

The Australian Bureau of statistics has just released the national 
death rate for March 20, 2021 up until 31 March 2022 (registered 
by 31 May 2022) as 44,331, which according to their own statement 

lies 6,609 (17.5%) above the historical average. These extra deaths 
cannot be explained by COVID alone (Fig 2) which is responsible 
for less than half of the excess deaths in the first 4 months of 2022 
in Australia. Cancer, diabetes and neurodegenerative diseases are 
all above the baseline in this time frame (https://www.abs.gov.
au/statistics/health/causes-death/provisional-mortality-statistics/
latest-release?fbclid=IwAR3fpywSvxWCXTRUaZx99M6s_w_
kBRdMa3b_13msQ3bNPRanFjGHi-wWTZQ).

Figure 2: Death rate for Australia from 20th of March 2021 to 27 
March 2022 according to the Australian Bureau of Statistics (https://
www.abs.gov.au/statistics/health/causes-death/provisional-
mortality-statistics/latest-release?fbclid=IwAR3fpywSvxWCXT
RUaZx99M6s_w_kBRdMa3b_13msQ3bNPRanFjGHi-wWTZQ)

We get an insight into what is really going on in England where 
the government released COVID related death data (if the death 
certificate mentioned COVID) and all other death data sorted 
by vaccination status (Figure 3). The overall death rate for the 
unvaccinated was 17% while for the vaccinated it was 83%. The 
trend seems to be an ever increasing all causes death rate with 
added vaccinations without getting any protection from additional 
injections. 
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Figure 3: The cause of death according to vaccine status in the UK 
from the 1 January 2021 to the 31 May 2022 https://www.ons.gov.
uk/peoplepopulationandcommunity/birthsdeathsandmarriages/
deaths/datasets/deathsbyvaccinationstatusengland

Unexplained deaths in Germany have been shown to be the 
consequence of mRNA vaccines causing an autoimmune response 
of CD8 T killer lymphocytes in all organ systems throughout the 
body. Dr Sucharit and Dr Burkhardt stated that the mRNA vaccine 
is killing the young and the old (https://doctors4covidethics.
org/on-covid-vaccines-why-they-cannot-work-and-irrefutable-
evidence-of-their-causative-role-in-deaths-after-vaccination/).

According to the VAERS database over 22,000 deaths have 
been associated with the COVID-19 vaccine. This is particularly 
alarming as according to the VAERS website adverse events 

including deaths are underreported by an unknown factor which 
could be between 10 and 100, so the actual number of deaths is 
likely much higher and could be over a million.

From large insurance companies in the US we know that the all-
cause death rates are up 40% in ages 18-64 years and there are 
100,000 excess deaths per month in the US across all age groups, 
which cannot be attributed to COVID-19 alone. However, caution 
has to be taken in interpreting these data as deaths due to suicides 
and delayed hospital treatment are not taken into consideration. 
Nevertheless, the trend seems to be the same and should raise 
alarm.

A study by Gat et al. on semen of male semen donors revealed a 
transient decrease in semen concentration and a reduction in the 
total motile count (TMC) after COVID-19 vaccination [64].

In January 2022 the “Save us now” organisation put together a list 
of 1011 case studies reporting side effects after vaccination (Table 
1) (https://www.saveusnow.org.uk/covid-vaccine-scientific-proof-
lethal/). Most of these side effects have not been listed in any of 
the vaccine brochures or on the Australian Government websites. 
Knowing that the mRNA vaccine can be found in nearly all organs 
including the brain the involvement of so many organs and tissues 
is not surprising. The explanation for multiple disorders and 
multiple affected organs post-vaccination is the toxicity of the S1 
subunit of the spike protein which creates similar symptoms as 
the viral disease. Additionally, the lipid nanoparticles alone cause 
inflammation and vascular damage [65].

Table 1 A and B: All symptoms reported from the 1011 case studies listed by the “Save us now organisation” and some additional 
case studies by Di Mauro et al. [66]; Erro et al. [67]; Garreffa et al. [68]; Jabagi et al. [69] and Jee-Eun et al. [70] https://www.
saveusnow.org.uk/covid-vaccine-scientifc-proof-lethal/ 

System organ class Vaccine-induced SE Pfizer/ BioNTech Moderna Oxford/ Astra 
Zeneca

Johnson & 
Johnson 

Auditory and 
balance disorders
 

Acute vertigo [71] x    
Sudden sensorineural 
hearing loss 

  x  

Autoimmune 
disease

Autoimmune 
encephalitis

x

Autoimmune hepatitis x x x
Graves’ disease x
Limbic encephalitis x
Multiple sclerosis x x x
Myasthenia gravis x
Psoriasis x x

A
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 Severe autoimmune 
hemolytic anemia 

x

Systemic lupus 
erythematosus

x

Vogt-Koyanagi-
Harada Syndrome

x  x  

Cardiac disorders Arrhythmia x
Cardiac tamponade x
Cardiomyopathy x
Endocarditis x
Kounis 
hypersensitivity-
associated acute 
myocardial infarction

x

Myocardial infarction x x x
Myocarditis         * x x x x
Myocarditis-induced 
Sudden Death 

x

Myopericarditis x x
Pericarditis x x x x
Takotsubo 
cardiomyopathy

x x x

Transient Cardiac 
Injury 

x

Death  x x x x
Dermal disorders Chilblains x x

Delayed adverse skin 
reactions    *2

x x x

Dermal 
hypersensitivity 
(Covid arm)

x x x

Exacerbated Hailey-
Hailey

x x

Petechiae and peeling 
of fingers

x x

Purpuric rash       *1 x x x
Reactivation of 
alopecia areata 

x x

Reactivation of Bacille 
Calmette-Guérin scar

x x

Sweet’s syndrome x x x
Toxic epidermal 
necrolysis 

x

Endocrine disorders Menstrual disorders, 
heavy menstrual 
bleeding

x x x x
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Gastrointestinal 
disorder
 

Appendicitis x
Gastroparesis x
Oral aphthous ulcers x    

Immune and 
Lymphatic disorders
 

Allergy to PEG‐
ASNase

x x   

Anaphylaxis      *4 x x x
Antibody-dependent 
cell cytotoxicity

x x

Arthritis x
Complement-
dependent cytotoxicity

x x

Hemophagocytic 
lymphohistiocytosis 

x

Immune-mediated 
disease outbreaks 

x x x

Lymphadenopathies     
*3

x x x

Multisystemic 
inflammatory 
syndrome

x x

Rapid Progression of 
Angioimmunoblastic 
T Cell Lymphoma

x

Seronegative 
Polyarthritis

x x

Splenic infarction x
Thymic hyperplasia x

Infections Covid-19 x x x x
Herpes Simplex x x x
Herpes Zoster 
(Shingles)

x x x

Hepatitis C 
reactivation

x

Non-disseminated 
herpes zoster

x

Liver and 
gallbladder 
disorders

Acute liver injury  x   
ANCA 
glomerulonephritis 

 x   

Musculosceletal 
disorders

Amyotrophic 
neuralgia

x

Fasciitis x
Myositis 
(inflammatory)

x (x)

Polyarthralgia and 
Myalgia Syndrome 

x

Polymyalgia 
rheumatica

x x
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 Rhabdomyolysis x x
Still’s disease x
Synovitis x    

B

System organ class Vaccine-induced SE Pfizer/ BioNTech Moderna Oxford/ Astra 
Zeneca

Johnson & 
Johnson 

Neurological 
disorders

Acute inflammatory 
neuropathies 

x x x

Abducens Nerve Palsy x
Adrenomyeloneuropathy

x
Bell’s palsy x x x
Cerebral hemorrhage      
*8

x x x x

Cerebral venous sinus 
thrombosis 

x x x x

Cerebral venous sinus 
thrombosis (CVST) with 
thrombocytopenia

x

CNS demyelination x x x x
CNS inflammation x x
Distal small fiber 
neuropathy

x

Encephalomyelitis       *5 x x
Encephalopathy (acute) x x
Guillain-Barré syndrome 
(Jee-Eun, 2022)

x x x x

Miller-Fisher syndrome x x
Myelitis        *9 x x x
Neuro-ophthalmic 
complications with VITT

x

Optic neuritis x
Parsonage-Turner 
Syndrome

x x

Stroke  (Jabag et al, 
2021)   *6

x x x x

Status epilepticus, 
seizures*7

x x x

Olfactory disorders Phantosmia x    

* Acute Fulminant Myocarditis and Cardiogenic Shock, lymphocytic, 
eosinophilic, infarct-like and autoimmune myocarditis, acute 
haemorrhagic encephalomytitis [72].

*1 Haemorrhagic rash, Cutaneous thrombosis  
*2 Eczematous, Shingles-like skin lesion, Pityriasis rosea‐like 
reaction, Urticaria, Lichen planus-like dermatitis, Bullous drug 

eruption, Pruritus, Spongiotic dermatitis, Morbiliform rash, 
Papulovesicular reaction, Purpura annularis telangiectodes   
*3 Cervical lymphadenopathy, Axillary lymphadenopathy (Garreffa 
et al, 2021), [68]  
*4 Prolonged anaphylaxis, biphasic anaphylaxis, Anaphylactoid 
reaction and coronary thrombosis 
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Optical disorders Acute corneal endothelial 
graft rejection 

x

Bilateral choroiditis x
Central Serous 
Chorioretinopathy

x

Diplopia x
 Immune mediated 

keratolysis
x

Macular 
Neuroretinopathy

x

Oculomotor palsy x
Retinal necrosis due 
to varicella zoster 
reactivation

x

Transient visual field loss x
Tolosa-Hunt syndrome x
Uveitis, Panuveitis x

Other disorder
 

Pancreas allograft 
rejection 

  x  

Pancreatitis x    
Pregnancy 
outcomes

Miscarriage (Pfizer’s 
own data)

x    

Psychiatric disorder Depression   x  
Pulmonary disorder Acute eosinophilic 

pneumonia 
  x  

Squamous cell carcinoma 
of the lung with 
hemoptysis 

x

Renal and urinary 
disorders

Acute renal failure  x   
Crescentic Pauci-Inmune 
glomerulonephritis 

x x

Genital necrosis with 
cutaneous thrombosis 

x

IgA nephropathy x x
Lipschuetz ulcer x
Nephrotic syndrome x x
Macroscopic hematuria x x
Minimal change disease 
and acute kidney injury

x x

Respiratory and 
thoratic disorders

Asthma exacerbation x    
Pulmonary embolism x x x x
Semi Occluded Vocal 
Tract

x

Vaccine-induced 
interstitial lung disease

x

Tissue disorders Hemophagocytic 
lymphohistiocytosis

  x  

Document 4



J Clin Exp Immunol, 2022      Volume 7 | Issue  3 | 502

Vascular disorders Accelerated hypertension
Diffuse prothrombotic 
syndrome 

x

Fatal systemic capillary 
leak syndrome

x

 Giant cell arteritis x
Haemolysis x x
Haemorrhage          *10 x x x
Inflammation and platelet 
activation 

x x

Limb ischemia x
Microscopic polyangiitis x
Symptomatic carotid 
occlusion

x

Thrombocytopenia     *11 x x x x
Thromboembolic events  
*12

x x x

Thrombotic events       
*13

x x x x

Vasculitis     *14 x x x x

*5 Acute disseminated Encephalomyelitis, acute demyelinating 
Encephalomyelitis, acute haemorrhagic encephalomyelitis (Ancau 
et al, 2022) [72]
*6 Ischemic stroke, acute ischemic stroke and hemorrhage, 
haemorrhagic stroke
*7 Acute hemichorea-hemiballismus, Dyskinesia (Erro et al, 2021) 
[67]
*8 Intracerebral hemorrhage and thrombocytopenia, Intracerebral 
hemorrhage associated with vaccine-induced thrombotic 
thrombocytopenia
*9  Extensive longitudinal transverse myelitis, Transverse myelitis, 
acute transverse myelitis, partial transverse myelitis, Myelitis, 
Acute bilateral optic neuritis/chiasm with longitudinal extensive 
transverse myelitis, Neuromyelitis optica (Devic’s disease)
*10 Acral hemorrhage, Pulmonary hemorrhage, Retinal 
haemorrhage, Lobar hemorrhage with ventricular rupture
*11 Thrombotic thrombocytopenia, Thrombocytopenia and 
splanchnic thrombosis, Thrombotic thrombocytopenic purpura, 
Immune thrombocytopenic purpura
*12 Venous thromboembolism and mild thrombocytopenia 
*13 Arterial thrombosis, Cerebral venous sinus thrombosis, Both 
transverse sinuses thrombosis, Left sigmoid sinus thrombosis, 
Portal vein thrombosis, Bilateral superior ophthalmic vein 
thrombosis, Major artery thrombosis, Idiopathic external jugular 
vein thrombophlebitis, Disseminated intravascular coagulation, 
Ophthalmic vein thrombosis, Central retinal vein occlusion
*14 Cutaneous vasculitis, Leukocytoclastic vasculitis, Small-
vessel vasculitis, Granulomatous vasculitis, Vasculitis and bursitis, 
ANCA-associated vasculitis, Urticarial vasculitis, Neutrophil 
anti-cytoplasmic antibody-associated vasculitis, Cutaneous 
leukocytoclastic vasculitis 

Side Effects (SE) are listed by organ class in alphabetical order, not 
by severity. To keep these tables manageable, we sorted subclasses 
of specific side effects under one heading and the foot notes below 
explain which subclasses can be found under the listed SE. Note 
that not all subclasses of SE have been demonstrated for all 4 
vaccines.

COVID-19 vaccines cause more side effects than any other 
vaccine, a fact that is attributed to its interactions with the immune 
system. Not only does spike protein produces unwanted side 
effects, but mRNA and nanoparticles do as well. Seneff et al 
[15] enumerated Covid-19 vaccine effects on the innate immune 
system, importantly a decrease of type I interferon signalling, as 
well as disturbances in the regulation of protein synthesis affecting 
the formation of immune cells and the apoptosis of tumor cells. 
These are major disturbances that in turn can lead to a multitude 
of disorders such as those listed in Table 1. The suppression of 
the interferon response by the mRNA vaccines alone can lead to a 
wide variety of disorders, such as reactivation of viral infections 
and reduce the immune system’s ability to not only fight disease 
but to keep tumors and autoimmune reactions suppressed [73]. 
A case report by Glas et al from [74] illustrates the effects of a 
disseminated viral infection on an immune-suppressed patient: In 
this instance fatal multiorgan failure associated with disseminated 
Herpes simplex virus-1 infection. Considering that reactivation 
and spread of dormant viral infections including Herpes simplex 
and Herpes zoster are listed as side effects from both mRNA 
injections as well as the Astra Zeneca vaccine, it is maybe not 
surprising that pathology reports by Dr Sucharit and Dr Burkhardt 
(2021) show multiorgan failure as cause of death in several cases 
of post-vaccine deaths. 
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Spike proteins enter the circulation when the cell they were attached 
to is destroyed by the immune system. The freely circulating 
spike proteins attach to any cell that expresses ACE2 receptors, 
explaining the multitude of sites where disorders occur [75]. 
Another method of viral spread that escapes the immune system 
is the formation of syncytia which can be induced by the spike 
protein itself. Heterotypic cell-in-cell structures with lymphocytes 
inside multinucleate syncytia are prevalent in the lung tissues of 
coronavirus disease 2019 (COVID-19) patients. This membrane 
fusion is dictated by a bi-arginine motif within the polybasic S1/S2 
cleavage site leading to the formation of multinucleate syncytia. 
Host metalloproteases (ADAM-17 and ADAM-10) promote such 
spike protein-mediated lung cell fusion [76, 77]. Pepe et al (2022) 
[77] showed furthermore that the formation of tunneling nanotubes 
can be induced by Covid-19 in a so far undisclosed way and used 
to transport viral particles or indeed viral components like S and 
N proteins from infected to ordinarily non-permissive cells, e.g. 
neuronal cells. There are multiple ways in which the virus and the 
spike protein can spread throughout the body and from cell to cell 
without attracting too much attention from the immune system. 
Further weakening of the immune system through rashly promoted 
genetic intervention can only lead to more severe disease. 

What needs to be further emphasised is that the majority of deaths 
with and from COVID- 19 occur in the elderly with multiple co-
morbidities and generally weaker immune systems. Yet they are 
vaccinated with an injection that amplifies underlying disorders 
(Fig 4) and is dependent on a strong immune response. Ironically, 
the survival of many of those patients is probably due to their 
immune system not being able to mount a significant response to 
the induced spike protein production.

Figure 4: Death rate due to COVID and other causes comparing 
the vaccinated (at least one vaccination) and unvaccinated in each 
age group. The data of deaths occurring was for the period of the 
1st of January 2021 to 31st of May 2022 in England (https://www.
ons.gov.uk/)

Long Term Side Effects
Long-term risks of vaccination as predicted by scientists, many 
already validated by scientists and doctors: 
Vaccine-induced autoimmunity, pathogenic priming, multisystem 
inflammatory disease and autoimmunity, antibody dependent 
enhancement (ADE), activation of latent viral infections, 

neurodegeneration and prion disease, increased thrombosis, 
cardiomyopathy and other vascular events following vaccination, 
babies suffering enduring adverse consequences, mRNA reverse 
transcribing intracellularly into the DNA and death due to 
autoimmune disease long after vaccination [78-84].

Some More Details
Autoimmune Disease
A study by Lyons-Weiler [79] revealed that over 1/3 of SARS 
CoV-2 proteins, including the spike protein show problematic 
homology to key proteins in the human adaptive immune system 
which might lead to autoimmune reactions against these proteins. 
Kelleni [78] reports on the potential risk of the vaccine to induce 
auto-immune diseases such as thrombocytopenia, myocarditis 
and immune induced thrombosis and thromboembolism which 
can have fatal outcomes and might be behind some of the post 
vaccination reports on sudden deaths.

Antibody Dependent Enhancement (ADE)
Hasan et al. [80] analysed data from the National Health Service 
published by Public Health England and showed that the death 
rate due to the Delta variant infection was eight times higher in 
fully vaccinated than in unvaccinated infected people. The authors 
suggest that in a subset of individuals the pre-existing anti-S-IgG 
titre induced by vaccination may be sub-neutralizing and leading 
to accelerated infectivity via ADE, which is displayed as higher 
death rates.

Prion Disease
The potential risk factors of the mRNA or vector DNA vaccine are 
protein sequences that can induce TDP-43 and FUS to aggregate 
into prion configuration, which might lead to neurodegenerative 
diseases, such as Alzheimers [85]. The spike protein encoded 
by the mRNA binds to the ACE2 receptor which releases 
zinc molecules. Zinc also causes TDP-43 to transform into a 
pathological prion [81]. The link with neurodegenerative disease is 
the ability of the spike protein to interact with the heparin binding 
amyloid forming proteins. A study indicated that the S1 protein 
forms a stable bond with the aggregation-prone proteins, which 
might initiate aggregation of brain proteins and thereby accelerate 
neurodegeneration [82]. Finisterer and Scorza [86] further  stated 
that SARS-CoV-2 vaccines trigger neurological adverse reactions 
and both mild and severe neurological side effects have been 
occasionally reported. Studies support the theory that the onset and 
progression of neurodegenerative diseases such as Alzheimer and 
Parkinson disease, including TDP-43 proteinopathy, are associated 
with propagation of protein aggregates between neuronal cells. 
These speculations are supported by a case report of prion disease 
due to vaccination from Turkey [87, 88].

Thrombosis, Capillary Leakage Syndrome and Myocarditis
Scientific studies have raised serious concerns about the safety of 
AstraZeneca after reports of cerebral venous sinus thrombosis and 
a variety of other thrombotic events the AstraZeneca vaccination 
with studies reporting such events in medical journals. Kircheis 
[22] reported that other serious conditions have been reported 
for COVID vaccines such as capillary leakage syndrome 
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(AstraZeneca) and coronary myocarditis (Pfizer).

Pregnancy and Vaccination
Some concerns about vaccinating pregnant women were voiced by 
Anand and Stahel [83]. Walsh et al. [89]. reported that the results 
of the Pfizer vaccine demonstrate a broad immune response to 
vaccination with stimulation of neutralizing antibody responses, 
stimulation of CD4+ cells and growth of effector memory CD8+T 
cells in men and women. Anand and Stahel [83] hypothesised that 
one could assume this would also happen in pregnant women. 
This would not be favourable for a perinatal outcome and might 
lead to preterm birth and fetal loss, as a good outcome relies on 
amplifcation of helper T cell type 2 and regulatory T cell activity 
coupled with decreased Th1 response [90]. Evidence has suggested 
that mothers with variant CD4+ T cell responses give birth to 
babies that may suffer enduring adverse consequences [91].

Side Effects Acknowledged but Played Down as Extremely 
Small Risk
The TGA report in Australia on a weekly basis and the report of 
the 2nd of September 2021 mentioned nine more blood clots and 
low platelet counts, confirmed as probably Thrombocytopenia 
syndrome linked to the AstraZeneca vaccine with two connected 
deaths during that week, one from Queensland and one from 
NSW. An assessment of the 125 cases of thrombosis with 
thrombocytopenia syndrome (TTS) showed that women in the 
younger age groups were slightly more likely to develop TTS in 
more unusual places such as brain and abdomen with more serious 
outcomes projected (TGA). 

Another rare side effect is Guillian-Barre syndrome (GBS), which
affects the nerves. Up to the 29 August 99 reports of GBS after 
vaccination have been received. Further 61 reports of immune 
thrombocytopenia were lodged after AstraZeneca vaccination. 
For the Pfzer vaccine the TGA reports 293 instances of suspected 
myocarditis and/or pericarditis following vaccination to the 29 
August 2021. Nine of these reports were from children 16 to 17 
years of age. A study concluded that observations of increased 
thrombosis, cardiomyopathy and other vascular events following 
vaccination might be caused by the mRNA vaccines dramatically
increasing inflammation of the endothelium and T cell infiltration
of cardiac muscle [92].

Whistleblowers
At a parliament enquiry by US senator Ron Johnson lawyer 
Thomas Renz presented three US military doctors, Drs. Samuel 
Sigoloff, Peter Chambers, and Theresa Long, whose declarations 
he planned to use in federal court under penalty of perjury. These 
doctors revealed a 300% increase in miscarriages in the military 
above the five-year average in 2021 with the five-year average 
being 1,499 miscarriages per year while in the first 10 months of 
2021 the registered miscarriages were 4,182. Other diseases went 
up in a similar fashion such as an almost 300% increase in cancer 
diagnoses (from a five-year average of 38,700 per year to 114,645 
in the first 11 months of 2021). Neurological issues increased by 
1000% from a baseline average of 82,000 to 863,000 in 2021. 
Some other increased conditions were:

• 269% increase of myocardial infarction 
• 291% increase of Bell’s palsy 
• 156% increase of children’s congenital malformations of military 
personnel
• 471% increase of female infertility 
• 467% increase of pulmonary embolisms 
 
https://newlifenarrabri.wordpress.com/2022/02/01/jo-nova-huge-
spike-in-us-military-injuries-from-covid-vaccinations/ and https://
www.ronjohnson.senate.gov/2022/2/sen-johnson-to-secretary-
austin-has-dod-seen-an-increase-in-medical-diagnoses-among-
military-personnel

According to an interview in February 2022 with Julian Gillespie, 
who is currently fighting in court against the vaccine mandates, an 
evaluation of the TGA reports revealed that Australia’s average of 
adverse events after vaccination since 1971 up to 2020 is recorded 
as 2.4 death per year and up to 3,500 adverse events per annum. 
Since the rollout of the COVID vaccines there have been 755 
deaths and 105,000 adverse events in a year with these figures 
likely to be underreported. https://rumble.com/vtv5pe-julian-
gillespie-update-on-avn-judicial-review-to-stop-vaccines-in-
australi.html?fbclid=IwAR34RTAAYX_nf9eTe1LOJSxuZ0-TbU
FasXPQ37qhPEqrQI9wNe8Yig4ZwQ8

The question is how many deaths and side effects are we accepting 
as normal for vaccines and where do we draw the line to say more 
investigations need to be done before any further vaccines are 
distributed?

Conclusion
Never in Vaccine history have 57 leading scientists and policy 
experts released a report questioning the safety and efficacy of a 
vaccine [93]. They not only questioned the safety of the current 
Covid-19 injections, but were calling for an immediate end to all 
vaccination. Many doctors and scientists around the world have 
voiced similar misgivings and warned of consequences due to 
long-term side effects. Yet there is no discussion or even mention 
of studies that do not follow the narrative on safety and efficacy of 
Covid-19 vaccination.

In the USA, as Blaylock [94] states it very nicely, federal 
bureaucrats have forced the acceptance of special forms of care 
and prevention, which includes experimental mRNA vaccines [93]. 
Medical experts that have questioned the safety of these vaccines 
have been attacked and demonised, called conspiracy theorists 
and have been threatened to be de-registered if they go against 
the narrative. Alternative treatments were prohibited and people 
who never practised medicine are telling experienced doctors how 
to do their job. AHPRA is doing the same here in Australia to the 
detriment and in ignorance of science. When Adjunct Professor 
John Skerritt, who is currently the Deputy Secretary and directly 
responsibility for both the Therapeutic Goods Administration 
and the Office of Drug Control, was asked why the registration 
process for vaccines was shortened he wrote: “It is nonsense 
to assert that vaccines typically take 10 years to licence. The 
standard regulatory process for vaccines is about 10-12 calendar 
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months and in the case of COVID-19 vaccines this period was 
shortened by accepting data on a rolling basis, teams reviewing 
different parts of the dossier in parallel, working collaboratively 
with international regulators, and by many members of the teams 
working long hours” (personal e-mail communication). One has 
to wonder how they propose to assess long-term side effects. Can 
we really trust any pharmaceutical drug approval by the TGA after 
this statement?

Pfizer never planned to reveal its clinical trial data and had to be 
ordered by a judge in the USA to release the data to the public. 
Even then they and the CDC tried to limit the number of pages 
published per month which would have made the full study data 
public knowledge sometime in the 2070ies. The reason given was 
that some proprietary information had to be blacked out before 
release to the public. Again, it is inconceivable why it would be 
impossible to go through the study data in a few months, when it 
took the CDC less than 4 weeks to give the injections emergency 
use authorization - unless you want to entertain the idea that the 
study data were never actually read and scrutinised, a frightening 
perspective.

As scientists we put up hypotheses and test them using experiments. 
If a hypothesis is proven to be true according to current knowledge 
it might still change over time when new evidence comes to light. 
Hence, sharing and accumulating knowledge is the most important 
part of science. The question arises when and why this process 
of science has been changed. No discussion of new knowledge 
disputing the safety of the COVID-19 vaccines is allowed. Who 
gave bureaucrats the means to destroy the fundaments of science 
and tell scientists not to argue the science?

References
1.	 Hansen, T., Titze, U., Kulamadayil-Heidenreich, N. S. A., 

Glombitza, S., Tebbe, J. J., Röcken, C., ... & Wilkens, L. 
(2021). First case of postmortem study in a patient vaccinated 
against SARS-CoV-2. International Journal of Infectious 
Diseases, 107, 172-175.

2.	 Ndeupen, S., Qin, Z., Jacobsen, S., Bouteau, A., Estanbouli, 
H., & Igyártó, B. Z. (2021). The mRNA-LNP platform’s lipid 
nanoparticle component used in preclinical vaccine studies is 
highly inflammatory. Iscience, 24(12), 103479.

3.	 Zhou, Y., Peng, Z., Seven, E. S., & Leblanc, R. M. (2018). 
Crossing the blood-brain barrier with nanoparticles. Journal 
of controlled release, 270, 290-303.

4.	 Wick, P., Malek, A., Manser, P., Meili, D., Maeder-Althaus, 
X., Diener, L., ... & von Mandach, U. (2010). Barrier capacity 
of human placenta for nanosized materials. Environmental 
health perspectives, 118(3), 432-436.

5.	 Shimazawa, R., & Ikeda, M. (2021). Potential adverse events 
in Japanese women who received tozinameran (BNT162b2, 
Pfizer-BioNTech). Journal of Pharmaceutical Policy and 
Practice, 14(1), 1-3.

6.	 Karikó, K., Buckstein, M., Ni, H., & Weissman, D. (2005). 
Suppression of RNA recognition by Toll-like receptors: the 
impact of nucleoside modification and the evolutionary origin 
of RNA. Immunity, 23(2), 165-175.

7.	 Karikó, K., Muramatsu, H., Welsh, F. A., Ludwig, J., Kato, 
H., Akira, S., & Weissman, D. (2008). Incorporation of 
pseudouridine into mRNA yields superior nonimmunogenic 
vector with increased translational capacity and biological 
stability. Molecular therapy, 16(11), 1833-1840.

8.	 Röltgen, K., Nielsen, S.C.A., Silv,a O., Younes, S.F. et al. 
(2022). Immune imprinting, breadth of variant recognition, 
and germinal center response in human SARS-CoV-2 infection 
and vaccination. Cell, 185, 1025 – 1040. DOI: https://doi.
org/10.1016/j.cell.2022.01.018

9.	 Biancatelli, R. M. C., Solopov, P. A., Sharlow, E. R., Lazo, J. 
S., Marik, P. E., & Catravas, J. D. (2021). The SARS-CoV-2 
spike protein subunit S1 induces COVID-19-like acute lung 
injury in Κ18-hACE2 transgenic mice and barrier dysfunction 
in human endothelial cells. American Journal of Physiology-
Lung Cellular and Molecular Physiology.

10.	 Zhang, S., Liu, Y., Wang, X., Yang, L., Li, H., Wang, Y., ... & 
Hu, L. (2020). SARS-CoV-2 binds platelet ACE2 to enhance 
thrombosis in COVID-19. Journal of hematology & oncology, 
13(1), 1-22.

11.	 Cattin-Ortolá, J., Welch, L. G., Maslen, S. L., Papa, G., James, 
L. C., & Munro, S. (2021). Sequences in the cytoplasmic tail 
of SARS-CoV-2 Spike facilitate expression at the cell surface 
and syncytia formation. Nature communications, 12(1), 1-11.

12.	 Cheng, Y. W., Chao, T. L., Li, C. L., Wang, S. H., Kao, H. 
C., Tsai, Y. M., ... & Yeh, S. H. (2021). D614G substitution 
of SARS-CoV-2 spike protein increases syncytium formation 
and virus titer via enhanced furin-mediated spike cleavage. 
Mbio, 12(4), e00587-21.

13.	 Singh, N., & Singh, A. B. (2020). S2 subunit of SARS-nCoV-2 
interacts with tumor suppressor protein p53 and BRCA: an in 
silico study. Translational Oncology, 13(10), 100814.

14.	 Liu, J., Wang, J., Xu, J., Xia, H., Wang, Y., Zhang, C., ... 
& Liu, Z. (2021). Comprehensive investigations revealed 
consistent pathophysiological alterations after vaccination 
with COVID-19 vaccines. Cell discovery, 7(1), 1-15.

15.	 Seneff, S., Nigh, G., Kyriakopoulos, A. M., & McCullough, 
P. A. (2022). Innate immune suppression by SARS-CoV-2 
mRNA vaccinations: The role of G-quadruplexes, exosomes, 
and MicroRNAs. Food and Chemical Toxicology, 164, 
113008.

16.	 Mishra, R., Banerjea, A.C. (2021) SARS-CoV-2 Spike Targets 
USP33-IRF9 Axis via Exosomal miR-148a to Activate Human 
Microglia. Frontiers in Immunology, 12. DOI=10.3389/
fimmu.2021.656700

17.	 Reiss, K., & Bhakdi, S. (2020). Corona, False Alarm?: Facts 
and Figures. Chelsea Green Publishing.

18.	 Doshi, P. (2020). Covid-19: Do many people have pre-existing 
immunity?. Bmj, 370.

19.	 Ng, K. W., Faulkner, N., Cornish, G. H., Rosa, A., Harvey, 
R., Hussain, S., ... & Kassiotis, G. (2020). Preexisting and de 
novo humoral immunity to SARS-CoV-2 in humans. Science, 
370(6522), 1339-1343.

20.	 King, E. M. (2020). T-cells Are the Superstars in Fighting 
COVID-19. But Why are some People So Poor at Making 
Them?. bmj, 370.

21.	 Phillips, N. (2021). The corona virus will become endemic. 

Document 4



J Clin Exp Immunol, 2022      Volume 7 | Issue  3 | 506

Nature, 590: 382-384.
22.	 Kircheis, R. 2021.  Coagulopathies after vaccination against 

SARS-CoV-2 may be derived from a combined effect of 
SARS-CoV-2 spike protein and adenovirus vector-triggered 
signaling pathways. International Journal of Molecular 
Science, 22, 10791. doi: 10.3390/ijms221910791.

23.	 Oran, D.P., Topol, E.J. (2021). The Proportion of SARS-
CoV-2 Infections That Are Asymptomatic : A Systematic 
Review. Annual Interntional Medicines, 174(5): 655-662. doi: 
10.7326/M20-6976.

24.	 Ivanova, E., Devlin, J., Buus, T., Koide, A., Cornelius, A., 
Samanovic, M., ... & Koralov, S. B. (2021). Discrete immune 
response signature to SARS-CoV-2 mRNA vaccination versus 
infection.

25.	 Seneff, S. and Nigh, G. (2021). Worse than the disease? 
Reviewing some possible unintended consequences of the 
mRNA vaccines against COVID-19. International Journal of 
Vaccine Theory, Practice, and Research, 2, 38 – 79.

26.	 Cardozo, T., & Veazey, R. (2021). Informed consent disclosure 
to vaccine trial subjects of risk of COVID-19 vaccines 
worsening clinical disease. International journal of clinical 
practice, 75(3), e13795.

27.	 Nordström, P., Ballin, M., & Nordström, A. (2022). Risk of 
SARS-CoV-2 reinfection and COVID-19 hospitalisation in 
individuals with natural and hybrid immunity: a retrospective, 
total population cohort study in Sweden. The Lancet Infectious 
Diseases, 22(6), 781-790.

28.	 Nordström, P., Ballin, M., & Nordström, A. (2022). Risk 
of infection, hospitalisation, and death up to 9 months after 
a second dose of COVID-19 vaccine: a retrospective, total 
population cohort study in Sweden. The Lancet, 399(10327), 
814-823.

29.	 Israel, A., Shenhar, Y., Green, I., Merzon, E., Golan-Cohen, 
A., Schäffer, A. A., ... & Magen, E. (2021). Large-scale study 
of antibody titer decay following BNT162b2 mRNA vaccine 
or SARS-CoV-2 infection. Vaccines, 10(1), 64.

30.	 Lozano-Ojalvo, D., Camara, C., Lopez-Granados, E., Nozal, 
P., del Pino-Molina, L., Bravo-Gallego, L. Y., ... & Ochando, J. 
(2021). Differential effects of the second SARS-CoV-2 mRNA 
vaccine dose on T cell immunity in naive and COVID-19 
recovered individuals. Cell reports, 36(8), 109570.

31.	 Keehner, J., Binkin, N.J., Laurent, L.C., Pride, D. (2021). 
Resurgence of SARS-CoV-2 Infection in a Highly Vaccinated 
Health System Workforce. The New England Journal of 
Medicine, 385, 1330-1332. DOI: 10.1056/NEJMc2112981.

32.	 Chau, N. V. V., Ngoc, N. M., Nguyet, L. A., Quang, V. M., Ny, 
N. T. H., Khoa, D. B., ... & OUCRU COVID-19 research group. 
(2021). An observational study of breakthrough SARSCoV-2 
Delta variant infections among vaccinated healthcare workers 
in Vietnam. EClinicalMedicine, 41, 101143.

33.	 Hetemäki, I., Kääriäinen, S., Alho, P., Mikkola, J., Savolainen-
Kopra, C., Ikonen, N., Nohynek, H., Lyytikäinen, O. (2021). 
An outbreak caused by the SARS-CoV-2 Delta variant 
(B.1.617.2) in a secondary care hospital in Finland, May 
2021. Eurosurveillance, 26, 2100636 (2021), https://doi.
org/10.2807/1560-7917.ES.2021.26.30.2100636.

34.	 Shitrit, P., Zuckerman, N. S., Mor, O., Gottesman, B. S., & 

Chowers, M. (2021). Nosocomial outbreak caused by the 
SARS-CoV-2 Delta variant in a highly vaccinated population, 
Israel, July 2021. Eurosurveillance, 26(39), 2100822.

35.	 Acharya, C. B., Schrom, J., Mitchell, A. M., Coil, D. A., 
Marquez, C., Rojas, S., ... & Havlir, D. (2021). No significant 
difference in viral load between vaccinated and unvaccinated, 
asymptomatic and symptomatic groups infected with 
SARSCoV-2 delta variant. MedRxiv.

36.	 Riemersma, K. K., Grogan, B. E., Kita-Yarbro, A., Jeppson, 
G. E., O’Connor, D. H., Friedrich, T. C., & Grande, K. M. 
(2021). Vaccinated and unvaccinated individuals have similar 
viral loads in communities with a high prevalence of the 
SARS-CoV-2 delta variant. MedRxiv, 2021-07.

37.	 Brown C.M., Vostok J., Johnson H., Burns, M., Gharpure, 
R., Sami, S., Sabo, R.T., Hall, N., Foreman, A., Schubert, 
P.L., Gallagher, G.R., Fink, T., Madoff, L.C., Gabriel, S.B., 
MacInnis, B., Park, D.J., Siddle, K.J., Harik, V., Arvidson, D., 
Brock-Fisher, T., Dunn, M., Kearns, A., Laney, A.S., 2021. 
Outbreak of SARS-CoV-2 infections, including COVID-19 
vaccine breakthrough infections, associated with large public 
gatherings - Barnstable County, Massachusetts, July 2021. 
MMWR Morbidity and Mortality Weekly Reports 70, 1059-
1062.

38.	 Servellita, V., Morris, M. K., Sotomayor-Gonzalez, A., 
Gliwa, A. S., Torres, E., Brazer, N., ... & Chiu, C. Y. (2022). 
Predominance of antibody-resistant SARS-CoV-2 variants in 
vaccine breakthrough cases from the San Francisco Bay Area, 
California. Nature microbiology, 7(2), 277-288.

39.	 Subramanian, S. V., & Kumar, A. (2021). Increases in 
COVID-19 are unrelated to levels of vaccination across 68 
countries and 2947 counties in the United States. European 
journal of epidemiology, 36(12), 1237-1240.

40.	 Kirsch, S. (2021) “New Studies Show that the COVID 
Vaccines Damage your Immune System, Likely Permanently,” 
Steve Kirsch’s Newsletter, Dec. 24, 2021, https://stevekirsch. 
substack.com/p/new-stu-dy-shows-vaccines-must-be.

41.	 Kirsch, S. (2022a). “Pfizer CEO says Two Covid Vaccine 
Doses Aren’t Enough for Omicron,” Steve Kirsch’s Newsletter, 
Jan. 10, 2022, https://stevekirsch.subs-tack.com/p/pfizer-ceo-
saystwo-covid-vaccine.

42.	 36. Ioannidis, J. P. (2021). Infection fatality rate of COVID-19 
inferred from seroprevalence data. Bulletin of the World 
Health Organization, 99(1), 19.

43.	 Beattie, K.A. (2021) Worldwide Bayesian Causal Impact 
Analysis of Vaccine Administration on Deaths and Cases 
Associated with COVID-19: A BigData Analysis of 145 
Countries. Department of Political Science University of 
Alberta Alberta, Canada.

44.	 Reuters, “EU Drug Regulator Expresses Doubt on Need 
for Fourth Booster Dose,” Jan. 11, 2022, https://www.
reuters.com/business/healthcare-pharmaceuticals/eu-
drug-regulator-saysmore-data--needed-impact-omicron-
vaccines-2022-01-11/.

45.	 Kirsch, S. (2022b). “Top Israeli Immunologist Criticizes 
Pandemic Response in Open Letter,” Jan 13, 2022, Steve 
Kirsch’s Newsletter, https://stevekirsch.substack.com/p/
top-israeli-immunologist--criticizes?r=15hae6&utm_

Document 4



J Clin Exp Immunol, 2022      Volume 7 | Issue  3 | 507

campaign=post&utm_medium=email.
46.	 Thorp, J.A., Renz, T., Northrup, C., et al. (2022). Patient 

betrayal: The Corruption of healthcare, informed consent 
and the physician – patient relationship. 0. https://www.doi.
org/10.46766/tjegms.

47.	 Doshi, P. 2020. Covid-19: Do many people have pre-existing 
immunity? 17 September 2020 BMJ 2020; 370 doi: https://
doi.org/10.1136/bmj.m3563

48.	 Shimabukuro, T. T., Kim, S. Y., Myers, T. R., Moro, P. L., 
Oduyebo, T., Panagiotakopoulos, L., ... & Meaney-Delman, 
D. M. (2021). Preliminary findings of mRNA Covid-19 
vaccine safety in pregnant persons. New England Journal of 
Medicine.

49.	 Regev-Yochay, G., Gonen, T., Gilboa, M., Mandelboim, M., 
Indenbaum, V., Amit, S., ... & Lustig, Y. (2022). Efficacy of 
a fourth dose of COVID-19 mRNA vaccine against omicron. 
New England Journal of Medicine, 386(14), 1377-1380.

50.	 Regev-Yochay, G., Gonen, T., Gilboa, M., Mandelboim, M., 
Indenbaum, V., Amit, S., ... & Lustig, Y. 4th Dose COVID 
mRNA Vaccines’ Immunogenicity & Efficacy Against 
Omicron VOC (preprint).

51.	 Dopp, K, Seneff, S. (2022). COVID-19 and All-Cause 
Mortality Data by Age Group Reveals Risk of COVID 
Vaccine-Induced Fatality is Equal to or Greater than the Risk 
of a COVID death for all Age Groups Under 80 Years Oldas 
2022: 1-21.

52.	 Kostoff, R.N.,  Calina, D., Kanduc, D., Briggs, M.B., 
Vlachoyiannopoulos, P., Svistunov, A.A., Tsatsakis, A.. 
2021. Why are we vaccinating children against COVID-19? 
Toxicology Reports. 8, 1665-1684.

53.	 Goldberg, Y., Mandel, M., Bar-On, Y.M., Bodenheimer, O., 
Freedman, L., Haas, E.J., Milo, R., Alroy-Preis, S., Ash, N., 
Huppert, A. (2021). Waning   Immunity after the BNT162b2 
Vaccine in Israel. New England Journal of Medicine, 
385(24):e85. doi: 10.1056/NEJMoa2114228.

54.	 Jo, D.-H., Minn, D., Lim, J., Lee, K.-D., Kang, Y.-M., Choe, 
K.-W., Kim, K.-N. (2021). Rapidly declining SARSCoV-2 
antibody titers within 4 months after BNT162b2 vaccination.
Vaccines,  9, 1145.

55.	 Israel, A., Shenhar, Y., Green, I., Merzon, E., Golan-
Cohen, A., Schäffer, A.A., Ruppin, E., Vinke,r S, Magen, E. 
(2021). Large-scale study of antibody titer decay following 
BNT162b2 mRNA vaccine or SARS-CoV-2 infection. 
medRxiv [Preprint]. 2021 Aug 21:2021.08.19.21262111. doi: 
10.1101/2021.08.19.21262111. Update in: Vaccines (Basel). 
2021 Dec 31;10(1): PMID: 34462761; PMCID: PMC8404903.  

56.	 Binkin, N.J., Laurent, L.C., Pride, D., Longhurst, C.A., Abeles, 
S.R., Torriani, F.J. (2021). Resurgence of SARS-CoV-2 
infection in highly vaccinated health system workforce. The 
New England Journal of Medicine. https://www.nejm.org/doi/
full/10.1056/NEJMc2112981

57.	 Cromer, D., Steain, M., Reynaldi, A., Schlub, T.E., Wheatley, 
A.K., Juno, J.A., Kent, S.J., Triccas, J.A., Khoury, D.S., 
Davenport, M,P. (2022). Neutralising antibody titres as 
predictors of protection against SARS-CoV-2 variants and the 
impact of boosting: a meta-analysis. The Lancet Microbe 3, 
E52-E61

58.	 Krause P.R., Fleming, T.R.., Peto, R., Longini, I., Figueroa, 
J.P., Sterne, J.A.C., et al. (2021). Considerations in boosting 
COVID-19 vaccine immune responses. The Lancet 398, 1377 
-10380.

59.	 Lui, L., Luo, Y., Chu, H. et al. (2021) Striking antibody 
evasion manifested by the Omicron variant of SARS-CoV-2.  
Nature https://doi.org/10.1038/d41586-021-03826-3(2021). 

60.	 Hachmann, N. P., Miller, J., Collier, A. R. Y., Ventura, J. D., 
Yu, J., Rowe, M., ... & Barouch, D. H. (2022). Neutralization 
escape by SARS-CoV-2 Omicron subvariants BA. 2.12. 1, 
BA. 4, and BA. 5. New England Journal of Medicine, 387(1), 
86-88.

61.	 Yamamoto, K. (2022). Adverse effects of COVID-19 vaccines 
and measures to prevent them. Virology Journal, 19(1), 1-3.

62.	 Bryant, A., Lawrie, T. A., Dowswell, T., Fordham, E. J., 
Mitchell, S., Hill, S. R., & Tham, T. C. (2021). Ivermectin for 
prevention and treatment of COVID-19 infection: a systematic 
review, meta-analysis, and trial sequential analysis to inform 
clinical guidelines. American journal of therapeutics, 28(4), 
e434.

63.	 Bruno, R., Mccullough, P. A., Vila, T. F. I., Henrion-Caude, A., 
Garcia-Gasca, T., Zaitzeva, G. P., ... & Acevedo-Whitehouse, 
K. (2021). SARS-CoV-2 mass vaccination: Urgent questions 
on vaccine safety that demand answers from international 
health agencies, regulatory authorities, governments and 
vaccine developers. Authorea Preprints.

64.	 Gat, I., Kedem, A., Dviri, M., Umanski, A., Levi, M., Hourvitz, 
A., & Baum, M. (2022). Covid‐19 vaccination BNT162b2 
temporarily impairs semen concentration and total motile 
count among semen donors. Andrology, 10(6), 1016-1022.

65.	 Psichogiou, M., Karabinis, A., Poulakou, G., Antoniadou, 
A., Kotanidou, A., Degiannis, D., ... & Hatzakis, A. (2021). 
Comparative immunogenicity of BNT162B2 mRNA vaccine 
with natural covid-19 infection. medRxiv.

66.	 Di Mauro, P., La Mantia, I., Cocuzza, S., Sciancalepore, P. I., 
Rasà, D., Maniaci, A., ... & Anzivino, R. (2022). Acute vertigo 
after COVID-19 vaccination: case series and literature review. 
Frontiers in Medicine, 2766.

67.	 Erro, R., Buonomo, A. R., Barone, P., & Pellecchia, M. T. 
(2021). Severe dyskinesia after administration of SARS‐CoV2 
mRNA vaccine in Parkinson’s disease. Movement Disorders.

68.	 Garreffa, E., York, J., Turnbull, A., & Kendrick, D. (2021). 
Regional lymphadenopathy following COVID-19 vaccination: 
considerations for primary care management. British Journal 
of General Practice, 71(707), 284-285.

69.	 Jabagi, M. J., Botton, J., Bertrand, M., Weill, A., Farrington, P., 
Zureik, M., & Dray-Spira, R. (2022). Myocardial infarction, 
stroke, and pulmonary embolism after BNT162b2 mRNA 
COVID-19 vaccine in people aged 75 years or older. Jama, 
327(1), 80-82.

70.	 Jee-Eun, K., Gi, M.Y., Je-Young, S., Nam, K.Y., Seok, B.J., 
Jung-Joon, S., Yoon-Ho, H. (2021). Guillain–Barré Syndrome 
and Variants Following COVID-19 Vaccination: Report 
of 13 Cases. Frontiers in Neurology, 12. DOI=10.3389/
fneur.2021.820723 

71.	 Di Mauro, P., La Mantia, I., Cocuzza, S., Sciancalepore, 
P.I., Rasà, D., Maniaci, A., Ferlito, S., Tundo, I., Anzivino, 

Document 4



J Clin Exp Immunol, 2022      Volume 7 | Issue  3 | 508

Copyright: ©2022: Conny Turni.  This is an open-access article distributed 
under the terms of the Creative Commons Attribution License, which 
permits unrestricted use, distribution, and reproduction in any medium, 
provided the original author and source are credited.

https://opastpublishers.com

R. (2022). Acute Vertigo After COVID-19 Vaccination: Case 
Series and Literature Review. Frontier Medicine (Lausanne), 
6,8,790931. doi: 10.3389/fmed.2021.790931.

72.	 Ancau, M., Liesche-Starnecker, F., Niederschweiberer, 
J., Krieg, S.M., Zimmer, C., Lingg, C., Kumpfműller, D., 
Ikenberg, B., Plone,r M., Hemmer, B., Wunderlich, S., 
Műhlau, M., Knier, B. (2022). Case series: Acute hemorrhagic 
encephalomyelitis after SARS-CoV-2 vaccination. 
Frontiers Neurology 02 February 2022 Sec. Multiple 
Sclerosis and Neuroimmunology, https://doi.org/10.3389/
fneur.2021.820049

73.	 Passegu, E., Ernst, P.A. (2009). IFN-alpha wakes up sleeping 
hematopoietic stem cells Natural Medicine, 15 (6), Article 
612613, 10.1038/nm0609-612

74.	 Glas, M., Smola, S., Pfuhl, T., Pokorny, J., Bohle, R.M., 
Bücker, A., Kamradt J., Volk T. Fatal Multiorgan Failure 
Associated with Disseminated Herpes Simplex Virus-1 
Infection: A Case Report. Case Reports in Critical Care, 
Volume 2012 doi: 10.1155/2012/359360

75.	 Salamanna, F., Maglio, M., Landini, M.P., Fini, M. (2020). 
Body Localization of ACE-2: On the Trail of the Keyhole 
of SARS-CoV-2. Frontiers in Medicine, 7, https://www.
frontiersin.org/articles/10.3389/fmed.2020.594495

76.	 Jocher, G., Grass, V., Tschirner, S. K., Riepler, L., Breimann, 
S., Kaya, T., ... & Lichtenthaler, S. F. (2022). ADAM10 
and ADAM17 promote SARS‐CoV‐2 cell entry and spike 
proteinmediated lung cell fusion. EMBO reports, 23(6), 
e54305.

77.	 Pepe, A., Pietropaoli, S., Vos, M., Barba-Spaeth, G., & 
Zurzolo, C. (2022). Tunneling nanotubes provide a route for 
SARS-CoV-2 spreading. Science advances, 8(29), eabo0171.

78.	 Kelleni, M. T. (2021). SARS CoV-2 Vaccination 
Autoimmunity, Antibody Dependent Covid-19 Enhancement 
and Other Potential Risks: Beneath the Tip of the Iceberg. 
International Journal of Pulmonary & Respiratory Sciences, 
5(2), 555658.

79.	 Lyons-Weiler, J. (2020). Pathogenic priming likely contributes 
to serious and critical illness and mortality in COVID-19 
via autoimmunity. Journal of translational autoimmunity, 3, 
100051.

80.	 Hasan, A., Al-Mulla, M. R., Abubaker, J., & Al-Mulla, F. 
(2021). Early insight into antibody-dependent enhancement 
after SARS-CoV-2 mRNA vaccination. Human Vaccines & 
Immunotherapeutics, 17(11), 4121-4125.

81.	 Classen, J. B. (2021). COVID-19 RNA based vaccines and the 
risk of prion disease. Microbiol Infect Dis, 5(1), 1-3.

82.	 Idrees, D., & Kumar, V. (2021). SARS-CoV-2 spike protein 
interactions with amyloidogenic proteins: Potential clues to 
neurodegeneration. Biochemical and biophysical research 
communications, 554, 94-98.

83.	 Anand, P., & Stahel, V. P. (2021). The safety of Covid-19 
mRNA vaccines: A review. Patient safety in surgery, 15(1), 
1-9.

84.	 Aldén, M., Olofsson Falla, F., Yang, D., Barghouth, M., Luan, 
C., Rasmussen, M., & De Marinis, Y. (2022). Intracellular 
reverse transcription of Pfizer BioNTech COVID-19 mRNA 
vaccine BNT162b2 in vitro in human liver cell line. Current 
issues in molecular biology, 44(3), 1115-1126.

85.	 Nonaka, T., & Hasegawa, M. (2018). TDP-43 prions. Cold 
Spring Harbor perspectives in medicine, 8(3), a024463.

86.	 Finisterer J., Scorza, F.A. 2021. SARS-CoV-2 vaccines are not 
free of neurological side effects. Acta Neurology Scandinavia 
144, 109-110. doi: 10.1111/ane.13451

87.	 Kuvandik, A., Özcan, E., Serin, S., Sungurtekin, H. (2021). 
Creutzfeldt-Jakob Disease After the COVID-19 Vaccination.
Turkish Journal of Intensive Care. DOI: 10.4274/tybd. 
galenos.2021.91885.

88.	 Serin, S., & Sungurtekin, H. (2021). Creutzfeldt-Jakob 
Disease After the COVID-19 Vaccination.

89.	 Walsh, E.E., Frenck, R.W., Falsey, A.R. Jr., Kitchin, N., 
Absalon, J., Gurtman, A., Lockhart, S., Neuzil, K., Mulligan, 
M.J., Bailey, R. (2020). Safety and immunogenicity of two 
RNA-based Covid–19 vaccine candidates. New England 
Journal of Medicine, 383, 2439–50.

90.	 Saito, S., Nakashima, A., Shima, T., & Ito, M. (2010). Th1/
Th2/Th17 and regulatory T‐cell paradigm in pregnancy. 
American journal of reproductive immunology, 63(6), 601-
610.

91.	 Helmo, F. R., Alves, E. A. R., Moreira, R. A. D. A., Severino, 
V. O., Rocha, L. P., Monteiro, M. L. G. D. R., ... & Corrêa, 
R. R. M. (2018). Intrauterine infection, immune system and 
premature birth. The journal of maternal-fetal & neonatal 
medicine, 31(9), 1227-1233.

92.	 Gundry, S. R. (2021). MRNA COVID vaccines dramatically 
increase endothelial inflammatory markers and ACS risk as 
measured by the PULS cardiac test: A warning. Circulation.

93.	 Bruno, R., Mccullough, P.A., Forcades, I., Vila, T. et al.  
(2021). SARS-CoV-2 mass vaccination: Urgent questions 
on vaccine safety that demand answers from international 
health agencies, regulatory authorities, governments and 
vaccine developers.  Authorea, May 24, 2021. DOI: 10.22541/
au.162136772.22862058/v2.

94.	 Blaylock, R. L. (2022). COVID UPDATE: What is the truth?. 
Surgical Neurology International, 13.

Document 4



 
 
 
 
 
 
 
 
 
Sept 19, 2022 
 
 
Advisory Committee on Medicines Scheduling 
Therapeutic Goods Administration 
136 Narrabundah Lane 
Symonston ACT 2609 
 
 
 
 
 
Re: Proposed amendments referred for scheduling advice to ACMS meeting #40, November 
2022 
 
The NSW Poisons Information Centre (NSW PIC) provides a phone-based advice service on 
suspected poisonings to the public and health professionals calling from NSW, TAS and ACT on a 
near full-time basis and a shared after-hours service to the remainder of Australia. This results in 
approximately half of Australia’s poisons-related calls being received by our Centre. 
 
Ivermectin 
 
The NSW Poisons Centre opposes the proposed change to the regulations which would remove 
restrictions currently in place for the prescribing of ivermectin. 
 
Since the change in regulations which requires restrictions in prescribing of ivermectin was 
implemented in Sept 2021, the NSW PIC has received 35 calls regarding exposures to ivermectin 
which was being inappropriately used for Covid treatment or prevention. Of these 17 were vet 
products, 11 were products available on prescriptions in Australia, 3 were purchased from 
overseas and in 4 cases the source was unclear. This demonstrates a continued demand from 
consumers for the inappropriate use of ivermectin. The use of vet products would indicate the 
restrictions in prescribing is working, to a degree, in reducing the availability of prescribed 
ivermectin to those who would use it inappropriately. If the restrictions on prescribing of ivermectin 
were removed, it is likely the numbers of inappropriate use would be much higher.  
 
 

 

 
  

 
 

 
 

 

Genevieve Adamo, BPharm 
Senior Specialist Poisons Information 
NSW Poisons Information Centre 
www.poisonsinfo.nsw.gov.au 
 
The Children’s Hospital at Westmead 
Locked Bag 4001 
Westmead, NSW 2145 
Sydney, Australia 
 
t:  (+61 2) 9845 3969 
f:  (+61 2) 9845 3597 
e:  genevieve.adamo@health.nsw.gov.au  
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APPLICATION IN SUPPORT OF IVERMECTIN 
REGISTRATION 
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Note Fig 6, which must speak for itself as 
overwhelming evidence of IVM benefit, not 
found with any other early treatment. 
 
 In this article, I summarise benefits of IVM, 
not available elsewhere: 
(i) Broad therapeutic window re time for 

effective therapy including prophylaxis 
and later disease. 
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(ii)  Infectious viral production is shortened 
(iii) Solid safety record – not age restricted. 
(iv) Objective reversal of hypoxia. Dramatic 

effect on disease course. 
(v) Evidence of reduced Long Covid. 
(vi) Multiple loci of therapeutic effect, 

means less chance of mutant escape. 
(vii) Cheap and available 
(viii) Numerous examples of 

regional/national use changing the 
course of disease outcomes (most 
recent in Brazil – an outstanding study, 
attracting “Fact Check” response of 
ludicrous proportions, indicating the 
“narrative lore of unprecedented 
fashion”. The reality is that IVM made 
widely available has the capacity to 
change the outcome quickly of the 
Pandemic. Working with a science-
based use of vaccines. 

(ix) Dramatic reversal of reduced oxygen 
saturation, within 24 hours. 

 
 

I would like to finish with four comments: 
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(i) The reasons given by the TGA for its 
earlier decision to not make IVM freely 
available no longer exist (with the TGA 
decisions re Molnupiravir and Paxlovid). 

(ii) Any decision to preclude IVM – a safe and 
effective drug for the treatment of Covid-
19 in the experience and knowledge of 
senior doctors around the world, 
including Australia, is now untenable. It 
crosses the line of interfering with the -
doctor patient relationship, in ways 
without precedent in Australia.  

(iii) Extensive data supports the premise that 
widespread availability of IVM could 
change the pace of the pandemic, its 
economic impact, and the pressure on 
health facilities, in short time. 

(iv) IVM has been subject to unprecedented 
misinformation, some fraudulent, to 
comply with a narrative that protects 
vaccination at all costs. Critiques have 
focussed on selected RCT’s, cherry picked 
to avoid the bulk of data strongly 
supporting value of IVM therapy.  
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OPEN LETTER  
 
21 August 2021 
 

 
 

National Covid Clinical Evidence Taskforce 
Level 4, 553 St Kilda Rd. 
Melbourne, Vic. 3004 
email: @monash.edu 
email:  @covid19evidence.net.au 
 
 
Re: Call for an Urgent Review of the NCCET Recommendation regarding the use of 

ivermectin in the management of Covid-19 within 14 days 
 
I refer to the current recommendation by the National Covid Clinical Evidence Taskforce 
(NCCET) regarding the use of the drug ivermectin for the management of Covid-19. 
 
The NCCET serves an important role in reviewing and recommending treatment for Covid-19 
to peak health professional bodies across Australia.  The current recommendation 
(Communique Ed. 48 - 5.8.21) regarding the use of the drug ivermectin is as follows: 
 
“The available research evidence does not yet provide reasonable certainty to recommend for 
or against the use of ivermectin and therefore the Taskforce recommends ivermectin not be 
used outside of randomised trials. The certainty of the current evidence base varies from low 
to very low depending which on outcome is being measured, as a result of serious risk of bias 
and serious imprecision in the 18 included studies. 
 
In addition to uncertainty around benefits for patients with COVID-19, there are common side 
effects and harms associated with ivermectin, including diarrhoea, nausea and dizziness. 
Given this uncertainty of benefit, and concerns of harms; we recommend that ivermectin only 
be provided in research trials, where there is the potential to generate further evidence on the 
effectiveness, or otherwise, of ivermectin.” …. 
 
“This is a high priority recommendation and will be updated as soon as new evidence becomes 
available.” 
 
Ivermectin has been the subject of more than 60 clinical trials, including more than 30 
randomised controlled trials and used successfully in national Covid-19 mass treatment 
campaigns in India, Mexico and several other countries to reduce the number of cases and 
prevent serious complications of the disease leading to hospitalisation and death.   
 
Despite this, and in the absence of NCCET members’ personal experience in treating COVID-
19 patients with ivermectin, the NCCET has selected in an arbitrary and imprecise manner a 
small number of published clinical trials (18) upon which to base its current negative 
recommendation for ivermectin use. NCCET has failed to apply sophisticated, defined, and 
detailed meta-analysis techniques as employed in widely discussed published reviews on 
ivermectin (see references attached).  When lives are at risk, the highest standards of evaluation 
are required.  
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The emphasis on minor and generally uneventful “harms associated with ivermectin, including 
diarrhoea, nausea and dizziness” contained in the above NCCET statement demonstrates a total 
lack of therapeutic perspective in relation to the much more serious side effects of other drugs 
used to treat COVID-19. Including many over the counter non-prescription drugs and the dire 
consequences of a lack of effective therapeutic management of COVID-19 individuals. 
 
The NCCET has sought to respond to critics of its recommendation on ivermectin in the 
Communique of 5 Aug. 2021 by justifying its limited consideration of the ivermectin literature 
by posing, and then, answering its own question in the following way:  
 
NCCET: “But hasn’t ivermectin been shown to be effective as an early COVID-
19 treatment in randomised controlled trials overseas?”: 

NCCET: “Despite some early suggestions that ivermectin may provide both 
prophylactic and therapeutic benefit, the available research evidence does not 
yet provide reasonable certainty to recommend for or against the use of 
ivermectin.  More robust, well-designed randomised controlled trials are needed 
to demonstrate whether or not ivermectin is effective.”  

“Some widely discussed meta-analyses of ivermectin studies (e.g. The British 
Ivermectin Research Development (BIRD) Group meta analysis) have significant 
weaknesses, for example  they  include a large trial which has been discredited 
and retracted (Elgazzar et al.).  Even in these reviews, when patient populations 
are separated by severity and comparisons to active treatments removed, no 
meaningful effect is found.” 
 
Given the national importance of the NCCET advice on ivermectin, I invited internationally 
recognised and experienced literature review specialist (Tess Lawrie MBBCh PhD) and 
Edmund Fordham (PhD FlnstP) of Evidence Based Medicine Consultancy Ltd (UK) and 
EbMCsquared, a Community Interest Company located in Bath, England, to comment on the 
above NCCET interpretations of the literature.   Their expert analysis is attached and entitled, 
“Commentary upon NCCET Statement” dated 7 August 2021. 
 
The analysis reveals and details (with references) serious flaws in the selective NCCET 
interpretation of the ‘cherry picked’ literature. It ignores the broad sweep of clinical evidence 
from other randomised controlled clinical trials, observational trials and national treatment 
programs and demands (in the NCCET’s own words) as a matter of high priority to review this 
recommendation in the national interest. 
 
In addition, related to the current NCCET recommendation is the statement by the TGA (18 
Aug 2021): 
 
“There is currently insufficient evidence to support the safe and effective use of ivermectin, 
doxycycline and zinc (either separately, or in combination) for the prevention or treatment of 
COVID-19. More robust, well-designed clinical trials are needed before they could be 
considered an appropriate treatment option.” requires immediate review in light of the 
information herein provided.”  In reality, there is insufficient evidence not to support the use 
of ivermectin while new and expensive drugs are being expedited through the regulatory 
process and given provisional approval with far less clinical trial, efficacy and safety data 
supporting their use.   
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Australia is in the grip of a pandemic of enormous consequences. Every possible useful 
therapeutic approach is needed in this crisis.  Ivermectin, especially in combination with zinc 
and doxycycline has shown to be effective in relation to COVID-19 management.  Other new 
antiviral medications have been recently approved by the TGA with relatively minimal safety 
and efficacy data by comparison to ivermectin.   
 
Ivermectin has been in use for more than three decades. Four billion doses have been 
administered, it is on the World Health Organisation List of Essential Drugs and is one of the 
world’s most useful and well tolerated drugs available.  Its breakthrough discovery is attributed 
to Prof. Satoshi Omura and Irish biologist William Campbell, who were awarded the Nobel 
Prize in Medicine in 2015, reflecting the magnitude of their achievement and the importance 
of ivermectin to medicine.    
 
The current approach to symptomatic COVID-19 individuals is largely to do nothing and 
simply observe until they either get better or get worse, perhaps much worse, and need to go to 
hospital.  The do-nothing approach places enormous strain on our health care system.  Evidence 
for this ‘do nothing, watch and observe’ approach is lacking. Ivermectin offers a potentially 
effective, low cost, safe and rational approach to the management of such individuals with little 
or no disadvantage.  The  NCCET recommendation on ivermectin is considered to be 
misinformation by many experts and is viewed as contributing to needless hospitalisation – but 
for this recommendation, many Covid-19 infected individuals could be receiving early 
effective treatment. 
 
Hon. Greg Hunt MP, Minister for Health and Aged Care, has written regarding 
ivermectin in a reply to Sen. Malcolm Roberts (27 July 2021).” It remains open for 
doctors to prescribe existing medicines ‘off-label’ based on their own clinical 
judgement”.  Indeed, this has always been the case previously.   
 
Given the evidence available, doctors should be able to prescribe ivermectin as 
monotherapy or in combination without stigma or hindrance by a restrictive 
recommendation from the NCCET or the TGA.  Both the NCCET and the TGA should 
re-examine the accumulating international experience with ivermectin from all sources 
supporting its safe and effective use and should actively support and encourage 
ongoing efforts by many to clarify the important role of ivermectin in the management 
of COVID-19. 
 
I request the NCCET review and issue revised recommendations for the use of ivermectin 
within 14 days in light of the submitted information as a matter of urgent priority and 
national interest.   
 
Please confirm receipt of this Open Letter by return email. 
 
Regards, 
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Ivermectin for Prevention and Treatment of COVID-19 infection:  A Systematic Review, Meta-analysis, and Trial 
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OPEN LETTER  
 
14 October 2021 
 

 
r 

National Covid Clinical Evidence Taskforce (NCCET) 
Level 4, 553 St Kilda Rd. 
Melbourne, Vic. 3004 
email: @monash.edu 
email:  @covid19evidence.net.au 
 
 
Re: SECOND CALL for an Urgent Review of the NCCET Recommendation 

regarding the use of ivermectin in the management of COVID-19  
 
I refer to my previous Open Letter calling for an urgent review of the NCCET 
recommendations regarding the use of ivermectin in the management of COVID-19 
(dated 21 August) which remains unanswered (see copy attached) 
 
Recent Developments 
 
Since the writing of Open Letter there have been several important developments with 
regard to the COVID-19 pandemic, including: 
 
1. The issuance of TGA “New restrictions on prescribing ivermectin for COVID-19 

(10 Sept. 2021) 
https://www.tga.gov.au/media-release/new-restrictions-prescribing-ivermectin-covid-19 

2. Notice of an amendment to the current Poisons Standard under paragraph 
52D(2)(a) of the Therapeutic Goods Act 1989 (10 Sept. 2021)  

3. Reports of the near eradication of COVID-19 in the Indian State of Uttar 
Pradesh (230 million people) using ivermectin combination therapy despite a 
vaccination rate below 6%.  

4. Multiple reports of diminishing mRNA “vaccine” protection against the Delta 
COVID-19 virus strain following calls for “vaccine” boosters 

5.  An orchestrated and irresponsible mainstream “media science” campaign 
aiming to discredit the use of ivermectin on safety grounds. 

 
Additional Public Information on the Safety of Ivermectin 
 
The current NCCET recommendation continues to question the safety of ivermectin 
despite its worldwide use (4 billion doses) for more than 3 decades and the inclusion 
of ivermectin on the World Health Organisation Model List of Essential Medicines.   
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In fact, ivermectin is known to have a wide margin of safety compared to most drugs 
including many non-prescription medications. 
 
Prior to the pandemic, the Australian Therapeutics Goods Administration (TGA) 
previously had no significant concerns regarding the safety of ivermectin.  According 
to the TGA Australian Public Assessment Report for Ivermectin – 2013 (see attached).  
 
 

• Page 11: “Escalation to a single dose of 120 mg (up to 2 mg/kg), 10 times the 
approved dose and 5 times the anticipated head lice dose, also produced no 
mydriatic effect. This supports the safety of ivermectin at the proposed dose 
and provides a significant margin of safety.”  

 
• Page 18: the drug “showed good tolerability and no safety concerns at doses 

ranging from 30 to 120 mg, that is, up to 10 times the proposed dose of 200 
μg/kg for treatment of scabies”.    

 
• Page 39: The TGA clinical evaluator found that there were no significant safety 

concerns reported with the use of ivermectin in any of the published studies. 
 
There were 3 stated reasons for the TGA action in preventing ivermectin from being 
used in the treatment of COVID-19: 
 
Reason 1. ivermectin use might dissuade people from being vaccinated 
Reason 2. ivermectin was associated with serious adverse events including “severe 

nausea, vomiting, dizziness, neurological effects such as dizziness, 
seizures and coma”. 

Reason 3. ivermectin prescribing for COVID-19 might lead to shortages of this 
medication for other approved indications. 

 
Reasons 1 and 3 do not justify the prohibition of ivermectin prescribing for the 
treatment of COVID-19.  
 
With regard to Reason 2 – this contradicts the TGA’s prior assessment of the safety 
of ivermectin (above).   
 
 
Ivermectin National Treatment Programmes 
   
Clinical trials are fundamentally designed to randomly select a relatively small group 
of individuals for specified treatments and observe safety and efficacy.  The results, if 
statistically powered correctly, can then be extrapolated to the population at large.  
However, in the case of ivermectin, not only are there more than 60 published clinical 
trials available, but several countries have embraced the use of ivermectin for the 
treatment of COVID-19 with success and treatment data is available on huge 
populations which provide important efficacy data.   
 
In addition to the successful national treatment programmes in countries such as 
Mexico, Argentina and Peru, the NCCET should now be aware of the success in 
treating COVID-19 individuals with ivermectin in the Indian State of Uttar Pradesh.  
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https://www.thegatewaypundit.com/2021/09/huge-uttar-pradesh-india-announces-state-covid-19-free-
proving-effectiveness-deworming-drug-
ivermectin/?utm_source=Twitter&utm_medium=PostTopSharingButtons&utm_campaign=websiteshar
ingbuttons 
 
https://www.thedesertreview.com/opinion/columnists/indias-ivermectin-blackout---part-v-the-secret-
revealed/article_9a37d9a8-1fb2-11ec-a94b-47343582647b.html 
 
 
https://osf.io/preprints/socarxiv/r93g4/ 
 
https://papers.ssrn.com/sol3/papers.cfm?abstract_id=3765018 
 
 
Ivermectin based combination therapy was administered as early and preventative 
treatment in all family contacts as part of the “Uttar Pradesh Covid Control Model”.  
Using this therapeutic approach, COVID-19 was virtually eliminated in a population of 
230 million people with a vaccination rate of less than 6% (compares to the US fully 
vaccinated rate at the same time of 54%).  This result is in direct contrast to the 
comparable State of Kerala, a small state located in Southern India that is over-
dependent on vaccines and restricted ivermectin use to more severe cases and late 
treatment if used at all.  
 
Large scale observational studies such as this can provide valid and reliable real-world 
data and, in most cases, there is little evidence that the results of observational studies 
and RCTs systematically disagree (Reference 6).   
 
https://www.researchgate.net/publication/261998443_Healthcare_outcomes_assessed_with_observat
ional_study_designs_compared_with_those_assessed_in_randomized_trials 
 
The regulatory agencies appear willing to provisionally release new drugs to treat 
COVID-19 on the basis of very limited safety and efficacy data (sometimes involving 
a relatively limited clinical trial data and/or no long-term safety data (eg. mRNA 
vaccines, molnupiravir and remdesivir).  However, the NCCET appears to largely 
ignore the compelling body of evidence supporting the safe and effective use of 
ivermectin in more than 30 randomised clinical trials (RCTs) involving more than 
20,000 patients and successful national ivermectin treatment programmes.    
 
 
Literature Review and Meta-analyses 
 
The NCCET continues to rely (and defends) an arbitrary selection of 18 published 
clinical trials upon which to base its current negative recommendation for ivermectin 
use.  In contrast to the sophisticated meta-analysis methods employed in the 
published reviews on ivermectin (References  7 and 8), the NCCET has failed to detail 
or define its informal method of assessment which were used to arrive at the current 
recommendation. 
 
Rather than relying on the results of any one clinical trial, properly conducted meta-
analyses of a larger number of randomised controlled trials by highly trained and 
experienced staff are the most powerful tool in drawing reliable conclusions from 
pooled data.   However, biases can be introduced in any meta-analysis.  This is why 
it is important to publish the protocols and methods used in any meta-analysis so the 
work can be critically assessed for reliability. 
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A recent meta-analysis of ivermectin was conducted by the Cochrane group 
(Reference 9).  However, according to a response to this meta-analysis by Fordham, 
Lawrie, MacGilchrist and Bryant (in pre-print, see attached Reference 10), the 
Cochrane report suffers from no less than 11 significant analytical and methodological 
defects rendering the conclusions unreliable – not the least of which, to give but one 
example, was the author’s treatment of the important analysis of mortality. 
 
Out of 24 available RCTs identified for the review, the authors chose only 4 to include 
in their mortality analysis, a small subset of those available.  The Cochrane authors 
split this data up further into two separate analyses.  This effectively dilutes their 
findings to the extent that a meaningful result from meta-analysis was not possible.  
Instead of utilising all available evidence and presenting appropriate caveats around 
such wider evidence, as would normally be done according to accepted protocols, they 
present an empty review with considerable bulk but little useful analysis.   
 
 
Conclusions 
 
The reported diminishing efficacy of the COVID-19 vaccines to protect against the 
emergence of SARS-Co-2 variants demands an urgent review of the use of ivermectin.  
 
I repeat my previous message (21 August Open Letter) to the NCCET and again 
request an urgent review of the recommendations regarding ivermectin: 
 
“The current approach to symptomatic COVID-19 individuals is largely to do nothing 
and simply observe until they either get better or get worse, perhaps much worse, and 
need to go to hospital.  The do-nothing approach places enormous strain on our health 
care system.  Evidence for this ‘do nothing, watch and observe’ approach is lacking. 
Ivermectin offers a potentially effective, low cost, safe and rational approach to the 
management of such individuals with little or no disadvantage.  The NCCET 
recommendation on ivermectin is considered to be misinformation by many experts 
and is viewed as contributing to needless hospitalisation – but for this 
recommendation, many Covid-19 infected individuals could be receiving early 
effective treatment.” 
 
Regards, 
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DECLARATION 
 
 
The Australian Medical Network (AMN) uses the power of the network and wider 
community to overcome Australia’s health challenges and supports medical doctors and 
clinicians to discover new health therapies that provide safe and effective solutions to all 
Australians. Along with advancing health, we offer medical legal support, medical research, 
the latest health-related news, networking and educational events. 

Across Australia, AMN has over 10,000 health professionals and private citizens in its 
network. They include medical practitioners, surgeons, virologists, epidemiologists, critical 
care specialists, pharmacologists, lawyers, health economists, academics, other health 
professionals and health management executives. Because of our combined education, 
training, and experience, this makes us highly competent to provide further insights in 
support of the application to delete the Appendix D, Item 10 listing for Ivermectin, and allow 
general practitioners to prescribe ivermectin and pharmacists to dispense it. 
 
In making this application, we certify that the information is accurate, and we do not have 
any conflicts of interest or competing interests. 
 
We agree to keep the notifications of intermediate and final decisions in relation to this 
consultation and submission confidential until they are published in accordance with 
subsections 42ZCZP and 42ZCZS of the Therapeutic Goods Regulations of 1990, as applicable 
(i.e., after referral to an expert advisory committee). 
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PART 1 - REASONS FOR SUPPORTING THE APPLICATION  
 
 

 

We agree with the initiating applicant’s request that the entire Appendix D, Item 10 listing 
(listing) for ivermectin in the Poisons Standard, which was added on September 11, 2021, be 
removed, for all the reasons given by the Applicant. This will enable general practitioners to 
safely and effectively prescribe ivermectin, including where they judge appropriate to treat 
and prevent COVID-19. We also agree and emphasize the following; 
 

 
1. The listing has prevented pharmacists and doctors from safely providing and 

supervising ivermectin usage for the prevention and treatment of COVID-19. Instead, 
the listing is forcing patients to obtain ivermectin illegally or to use ivermectin 
manufactured for animals. The prohibition has produced the opposite desired 
impact. 

 
2. If the listing is removed, Australians' usage of ivermectin will be safer since doctors 

and pharmacists can then supervise patient use of the medication. In addition, no 
evidence was provided that ivermectin was being prescribed by general practitioners 
in an unsafe and unfavourable way. 

 
3. In 2013, the TGA published a report titled, ‘Australian Public Assessment Report for 

Ivermectin’ (AUSPAR)1. The report highlighted the safety characteristics of ivermectin 
especially when recommended by doctors and given by pharmacists. If the listing is 
removed, Australians' usage of ivermectin will be safer because doctors and 
pharmacists can then monitor the patients progress and suggest other 
complimentary treatment suggestions.  
 

4. In terms of the risks and benefits of the use of a substance, AUSPAR outlined the 

major risks and found ivermectin was safe as long as the recommended dose was 

observed. Used regularly by millions of people in Africa for the prevention of 

parasitic infections, it has also helped them with COVID-19 infections.   

 

5. Upon investigating the purposes for which a substance is to be used and the extent of 
use of a substance, Ivermectin may help reduce COVID-19 infections, hospitalisations 
and reduce current pressures on Australian hospitals and the health ecosystem. 
While ivermectin is not officially used for the prevention and treatment of COVID-19 
in Australia at this time, the applicant provided positive evidence that ivermectin 
may help prevent COVID-19 in up to 44% of patients. This in turn may help reduce 
the severity of COVID-19 infections in a sizable portion of patients.  
 

6. The toxicity of a substance is also covered in AUSPAR, where safety levels of 
ivermectin is in considerably higher dosages than would be required to treat or 
prevent COVID-19.  Compared to Paracetamol which is widely available despite 
overdoses being a regular feature in EDs across the country, ivermectin’s toxicity and 
safety profile is far less toxic. 
 

 
1 https://www.tga.gov.au/sites/default/files/auspar-ivermectin-131030.pdf 
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7. When considering the dosage, formulation, labelling, packaging and presentation of 
a substance, ivermectin's presentation requires no additional modifications. Both 
adult patients and older children can utilise ivermectin with success. 
 

8. The potential for abuse of a substance if left unsupervised in this case is high. This is 
because patients who desire to use ivermectin can no longer have it securely 
prescribed by a doctor and properly distributed by a pharmacist, the possibility for 
accidental abuse of ivermectin has grown as a result of its placement in Appendix D, 
Item 10. The listing's results are the exact reverse of what the TGA intended. 
 

9. Any other matters necessary to protect public health - relate to Australian patients 
having the right to use secure substitutes for COVID-19 prevention and treatment. 
The listing limits Australians' options. There will be certain Australians who cannot 
handle the present COVID-19 preventatives and treatments, and those Australians 
should be provided with alternatives. 

 
 

ADDITIONAL SUBMISSIONS 

 
1. Infections with COVID-19 still affects Australian states and territories. Although the 

Omicron variant is less threatening, it is contagious and eluding vaccine protection 
and transmissibility. The current approach is placing strain on hospital resources, 
hospital staff, medical institutions, mental health across all demographics and 
damaging the economy. Removing the listing will be a positive step to resolving 
these problems.  

 
2. To date, close to fifteen thousand Australians have died from or with COVID and 

over ten million have had the COVID virus. The applicant argues ivermectin 
treatment may prevent 44% of infections, this suggests that ivermectin may have a 
positive impact on the SARS-CoV-2 virus if used in conjunction with other approved 
and safe therapies. 

 
3. Removing this restriction will help the government, the public and private health 

systems and patients, whether they are vaccinated or unvaccinated. The Appendix D 
listing for ivermectin was made during a period of uncertainty. Moving to a multi-
therapy approach strategy, would potentially help decrease infections and deaths, 
boost public health confidence and move Australia forward to deal with emerging 
economic, geo-political, mental health and societal issues. 
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PART 2 – THE REASONS GIVEN FOR RESTRICTING IVERMECTIN 
NO LONGER APPLY  

 
On September 11, 2022, the TGA restricted the prescribing of oral ivermectin on the advice 
of the ACMS. It was decided that ivermectin could only be prescribed by general 
practitioners for TGA-approved conditions. Ivermectin prescriptions for further unapproved 
conditions were also allowed by some experts, including infectious disease doctors, 
dermatologists, gastroenterologists, and hepatologists.  
 
This section will demonstrate that the concerns2 held by the TGA and ACMS are no longer 
applicable.  
 

IVERMECTIN IS NOT APPROVED FOR THE TREATMENT OR PREVENTION OF 
COVID-19 
 
Firstly, there are a number of significant public health risks associated with taking ivermectin 
in an attempt to prevent COVID-19 infection rather than getting vaccinated. Individuals who 
believe that they are protected from infection by taking ivermectin may choose not to get 
tested or to seek medical care if they experience symptoms. Doing so has the potential to 
spread the risk of COVID-19 infection throughout the community. 
 

AMN RESPONSE 
 
While ACMS and the TGA were dealing with intense political and public pressure at the time, 
the data and experience since the vaccination rollout began in early 2021, indicates;  
 

1. National vaccination rates are over 90%, and the data is showing Australians are still 
transmitting and getting infected with COVID-193. Patients have been returning with 
recurring COVID infections and Long COVID complications.  

 
2. Health care workers in both the public and private hospital systems are working 

under difficult conditions due to high levels of staff sick leave, stress leave and 
worker shortages4.   

 
3. Other than COVID-19 vaccination and the introduction of Paxlovid and Molnupiravir, 

Australians have access to no other treatments when symptoms arise. Both Paxlovid 

and Molnupiravir have not shown statistically significant reductions on 

hospitalisation and mortality5. 
 

 

 
2 https://www.tga.gov.au/news/media-releases/new-restrictions-prescribing-ivermectin-covid-19 
3 https://www.health.gov.au/health-alerts/covid-19/case-numbers-and-statistics 
4 https://www.afr.com/policy/health-and-education/new-data-shows-the-state-hospital-systems-under-most-
covid-stress-20220721-p5b3db 
5 https://www1.racgp.org.au/newsgp/clinical/trial-shows-muted-impact-of-paxlovid-on-healthier 
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IVERMECTIN DOSES ARE BEING ADVOCATED FOR USE BY SOCIAL MEDIA AND 
ARE TOO HIGH 
 
Secondly, the doses of ivermectin that are being advocated for use in unreliable social media 
posts and other sources for COVID-19 are significantly higher than those approved and found 
safe for scabies or parasite treatment. These higher doses can be associated with serious 
adverse effects, including severe nausea, vomiting, dizziness, neurological effects such as 
dizziness, seizures and coma. 
 

AMN RESPONSE 
  
Currently in Australia there are nationally approved ivermectin trials underway for COVID-
19. The dosage levels in these trials are lower than what is recommended in AUSPAR. Before 
Ivermectin was prohibited the same dosages as the approved trials were being prescribed in 
2020/2021 by medical practitioners.  Dosages are more likely to be inappropriate when 
patients procure ivermectin independently from untrusted sources and then consume them 
unsupervised rather than have it dispensed by a pharmacist in consultation with their 
doctor. 
 
The TGA, ACMS and ACCS are invited to meet with frontline critical care specialists to 
discuss how in fact ivermectin was legally prescribed in safe dosages. In addition to dosage 
safety, the patient was closely monitored on a daily basis. Extensive data has been collected, 
and the factors of success are attributed to safe dosages being administered, national peer 
collaboration and high standards of care, communication, and reporting. 
 
 

 
THERE IS A SHORTAGE OF IVERMECTIN 
 
Finally, there has been a 3-4-fold increased dispensing of ivermectin prescriptions in recent 
months, leading to national and local shortages for those who need the medicine for scabies 
and parasite infections. It is believed that this is due to recent prescribing and dispensing for 
unapproved uses, such as COVID-19.  Such shortages can disproportionately impact 
vulnerable people, including those in Aboriginal and Torres Strait Islander communities. 
 

AMN RESPONSE  
 
There are multiple and reputable global producers and suppliers of ivermectin who assert 
there is no shortage6. While the market is fragmented, ivermectin is not difficult to produce 
and could be produced here in Australia, which would not only help all Australians and also 
provide Australia with a lucrative export opportunity. Finally, the tens of thousands of 
Australians suffering from COVID-19 and Long COVID are themselves vulnerable members of 
Australian society in need of treatment options. 
 

 

 
6 https://www.pipelinepharma.com/marketplace/ivermectin-manufacturers 
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      Submission Appendix D, Item 10 Listing For Ivermectin 

 

PART 3 – CONCLUSION 
 

Considering the current spread of COVID-19 infection and despite high levels of 

immunization, we request that Appendix D, Item 10 listing for ivermectin be removed. The 

major reasons for this removal are to improve patient safety, alleviate pressures on the 

public and private health systems and move Australia’s health policy toward a multi-therapy 

strategy. Plus, it will allow access to effective alternatives for those patients who do not 

tolerate existing treatments and prophylaxis. 

 
Australian governments (federal, state and territory) must encourage supervised use of 

ivermectin by general practitioners. We thank you for your consideration and welcome 

broader discussions because we are all working toward the same goal. 
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Ivermectin Statement 
 
Introduction 
 
This statement provides the justification for our request for the drug ivermectin to be used for the prevention 
and treatment of Covid-19 infections.  We are a group of senior physicians, academics and researchers who 
have joined together to advocate for the medically supervised use of ivermectin-based combinations for the 
prophylaxis and treatment of Covid-19.  Our names, experience and affiliations are listed at the end of this 
statement. 
 
There is a current crisis affecting Australian states and territories with Covid-19 infections.  While the omicron 
variant appears less dangerous, it is highly infectious and is stressing health facilities and harming the economy 
in an unprecedented fashion.  Although hospital admission rates and mortality rates are possibly lower than the 
previous variants of the virus, omicron remains a significant health challenge because of its enormous 
transmissibility and its ability to evade vaccine protection, leading to huge numbers of the population becoming 
infected.   
 
Vaccines have been the basis of strategic management, and have effectively shifted the spectrum of 
disease from severe to mild, moderate and asymptomatic disease, while reducing the load on health facilities.  
However, it is clear that current vaccine strategy alone is inadequately controlling infections within the 
community (ref 1).  Booster vaccination is now required to improve protection, but the duration of effectiveness 
is limited and booster timing is critical to prevent recurrent vaccination causing increased vulnerability to 
infection (ref 2).   Current vaccines do not prevent COVID-19 infection or virus transmission from infected 
individuals to others (ref 3), and there is no specific treatment modality recommended by Australian authorities 
to reduce disease severity or transmission in the primary care setting, which in turn can reduce the need for 
hospital admission.   
 
It is highly likely that ongoing medical management with re-purposed and new antiviral agents will be required 
for the foreseeable future.  It is now clear that medical authorities have recognized that drug therapies are 
needed for controlling Covid-19.  The Therapeutic Goods Administration in Australia has recently approved a 
number of new antiviral agents for this purpose despite limited efficacy data.  In this context, it is now time to 
seriously consider use of the safe and effective re-purposed drug, ivermectin, to prevent infection, to reduce the 
severity of Covid-19 disease, to reduce the load on health care services, and to facilitate the strategic spacing of 
booster vaccines. 
 
The approach used in this statement is based on the principles of Evidence Based Medicine (EBM).  The 
essence of EBM is the convergence of (i) science-based evidence; (ii) clinical experience; and (iii) patient 
contribution and views.  The arguments presented in this statement meet these essential requirements.  They do 
not rely on ideological positions and or personal prejudices.  
 
The statement is set out as follows.  The history of ivermectin and its conventional use and safety record are 
described.  The unique properties of this drug relevant to its use in Covid-19 are outlined.  The evidence-base 
for the effectiveness and safety of ivermectin and ivermectin-containing combinations (eg. ivermectin triple 
therapy [ivermectin, doxycycline and zinc] – ITT) in preventing and treating Covid-19 is critically examined; 
first the published controlled trials, then the systematic reviews and meta-analyses, and finally its wide 
application in various countries and states and regions.  The Australian experience with ITT as a treatment is 
described with reference to a large prospective observational trial recently completed.  Finally, the medically 
supervised use of ivermectin-based therapy for Australian patients is recommended. 
 
Ivermectin – history and conventional use and safety 
 
Discovery 
 
Ivermectin was discovered in 1975 and first marketed as a veterinary medicine in 1981.  Ivermectin belongs to 
a group of avermectins, which is a group of 16 membered macrocyclic lactone compounds.  Human 
applications followed in the late 1980s.   William Campbell and Satoshi Ōmura won the 2015 Nobel Prize in 
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Physiology or Medicine for its discovery and applications.  The medication is on the World Health 
Organization's List of Essential Medicines, and is approved by the U.S. Food and Drug Administration as 
an antiparasitic agent.  In 2018, ivermectin was the 420th most commonly prescribed medication in the United 
States, with more than one hundred thousand prescriptions.   Its safety profile is benign.  It is available as 
a generic medicine.  
 
Use in parasitic and other infections 
 
In humans it is used for treatment of parasitic infections like river blindness (onchocerciasis) and lymphatic 
filariasis.  It is the treatment of choice for strongyloidiasis.  Ivermectin is used to treat scabies and head and 
pubic lice.  It can be given in mass distributions to whole communities to treat these conditions or used in 
sequential doses over days to weeks for individuals.  
 
Safety record 
 
The usual dose range of ivermectin in humans is 0.150 – 0.300 mg per kilo of body weight (ie. 21 mg for a 70 
kg person if given at 0.300 mg/kg).  Ivermectin is contraindicated in children under age five and in individuals 
who weigh less than 15 kg and in persons with liver and kidney disease.  It is excreted in breast milk and its 
safety in pregnancy has not been determined.   
 
Ivermectin has had billions of doses taken worldwide.  It has an enviable safety record.  When used in the 
recommended dose ranges it is relatively free of toxicity.  Uncommon adverse events include fever, itching, and 
skin rash when taken by mouth.  Serious side effects are rare in individuals not heavily infected with parasites.   
 
There are relatively few studies on the pharmacokinetics of ivermectin in humans.  Ivermectin has rapid oral 
absorption, high liposolubility, is widely distributed in the body, metabolized in the liver (cytochrome P450 
system), and excreted almost exclusively in feces (ref 4).  Following a standard oral dose in healthy humans, it 
reaches peak plasma levels at 3.4–5 h, and plasma half-life has been reported to be 12–66 h.  It is strongly 
bound to plasma proteins. 
 
Ivermectin overdose may cause neurotoxicity due to potentiation of inhibitory chloride channels.  This may 
present with central nervous system depression, ataxia, coma and even death.   Ivermectin inhibits the enzyme 
CYP3A4 and it may have adverse interactions with other drugs metabolised via the CYP3A4 system like 
statins, HIV protease inhibitors, calcium channel blockers, lidocaine, benzodiazepines, glucocorticoids, and 
dexamethasone. It can interact with warfarin and alter blood clotting.  During treatment ivermectin can cause 
transient elevations of liver enzymes.  It should be used with care in possible Loiasis exposure. 
 
Ivermectin dose 
 
The lethal dose 50 (LD50 range) for ivermectin is in the range of 2.02-43.24 mg/kg (between 141 mg to 3,026 
mg for a 70 kg person).  In suicidal overdose attempts using 4.2-67mg/kg [294-4,690 mg in a 70kg person], 
1/14 died from the overdose.  These doses far exceed the standard upper recommended anti-parasitic dose of 
0.300 mg/kg.   
 
An early concern about the use of ivermectin was the dose presumed to be needed to inhibit the virus in vivo 
based on in vitro experiments (ref 5) which would be up to 35 times the recommended antiparasitic dose for 
humans, but these concerns failed to consider the contribution to the immune response from the zinc level in 
tissues, so that in vivo a much lower and hence non-toxic ivermectin dose would be required.   
 
Nonetheless, warnings about adverse effects of ivermectin need to be mentioned and can include nausea, 
vomiting, diarrhoea, hypotension, and in toxic doses decreased level of consciousness, confusion, blurred 
vision, visual hallucinations, loss of coordination and balance, seizures, coma, and death.  No doses with such 
toxic adverse effects have ever been recommended in the treatment of conditions in humans. 
 
Unique antiviral properties of ivermectin 
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An initial study from the Monash Biomedicine Discovery Institute showed that ivermectin could prevent 
SARS-CoV-2 infection in vitro (ref 6).  Further studies exploring this finding are underway (ref 7).  One in vivo 
placebo controlled investigation noted patients treated with ivermectin had lower viral loads and less viable 
viral cultures, suggesting an anti-SARS-CoV-2 activity (ref 8).    
 
The possible mechanisms (ref 9) conferring ivermectin a protective role in Covid-19 infection include: 
1. Direct action on SARS-CoV-2 
Blocking spike protein facilitated virus entry into host cells via the ACE receptor 
2. Action on host targets important for viral replication 
Protease inhibition of virus replication 
Blockage of nuclear transport essential for viral replication. 
3. Action on host targets important for inflammation 
An anti-inflammatory role preventing cytokine storm 
4. Action on other host targets 
Preventing clotting/thrombotic processes and enhancing mitochondrial ATP production protecting cardiac 
function 
 
Re-purposed drugs like ivermectin have broad effects on changing the internal milieu of cells in a way 
that inhibits assemblage of whole virus (ref 9).  Many target points can usually be identified, reflecting their 
biological sources and probable protective roles.  The mechanisms identified above suggest that ivermectin 
would have a role in preventing Covid-19 infection (as a prophylactic), in treating early stages of infection, and 
in treating established severe cases. 
 
Review of evidence-base for ivermectin use in Covid-19 
 
Since the start of the Covid-19 pandemic the re-purposed use of ivermectin for the prevention and treatment of 
SARS-CoV-2 has been studied extensively in case reports and randomised, placebo controlled trials.  The 
scientific quality of these studies has varied considerably, but most have found a consistent beneficial effect for 
ivermectin in reducing rates of infection, reducing severity of disease, reducing hospitalisations, reducing 
intensive care admission, and reducing deaths.   
 
In summary, to date there have been 75 clinical studies, 54 of which have been peer reviewed, and 32 of which 
are randomised controlled trials (RTC’s).  Seven systematic reviews by experienced epidemiologists noted a 
reduction in mortality of between 59% and 81% (ref 10).  The findings for other outcome measures in these 
RCT's have favoured ivermectin.  Prophylaxis was achieved in 84% (range 25-96%), and significant 
improvement in clinical condition was noted following early treatment 62% (45-74) and late treatment 23% (1-
46).  Over 7,000 patients were included in the 32 RCT’s, performed by 361 authors.  This database has been 
described by leading epidemiologist Dr Tess Lawrie as “in excess of data usually submitted for a regulatory 
drug approval” (ref 11). 
 
While a number of supportive systematic reviews have been published, a meta-analysis by the Cochrane group 
(ref 12) found insufficient evidence to recommend ivermectin as a treatment for Covid-19.  This analysis has 
been criticized on methodological grounds as being an unreliable assessment of the efficacy of ivermectin (ref 
13).   
 
Beyond clinical case series and controlled trials, ivermectin has been used as part of public health measures in 
whole countries, states and regions across the world.  In some jurisdictions ivermectin was provided as one of a 
suite of drugs and vitamins for citizens to take to prevent or treat Covid-19 infection.  In other jurisdictions 
ivermectin was strongly recommended to the public and made readily available as a prophylactic or treatment 
of Covid-19 infection.  Interventions with community-wide administration of ivermectin have been undertaken 
in India, Mexico, regions of Peru and Argentina, Japan, Dominican Republic and Brazil.  In these opportunistic 
and uncontrolled trials the notable consistent findings were dramatic reductions in Covid-19 infections, 
hospitalisations and Covid-related deaths within one to two weeks following the widespread availability of 
ivermectin.   
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In a quasi-experimental Mexico City study symptomatic Covid-19 subjects receiving a medical kit including 
ivermectin 12mg for two days (along with paracetamol and aspirin) were 55% to 77% less likely to be 
hospitalised than those not using the kit (ref 14). 
 
A large propensity-matched real-world citywide study of adults in Brazil demonstrated a 67% reduction in 
hospitalisations and a 70% reduction in deaths in the subjects who took ivermectin for two days each fortnight.  
The benefit of ivermectin prophylaxis was independent of known risk factors for Covid-19 infections (ref 15).  
A follow-up publication from this group demonstrated a substantially reduced rate of hospitalization and death 
in a dose-dependent relationship among ivermectin treated individuals (ref 16). 
 
An informative comparison unblinded trial can be derived by observing the pattern of Covid-19 between Indian 
states that used ivermectin to greater or lesser degrees (ref 17).  The starkest difference in policy and outcomes 
was between Uttar Pradesh (population 241 million) that pursued a proactive widespread ivermectin early 
treatment and prophylaxis roll-out similar to ITT (ivermectin, zinc, vitamin D3, doxycycline, multivitamin) 
plus personal protective equipment and pulse oximeter delivered door to door, compared with Kerala (35 
million) that banned ivermectin and relied on vaccines.   
 
While total cumulative Covid-19 deaths by late August 2021 in Uttar Pradesh were 22,700 and those in Kerala 
were 20,000 were similar, the Uttar Pradesh population was 7-fold greater, and deaths plummeted in Uttar 
Pradesh following the ivermectin protocols (ref 17).   
 
In the 2021 September reporting fortnight period Indian media reported 199 active cases, 11 new daily cases 
(from 226,000 tests) and zero deaths in Uttar Pradesh (ref 18), whereas there were 180,842 active cases, 19,325 
new cases (from 121,070 tests) and 143 deaths in Kerala (ref 19).  The positive case rate of <0.01% in Uttar 
Pradesh versus 15.96% in Kerala is observational data worthy of noting.   
 
Vaccination status was unrelated to the Covid-19 performance of these two Indian states: by late August 2021 
less than 5% of adults in Uttar Pradesh were fully vaccinated (two administrations of vaccine) compared with 
20% in Kerala (ref 20).   
 
By 15 January 2022, Uttar Pradesh’s Covid death toll had remained almost static at 22,953 with 3 to 6 deaths 
per day from the omicron wave, whereas in the ivermectin-suppressed state of Kerala the death toll had now 
more than doubled to 50,674 with deaths having continued at over 100 per day for months (ref 21). 
 
The Australian experience with ivermectin for Covid-19 
 
Intracellular infections such as TB, H pylori, HBV, HCV and HIV – all require mostly 3 drugs combined to 
treat the infection effectively.  For TB we would not be promoting the use of isoniazid alone nor amoxycillin 
alone for H pylori eradication.  Similarly ivermectin should not be used alone for Covid-19.  Furthermore when 
used alone in parasite infections resistance against ivermectin has been reported (ref 22).  So in the Australian 
study ITT was used, rather than ivermectin alone.  
 
Australian ‘real-world experience’ with ITT for Covid-19 has been substantial.  A 600 subject prospective 
observational trial of consecutive patients is now complete (ref 22).  This study used ivermectin 24mg daily 
plus doxycycline (100 mg bd), and zinc (50mg daily) for 10 days within 48 hours of a positive PCR test and 
diagnosis of Covid-19.  Side effects were minimal – only 7% of patients had minor gut symptoms.  No patient 
ceased the trial due to adverse events.  90% of patients completed the study in full.   
 
Over the course of the trial only 5 patients (0.8%) were admitted to hospital, and there were no deaths.  
Symptoms of Covid-19 declined significantly and oximetry readings improved substantially.  Although this 
trial did not have a control group, comparison of the results to historical outcomes of hospitalizations and 
deaths among non-ivermectin treated patients is dramatic – 70 patients would have been expected to be 
hospitalized and there would have been 6 deaths (ref 23). 
 
Another consecutive series of 24 of severely ill but not hospitalized patients treated with a similar combination 
of ivermectin and doxycycline, zinc and vitamins D and C in the USA had comparable success to the Australian 
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study (ref 24).  In all subjects symptoms resolved quickly and oxygen saturation improved within 24 h of the 
start of treatment.  There were no hospitalizations or deaths in the treated cohort.   
 
Conclusion 
 
The information presented in this statement clearly shows the benefit of ivermectin for a prophylactic role in 
Covid-19, as well as the value of using ivermectin for early and established Covid-19 infections.  In the light of 
the massive spread of Covid-19 infection occurring at the moment despite high levels of immunization, 
Australian governments (federal, state and territory) should encourage the medically supervised use of 
ivermectin in ITT for preventing and treating of Covid-19, and support controlled trials of this medication to 
prevent and treat early and established Covid-19 infections.  The previous argument of suppressing the use of 
ivermectin because it would take away from the focus on getting widespread uptake of vaccination in the 
community no longer holds because government authorities are now invested in introducing antiviral drugs for 
Covid-19 treatment.  We consider widespread use of ivermectin would contribute to the control of Covid-19 
within weeks, as it has done in other jurisdictions. 
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• Kerr, L. et al: Regular Use of Ivermectin as Prophylaxis for COVID-19 led up to a 92% 

Reduction in COVID-19 Mortality Rate in a Dose-Response Manner: Results of a Prospective 
Observational Study of a Strictly Controlled Population of 88,012 Subjects  
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CONTROVERSIAL EVIDENCE/REVIEWS NOT SUPPORTING THE   36 

CLINICAL EFFICACY OF IVERMECTIN FOR COVID-19 
• Reis, G. et al: Effect of Early Treatment with ivermectin among Patients with Covid-19 
• Letter from 66 scientists and physicians to the co-authors of Reis e al.  2022 and to others as 

identified in the correspondence. Retraction-Hydroxychloroquine or chloroquine with or without 
a macrolide for treatment of COVID-19: A multinational registry analysis 

• Popp, M. et al., Ivermectin for preventing and treating COVID-19, Cochrane Database of 
Systematic Reviews 

• Fordham, E.J. et al, The uses and abuses of systematic reviews: the case of ivermectin in 
Covid-19 

• Bryant, A., Lawrie, T.A. and Fordham, E.J.:Rapid Response to Editor of BMJ Evidence Based 
Medicine Re: Popp M, Kranke P, Meybohm P, et al. Evidence on the efficacy of ivermectin for 
COVID- 19: Another story of apples and oranges.  

• Yuani M. Roman et al.: ivermectin for the treatment of Coronavirus Disease 2019: A 
systematic review and meta-analysis of randomized controlled trials. Clinical Infectious 
Diseases 

• Letter from Andrew Bryant et al to Robert T. Schooley, Editor in Chief, Clinical infectious 
Diseases 

• Neil, M et al: Bayesian meta-Analysis of Ivermectin confirms Bryant et al study that ivermectin 
works for Covid 

   
 
ANNEXURE 1 - U.S. Nebraska State Attorney General opinion.  Prescription  41 
 Prescription of ivermectin or hydroxychloroquine as Off-Label  
 medicines for the Prevention or Treatment of Covid-19.   
 14 October 2021      
 
ANNEXURE 2 – National COVID CLINICAL EVIDENCE TASKFORCE   88 
 Open Letters          
    

• Call for an Urgent Review of the NCCET Recommendation regarding the use of ivermectin in 
the management of Covid-19 within 14 days – 21 August 2021 

• Commentary upon NCCET statement dated 7 August 2021submitted and referred to in support 
of Dr. Altman’s NCCET open letter of 21 Aug. 2021 by Dr. Tess Lawrie and Dr. Edmund 
Fordham  

• SECOND CALL for an Urgent Review of the NCCET Recommendation regarding the use of 
ivermectin in the management of COVID-19 – 14 October 2021 
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EXECUTIVE SUMMARY OF THE SUBMISSIONS 
 

1. On 1 September 2022, the Secretary of the Australian Department of Health 

invited public submissions on scheduling proposals referred to the November 

2022 meetings of the Advisory committees on Medicines and Chemical 

Scheduling including specific reference to ivermectin1.   These submissions are 

in response to that invitation. 

  

2. These Submissions to amend the Poisons Scheduling of ivermectin are 

submitted in the National interest.  The evidence submitted in support of the 

proposed deletion of Appendix D, Item 10 in the ivermectin Poisons Scheduling 

is, arguably, the most important Poison Scheduling change ever considered by 

the Australian Government as it seeks to remove historically unprecedented 

restrictions on the prescribing of ivermectin which were primarily introduced 

during a pandemic response to encourage, rightly or wrongly, COVID-19 

vaccine uptake as, in part, specifically stated by the Australian Therapeutic 

Goods Administration (TGA).   

 

3. It is the view of the Co-Signatories that the introduction of Appendix D, Item 10 

to the listing of ivermectin did not take into proper account the extensive existing 

documentation regarding the safety and efficacy of ivermectin used alone and 

in combination in relation to the potential management of COVID-19 and various 

parasitic indications.  Since the restrictive scheduling change for ivermectin 

introduced on September 10 2021, considerable additional clinical safety and 

efficacy data has become available which adds weight to the compelling body 

of evidence which demonstrates that ivermectin restrictive scheduling should be 

normalised to return professional discretion to doctors in relation to off-label 

prescribing as is the conventional and accepted practice for other drugs.    

 

4. Given the unique nature of the current COVID pandemic and the short time 

frame to construct these important Submissions, a diverse body of evidence 

 
1 Australian Government Department of Health, Therapeutic Goods Administration: Consultation: proposed 
amendments to the Poisons Standard – ACCS, ACMS and Joint ACCS/ACMS meetings, November 2022.   
1 Sept. 2022. 
https://www.tga.gov.au/resources/consultation/consultation-proposed-amendments-poisons-standard-accs-
acms-and-joint-accsacms-meetings-november-2022 
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and both local and international expert opinion, (including commentary on 

certain published literature emanating from arguably vested and opposing 

interests) has been assembled.   An attempt has been made to assemble all 

relevant literature in these Submissions. The Co-Signatories rely heavily upon 

the impressive historical world-wide safety record of ivermectin including the 

TGA’s own safety assessments prior to the pandemic.  These Submissions 

provide compelling evidence to support the impressive safety record of 

ivermectin which is matched by few, if any, widely used therapeutic agents in 

use today. 

 

5. Rightly or wrongly, the Decision to apply Appendix D, Item 10 by the TGA 

regarding the scheduling change for ivermectin was not made solely upon 

normal considerations of safety and efficacy of this therapeutic agent.  Other 

logistical and vaccine-centric reasons formed the basis of this unprecedented 

scheduling change which emanated from the national COVID pandemic 

policies.  Now that the complexion of the pandemic has changed and 

considerable knowledge has been gained, it is the view of the Co-Signatories 

that the TGA’s invitation for “Consultation” represents an admirable, 

encouraging and long-awaited sign of reflection and review in the national 

interest to improve Australia’s COVID health policy which must involve the 

removal of unprecedented and restrictive Poison Scheduling currently impacting 

the prescribing of ivermectin. 

 

6. Justification for removing Appendix D, Item 10 in the current Poison Scheduling 

for ivermectin may be summarised as follows: 

 

a. The restrictive Poison Scheduling of ivermectin was introduced, in part, due to 

 misconceived and inappropriate safety concerns. Worldwide use has 

 demonstrated that ivermectin is among the safest drugs available and has a 

 known and established high therapeutic index (or therapeutic ratio).  

b. There are no reported and/or credible evidence to suggest that off-label 

 prescribing of ivermectin, for any indication, is associated with an 

 unacceptable incidence of adverse effects or consequences.  

c. There have been no reported supply issues relating to ivermectin which may 

 impact public health. 
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d. There are unintended consequences of the current restrictive prescribing 

 regulations including the elevation of interest in obtaining and using ivermectin 

 which may be counterfeit or of unsuitable quality (eg. veterinary products).  

e. With more than 95% of the adult population now considered fully vaccinated, 

 wider ivermectin availability would not be expected to impact the government’s 

 COVID vaccine policies.   

f. With the introduction of early anti-viral drugs, molnupiravir and Paxlovid, it 

 now appears timely to review the previously restrictive vaccine-only policy 

 which  formed the basis of the current restrictive scheduling of ivermectin.   
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7. SUBMISSION CORRESPONDENCE DETAILS: 
 

Name:    

    

  Submissions Editor acting for and on behalf of the Co-Signatories  

Address:  

Email:  @aussiebroadband.com.au 

All correspondence and notices to  (but copies to any and all co-signatory 

organisations and individuals as appropriate)  

 

 
 
 
8. DECLARATION: 
 

The factual matters stated in the report are, as far as I know, are true. 

I have made all inquiries, consisting of literature review, considered appropriate. 

There are no readily ascertainable additional facts which would assist me in reaching 

more reliable conclusions. 

The opinions stated in the report are genuinely held by myself, and 

The report contains reference to all matters I consider significant. 

 

 

  

Signature      26 September 2022 

       

 

 

Submitted for and on behalf of the Co-Signatories 

  

s22

s22
s22

s22

s22

s22
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INTRODUCTION 
 
9. The Poison Scheduling change for ivermectin announced 10 September 2021 

to effectively ban its off-label prescribing for the management of COVID-19 was 

part of a sweeping suite of harsh and extreme public health policies introduced 

or permitted to meet the challenges of the SARS-CoV-2 pandemic.  

 

10. In retrospect, many of the health policies adopted by Australia and elsewhere 

have either been shown to have failed (eg. COVID-19 vaccination to stop the 

spread of the virus) or have attracted widespread and ongoing expert criticism.  

 

11. One of the health policies which has been the focus of considerable criticism 

relates to the surprising lack of government advice, for the first time ever, that a 

potentially serious infectious disease should be treated as early as possible.  

Rather, the government advised, if one was infected, to isolate and wait for 

either eventual recovery or, if the infection became serious, affected individuals 

should be directed to hospital for management.  The government essentially 

ruled out early treatment of the infection in deference to a “vaccine-only” policy 

to meet the challenges of COVID-19.  Many clinicians did not agree with this 

policy and, as history has shown, it is possibly one of the biggest errors of 

judgement in relation to COVID-19 public health policy.   

 

12. As it turns out, the health policies developed by the U.S. CDC under the 

leadership of Dr. Fauci and Dr. Birx, which formed a template for a global 

pandemic response including that of Australia, were not based on data and 

science.  This was recently admitted: 

 

13. In Washington D.C. on 18th of August the US Center for Disease Control 

Director, Dr. Walensky, told employees:  “To be frank, we are responsible for 

some pretty dramatic, pretty public mistakes from testing, to data, to 

communications”. 

 

14. Dr. Deborah Birx, coordinator of the White House coronavirus task force, who 

set the strategies for early U.S. Covid responses, which were copied by much 

of the world, has publicly admitted to the poor quality of U.S. Covid data and 
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said “it was a pandemic driven by assumptions and perceptions, rather than 

data and science” 

 

15. It is apparent now that the change to restrictive ivermectin Poison Scheduling 

was part of the mistaken assumptions and perceptions in government COVID 

health policy.   

 

16. One of the most regrettable statements ever made by the U.S. Food and Drug 

Administration (FDA) was made on 21 August 2021 when it posted a link on 

Twitter saying “Why you should not use ivermectin” webpage with the message 

“You are not a horse.  You are not a cow.  Seriously, y’all. Stop it”2.  

 

17. This FDA public statement was made despite the well-known safety record of 

ivermectin.  In fact, the Chief Medical Officer for England, Professor Sir 

Christopher Whitty, has previously stated “The drug has proven to be safe. 

Doses up to 10 times the approved limit are well tolerated by healthy volunteers.  

Adverse reactions are few and usually mild.” 3   

 

18. Some Australian Chief Health Officers publicly used exaggerated claims of 

ivermectin toxicity, calling it a dangerous horse de-worming medication 

unsuitable for human use. It is inconceivable that these senior health officials 

could be so ill-informed of the safety record and importance of ivermectin in 

modern medicine.  The most generous and likely interpretation of this 

regrettable statement is that this claim was made to encourage vaccination 

uptake.  Statements like this have never been retracted or corrected despite the 

fact that ivermectin is considered to be one of the safest and most valuable 

drugs used in medicine and is nominated by the World Health Organisation 

(WHO) to be an essential drug,  with billions of doses used worldwide over 

several decades.   

 
2 U.S. FDA, Twitter, https://twitter.com/us_fda/status/1429050070243192839?lang=en  
3 Chaccour, C., Lines, J. & Whitty, C. J. M. (2010). Effect of Ivermectin on Anopheles gambiae Mosquitoes Fed 
on Humans: The Potential of Oral Insecticides in Malaria Control. Journal of Infectious Diseases, 202, 113-116. 
doi: 10.1086/653208.  https://academic.oup.com/jid/article/202/1/113/888773 
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19. However, if it was the intent of the TGA to pause the availability of ivermectin 

for early treatment until more recognised anti-viral agents became available, 

then the change in scheduling, by all accounts, has achieved its goal with the 

current availability of both molnupiravir and Paxlovid and the scheduling of 

ivermectin should now revert to its previous pre-pandemic listing with the 

removal of Appendix D, Item 10.   

 

20. The invitation represents a laudable step to remedy a serious error in health 

policy.   Whether the highly restrictive but ill-advised prescribing of ivermectin 

via the addition of Amendment D, Item 10 to the Poison Scheduling was made, 

primarily, in good faith to drive COVID-19 vaccination uptake by the population 

using an ill-founded claim relating to the lack of safety or whether this change 

was made under international pressure by the pharmaceutical industry to 

develop and market new oral agents at higher costs and to harmonise with a 

similar ban or restriction on ivermectin prescribing in the U.S and elsewhere, 

remains a matter of speculation.  The important thing is that this review of the 

restrictive prescribing of ivermectin is now being made by the Australian 

Government and should be applauded.   

 

21. Any casual observer of the official TGA Consultation invitation might be misled 

into assuming this initiative to review the Poison Scheduling of ivermectin was 

initiated in response to a single recent submission by general practitioner 

doctor.  This is incorrect. 

 

22. In fact, there have been a large number of written communications and 

submissions by many experts, including some of Australia’s most eminent 

clinicians, over the course of the pandemic which have sought to place evidence 

before the health authorities regarding the safety of ivermectin, to argue for the 

removal of restrictive prescribing and to reinstate the long-standing principles 

embodied in the sanctity of the doctor-patient relationship.   

 

23. Examples of previous attempts to urge a change in the restrictive prescription 

policy for ivermectin consist of two open letters directed to the Australian 

National Covid Clinical Evidence Taskforce dated 21 August 2021 and 14 
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October 2021 which form part of these submissions.  In addition, there was an 

Australian Government Parliamentary Petition to normalise the Poison 

Scheduling of ivermectin which attracted more than 100,000 signatures (Petition 

EN3364 – The Ivermectin Ban – An Authoritarian Threat to Public Health) – 

none of which have been seen to warrant a response to date.   

 

24. In addition, there have been appeals for a return to a common-sense approach 

regarding ivermectin prescribing directed to head of the TGA in multiple private 

communications including those from Prof. Wendy Hoy AO FAA FRACP, 

Professor of Medicine, University of Queensland and authoritative public 

statements made in the print media by Emeritus Professor Robert Clancy AM 

DSc FRACP FRS(N).  An “Ivermectin Statement” signed by a large number of 

medical and scientific experts which supported the removal of extreme 

restrictions on ivermectin prescribing was also widely distributed to Australia’s 

health officials.       

 

25. It is hoped that these Submissions will be received and treated with the respect 

it deserves as it presents a compelling case, supported by many health 

professionals, to reverse the extreme restrictions on the prescribing of 

ivermectin and normalise its Poisons Scheduling consistent with its important 

place in medicine.    
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PROPOSED AMENDMENT TO THE SCHEDULING OF IVERMECTIN 
 

26. It is proposed to delete Appendix D, Item 10 listing in Schedule 4 for ivermectin. 

 

All other listing details for ivermectin in Schedules 5 and 7 to remain the same.  

 

Appendix D, Item 10 currently reads as follows: 

 
10. Poisons available only when prescribed or authorised for:  

 (1)  

an indication that is accepted by the Secretary of the Australian Government Department 
of Health in relation to the inclusion of ivermectin in tablet dosage form in the Australian 
Register of Therapeutic Goods (an approved indication); or  

Note: Approved indications are shown in the public summary of the Australian Register of 
Therapeutic Goods on the Therapeutic Goods Administration website at www.tga.gov.au.  

 (2)  

an indication that is not an approved indication, when the preparation is prescribed or 
authorised by a medical practitioner registered under State or Territory legislation that 
forms part of the Health Practitioner Regulation National Law, as a specialist in any of the 
following specialties or fields of specialty practices:  

(a) dermatology; 
(b) gastroenterology and hepatology; 
(c) infectious diseases; 
(d) paediatric gastroenterology and hepatology; I paediatric infectious diseases; or  

 (3)  use in a clinical trial that is approved by, or notified to, the Secretary of the Australian 
Government Department of Health under the Therapeutic Goods Act 1989.  

  IVERMECTIN in preparations for oral administration for human use  
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REGULATORY BACKGROUND TO THE INTRODUCTION OF APPENDIX D, 
ITEM 10 RESTRICTION TO THE PRESCRIBING OF IVERMECTIN 

 
27. At the 35th meeting of the Advisory Committee on Medicines Scheduling (8 

September 2021, TRIM Reference no. D21-3074411), the Minister’s Delegate 

presented a discussion paper detailing concerns regarding the increased off-

label prescribing of oral ivermectin for the prevention and treatment of COVID-

19 and requested an urgent scheduling amendment to place prescribing 

controls on the supply of oral ivermectin4.  Certain observers to this meeting 

included individuals with a stated conflict of interest but were allowed to 

participate in the meeting.  The meeting minutes retrieved under Freedom of 

Information were heavily redacted.  The subsequent Decision to restrict the off-

label prescribing of oral ivermectin was issued on 10 September 20215,6. 

 

28. The stated reasons for the Scheduling change to introduce restrictive 

prescribing of ivermectin were as follows: 

 

a) “persons taking ivermectin in an effort to prevent COVID-19 consider 

 themselves to be protected against the disease, elect not to be vaccinated as 

 part of the national COVID-19 vaccination program”….. 

b) “it is possible that oral ivermectin will be in shortage in Australia” [if used to 

 manage COVID-19]. 

 and 

c) “Oral ivermectin also has the potential to cause severe adverse events in 

 persons, particularly when taken in high doses that have recently been 

 described in social media and other sources for the prevention or treatment of 

 COVID-19 infection”. 

 

29. The stated Scheduling change was not made because ivermectin was 

considered ineffective in the treatment of COVID-19 but rather because such 

 
4 Record of the 35th meeting of the Advisory Committee on Medicines Scheduling 08 September 2021.  
Confidential – Official use only: Information retrieved under Freedom of Information (redacted to remove 
names of participants) 
5 Poisons Standard Amendment (Ivermectin) instrument 2021 – Authorised Version Explanatory Statement 
registered 10/09/2021 to F2021L01253 
6 Notice of an amendment to the current Poisons Standard under paragraph 52D(2)(a) of the Therapeutic 
Goods Act 1989 
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use might dissuade vaccine uptake by the community, a shortage of ivermectin 

for approved uses might eventuate and because of a potential but 

unsubstantiated belief that ivermectin might cause serious adverse effects if 

used in high doses.  

 
30. The logic and rationale in relation to a) and b) remain in the domain of 

hypothetical and strategic government health policy and are not directly related 

to the usual safety and efficacy issues which would normally underpin a review 

of the use of any therapeutic in sofar as Poisons Scheduling is concerned.  

Introduction of Poison Scheduling Appendix D, item 10 represented a clear 

historical departure from conventional scheduling considerations where 

decisions were made primarily on safety and efficacy and not primarily intended 

to restrict the prescribers ability to employ off-label prescribing where it was 

considered justifiable and appropriate.  

 

SCOPE OF THE SUBMISSIONS 
 

31. These Submissions will focus on the safety aspects of ivermectin as this relates 

to public health.  Published documents and references regarding the clinical 

efficacy of ivermectin in the management of COVID-19 are submitted for 

background purposes due to their relevance in relation to safety.  It should be 

recognised that reasons a) and b) (above) underpinning the change in 

ivermectin scheduling no longer apply as the government claims7 more than 

95% of the over 18 years of age population in Australia have now been 

vaccinated and ivermectin supply has not been reported to be a problem in 

Australia or world-wide.   

 

32. While these Submissions will focus upon the safety aspects of ivermectin (the 

one remaining reason why Appendix D, Item 10 was introduced), pivotal clinical 

trial studies, meta-analyses and commentary on such studies have been 

included as this information provides valuable background information which 

impacts any consideration of ivermectin safety. 

 

 
7 Australian Government Department of Health and Aged Care: Covid-19 vaccines 
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33. These Submissions are not intended to be a comprehensive or systematic 

review of the literature but focuses on key papers and reviews which should 

assist the TGA in evaluating the proposed normalisation of the Poison 

Scheduling for ivermectin.   

 

34. In addition, these Submissions will not address the related, but extremely 

important, ethical and professional considerations regarding the sacred doctor-

patient relationship as this was not stated as a reason for the restrictions placed 

on ivermectin prescribing.   

 
 
RATIONALE FOR DELETING APPENDIX D, ITEM 10 FROM THE CURRENT 
SCHEDULING  
 

35. Initially, little was known about the aetiology and pathophysiology of COVID-19.  

Clinicians were presented with a new, rapidly spreading pathogenic virus which 

was predicted to have a dramatic impact on the world’s population.  

 

36. The potential usefulness of revolutionary, but unproven mRNA gene-based 

vaccines was believed to be the best answer to the pandemic.  Rightly or 

wrongly, a “vaccine-only” policy was promulgated worldwide which excluded 

early potential treatment with any existing therapeutics including ivermectin and 

other therapeutics despite considerable published evidence that ivermectin 

could be used safety and effectively.  Surprisingly, it was the only time it has 

ever been officially recommended that a serious infection not be treated as soon 

as possible.  The off-label use of ivermectin, according to government policy 

makers, presented a threat to the implementation of the vaccine-only policy. 

 

37. In an attempt to dissuade the use of ivermectin, a media-wide campaign was 

commenced to suggest that ivermectin posed serious toxicological concerns 

which would outweigh any potential benefit.  However, documented evidence 

over decades of usage showed that ivermectin was a drug with a wide 

therapeutic margin of safety – in fact, much safer than commonly used non-

prescription drugs such as paracetamol.  Previously, the TGA itself has 

acknowledged this wide margin of safety. 
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38. However, for completeness and with some reluctance, the Co-Signatories need 

to mention the medical literature has become a battleground with vested 

commercial interests behind various publications aiming to undermine the 

perceptions of safety and efficacy of ivermectin.  The Co-Signatories have made 

a special point of including such publications in these Submissions and has 

provided comment so as to enable a proper and balanced appraisal of the safety 

and efficacy of ivermectin as it relates to Poisons Scheduling.  

 

39. In thses Submissions, the Co-Signatories will rely upon the following: 

 

a) extensive toxicological and clinical safety data in relation to ivermectin 

b) meta-analyses and reviews of the published medical literature concerning 

 clinical trials of ivermectin  

c) individual important clinical studies of ivermectin (several of these studies have 

 become available subsequent to the imposition of restrictive ivermectin 

 prescribing  

d) accounts of the successful national ivermectin programs used by several 

 countries in relation to COVID-19 

e) specific rebuttals in response to key publications which purport to argue against 

 the safe and effective use of ivermectin 

 

40. The evidence will show that ivermectin is a particularly safe therapeutic agent 

and its restrictive Poisons Scheduling embodied in Appendix D, Item 10 is 

unwarranted and needs to be amended in the national interest as soon as 

possible.  These Submissions focus on the safety aspects of ivermectin and 

have not been designed as Submissions to support any additional therapeutic 

indication, however, a number of key clinical studies and meta-analyses have 

been included in these Submissions insofar as they also relate to safety and 

provide some guidance in relation to common dosages employed.  

 

41. Apart from the evidence presented in these Submissions regarding the intrinsic 

and relative safety of ivermectin, it needs to be recognised that there is both 

substantial clinical interest and public awareness of the potential use of 

ivermectin.  The effective denial of supply, rightly or wrongly, has driven many 

to consider alternative sources of ivermectin (veterinary products, counterfeit 
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products and overseas therapeutic products) which carry undetermined safety 

risks of their own.  The Co-Signatories argue that removal of Appendix D, Item 

10 of the Poison Scheduling will assist in the provision of medically supervised 

use by doctors and pharmacists to ensure patients receive adequate patient 

information and a product of reliable quality suitable for human use. 

 

IVERMECTIN – HISTORICAL PERSPECTIVE AND CLINICAL USE 
 

42. Professor Satoshi Omura, of the Kitasato Institute, discovered a group of 

pharmacologically active compounds in 1975 called ‘avermectins” from an 

unusual Streptomyces bacterium from the soil near a golf course along the 

Southeast coast of Honshu, Japan.  One of these compounds was ivermectin. 

 

43. Ivermectin became one of the most revolutionary drugs ever to be introduced 

into medicine.  Although first introduced to treat parasites in animals, ivermectin 

has been used in humans since the 1980s8.  Since then, ivermectin has 

dramatically improved the health and well-being of hundreds of millions of 

people mainly in relation to the effective management of parasitic diseases 

including river blindness and lymphatic filariasis – two of the most disfiguring 

diseases afflicting the world’s poor.  Later the use of ivermectin was expanded 

to include the treatment of scabies and lice. 

 

44. Ivermectin has long since been approved as an antiparasitic by the World Health 

Organisation (WHO) and the U.S. Food and Drug Administration (FDA).  The 

WHO has also included ivermectin on its list of “Essential Medicines”9.   The 

importance of the drug to mankind was recognised by the award of the Nobel 

Prize in Medicine to the discovers in 201510. 

 

45. In the decade leading up to the COVID-19 pandemic, studies showed that 

ivermectin possessed wide-ranging pharmacological activity including antiviral 

 
8 Andy Crump & Satoshi Omura, Ivermectin: enigmatic multifaceted ‘wonder’ drug continues to surprise and 
exceed expectations, 70 The Journal Antibiotics 495, 495 (2017), available at 
https://www.nature.com/articles/ja201711.pdf  (hereinafter, “Crump, ivermectin”) 
9 World Health Organisation.  2021 List of Essential Medicines.  https://list.essentialmeds.org  Last visited 
15.9.22 
10 The Nobel Prize, Press Release for The Nobel Prize in Physiology or Medicine 2015 (Oct. 5, 2015, 
https://www.nobelprize.org/prizes/medicine/2015/press-release Last visited 15.9.22 
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activity against several RNA viruses11.  In addition, ivermectin was also reported 

to possess useful anti-inflammatory activity12.  Subsequently, doctors have 

been using ivermectin to treat “rosacea, a chronic inflammatory disease” that 

manifests itself as a reddening of the face and the FDA has approved ivermectin 

for that purpose13.  The potential usefulness of ivermectin in the management 

of inflammatory airway disease was also recognised14.  In more recent times, 

there has been intense interest and research regarding the potential use of 

ivermectin in the management of COVID-19. 

 

IVERMECTIN SAFETY AND TOXICOLOGICAL INFORMATION 

 
46. The U.S. National Institute of Health (NIH) has recognised that “ivermectin has 

been widely used and is generally well tolerated”15.  A recent systematic review 

stated “ivermectin at the usual doses…is considered extremely safe for use in 

humans”16.  Ivermectin was added to the 2018 Essential Medicine list for use in 

scabies and in supporting the application for inclusion in the list, the WHO 

concluded that the adverse events associated with ivermectin are “primarily 

minor and transient”17.  The most recent Australian Public Assessment Report 

for Ivermectin regarding the safety and efficacy of ivermectin by the TGA in 

relation to use in scabies found no safety concerns at even 10 times the (then) 

current approved dose of 200ug/kg18.  The report said: 

 

 
11 Pierre Kory et al, Review of the Emerging Evidence Demonstrating the Efficacy of Ivermectin in the 
Prophylaxis and Treatment of COVID-19, 28 American Journal of Therapeutics 299, 301 (2021), available at 
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC8088823/ Last visited 15.9.22 
12 Crump, ivermectin, supra, at 499 
13 Leon H. Kircik et al., Over 25 Years of Clinical Experience with Ivermectin: An overview of Safety for an 
increasing Number of Indications, 15 Journal of Drugs in Dermatology 325, 325 (Mar. 2016), available at 
https://jddonline.com/articles/dermatology/S1545961616P0325X Last visited 15.9.22 
14 Crump, ivermectin, supra at 499 
15 National Institutes of Health, COVID-19 Treatment Guidelines: ivermectin, 
https://www.covid19treatmentguidelines.nih.gov/therapies/antiviral-therapy/ivermectin/ Last visited 15.9.22 
16 Andrew Bryant et al., Ivermectin for Prevention and Treatment of COVID-19 Infection: A Systematic Review, 
Meta-analysis, and Trial Sequential Analysis to Inform Clinical Guidelines, 28 American Journal of 
Therapeutics 434, 435 (Jul./Aug. 2021), available at 
https://journals.lww.com/americantherapeutics/fulltext/2021/08000/ivermectin for prevention and treatment 
of.7.aspx. Last visited 15.9.22.  Hereafter “Bryant ivermectin”. 
17 WHO Expert Committee on the Selection and Use of Essential Medicines:  Application for inclusion of 
ivermectin on the WHO Model List of Essential Medicines (EML) and Model List of Essential Medicines for 
Children (EMLc) for the indication of Scabies at 19 (Dec. 2018) 
18 Australian Public Assessment Report for Ivermectin – October 2013 https://www.tga.gov.au/auspar/auspar-
ivermectin  
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47. “The sponsors have only provided one new study (066) in 40 healthy subjects 

which showed good tolerability and no safety concerns at doses ranging from 

30 to 120 mg, that is, up to 10 times the proposed dose of 200 μg/kg for 

treatment of scabies.” 

 

48. “Ivermectin has been used extensively to treat 6 million people in 30 countries 

for onchocerciasis caused by the filarial worm Onchocerca volvulus. Ivermectin 

also has proven effective for the human diseases, loiasis, strongyloidiasis, 

bancroftian filariasis and cutaneous larva migrans. Several studies have now 

evaluated ivermectin for human scabies. There were no significant safety 

concerns reported with the use of ivermectin in any of the scabies studies to 

date, except for one report of fatal complications in patients from a long-term 

care facility but these were not confirmed in other studies.”  

 and 

49. “The most comprehensively reported safety data came from the PK study 

conducted in healthy volunteers (Study 066). In this study oral ivermectin 

administered in multiple doses of up to 60 mg given 3 times a week or in single 

doses of up to 120 mg (which is approximately 10 times the proposed dose of 

200 μg/kg for treatment of scabies) was generally well tolerated, with no 

evidence of mydriatic effect or other neurological toxicity. The most commonly 

reported clinical AE was headache, which occurred in equal proportions of 

ivermectin and placebo treated subjects. Other AEs, reported in single subjects 

in each group, were nausea, dizziness and rash. No serious AEs were 
reported in the study. The clinical evaluator found there were no 
significant safety concerns reported with the use of ivermectin in any of 

the published scabies studies, except for one report of fatal complications in 

elderly patients from a long-term care facility. However, Barkwell’s findings were 

not confirmed in subsequent studies, some of which used even higher doses of 

ivermectin. Overall, the adverse event profile for ivermectin use in treatment of 

scabies appeared to be similar to that observed for other indications for which 

it is approved. In the published randomised clinical trials the main adverse 

events were headache, abdominal pain, mild diarrhoea and rash. Post 

marketing data were also provided in the form of a PSUR, covering the period 

Document 4



 22 

April 2010 to April 2011. During the reporting period an estimated 1,423,010 
patient treatment courses were administered for all indications.” (bolding 

added for emphasis).  

 

50. An expert toxicological review report based on over 500 articles up to February 

202119 stated the following:   

 

51. “The present extensive review of adverse events reportedly associated with 

ivermectin treatment for therapeutic or prophylactic purpose did not reveal any 

significant cause for concern. Indeed, with the notable exception of patients with 

parasitic diseases such as Onchocerciasis or Loa-Loa microfiliaris, serious 

adverse events temporarily associated with ivermectin were very infrequent. In 

fact, adverse events were mainly mild to moderate and infrequent. This is 

confirmed by results reported in patients with scabies or human beings without 

any ongoing parasitic disease.” 

 and 

52. “Hundreds of millions of human subjects have been treated with ivermectin for 

curative or prophylactic purposes worldwide over the last 3 decades. The 

reference list of this report demonstrates that a large body of data is available, 

which allows for a detailed analysis of ivermectin medical safety. Undoubtedly, 

uncertainties remain regarding ivermectin pharmacological effects and 

mechanisms of action, but when removed, this is not anticipated to alter the 

main conclusions of this report in any significant way as they rely on an 

extensive and consistent body of medical publications.”  

 

53. “Taking into account all the above, the author of the present analysis of the 

available medical data concludes that the safety profile of ivermectin has so far 

been excellent in the majority of treated human patients so that ivermectin 

human toxicity cannot be claimed to be a serious cause for concern.”  

 

 
19 Descotes, J. Expert Review Report – Medical Safety of Ivermectin.  3 March 2021 
https://www.medincell.com/wp-content/uploads/2021/03/Clinical_Safety_of_Ivermectin-March_2021.pdf 
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54. An Opinion written by the U.S. Nebraska State Attorney General’s Office (14 

October 2021) provided a detailed analysis of the arguments regarding 

ivermectin and off-label prescribing which are instructive20, a copy of which 

forms Annexure 1 to these Submissions, which Opinion the Co-Signatories wish 

to rely upon in full as it pertains to ivermectin. 

 

55. The opinion stated in part: 

“For more than three decades, ivermectin has also shown itself to be very safe.  

Indeed, the National Institutes of Health (NIH) recognize that “ivermectin has 

been widely used and is generally well tolerated21.  One recent systematic 

review similarly states that “ivermectin” at the usual doses….is considered 

extremely safe for use in humans22.  Other studies have noted that the medicine 

“has an established safety profile for human use”23 and it “provide[s] a high 

margin of safety for a growing number of indications”24.  Notably, a December 

2018 WHO-supported application to add ivermectin as an essential medicine for 

scabies reviewed the data and concluded that the adverse events associated 

with ivermectin are “primarily minor and transient”25. 

 and 

56. “The available data support this conclusion.  The WHO’s VigiAccess database, 

which compiles adverse drug reactions from throughout the world, breaks down 

the reported side effects for drugs into different categories.  The largest reported 

categories for ivermectin include skin issues, headaches, dizziness and 

gastrointestinal disturbances such as diarrhea and nausea.  The NIH confirms 

that ivermectin’s primary adverse side effects “include dizziness, pruritis [itchy 

skin], nausea or diarrhea”.  And a recent review of ivermectin similarly describes 

 
20 U.S. State of Nebraska, Office of the Attorney General.  Prescription of Ivermectin or Hydroxychloroquine as 
Off-Label Medicines for the Prevention or Treatment of Covid-19.  14 October 2021.  No. 21-017 
21 National Institutes of Health, COVID-19 Treatment Guidelines: Ivermectin, 
https://www.covid19treatmentguidelines.nih.gov/therapies/antiviral-therapy/ivermectin/ (last visited 18 Sept. 
2022) 
22 Bryant, Ivermectin, supra, at 435 
23 U.S. Nebraska State Attorney General opinion.  Prescription of Ivermectin or hydroxychloroquine as Off-
Label medicines for the Prevention or Treatment of Covid-19.  14 October 2021 
https://ago.nebraska.gov/sites/ago.nebraska.gov/files/docs/opinions/21-017_0.pdf  
24 Kircik, Ivermectin, supra, at 325 
25 WHO Expert Committee on the Selection and Use of Essential Medicines:  Application for inclusion of 
ivermectin on the WHO Model list of Essential Medicines (EML) and Model List of Essential Medicines for 
Children (EMLc) for the indication of Scabies at 19 (Dec. 2018) 
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the common side effects as “itching, rash, swollen lymph nodes, joint pain, fever 

and headache.” 

 and 

57. “The data show not only that the adverse side effects are minor, but also that 

the percentage of people who report experiencing any adverse events is 

vanishingly small.  The latest statistics available through VigiAccess report only 

5,674 adverse drug reactions from ivermectin between 1992 and October 13, 

202126.  This number is incredibly low considering that “more than 3.7 billion 

doses” of ivermectin have been administered to humans worldwide since the 

1980s.” 

 and 

58. “To illustrate the safety of ivermectin, compare its VigiAccess report to that of 

remdesivir, an FDA-approved treatment for COVID-19.  Remdesivir was not 

released for widespread use until 2020.  Yet in the short period of time that it 

has been on the market, people have reported at least 7,491 adverse drug 

reactions on VigiAccess, more than ivermectin has registered over the last 30 

years.  What’s more, serious adverse reactions from remdesivir are reported in 

high numbers.  For example, in less than two years, those who have used 

remdesivir have reported over 560 deaths, 550 serious cardiac disorders (such 

as bradycardia and cardiac arrest), and 475 acute kidney injuries.  Since that 

safety profile is sufficient to retain FDA approval, ivermectin’s safety record 

cannot reasonably be questioned.”  

 

59. The safety and pharmacokinetics of ivermectin, administered in higher and/or 

more frequent doses than currently approved for human use, were evaluated in 

a double-blind, placebo-controlled, dose escalation study in 200227.	 

 

 
26 VigiAccess, Uppsala Monitoring Centre, WHO Collaborating Centre for International Drug Monitoring, 
http://vigiaccess.org/   
27 Guzzo, C.A. et al.  Safety, Tolerability, and Pharmacokinetics of Escalating High Doses of Ivermectin in 
Healthy Adult Subjects.  J Clin Pharmacol 2002;42:1122-1133. https://pubmed.ncbi.nlm.nih.gov/12362927/  
(last visited 18 Sept. 2022) 
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60. In contrast to the current recommended single doses of ivermectin for parasitic 

indications (about 200ug/kg), this study employed both single and multiple 

doses with an upper single dose of 120mg.  Safety assessments addressed 

both known ivermectin CNS effects and general toxicity.  The report stated:  

 

61. “The primary safety endpoint was mydriasis, accurately quantitated by 

pupillometry.  Ivermectin was generally well tolerated, with no indication of 

associated CNS toxicity for doses up to 10 times the highest FDA-approved 

dose of 200ug/kg.” …”This study demonstrated that ivermectin is generally well 

tolerated at these higher doses and more frequent regimens.” 

 

62. An important systematic review including a meta-analysis of the safety of 

ivermectin for various parasitic infections following single high dose ivermectin 

(up to 800ug/kg or four times the recommended dose) has provided evidence 

of the wide margin of safety of this widely used drug28.  The results and 

conclusions were summarised as follows: 

 

63. “Results: The systematic search identified six studies for inclusion, revealing no 

differences in the number of individuals experiencing adverse events. A 

descriptive analysis of these clinical trials for a variety of indications showed no 

difference in the severity of the adverse events between standard (up to 400 

lg/kg) and higher doses of ivermectin. Organ system involvement only showed 

an increase in ocular events in the higher-dose group in one trial for the 

treatment of onchocerciasis, all of them transient and mild to moderate in 

intensity.”  

 

64. “Conclusions: Although within this review the safety of high-dose ivermectin 

appears to be comparable to standard doses, there are not enough data to 

support a recommendation for its use in higher-than-approved doses. Ocular 

adverse events, despite being transient, are of concern in onchocerciasis 

patients. These data can inform programme managers and guide operational 

 
28 Navarro, M. et al: Safety of high-dose ivermectin: a systematic review and meta-analysis. J Antimicrob 
Chemother 2020; 75: 827–834  doi:10.1093/jac/dkz524 Advance Access publication 20 January 2020.   
https://academic.oup.com/jac/article/75/4/827/5710696 
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research activities as new approaches for the use of ivermectin are evaluated.	
“ 
 

65. A recent clinical trial using ivermectin for the management of 34 severe hypoxic 

COVID-19 patients warrants special mention as it provides both useful high 

dose ivermectin safety data as well as impressive oxygen saturation data29.  

Remarkably, all but three of these 34 patients had significantly increased SpO2 

values within 24 hours after the first ivermectin dose.  However, in relation to 

safety the authors stated: 

 

66. “As evidence of IVM safety and tolerability accrued following its use beginning 

in August 2020, its stat dose of 10 mg as used for the earliest patients was 

increased on 11 September 2020 to 10–12 mg every four days for three doses. 

Subsequently, the dosage was further increased to 12 mg IVM on the day of 

admission and then on Days 4 and 8 plus doxycycline (100 mg b.i.d.) and zinc 

sulfate (60 mg/day). The latter regimen was used up through December 2020, 

when the second pandemic wave emerged in Zimbabwe. At that time, additional 

evidence of the safety and tolerability of this regimen supported further dose 

escalation to a standard IVM dose regimen of 12 mg daily for five consecutive 

days, with adjunct use of doxycycline and zinc sulfate continued at the doses 

noted. In some cases, for which this standard treatment regimen did not yield 

significant clinical gains within a few days, even higher doses of IVM were used, 

in some cases as high as 100 mg for a single dose. Transient adverse effects 

(Aes) such as blurred vision characteristic of high-dose IVM often occurred at 

those dose levels, but no serious AEs [adverse effects] associated with IVM 

were manifested in any patient. “ 

 

 
29 Stone, J.C. et al: Changes in SpO2 on Room Air for 34 Severe COVID-19 Patients after Ivermectin-Based 
Combination Treatment: 62% Normalization within 24 Hours. Biologics 2022, 2, 196–210. 
https://doi.org/10.3390/biologics2030015  . https://www.mdpi.com/2673-8449/2/3/15  
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67. Similarly impressive clinical efficacy results using ivermectin for the 

management of COVID-19 were reported in another study30.  In relation to the 

important issue of ivermectin safety the authors commented: 

 

68. “Five such studies for IVM treatment of COVID-19 recently published in top-tier 

medical journals have all shown multiple clinical benefits for IVM versus 

controls, most of these with high statistical significance on the order of p < 0.002 

[6–10]. At much greater than the standard single anti-parasite dose of 200 

μg/kg, IVM is well tolerated [11,12] and has been used in RCTs for COVID-19 

treatment at cumulative doses of 1500 μg/kg [13] and 3000 μg/kg [14,15] over 

4 or 5 days either without or with mild and transient adverse effects. Not 

surprisingly, IVM has become extensively used in the prevention and early 

disease management of COVID-19, particularly in non-Western 

countries.”[references omitted]  

 

COMPARATIVE SAFETY INFORMATION REGARDING MOLNUPIRAVIR AND 
PAXLOVID 

69. Any consideration of the normalisation of Poison Scheduling of ivermectin would 

be incomplete without regard to the clinical juxtaposition of an assessment of 

the safety of the recently “Provisionally Approved” anti-virals, molnupiravir and 

Paxlovid, which have a vastly inferior and uncertain safety record by comparison 

to ivermectin31. 

 

70. Molnupiravir is an old drug which has been repurposed to treat COVID-19. 

Previously, commercial interest was abandoned in this drug due to concerns 

regarding its mutagenic potential32 (cancer risk or transgenerational pathology) 

 
30 Hazan, S. et al: Effectiveness of ivermectin-based multidrug therapy in severely hypoxic, ambulatory 
COVID-19 patients.  Future Microbiol. 2022 Mar;17:339-350. doi: 10.2217/fmb-2022-0014. Epub 2022 Feb 9.  
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC8826831/  
31 Clancy, R.: The Suppression of Useful COVID-19 Treatments.  Quadrant, 8 August 2022. 
https://quadrant.org.au/opinion/public-health/2022/08/the-suppression-of-useful-covid-19-treatments/  
32 Zhou, S. et al: β-d-N

4
-hydroxycytidine Inhibits SARS- CoV-2 Through Lethal Mutagenesis but Is Also 

Mutagenic to Mammalian Cells. Journal of Infectious Diseases, 2021:224 (1 August) pp415-419. 
https://pubmed.ncbi.nlm.nih.gov/33961695/  

 

Document 4



 28 

and concerns regarding disappointing clinical efficacy; both resulting in the 

failure to achieve registration approval in a number of countries. 

 

71. Paxlovid, containing a combination of the antiviral nirmatrelvir, a protease 

inhibitor, and ritonavir, a cytochrome P450 pathway inhibitor, was also 

Provisionally Approved for the treatment of COVID-19.  However, initial clinical 

efficacy claims could not be supported, rebound infection was reported and 

ritonavir is associated with serious toxicity including known toxicity to the liver33 

and fatalities have been reported34. 

 

72. Ivermectin, in contrast to these two antiviral medications, has a much wider 

therapeutic index and has a relatively high level of safety following many years 

of use in many millions of individuals treated for parasitic infections such as river 

blindness.  It should also be noted, in contrast to ivermectin, that these two 

“Provisionally Approved” antivirals have been used in COVID-19 based on 

relatively limited clinical safety and efficacy data.   

 

IVERMECTIN CLINICAL STUDIES AND META-ANALYSES FOR UNAPPROVED 
INDICATIONS – SUBMITTED AS EVIDENCE OF CLINICAL SAFETY 
 
73. The circumstances surrounding the amended Poison Scheduling of ivermectin 

were as unprecedented as was the level of clinical interest and research in the 

use of ivermectin since the COVID-19 pandemic began. 

 

74. Since 2012, numerous in-vitro and in-vivo studies began to report the anti-viral 

and anti-inflammatory efficacy of ivermectin.  A review of the totality of evidence 

supporting ivermectin safety and efficacy derived from diverse sources was 

published in 202135  

 
33 Australian Product Information - Paxlovid. Version: pfppaxIt10122. 
https://www.tga.gov.au/sites/default/files/auspar-nirmatrelvir-ritonavir-220124-pi.pdf  
34 U.S. Prescribing Information - Norvir.  Revised June 2017.  
https://www.accessdata.fda.gov/drugsatfda_docs/label/2017/209512lbl.pdf  
35 Kory, P. et al: review of the Emerging Evidence Demonstrating the Efficacy of Ivermectin in the Prophylaxis 
and Treatment of COVID-19.  American Journal of Therapeutics: May/June 2021 - Volume 28 - Issue 3 - p 
e299-e318doi: 10.1097/MJT.0000000000001377 

Document 4



 29 

 

 
 

75. The dosages of ivermectin varied in relation to the dose per day and the number 

of days of dosing.  Generally, the most common dose was about 12mg or 

200ug/kg administered daily for up to about 5 days. 

  

76. This Kory et al meta-analysis concluded: 

 

“Meta-analyses based on 18 randomized controlled treatment trials of 

ivermectin in COVID-19 have found large, statistically significant reductions in 

mortality, time to clinical recovery, and time to viral clearance.  Furthermore, 

results from numerous controlled prophylaxis trials report significantly reduced 

risks of contracting COVID-19 with the regular use of ivermectin.  Finally, the 

many examples of ivermectin distribution campaigns leading to rapid 

population-wide decreases in morbidity and mortality indicate that an oral agent 

effective in all phases of COVID-19 has been identified.” 

 

77. Another significant meta-analysis appeared mid-202136.  Twenty-four 

randomized controlled trials involving 3406 participants met the review criteria 

for inclusion.  The authors concluded: 

 

 
https://journals.lww.com/americantherapeutics/fulltext/2021/06000/review_of_the_emerging_evidence_demon
strating_the.4.aspx  
36 see previously “Bryant ivermectin”. 
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78. “Moderate-certainty evidence finds that large reductions in COVID-19 deaths 

are possible using ivermectin.  Using ivermectin early in the clinical course may 

reduce numbers progressing to severe disease.  The apparent safety and low 

cost suggest that ivermectin is likely to have a significant impact on the SARS-

CoV-2 pandemic globally.”   

 

79. Following Bryant’s publication of his team’s review, the Elgazzar study, one of 

the randomised controlled trials included in the meta-analysis, was questioned 

and placed under review.  This issue has attracted considerable attention by the 

detractors of ivermectin in the literature.  This prompted the Bryant’s authors to 

reanalyze the data without the Elgazzar study but the review still found a clear 

result showing a 49% reduction in mortality in favour of ivermectin37.  The 

dosages of ivermectin again varied but were generally either similar to the 

current recommended single dose for parasitic infection or a multiple of two or 

three times higher with daily dosing up to 9 days implying a relatively wide 

margin of safety.  

 

80. A more recent meta-analysis of the clinical safety and efficacy may be found at 

ivmmeta.com which includes an analysis of 91 studies (of which 41 were 

randomized controlled trials involving 11,141 patients) as at 9 September 

202238.  This resource illustrates the high level of international interest in the 

clinical application of ivermectin for potential use in COVID-19. 

 

81. When taken in totality, the clinical data presented at ivmmeta.com presents a 

compelling case for the safety and efficacy of ivermectin and more than 20 

countries (including India, Mexico, regions of Peru, Argentina, Japan, 

Dominican Republic and Brazil) have adopted ivermectin for the management 

of COVID-19.  Collectively, the studies strongly suggest that “ivermectin 

reduces the risk for COVID-19 with very high confidence for mortality, 

ventilation, ICU admission, hospitalization, progression, recovery, [number of] 

cases, viral clearance, and in pooled analysis.”  Meta-analysis using the most 

 
37 Bryant, A et al.  Letter to the Editor: Ivermectin for Prevention and Treatment of COVID-19 Infection: A 
Systematic Review, Meta-analysis and Trial Sequential Analysis to Inform clinical Guidelines. 28 American 
Journal of Therapeutics 573, 573 (Sept./Oct. 2021), available at https://covid19criticalcare.com/wp-
content/uploads/2021/09/Response-to-Elgazzar.pdf 
38 Ivermectin for COVID-19: real-time meta analysis of 91 studies. Covid Analysis, Sept. 9 2022 Version 198.  
www.Ivmmeta.com   
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serious outcome measure shows 62% [57-70%] and 83% [74-89%] 

improvement for early treatment and prophylaxis”.    

 

82. In a mini-review of ivermectin safety in the treatment of COVID-19 it was 

concluded that ivermectin “has been safely used in 3.7 billion doses since 1987” 

and that the medicine has been “used without serious [adverse effects] in 

multiple COVID-19 studies39.   

 

83. An Australian perspective referred to as the “Ivermectin Statement”, supported 

by several concerned health professionals, supported the use of ivermectin both 

alone and in combination with other therapeutic agents40.  The Statement 

concluded:  

 

“The information presented in this statement clearly shows the benefit of 

ivermectin for a prophylactic role in Covid-19, and the value of using ivermectin 

for early and established Covid-19 infections.” 

 

84. The published report of Stone et al41 (previously referred to above in relation to 

safety at paragraphs 64-65) warrants repeated mention in that this highly 

monitored clinical study eloquently illustrates why there is continued and 

justifiable clinical interest in ivermectin. Dramatic overall improvement in oxygen 

saturation, an important recovery metric, in 34 ivermectin treated COVID-19 

patients, as presented in the figure below, underscores the legitimacy of 

clinician interest in exploring alternate therapeutic approaches to COVID.  

 
39 Alessandro D. Santin et al: ivermectin: a multifaceted drug of Nobel prize-honoured distinction with indicated 
efficacy against a new global scourge, COVID-19, New Microbes New Infections (Aug. 2021) at 
https://pubmed.ncbi.nlm.nih.gov/34466270/ 
40 Morris, P.: Repurposed drugs to treat Covid-19: Ivermectin.  July 22, 2022.  www.drphilipmorris.com   
41 Stone, J.C. et al (supra) at footnote 27 
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85. Despite more than 90 clinical trials being reported in the literature, there are no 

credible reports of serious or significant adverse events which would argue 

against the view that ivermectin, compared to almost all other drugs, should be 

considered a safe therapeutic agent with a wide therapeutic index.   

 

 

INTERNATIONAL REAL WORLD IVERMECTIN EXPERIENCE IN RELATION 
TO THE TREATMENT OF COVID-19 

 

86. In light of the very limited amount of controlled clinical trial safety data, 

international drug regulatory agencies have acknowledged as relevant and 

frequently referred to “real world” experience to support claims of safety relating 

to COVID-19 vaccination in children.   “Real world” data can, indeed, be useful 

given the obvious large sample sizes inherent in such data collection.  

 

87. In an early report of correlation between prophylactic ivermectin use and the 

suppression of COVID-19 incidence42, data was collected from countries which 

routinely deploy prophylactic chemotherapy (PCT) using various drugs including 

ivermectin.  The countries could be grouped into two categories: those which 

include ivermectin in their PCT and those which do not.  Data sources included 

 
42 Hellwig, A and Maia, A: A COVID-19 prophylaxis?  Lower incidence associated with prophylactic 
administration of ivermectin.  International Journal of Antimicrobial Agents 57 (2021 106248.   
https://pubmed.ncbi.nlm.nih.gov/33259913/ 
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the WHO and the COVID-19 portal published by Johns Hopkins University via 

the aggregated Worldometer database.  All data was current as of 20 October 

2020.  

 

88. The authors concluded: 

“Here, we show that countries with routine mass drug administration of 

prophylactic chemotherapy including ivermectin have a significantly lower 

incidence of COVID-19. Prophylactic use of ivermectin against parasitic 

infections is most common in Africa and we hence show that the reported 

correlation is highly significant both when compared among African nations as 

well as in a worldwide context.”   

89. Peru deployed mass ivermectin-based COVID-19 treatments from April 2020 

through November 2020 throughout its 25 States43. An analysis of the impact of 

ivermectin on excess deaths related to the pandemic showed the following:  

 

“The 25 states of Peru were grouped by extent of IVM distributions: maximal 

(mass IVM distributions through operation MOT, a broadside effort led by the 

army); medium (locally managed IVM distributions); and minimal (restrictive 

policies in one state, Lima). The mean reduction in excess deaths 30 days after 

peak deaths was 74% for the maximal IVM distribution group, 53% for the 

medium group and 25% for Lima. Reduction of excess deaths correlated with 

extent of IVM distribution by state with p<0.002 using the Kendall τb test. 

Nationwide, excess deaths decreased 14-fold over four months through 

December 1, 2020, after which deaths then increased 13-fold when IVM use 

was restricted under a new president.”  

90. A retrospective statistical analysis study of the impact of ivermectin against 

COVID-19 between the 31 onchocerciasis-endemic countries using the 

community-directed treatment with ivermectin (CDTI) and the non-endemic 22 

 
43 Chamie-Quintero J.J. et al: Ivermectin for COVID-19 in Peru: 14-fold reduction in nationwide excess deaths, 
p<0.002 for effect by state, then 13-fold increase after ivermectin use restricted (Mar. 2021). 
https://osf.io/9egh4/ 
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countries in Africa. The morbidity, mortality, recovery rate, and fatality rate 

caused by COVID-19 were calculated from the WHO situation report in Africa44. 

 The authors concluded: 

91. “The morbidity and mortality were statistically significantly less in the 31 

countries using CDTI. The recovery and fatality rates were not statistically 

significant difference. The average life expectancy was statistically significantly 

higher in the non-endemic countries.  The morbidity and mortality in the 

onchocerciasis endemic countries are lesser than those in the non-endemic 

ones. The community-directed onchocerciasis treatment with ivermectin is the 

most reasonable explanation for the decrease in morbidity and fatality rate in 

Africa. In areas where ivermectin is distributed to and used by the entire 

population, it leads to a significant reduction in mortality.” 

 

92. Real world data derived from Ivermectin National Treatment Programmes were 

also described in the Altman open letter of 14 October 2021 to the National 

Covid Clinical Evidence Taskforce (NCCET) in Appendix 1. 

 

93. In this open letter it was stated: 

 
 

 “In addition to the successful national treatment programmes in countries such 

 as Mexico, Argentina and Peru, the NCCET should now be aware of the 

 success in treating COVID-19 individuals with ivermectin in the Indian State of 

 Uttar Pradesh.”  

 

94. “Ivermectin based combination therapy was administered as early and 

preventative treatment in all family contacts as part of the “Uttar Pradesh Covid 

Control Model”.  Using this therapeutic approach, COVID-19 was virtually 

eliminated in a population of 230 million people with a vaccination rate of less 

than 6% (compares to the US fully vaccinated rate at the same time of 54%).  

This result is in direct contrast to the comparable State of Kerala, a small state 

 
44 Tanioka, H et al: Why COVID-19 is not so spread in Africa: How does Ivermectin affect it? 
Preprint.  Europe PMC.  26 March 2021. 
DOI: 10.1101/2021.03.26.21254377  https://europepmc.org/article/PPR/PPR303143  
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located in Southern India that is over-dependent on vaccines and restricted 

ivermectin use to more severe cases and late treatment if used at all.”  

 

95. The inescapable conclusion provided by the national ivermectin prophylactic 

campaigns is that ivermectin use correlates closely and consistently across 

many countries with a beneficial impact on COVID-19.  This important 

observation has been largely ignored to date in favour of highly restrictive 

ivermectin prescription policies in Australia and elsewhere which do not appear 

to be justifiable based on the known safety of this well-established therapeutic 

agent. A strictly controlled ambitious city-wide program in the Southern Brazilian 

city of Itajai involving 223,128 subjects, the relationship between progressive 

dose and regularity of dosing of reported reductions in COVID-19 infection, 

hospitalization and mortality rates previously observed by these same 

researchers, was explored45.  The study is of importance from both a safety and 

efficacy point of view in that the current recommended single dose of ivermectin 

of 0.2mg/kg/day was used but on two consecutive days every 15 days which 

represents a total drug exposure well beyond that commonly employed and a 

dose-response efficacy relationship was observed.   

 

 The researchers concluded: 

96. “The non-use of ivermectin was associated with a 10-times increase in mortality 

risk and a 7-times increased risk of dying from COVID-19, compared to strictly 

regular use of ivermectin in a dose of 0.2mg/kg for two consecutive days every 

15 days, in a prospectively, strictly controlled population. A progressive, dose- 

and regularity-response pattern for protection from COVID-19 related outcomes 

was observed and consistent across levels of ivermectin use and all outcomes, 

except for reduction in infection rate, that was significant and consistent, but 

irrespective of level of ivermectin use.” 

 

 

 
45 Kerr, L. et al: Regular Use of Ivermectin as Prophylaxis for COVID-19 led up to a 92% Reduction in COVID-
19 Mortality Rate in a Dose-Response Manner: Results of a Prospective Observational Study of a Strictly 
Controlled Population of 88,012 Subjects.  DOI: 10.7759/cureus.28624.   
https://www.cureus.com/articles/82162-ivermectin-prophylaxis-used-for-covid-19-a-citywide-prospective-
observational-study-of-223128-subjects-using-propensity-score-matching   
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CONTROVERSIAL EVIDENCE/REVIEWS NOT SUPPORTING THE CLINICAL 
EFFICACY OF IVERMECTIN FOR COVID-19 
 

97. Any review of matters relating to the amendment to the current Poisons 

Scheduling of ivermectin would not be complete without reference to meta-

analyses and papers which are not supportive in relation to the use of ivermectin 

in COVID-19 which have received considerable attention and warrant comment.   

It is important to note that this information focused on clinical efficacy and in no 

case was there material evidence suggestive of any safety concern. 

 

The TOGETHER TRIAL 

 

98. The efficacy of ivermectin in preventing hospitalization or extended observation 

in an emergency setting among outpatients with acutely symptomatic COVID-

19 was studied in 679 ivermectin treated patients and 679 placebo treated 

patients at a dose level of 400ug per kg for 3 days46.  The authors concluded 

that ivermectin did not result in a lower incidence of a composite outcome 

defined as medical admissions to a hospital due to progression of Covid-19 or, 

alternatively, prolonged emergency department observation.  This “composite" 

outcome measure was rejected as “inadequate” by both the FDA and NIH in the 

USA.  However, when the study was analysed “per protocol” (that is counting 

those who completed the trial according to the protocol), protection against 

admission to hospital was a statistically significant 60%.  This result 

demonstrating clinical efficacy was not reported in the published paper.  The 

critically important outcome of mortality is reported only for an Intention-To-Treat 

(ITT) group, for which meaningful comparison is invalidated by a wholly 

anomalous "apparent dropout rate" of 58% in the placebo arm, when per 

protocol compliance is considered. Anomalies of this magnitude essentially 

invalidate an ITT analysis and demand primary attention to the per 

protocol groups. Multiple requests for mortality data in the per protocol groups 

have however been denied; though clearly available, the data informing the 

effect on mortality remains unreported.  

 

 
46 Reis, G. et al: Effect of Early Treatment with ivermectin among Patients with Covid-19. N Engl J Med 386;18 
nejm.org may 5, 2022 https://www.nejm.org/doi/pdf/10.1056/NEJMoa2115869?articleTools=true   
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99. The authors of the TOGETHER TRIAL have thus far refused to provide de-

identified patient-level data, though promised in their Data Sharing 

Statement “immediately after publication” (30 March 2022), and have for several 

months mis-directed enquiries to a data repository (ICODA) which denies 

holding the data.  The journal (NEJM) which published the study has not to date 

responded to a letter requesting information from 66 senior international 

physicians and scientists47 and has declined to publish any of the many short 

(< 175 words) Letters to the Editor raising questions about this study. The study 

appears fraught with data irregularities, the lack of transparency and conflicts of 

interests which remain to be clarified.   

 

100. It is of some note that even at this relatively high dose, the incidence of all 

grades of adverse events for ivermectin were lower or about the same 

compared to placebo, raising the possibility of self-medication with over-the-

counter (OTC) ivermectin which is freely available in the study 

locale. Conducted in the midst of the emergence of the clinically 

aggressive “Gamma” or “Brazilian” variant, silent non-compliance with protocol 

by participants would be understandable, and a valid comparison with placebo 

requires concurrent recruitment, for which insufficient data are yet available to 

confirm. 

 

101. Similar concerns regarding data integrity and conflicts of interest in the literature 

with regard to generic drugs with potential therapeutic efficacy in the 

management of COVID-19 also occurred in the Surgisphere saga which 

resulted in an embarrassing retraction by The Lancet48 and parallel papers in 

NEJM.  Unless and until the promised de-identified data set is openly released, 

this study violates too many norms of scientific conduct to be considered 

reliable. 

 

 

 
47 Letter from 66 scientists and physicians to the co-authors of Reis et al.  2022 and to others as identified in 
the correspondence, as emailed on May 10 2022, together with the email thread of follow-up correspondence 
through July 19, 2022, with all but certain publicly available email addresses redacted at 
https://drive.google.com/file/d/1eSez1YNIf26PHAPX6oHpw-UFg-QY1cfd/preview  
48 Mehra, M. et al. Retraction-Hydroxychloroquine or chloroquine with or without a macrolide for treatment of 
COVID-19: A multinational registry analysis.  The Lancet, Vol 395, Issue 10240, P1820, June 13 2020. 
https://www.thelancet.com/journals/lancet/article/PIIS0140-6736(20)31324-6/fulltext  
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102. THE COCHRANE REVIEW OF IVERMECTIN 

 

Another meta-analysis known as the Popp review49 has reached more skeptical 

conclusions which have been subsequently been challenged.  The analysis 

excluded some of the randomised clinical trials that Bryant considered and 

evaluated only 14 studies with 1,678 participants and determined that the 

“completed studies are small and few are considered of high quality”.  The 

authors expressed “uncertainty about the efficacy and safety of ivermectin used 

to treat or prevent COVID-19” but Bryant and others50 contend most of the 

relevant evidence was excluded from analysis and the Popp analysis suffered 

from numerous flaws including unsupported assertions and inconsistencies in 

design which exemplify the literature battleground.    

 

Additional critical comments on the Cochrane Review appears on the extensive 

online ivermectin data website ivmmeta.com51 which also is critical of the Popp 

et al analytical approach including the impact of splitting up studies for analysis 

(fragmentation of data) which reduced the chance of demonstrating statistical 

significance and selecting arbitrary time points for outcome measures.  

 

103. THE ROMAN REVIEW 

 

Another meta-analysis, the Roman review52, restricted the selection of 

randomised clinical trials for analysis even further and considered only 10 trials 

and concluded that ivermectin does not reduce all-cause mortality or viral 

clearance.  But since its publication the Roman review has drawn some harsh 

criticism.  The authors of the Bryant review have highlighted four categories of 

flaws with the Roman analysis: mis-reporting of source data, highly selective 

study inclusion, “cherry picking” of data and conclusions that do not follow from 

 
49 Maria Popp et al., Ivermectin for preventing and treating COVID-19, Cochrane Database of Systematic 
Reviews (July 28, 2021) available at 
https://www.cochranelibrary.com/cdsr/doi/10.1002/14651858.CD015017.pub2/full 
50 Edmund J. Fordham et al, The uses and abuses of systematic reviews: the case of ivermectin in Covid-19, 
OSF Preprints (Oct. 7, 2021) at  https://osf.io/mp4f2/ 
51 Ivmmeta.com (supra) 
52 Yuani M. Roman et al.: ivermectin for the treatment of Coronavirus Disease 2019: A systematic review and 
meta-analysis of randomized controlled trials. Clinical Infectious Diseases (June 28, 2021) at 
https://pubmed.ncbi.nlm.nih.gov/34181716/ 
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the evidence53 and requested a retraction of the Roman et al meta-analysis.  

Another report54 reaffirms the Bryant meta-analysis results and concluded:  

 

104. “We show that there is overwhelming evidence to support a causal link between 

ivermectin, Covid-19 severity and mortality, and: i) for severe Covid-19 there is 

a 90.7% probability the risk ratio favours ivermectin; ii) for mild/moderate Covid-

19 there is an 84.1% probability the risk ratio favours ivermectin. Also, from the 

Bayesian meta-analysis for patients with severe Covid-19, the mean probability 

of death without ivermectin treatment is 22.9%, whilst with the application of 

ivermectin treatment it is 11.7%. The paper also highlights advantages of using 

Bayesian methods over classical statistical methods for meta-analysis.”  

  

THE NCCET RECOMMENDATION ON IVERMECTIN 

 

105. The National Covid Clinical Evidence Taskforce (NCCET) conducted a review 

of the clinical data (Communique Ed. 48 – 5.8.21) regarding the use of 

ivermectin in the management of COVID-19 and concluded: 

 

106. “The available research evidence does not yet provide reasonable certainty to 

recommend for or against the use of ivermectin and therefore the Taskforce 

recommends ivermectin not be used outside of randomised trials. The certainty 

of the current evidence base varies from low to very low depending which on 

outcome is being measured, as a result of serious risk of bias and serious 

imprecision in the 18 included studies.” 

 

107. Two fully documented and comprehensive responses were submitted to the 

NCCET by  dated 21 August 2021 (together with a 

Commentary by  and 14 October 

2021 which were also published in the Quadrant Magazine as Open Letters, 

however, no reply was ever received.  A copy of these letters and commentary 

is attached as Annexure 2 for the record. 

 
53 Letter from Andrew Bryant et al to Robert T. Schooley, Editor in Chief, Clinical infectious Diseases at 
https://bird-group.org/letter-to-editor-of-journal-requesting-retraction-of-roman-et-al-meta-analysis/ 
54 Neil, M et al: Bayesian meta Analysis of Ivermectin confirms Bryant et al study that ivermectin works for 
Covid.  July 13, 2021 published on the BIRD website.  https://bird-group.org/bayesian-meta-analysis-of-
ivermectin-confirms-bryant-et-al-study-that-ivermectin-works-for-covid/ 
 

s22 s22
s22
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The 21 August 2021 response, in part, commented: 

 

108. “The [NCCET] analysis reveals and details (with references) serious flaws in 

the selective NCCET interpretation of the ‘cherry picked’ literature. It ignores the 

broad sweep of clinical evidence from other randomised controlled clinical trials, 

observational trials and national treatment programs and demands (in the 

NCCET’s own words) as a matter of high priority to review this recommendation 

in the national interest.” 

 

109. This comment is even more applicable today as considerable clinical safety and 

efficacy data has been generated since the Altman submissions yet there has 

been no reconsideration of the position on ivermectin. 

 
……………………………………….  
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healtll. safety, and wel fare.' One way in which the Department protects the public is by 
investigatir,g complai11s alleging thol licensw healthcare professionals hav<, committed 
UCA violations . .1. After the Department completes an investigation, it refers tl°'e matter to 
the api,ropriate professional hoard to consider and make a recommendation to the 
Attorney Ge,eral. Neb. Rev. Stal. § 3R•1 B6 l11&n gives the Attorney General the authority 
to file a petition for dlsclpl ine against the healthcare provider if such action is wa,ranted. 

You indicate in your reGuest that "[c]onsumcrs and hoalth care prov iders have 
been and oontinue to be inundated with information and opinions□ regard ing COVID-19 
tr�atment and prewmtion.- You also note that due to lhe "sheer vulume" of conflicting 
information, questions hava be0n raised ·regarding the permissibility of oerbin medica­
tions for the treatment or preventicn of COVI0-19.' This observation is consistent wfth 
questions that our urnc� h�s rec�ived from e;onstitrn=mts; ;m(I diswssions that our office  
has witnesse<I at some o f  the professional boards· meotings. 

After rcc@iving your question and conducting our investigation, we have found 
significant controversy and suspect information aliuut potential COVID-19 trP .atmp,nt,. A 
striking example features one of the wolld"s most prestigious medical joumal,.__the 
Ltmcel, In the middle of the COVID-19 ��ndomic, the Lancet published a paper denoun­
cing hydroxychtoroquine as dangerous.' Yet tho reported statistics were so flawed lhat 
jou rnalists and outside researchers immediate ly began ra is ing concerns:� Then after one 
ot the authors refused to prov ide the analyzed data, the paper was rctroctcd," but not 
before many countries stopped using hydroxychloroquine and trial s were cancelled or 
int.,rrupted. The Lancers own "'1�or in chief admitted that the paper was " 'fabrication ;· 
·•a monumental frauc . •• and ··a shocking example of research misconduct in the rr.iddle of 

Ncb. Rev. s .. ,. § 3S-128<1 i­

Neb. Rev. S:ot. §38 1 .124. 
� MantJeep R. Mehra et al., Hyatrrxyr.hloroouine c;r ch.'oroqulqc w;Jh 0t wtlhoul a m<Jcrotide fat 
t�tment of COI/JD-10; {J m11l!Hlt1tlo1J�! n1gi,;,Vy ;,nalysis. The l.snost (Ma�· 22, 2020), �'AliJabJe 8r 
httos ·llwww lhflanoet..comfactio1howpdf?pii!:$Qt:'9::§738'2820Jt2231180-8 llest vi6iled Oct : t. .  
Wl1). 

MP.l i��" 0311e·f, Ousstions roiscc over flyd/Oxyc.:hlw'oquUJe mudy ,'rlhich cBused 1,w-,0 to h�it tdals 
!OT ClJvl(J. i g _  Tll9 Guallli an 1Msy 27, 2020), ovoNot.lo ot hu .. ,t""""' !IIMwvdiM tMl(gjfnog/2020/may/ 
28/0tJeslions:miSf!d::9yer:t)ydmxvchlofQOUN•stu(ty-wlicl\-cau�-triafs •r9!:99YP:;19 (last v ,s ­
itiJiJ Od. � 4, 2021}. 

$ Sa-a'l Bosc lc:, & Mo li��i::!I Oall'BY, Cc)l•id-19: Umoet r&frtlClS' t)8Del rh8( /l6ICIJd hydrOX'jCh.'otoqul1)9 
t,,;sta, Thi Gv�n:;i3n {., un. 4 ,  2020) , ava,'latk �, httpS:11www.thegyardian.comlwo,kfJ202Qljuntp41oqvid •  1i: 
1aocet:retracts·oacm:➔hat:batled:;hydroxychlomgujpe,,criats (last vlslce<I Oct.14.2021) .  

�n Ceryr �bin, Tt:e PaOOem,'c Ctei111� New Victims: Pte.stigio.ut. M11dic,,,.r JQ�8, New York 
Time� (Jun. 14, 2020}, fNs.'tsble et htrrni:l,\Vl.Wl.n)•1 imes,c<>m•'20200J§,'14Jh�thlvirus-journal.s.hfml ( asc 
visiced Oct.'�. 2021). 



 43 

 

Document 4

Dannctto R. Smith 
Page3 

a global health emergency."' When fraudulent info,mation is pub,ishcd in a loading 
medical journal, it understandably leads to skepticism in some physicians and members 
or U,e 1>ubl ic .  Mindful of lhese mnll!lms "ho"t misunderstandings and mistrust. we have 
drafted a rather lengthy op inion that aims to address the public oonrusion and outl ine the 
rerevant scientific literature that supports our legal conciusions. 

At the outset. we pause to delineal� I.he p;:5rametera of this opinion. ThP. quo�tion 
presented asked about ivermec1in, hydroxychloroquine, and other drugs used ·'off label"'­
that is, for a purpose other than the specific use approved by lhe U.S. Food and Dru9 
Admin'stration ("FDA"'). To enable us to respond in a timely manner. we have confined 
our discussion 10 ivermectin and hydroxychloroqu ine only. But in doing so, we do not 
mean to ,ule out the possibility that other aft-label drugs might show promiso--0ither now 
or in the future-as a prophylaxis or treatment aga inst COVI0-19. Also. because our 
invnsrig,ition h;,s revealec:t that physicians who cun -ently use hydroxychloroquine for 
COVID-19 do so as either a prophylaxis or an early trea1ment for outpatients (as opposed 
to a late treatment in hnspitalized patients), we will conf ine our consideration of 
hydroxychloruquine to thuse tiivo uses. In arlctitinn, w� note tha� ttiere are treatment 
options the FDA has approved. either through an Emorgency Uss AuthOrizalion c-- e.UA") 
or through lhe regular FDA drug-approval process, for GOVID·19 prophylaxis or 
treatment. These include monoclonal anlibodie s .  vHucin��. tmd remdesivir .  We do not 
take any posit ion on lhose options because they are outside lhe soope of the question 
asked. 

In the end, as we explain below, we find that the avai lable data does not justify 
fil ing d·sclpllnary actions against physicians simply because they prescribe ivermectin or 
hydroxychloroqui�e to prevent or treat COVID-19. If, on the other h�nd, healthcare pro­
viders neglect to obtain informed consent. deceive their patients, prescribe exceS$ively 
high dn�ns, �ii ta chc,ck 'or contraindicatjons. or engage lr1 other misconduct, they might 
be subject to disci?line. But based on the evidence that currently exists. the mere fact of 
prescribin9 ivermectin or hydroxychloroquine for COVID-19 will not resull in our office 
fili:iy disciplim,ry 8clions. While our terminology thrnughout this opinio n focuses on phys i­
cians prescr ibing these medicines, what we conclude nec0ssarily applies to other licen­
sed heal thcare professionals who prescribe. participate in, or otherwise assist with a treat ­
ment plan utilizing these medications. 

ANALYSIS 

1. The Nebraska Uniform Cre-denllaling Act and Other Relevant law 

The UCA was enacted by the legislature to license and regulate persons and 
businesses that provide hoalthcarc an<I heallh-.-elated services.• The UCA was adopted 

3osolc� & OQ,,&y, s�·P,1'. 

Seh. �• S:.1-§§38·102 & 38-'04. 
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to protect publ ic heal th, safety. and welfare, and tc prov.de for the efficient, adequate, 
and saf,e practice of ctedentialed ::>ersons and businesses.� ''It is the intenL of the 
Legislature," the UCA eKplains. "that quality health care services and human services be 
provided to th0 public' and "that professionals be regulated by the state only when a is 
demonstrated that :::;:Je;h rAgulatinn is in tha best interest of the public:"1i: 

The UCA grants the Dircctor ot Public H&a lth of tile Department's Division of Public 
Heal th the Huthority to deny a credentia l, refuse a credP-ntial renewal, or disciplin& a 
credentia l  holder. allhouyh lhe Chier Medic•I Officer (ff one is appointed) shall perfnrm 
the Dire1;tor"s duties for decis ions in contested administrative cas�s.11 The Department 
must provide "Iha Attorney General with a oopy of all oom�lainls it receives and advise 
the Attorney General of invosligations it makes" regarding possib le violations or Lhe 
UCA.12 Following review and recommendation from Iha appropriate professional heallh 
board, the Attomey General must then dctccminc whether the credential holder has 
violated any statutes or regulations and deck:le whether to proceed with administrative 
action.'� 

11 lh<o> Attorney General determines that a violation has occurred, he 'shall " file a 
pel�ion for discip,inary action with the Department." The Attorney General cannot preva I 
in discip Ii nary proceedings ag.iiin�t ai finAnF.Ad hA�tthcare professional unless he proves 
the claim by clear and convincing evidenCG:.1!'1 

The grounds fur discipl inary action are set forth in Neb. Rev. Stal. § 38•178 and 
include, among other things ,  a<;liny wilh "gros� incomp�tenc� or gross !legligence;' 
practicing in "a pattern of incompetent or negligent cond�ct," or engaging in '·unprofess• 
ional conduct·• as scl forth in Neb. Rav. Slat. § 39-170.,. Gross incompetence is ,i. very 
high standard; it occurs only when there i s  "suet- an extreme defic iency on the pall or a 
phys icia n in lhe basic knowledge and skili necessary for diagnosis and treatn1ent ttiat one 
may reasonably question his or her abi l ity to practioc med icine at tho threshold level of 

" 

,. 

" 

" 

" 

Nw. Rev. St.II.§ 3s-·o3. 

NcO. �•• S:al. § 311-1 , 107(1 ) .  

Neb. Rev. S:at. §§ 3� 1,107 & �11-1108. 

t.b. Rev. S:at. § 3&-1SC. 

16 Poof v .  St;,te, 266 Ncb. 183, 190 663 N .  W.2tJ 10g, 1-:� (2003); 0..Jl•js v .  Vwighl 2·13 NP.!>. 931, 
83G-37, 533 N.W.2d A14 ,  618 (1883). 
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professional competence."" Neb. Rev. Stat. § 3,g.,79 generally defines unprofessional 
conduct as a "depanure from or fai lure to conform to the standards of aa:eptable and 
prP.vailing prac:tic. o or a profession or the ethics of the profession, regardless of whether 
a per.,on, ocnsumor. or entity is injured, or conduct tttat is likely to deceive or defraud the 
publ ic or is detrimel'lal to the public interest."'" Along thcso same lines, the regulatjon 
governing physiCiH11� !:ilHl�s. that unprufessional conduct include�: 

(e]onduct or practice outside the normal standard of care in the State of 
N obraska which is or might be harmful or dangerous to the health of the 
patient or the public ,  not :o include a single act or ordinary negligence.•• 

Healthca re providers do not violate 0--e standard of care when they "se lect between 
two reasonable appro,,chcs to . . .  medicine.'"' Regulations also indicate that phys icians 
may uti lize reasonable "investigative or unproven therapies'' that reflect a reasonable 
approacl'I to medicine so long as physicians. obtain .. written informed patient oonsant. ·101 
''lnfom'le<i consent concerns a doctors duty to inform hi& or her patie r t ," and rt inc1udcs 
telling patients about "the nature or the peninent ailment or condition, the risks of the 
proposed treatment or pmc.A<1ur o ,  ;m<I the risks of any alternative methods of treatment. 
including the risks of fa ling to undergo �ny 1re�lm�nt �t all

.'" R11g�lalion� require 
physicians "to keep and maintain' records that disclose the •:advice and cautionary 
warnings provided lu lhe µaLie111. '2' 

Prescribing medicines for of.-label use-that is, for some purpose other than the 
use ap�rovcd by the FDA-often rans within the standard of care. Indeed, "[o]tf-label use 
is legal, common, and necessai y,'21 and "[c]ourts have ,-epealedly recogni.:ed the 
propriety of off-label usc Y'' T>lis includes the U.S. Court of Appeals for the Eighth Circuit, 
which h •• acknowledged that '(d)octors may prescribe an FDA-approved d1·ug for 

" 

" 

,. 

,, 

" 

!.-'ngvill'dt v. Hortnn, 254 Ne:>. 878, 896, 5&1 N. '/(2d 60, 10-71 (19'38). 

Neb R1..- v .  S�t. § 38-179. 

172 Nob. A<!Min, Code� 88-009(0). 

�•itUu . .,. D6J; .triHe.al!h & Hc:m. S9."r.l., �9Net.. f>95, 721-22, 902 N.W,2d 339, 356·57 (2021). 

172 Nel>. t\dmin. Code § D0-009(lJ). 

Cunert v. Bossr, n1 Ne�. 332, 337, 711 N. W.2d �62 568 (2006}Ccllat ions omiMd
j
. 

112 Nob.Adm,n. CDde§ 88-009(8). 

,.,, J:,mes M, Beck & El lz;:,bcth D .  l'ziln, FDA. Ofl-l�bcl Us:,, /Jue! Jr:lormcd Co:,scnt: Dobunking Myths 
;md Miscom:,eplions. 53 Food & Drug L.J. 71, 7G (199&) (c'l!pit1l i73;,ion omitted). 

, •o·. (ool ocllng cases). 
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ponappruved uses."28· And the· U.S. Supreme Court, in an analogous oontel<l, ha� 
am-rroed lhat �•orr -l�tJ�I' usage of medical tJevic�s" is Hn 'accepted and nee:e.s.sar:/ '  
pr.,�k;e·," E;ven U,e FDA ,-ecognizes 111at nlt -l$!Jel use is l�itimate: ft has said for rnl!n,y 
cccadcs that \m�c. ft spprpves JI. arug, ''fi Physician may ,prescripa ii· tor u\\�S' or in 
trealment regimen� or ·p�ient portr,,lat i ons that ar,; not inclU<t8d, in apw1wed lal)eling•,' 2� 

E�pandiml �n that polnt;l�e F,DA has explained lhat ' 'hea11hcar<> p[Qvlders gcnoraflg m�­
pres<:ribe [al drug for an' unapproved use when they judge that It is rne.dlcally: aqproiir iat" 
fo' thei r patient. .,. Nothing· tn the'fedetal Food, 0'rug, and Cosmetic Act ("FOCA") "l imit[sl 
tna "'"'" ner in which R pMysieian may use an approved <l,ug .'"30 

B,1soo ·on ll'>a.se p�ri<iiples. we c,onciud& that gov�rning lal'I .allows physiciansfo 
use FDA-approved m/;dlcines that .aro •unprovon fo, a particular o f f -label usa so loI1g, as 
(1}. ,�sc.mable l'(leCHCal e1Jidence Supports u,at use and, (2) :t patient'� written info1rmRd 
eonsl!r,I i1! 6)ltili�ed. In the cont� ohhis ever-ch.anging global P.andemic , we noti! that 
it is,appr.opriate to consider mJ«(ic,il evidetrce dutside of Nebraska and 1o give physo:lans 
who ot>laill inf<l�ned'CJ>n'�m an a(lded measure of aefer.en�e· on their assessment Mr the 
avail.abJa•me_d;c:al evi den<;e. 

ihe disease known as CGVICM 9 and th,:, virus that cauS/i,S il-SARS-Co\1-2-
'IOQ� !he- wortd by stumi in late 2019 and·,early '21J20. 1tm1e thera is sti ll s o  much th,rt ihe 
medical commuolly·does not knowalloutSARS-CoV'2 and C:OVID-19, a Is widely r,rcog­
nizecl lhal COVID-19 i s  a multitacele.d disease, "(A]dults w�h SAflS-CoV-2 infectio·i can 
h"•.grouf:'l'(J' into at le,ast.three dilferem t:ategortes depending on tile progression of ,their 
_disease:>! The fi�t group Ii?$ an �yrnptomatic- o, praayo1ptomati.: infect ion, ma,ening 
th.al those indi,idua1s have ",tesli.,.JJ po�ve for SARS-CoV-Z' bllt "l>ali<l np sym11toms 

?t F/t'(o'ns-Poµlii11c RP/'Br-l?h's;m�., Im; . .- .  A,(�on t,J�ru1N'Do�; ll1.Cw�3 F.3d 51�, 5·l4 · "1:3 (i1)� Cir, 
'{/Q8), 

'� lLS. F. nbi::l,&' On ,g Ar:lm1rfls(P.R1in'n, IJ'�f! f�ll nlli'llno l�m:fprirO'li:&J URA l)f:l.[lpri)\M(l , l)rf 1n·R �Off Ii �bell' 
ff.:C:&. 5, 20;1 D}, ITIO,.t.lM"""' fcb � �-t.tc•16�--. . fcc:a�tr!g,11r,-Dil•r- tma:n·-1ar,i--
(1ffPq'IJh,1nab!ln6'::at1'1JHPW":(fl9dM T $ CC C et\ il .ast,\'l;Slted Oc::1'4, 16'21). 

'.fi'. FDA On.19 SJ\let in, !.IJ;:,til, i:il ·!; .. Be("'.;:JUSt>t i h� q\lP.Jii ion,r_m;fltl lo u�a�IC.t> �bwl prescribing rltJ!)� fpr 
dff: l�bel use .  -all'( vie><( on the lt"11Jl •ty or e{fu1 ·I� tu n·ari(.ot d, u� fut otP.lalJcl Ui!Ui� .uul�i1.a.1 u,c�w� •:Jf 111� 
Ojlin!o.n. 
:,, N.a".lio·ial l1tS!j'tul(:'� o( I lt:'o:,lth, Clir'l.W� .$1,.lcc:rum of SARS-Co\/-2 \,;if-ec;Hon, ,  COVIO-.:f91reattnJ,'11i: 
Cuidl'!: il"l8EI .(A?,r, 21, i021_),1 6vsil8t;)e �, tl'OI: -,wlb..ri-lS@Ch-,.-,,,itONtor-t( CPI��• speetnrnil (l�t;l \oll>ilcd Col. 14 .  202 .. ); 
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that are consistent wtth CQI/ID-'1m'32 i'J socpnd ill1lMP exparier.cas a mild ,  illnes!1 \hat 
ma1,1/est.s,ltse ll throug_h 0.any,of the various s,gnsanij ,symptoms pi COV.10-1 ,9 {e,g., l�Yer, 
cough .. sore ,fhroat. malaise. headilch<UrlllStle·J;iain, nausea, vomitin9, diarrhsa, lpss nf 
tasto .>110 small)' QUI ·<Joas not i�cl4de 'sh'on11ess of btealh, ,�xspnea. or abnormal •;hcst 
111.aging :""' And a 'lhiro group suffera from a more severe··illness,marked l',y, ",ev.idev,ce of 
low,;, re,sµ.irata,y dis,,ase" anrl rl ofi'r .uanl ·•nxyg�n <,a\ur;,tion• lev@ls,3 '' Whe11 peop,e_i n ,  lhls 
tniri'.I c� 1eg0ry reach a critic.al ievcl , ltl<>y otter1 "have respirato,y fai lUl'<l. s/lptjc s;hook. 
8il1d,'or·1T.ul(iple organ dysfunction. • •J:: 

A rece1111y puogshe_d ��µer on COVID-19 recugnizea that "fa, reason� tlla!'.a,n yot 
to be ctf,!nfie!l, eany treatment has 1101 been erripha$ized' i-i Westerp co,umnes like the 
United St ates.'• · □qspftc this, fl\alJY nea tthtare 1Qrovide113 in Jhe Urtlled Slates ad"'>c.ate 
!or eariy·treatment, P'l>rticu1ar1y1oi higl\-rtsi< patients. In 'fllct .. st0re:s ol ll'>',aling and tica ­
dernlc physietans have �ubfishecl! papeos in wsll•1<1$pectea journals liKe thl! Ame•rR:a11 
;JOlt rnal or Medicine explaining that the "mult�acctod pathophysiplogy QI l i fa-threal13ning 
GOVID-Hl illness , warrants e"rlY interventions"" and Mcoura9111g ''ou1pat1en1 · tmat ­
m,,nt nf the·i ltness with t�e aim of f)reventlng hos.pltallzatio/\ or <leath •.":\ll Also , a dei:l@ra­
hon ot tl>• lnt11mati9ni,t All iance of Physicians a lld Medical Scientists -which i• a,ppaf· 
ently si!jned by•over · 10;000 phyGJcians aM &cienlisls .  11ore·than 60uf\ivhom are publl�ly 
idt1nlineu on line-upports a doctor's choir.e In pmvide -eart ,y COVIIJ-19 care ralhero than 
'1ldVISit1g Ul�:ir p�tients to simplj. �o hotne: ... and roh.Jm when the .ir dise,as·1:two1"&&11s, "19 

,:r., MMtn,,u 1.11111011 P,:{ ,al ;i. E�NY �ftlDIQO(!M tnetapy w,m r?)l'f.qp;:yµiroroqowa· ai1,d Sl!.V1f'Om(GJ',"f 
rS(/IJ(,"QS 111t¥1miry ih , '10 ,4�� COl/lf>.,.,1.9 bUlpsUP.{Jf.r;._, ?1 •Re\ ' iE!\\1$ in Car,$0'/Bsc,Jf� I 'Med i�int 1063. ·lap� 
(Sept 2U�1f1 -.\ ld,ltc:, ,UM qr 11 iRISUP::&Il£'Uti)¼f� J,;j()§J 1nun1 (la1>t v;_sitacl 
crc1: r• .  202·). 
'1 Peter A. McCulklu1;·1 a: · ctl., ./lf1.1JJ1Y3r.111e..7 f:iighlt' -,m:g�h.rl �'Rquer:f�<tr ti11 :Jfirll'tJ;r ·trl//UmP,(1t of f;iJ.r/y 
.,,,001,1or1< bigMisK �RS-foV-2 fnfe.eoon (COVID-rY). 21· Reviews in t�•aio•1atcu1�r Msdtlna �,r .  51S 
(Ucc. 2020), uvui.,,;/a a/tfl�'"!!'lff r • t 'l::lm(I/Zl$3:i!ll'l{BQl2fl®itt.tr":lll (last 1tsned 
Oct. 14, 2C·21 ) (inc!udli"!s�5·7 c:o,authors):<hoioi,11csflcr, "'Mt£u!k.luyt·. M!J,'lffac.1:#siJ1 ) ,  

... ;11 P�ter· A. McCu,110,ui:ih er aJ ... /¾tfhrJ»ti1c·sio/ogi:af Ba.sis and Retiom.1,le (ar Eally'tJul1)uii<:11l l1i.:.:• ta,�ttl 
<I SARS cov:.2 (COVIJ.1-'19} lrrk�IIOn, .  1 ::1:-t-·e',m91\car,.d,�lVn,al ot,r.,ta:ikir>P. 10, 1t1tJ�n. 20�11. evt1ht 1t,f{f -a( 
JJ.Qll�Q!Wtt';!Rt ,., '.fl,CklM,bU:n 1'Jll1EKi' (latol �i!.i

l�-d 'Oct '14, 20:11•) (in'i::;l!,ldJ'1g, '23 to..:iutt1or�) (haroi•nal:et, • MaCullougt'I! P.attro ,0/'lys,,'ofc;,gicar), 

�a ,Pt-.y��,e ·r:re,ot.l•�;ion, Gtoi:)a.1 C0\110' Sll:"\mlt. lntcrn.xlio 11ul A li;;.noc I.if Pli;{s-cisns .and t.1&1i"jcs! SC:ie.-161; :� (Sept. -202 .. J. tt1-, �-� I� Mit11iis,ite.C: O.et ,4; 202"1) ,  
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Th;ese 'Qroups of' phplclans hav,, establishec protocols f,;t� early treatn1ont, :and 
iverrraeJ;till arid hydl'Q)fychloroqul,ie are staples ,of lhose tteetm\'nts. '° As discuss•ed in 
g,.,atar il9\a il b&low, While the .s.cienti!lo literature , s �onlinuing 10 Qrow, sorl}e dat.\ 
suggesf th.at iverme.ctin- or hydro>cychloroquine-t>ased �rly ti'ealme!ns. ol·COVID-19 can 
IJe effective.in thwarting hnspttal izatiof\ :met dA�th:'1 

'3. lvem,ectin 

A Hi story o f  lvennectin 

Resea,x;ners d.iscaverad iVern,.,c!i n in :he 1970,;, •11� while it,, first use was to, treat 
para'Sites in ar.imals, jvermectin has been used '" hurTlans sin'qe the 198l)s.42 tn the· eatly 
years, ivcnnqctin cffpctively ,stymied thli! .scourge, of�o devas.1ating, panisittc diseaties­
on�hacerciasis (a lso known as 1ver bl ir.dnessj 'and. lYlJ1phatic filari,asisa,-'•a ,nDr,g, po,,e,ty0 

s1t,cken populatl:Jns throujlt1out the trqpics:"·' These ara two tlf 'tha most "di$lig µri�g 
tl iSeaSeS'1 that "have· plagued the ·,,-.orld"s poor . , fdr centurios·'. ' '"" Later, thc·uso of ivor .a 

me,;tin was expanded il'i include "lhe treatment of .scabies and' lice. "45 

4' E:� .. MCCul 'oug!1, MtJllit-dCfiUl'1; �upra, at. 61 g Tsb e ·1 (listing eariy �realment kit� lhsl inr.l•Jde, bolh 
•yer'mfl,r.tin an:i fwdni�hlorrf1111 iM); Mc('.t,.11!()1,1.9;.., P::;/Jiophfs(Oi_Qgic�i. •S'!Pl71, -at *1$ t\i (d!SC•JSSli)g 
riyar0Xycn1ol'Qq u:i:i!} ) .  

'" E.o,, Flavio, /\. Q!degM,nJ el nL., �rt;,· COViC-19 /}JCr.jpy 1P,'l)) piitltrot.'lJI.C.fJ) iJllJ.S. ,1il;UO'x'a.flfelU. 
i'lrflrmctclir, t.vc l!yd�axycnioroq:J(ne 111 o(!fnitti1m1 't.Mifng_l'!- slgnific,nrJy im,Of(Jve<J, 'QOVIO-i9 oub;_�s 
�perect b �own 01.•ioomes fh l;t>rre�tc.•tl '::u :k.•11l:; .  _NCV-! Mi_u-i.11..Jul:! .i·1IJ Ni,w !11fat:l iono l{-Swpl. i20�1 ), 
avsilab('! .. <1. t, Itt&!-/�L�l1'Alil ��gst,� (last vl�1ted' Oi::t•. 14, 
202·1} ( ·1n<ir'l.Q thaL •� ,U$e 01 nila.to�rrnt..-Ctin[J and t\"fdn:n,'{chlonl�Ui"l,.e d�mOnstrated une�­
pedad imprcuemen:s in COVUJ1.n1 .:.11 i�0:n-1!ffl When G?1.,par� tq uri�reated1 p\1�.en1&· '). . 
� A�d): Cn.1np, l11t,Vmt.:ctin: cr.lgmatlc mu/Jifscstfild twcndsr ' dr(J,J confiSJUH :o su,priae "'"' "'��� 
expe!'llsfinna, 70 lfhe, J<ilff'lal of A�ti l:liotic:s 4g:5, �06" (201 7), il.vciifabk: _.,,, hl•J)S:l.'W•1t1\'I.J'@lum&.YJU�.i,idug 
jffl20171 1·. p'df (','AsJ visit•� Oct I <I ,. 202 · f 1tiereir:sfler, ·�n.in;·r,, lvam,�-::tin'.), 
t:1 I� 
'1 A:rdV '...ru!Ylp & Ss.tosh· Omi.rn, IW::tm<;:r:t.:11, i\'OllQe'f (}furl' ·to.111 J�.�r,: /he h!lmorr- if.SC' 
pctS/jc_ct,W. -61 1-/f�Q(Jfng-fi OI l"tw Japa,1 r  ;6.codem)1, Sa11ii& 3. Phy.sif:a a,tl :liolbgics., sciences ·1� '1i 
(� l 1 )', a·✓�its:thlP. ·�r dtJJ:$,�"'"1itS1 S:,prt;:Jf,/fa,5 .q r?1'!::7!'"'.4 ff40lptlf'IP!fHJJ::pi,,pdl {la�I 
vi$i t£d'.OC:t 14i -®21). 
• 1� J\rdrei.vSrp_ntt:! al., lvem,os11Qmt J?f011'9'ttf,'Of'l ar.rl Tf9tJJm�flfOI COV!0-,19 tr£fe1..tfon: A'.Sy,stnms,tir, 
Re view. Ms!a-. 1111F1fya('(r, anct Tn'fll-$..�qupnri_at An-,JYS.� to)df orm .<Jti11ic11.J GUfrlel�nes, ,28. Am�nw. J.ou rrial ;i:>f 
TheraoeuUcs' 4J<1 435 /Jul./A,J�. 2021). uv..fi;;/iio al ��Mg/ 
�1/11!)Q:1b:OOUJ\vurtne,!ll!t ta,, ,e1o•�u acC llilitM? CflEJ:Jul (la:>t ��ited •Oct -44, <£021) 
{here�lafter, 11Jt.y:;:,_m, fvey-1,1,t.v.;riJ1'} 
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Givan ils track UlCQrtL a6 a m'edi<:tne for humans. jvermectin has .on_g sin•yo J;tten 
''approv,;d as ari antiparasiti�" !)y 1.11a Wof[d HE1a.1U1 Ortj�i'liiallun (WHO) and the FDA.•• 
The WHO has also recognized i vermactin as ene· of ;\5 "Esser1tial Meaici tres."·17 Furlher 
recognizing the importance of this !;lrug, in io1s it.. discovorsr. won tlla No�et Pri ze iii 
Me<!ii;i ne for their work in llneo,ell ng It and bring ing it IQ. market.-.lf 

111 !ho di>r.ac1R le�ding up to me: GOVI D-f9 pandemic, studi es !>•gan lo ·�h.OW 
ivermec:ti n'.s sJJrprislng v�rsati lltY, Sy 2017. ivennecti n had "demonstrate(dj anti viral ,i(;li­
vily against several RNA vir�s� by blo<;:King the nucJea1 ·traljicking of 'liral proteins :•� 
On� tecent Sysi.,n,alle review ci ted mnrP. than ;, har,dful of studies to "demonstra11, that 

iverme,cti n has amivirat properties agai nst an increasi ng numt;,;,rof RNA viru�es. i11c11,glr,g 
influenza, Zil{a, HIV, [and! O.,ngµ.r,.: •• And another review sun1ma1ized lh& "an11iviral 
effec1s,of ivermectin'" de1n.dnstrated U'lrouyt\ "·sluiJies over the1 past 50 ye,al"$. 7' 

Before m·e pandilmi q: sch61a/1Y tHeratµre h.ad e.l <!O recognized ivermectin'.s •a�li· 
inna,-nmatory· c3pacity. "�:1. Op·ctors thus. t,avs ,been using· iverriieclin to· treat ·•rosaoea, � 
chronrc 1nflammalory di sease, "  that m:anilasts i1sett as. ;, redde11ij1g of LIie fH�«; i,n,:J the 
FDA has a?proved lvermectl n forhat purpose." tv�rmectin's ability to ·•curb inflar.n,r,a­
tinn," Qn'i'· .t'lilVi�We' wrote, may alsc>. 'be u�M in troaling , iNflllmmalf)ry ai tw.av 
diseases.·�• Summtng it llP,. 'that Same te.Vie·,ver, ec:ognized that �ive.rmeetin is. conti nui ng 

.11$ 1<1. 

4s Tl-,c Nubt.d P•ize, Piess Re eae·fl for'The No�el P'rize,i n Phys1olog'}� Of Me;dieihC 2015 ·(Ocl. ,S, mi Hi! , 
t,!h,s //v,,.,,w 1d/tll�•!!! !"!'?7£0( f�,m;:p • (lsst'vi"�ilad :!It:<. ·14

1 
202.1 ), 

.;; trump, t,,'filmetifin; \1:lt:,cr� at 500J 

,)I; Pierre Ko,ry, o,; al.. Rtui,1w oi tbe E(r19rgfng E•fiaert,Qs t3Bnt,.111s(r,1:lng the, E�KJaq ot IV'Cm1,Mli:1 ;J, 
Ul8 P(9p·tty#i.,tis· -BJ1d Treilm1em pf,(;·9yb).19, 26 AmQfi(:J.n J�.rrlGI o_f T),erapeU!iC:S 289, aoi (-:!021 f ,  
\tv8it4.blc: �'£-UPl-itMW.' ,rt02r ,uo 09'!'.ffl!".,,.,... Pen!rt-1 ff {last visi100 Qct. � 4. 202 u. 

F.,,1:1:;1meh He{ijjry � Rep) G!fcirst>agll'L l\larm11clin: S sysismstic rev;f!W• (Jr.m sntivh/ e�tr� ?(I 
COV/0.-JY t1Qr,µ,'em&.of<Trt tf:i�imr.1:1, 13 The Journal (if .oin11:,tot1CS .5Y.l. 59'.J

_ 
(20i0}, 3Vail9tJis 111 

�l1♦21M1)(WJJ.dl llasl ,vislt•d (Jo:. 'IA, 101)) {'Se�e,a st ;OOICI 
"' uµurltilJ a11t vircil affer,..sof il.•enneciin omRN/\"vlnJ'ses.. • . . F:urn,o,1mor&, b1&re-'ata so: ne i.ludiP.fi �h !lW1ng 
.ao1iviral effecis of iver111c1.:1if1 ay_ai1•stBNA.Yir� :;as ••. "). 

�) - �"· H. Kl1'o\k �t al., Over25 •Ye.?J:s :,t CJ.'nict.l ExoeflMce' Wiih ·t11�m,.;.clir!: An OVlHvif<w af S'RfP.ty 
'forfm tn�s.tng.J'lvmbertl Jr�r/1C.u OO'rt.�1 '15Jciurr,aJpi0fu�:IE.: i11, DP.rm6t<iloi;y 325. 1325 !M�u.,-2(:IHt;. �V,;,iliJb(<.: 
ol«ae: 'f'S!3r'lt'! c:nroteO::e-'� -:,..q'"'-tJ:.':!lllll��,..f!,a1.itY-�it-ed Oct. 14.102,j), 

,;,1 .Vllm�. Jl:9tmc,cun. �uµru s: 499: soo �o0 .J1.risnnw rnn"V\n,1.-3ar,�cc:o�t· �L .. A)JOI/Jt0J ,:,l,t' ,:n,ti• 
.'nttammaton• ;irofi£1rt!as df iv��<Afn.<t�,_;lt pordntf�J<USC u't :COl'fri-19, 5B Ar,ji'\ivOG De BroriOjrieu..-(;ilofJiti 
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to s,,rprise and e�cite.scientists, 9-ff�ring mare ar1d more pro1111se lei help �11µrtN" (f l<lt>al 
P<©llc health by treating a diverse ran9,e af diseasas:00• 

For more than 11uee decade�, lvermectin has al.so shown itself to bp very .sate'. 
Indeed, the National Institutes of Heal!!, ("NIH') reoo9nize that 'ivermeclfn has b�n 

widely used and is .genBratty welt tol,;,raled.""-' One recent systen;ati.o review sirr,fl any 
states 11\al "ive .rmectin .at the us\Jal doses , , , is .co11s.idered extremely sare (or use In 
humans."57 Other :,tudies have naled ttrat u,� mc,dicine "has ,m establlsl1ed s-aiety Mof ile 
for 11um;,� u•e i'"' a11d ii "providafs) a high margin nt .sat<aty for � growing numt,er of 
indicatiQns,"" l\!ota,bly, a December :lOHl Wl-jO-supparted appl ication to·a<;19 i<9m·1ecUn 
as ar essential madi�ire for scabies i'evi.ewed th� data ,-na cpn_cluded th.at the ,ad,,er.so 
even1s associated w ith i�rrrtsctin are ",:irim:arilt mihCJr an<J 1nmsie11t. •-ic 

The. available aata support thi1; cQnclusion, The WHO'� VigiAtces;i database, 
Which ool'npi les adveroe drug roaction� from thrpughout the wo�d, ,bre�ks ttow11 the 
repot1ed side effec1s,fur d'rugs into different catego'rir,s."' Th9 larg&at ra'ported cateOOJies 
tor ive.nnecti t1 in'cltlde· skin issoes,. headaches, dizz lsess, and 9astrolrite:stim11 
disturbanc&s.such ,is <liarlftea and' l'lausea,•2 The NIH 'COnlirms !hat J vcrmoctin"s ,pri mary 
adVerse:side,effecIB "inotutl@dizziness, prlllitis litcliys�inl, nau5ea. or diarrhea,:•• And 

M- Nationa: · hlttilutes pf H_co!IU I, COVI 0-19 T-ualnu;r1l Gui!Jalines: !vermf;?ctin, ��v,c;t_Q 
u,..,,me-,11,:i .. (116.. 1111\...,,.111 ------.flp1 il!:----nf "� (laSlivi$il00.0i.:L 14, ?011J •'.IU:)IJJl !cil tel, 
'N!Hi CCWI 0.·19.anO lvt::"rmctJ n '  ) .  

!-!J Lc:::t'l ec.1y.•u: al .. Tho FOA�pproWKI dtJJg r'..termt1d1J1 inhitii$ tile. replfc.a/tor. of $M8:CoV-2,h),v(tro, 
Antiviral', Res.e31l:h ·1'7& at 3: ('Jll)lC 2020), bv<.A,Yi:J.:J<; al h : tds.: ,'1M.w1.ac1encad -'scl.co'riac� 
Jl'll:ll!!IUA/tiCni!i33-m;nX0'20<'lt (la,s:t'iiisi tedO<it 14, 10"21) . 
�11 K,i{Cil<, IY<:oncctln .  s:upr.�, a t .J'ts. 
E* \l'iHO E-,: �erl 'Commitliw.mi l�.t $elei.":tior, a,nC' U?� <if E'$$·cml;I M!ldiC,i,19'1.: Ap�li:,:�:ion for "(r1clLls.iM 
9f 'let'mooin· on 1�c .INHU f/lU�•I li�t ol ••••ot iDI Mndicioe• (EPA�I and ModeJ J,.i_at 61 Es�tn!

i�I Ml!diti?io!S 
fot Cliilcm�n (F\<1 �} fQ: tile 111drcat101 of Scat,,ijs al 1g (Dec. 20101. avaN&bh� ar­
d.lJJ:tlJ�4;1--111l12' J i,, ,�,,...�� 1'"� (l�i1 1/it• •  i!ejl 'O,cr, 14, 2021), 
,s, VigiA::cf!!,$, Jpusals fi,ioritorinQ C�ntre, Wl--0 Colltil'()rat111{1 ComNi for lf'l$1n:1.1M,,u Grug1 
Mo1l ,lofij�1 

'11t-lfM.Y. tfr«sm1 Q ( loshisilad bet. 14, ..2Ji21) 

i:; N-0 I -CQVI 0-19 a-,,d lverrr,scii"1, S)Jp,e 
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a recenl review of ivermectin simi lal1y describes Iha common side effects as "�ching, 
rash, swollen lymph nodes, joint pain[], fQver, and headache. "li4 

The data show not only that the adverse side effects arc minor, but also that the 
percentage of people who report experiencing any adverse events is vanishingly smatl. 
The late-st statistics avai lable thl'Ough VlglAccess report only 5,674 adverse dn,g reac ­
tions tro m ivermectin between t 992 and October 13, 2021.•• This number is incredibly 
low considering that "more than 3. 7 bi llion doses" of ivenne-ctin have been administered 
to hu�ns worldwide since the 198□s . .:r. 

To illustrate tt-e safety of ivennectin, compare its VigiAccess report to that of 
remdesivir ,  an FDA-approved treatment for COVID-19.87 Remdesivi r was not released 
tor widespread use until 2020. Yet in Ille short period or l ime lhttl ii has l>een 011 lhe 
market, people have repoited at least 7,491 adverse drug reactions on VigiAccess. more 
than ivcrmcctin has registered over the last 30 years."' What's more, selious adverse 
reactions f rom remdesivir are repo rted in high numbers. For example, in less than two 
yests, those who have used remdesivir have reported over 560 deaths, 550 serious 
cardiac disorders (such as bradycardia •nd cardiac arrest), and 475 acute kidney 
injuri es."" Since that safety profile is suflicient to retai n FDA aporuval . ivermecti n'5 safety 
r omrct cannot reasonably be questio"ed. 

B. lvermectin and COVID-18 

A,, discussed above, ivermectin had shown t ts antiviral and anti -inflammato,y 
µroµerties Ion� before the p.ardemic began. So wn�n COVID-19 t>,,gan lo sprn"d ac.mss 
the globe. some in the n-edical oommunity quickly identi fied ivenmectin as  a potential drug 
for the prevention and treatment of COVID -19. Initially, a group of researchers found that 
iverme-ctin significantly inhibited repl ication of SARS-CoV-2 in rell �uliures." Dismissing 

,, t<Df)., su.o,a, et 314. 

'5 VIGil\cccSs. Upp$..Va Monitoring Ccnlrc, WHO CollatJor..iti119 Cent·e foi lnlernal ionel �ug 
\.1oniton ng, ht1p·//WWW yigiem,-§ ocgl d:;is: visited Oct. 1L, 2021 ) ,  
,� MtJriu1 c1s,. Yagi&a.wa et al.. Gbtal trend s «, c/«Jicel stucHas o# iveJ"ff,&etin HJ CDVtD-19, 74 - ha 
JApAnP.SiP. Jourr.3I of Antibiotics 44, 46 �Mar. 2021), available at hltP;/fita::S>Olontswdc· ;o.com/pgf/JJA 74/74-1-openn4-1 44-95.pdf (la�tvisited Oct.14, 2021). 

is: U.S. Fooc ;ina urug Ac1mInIstrat'On, >-VA Approves 1-it'st lrlJtJftnQnt lrx COVIU-19 (Oct. 22 2020), 
hit DJ· llwww fd3.govlnews.evenWncm•annot•nMl'llMtltfda.JU)Offl\lM.&st:1rn?lmMll:QQVid,.1 Q C bst visitec! 
Ocl. 14, 2021 ). 
� v;,gi/\ccess, Jo0:s.ala Monlto,Irg Centre, WHO Coll a,oraur,g Centro fo, Intcrnat<:inaI orug 
Mou ito ri ny. http·ljwww Yiqi3poe53 prgl (last vi$ited Cc:1. 14, 2021 ). 

, 'd. 

Cay, 3.JptR, Al 1 , 
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lhat find ing, ivennoct in doubters argued that too much of lha drug would be needed to 
achieve �his antiviral activity in ,umans. '1 But peer-revi�w�d mod�I� und�rminer1 lho�o 
concems by showing that the predicted accumula tion of ivermectin in the lungs-the site 
in the body wttere the medicine is most needed- would be over 1 O times higher lhan 
necessary for amiviral activity." In layman's te,ms, these models indicated that an 
cffodive level cf the medicine c;:1n b& reached in lung tissue without creating toxicity in 
the blood. Plus, other pro-ivcrmcctin doctors h'1vc explained that the �mount of the drug 
"required for an effect in cell culture models bearfs) little resem::>lance to human physi• ology" b-ecause cell cultures lack "an acUve immune system worl<ing synergistically with" 
the medicine." 

The doctors who believed that ivermeclin could be effec!JVe against COVID-19 also 
id9ntifi4=1cl it� anti-inf l;:1mmatory proparti�s as an important oountermeasure to the disease. 
One reason why COVID-19 progresses ta its severe phase, many believe, is ··the pro,io­
cation o f  an overwhelming and injurious inflammatory response." 74 Thus, ivermectin's 
cmti-i11rlc1111matory �rrecls sugg�sl lhc:St it can help COVID-19 patients �s t'le disease 
worsens. 

i, tvermectin SIi/dies al?d Mata-ana,Ysas 

S inoe the COVID-19 pandemic began, researchers have conducted over 20 r a n ­
domized controlled trials (RCTs) and more observational tria ls to evaluate ivermect in's 
effectiveness in the prevention and treatment of COVID-19.'0 Many of those trials 
showed promise. On the question of COVI0-19 prevenlicn, the Shouman study out of 
Egypt- a  RCT-evaluated lvermeclln as a potential prophylaxis for close family members 
of COVID -19 patients.'" The test group included 203 family members who took 

r Virgini� D. Schnith et ;:d. , Th� /lppr:rAXJ Dcoo o f  lvcrmccll'n Atone Is oor lhc lde:JI Dose fot rile 
Trestmer,t of COV/D-19, 1 0 8  Cl inical Pharmacol ogy & T'"10rapeuIice 762, 7G2 (Oct. 2020), SVBilBhlR At 
hllPf 'I/UCOt 90UQ911bfatY:wjlty eom/do;{fpdf/JQ, J Q02{cpl1 J i88j (IML visited Oct. 14. 2C21 ) . 
. �, UsmAn A•sh:ld P.t ,tl., PrioriJi;u1h·on Qf Ant,;_SARS-C<lv-2 D'YJ9 Re;n.,,:;os.ing Op,:,orlunities Bttsed on 
Pltismti at>a J;lrg,l SiN Canc,9ntr<1lions DfNio/"Bd li"om r.fiey Er.M:,lished H:Jman Pharmsookinetics, 1 0 8  
r.

I,nir.AI PhAnniv.:-.lnr,y 3nd The, �pP.Utir.� 11'::,. 18� (Oct ?0?0). �V8.it8Clle tit hftf)S'llWQI gnlinglibNl(V 
wlay.comldoitepdUt0 .10021COl. 1909 (l a�t visi te d  Oct. 1.t. 2021) 

" 

" 

K<1ry. SUOf:t, at �1. 

let. 

BryctPI. IWlrJIJ fl(.;litJ , :Euptil, al 435. 
TI- Waheec M. 5n()Jmar el al., Use �,r lverm:!cl(t> as� Po1 eaua1 'Chemoptophyl;1x(s f0tCOViD- 19 io 
E'gyi,f: A Rar.domised Clinici'JI Triat, 15  JoJmal of Cl in•cal and OiBgnoE.tC Re�flarch 27, 27 {Fe�. 2021), 
ava,·table 41 bltDS·:lfww« lcdr Oet/Mk1M'POf/J4S29146795 CEfRal f(Sh) PF1(SY OM) PFA {OM) 
PN{Kt-.0.odf (1ml •,iailed Oct. 1i., 2021 ). 
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i •1cm,c;otin, and, only 15  of lhem (7 .4%) developed CO\ll[J.19:11 .Compare that to lho 101 
fami ly member� in 1)19 colltror. groull, 59 or whom (58 .4%)' tesrd p<>siti•1e dlJrinlJ thn 
Slu/fy. 78 These outcomes. prompt�d Iha "'lSl!aR;h team to .conclude that ivemiectin is �a 
Promising, efteQii'lef,J and safe chcmoprophylactic dru_g in 1t1amm�mantofCOVI0° '[9."ro; 
Also: the Behera study in India tested ivermectin as ti prpphylaxis in a g_roup of c\ 1532 
t,,>a ltMar� workars.'9 ,Of me 2.199 worlle rs who took two doses of ivermaetin p ropn1•Iax1s 
three days apart, only �.5 (2%) tested positive FOf COVID-19 .  • •  Bu_t of the 1 ,147 M,r kcr� 
who. did ·not take i\leiinectin, 133 ( 11 ,6"/o) contracted the dlseese.ot Behera'� tean, ·thus 
&.,11,ou., 1<.-.d that two,doses n f  ivn1mec/in "as,chernoprophylaxis among !healthcare ,,olk• 
ers] reclU<:ed tht! ri9k or COVID•W intccl ian by 8:;1% in cha foll owing ,�ontti."..: 

MQViM beyond ive{TTleciiJfs rol e as a prQphyla•is ,  other studiM have de1'1'1ofl­
strated 1 ls  potenfiafas a COVJ0,19 t""1tiner\t. 'The Mah/Tiud stucly-a REl' that axplo'red 
ivennectin as an 8My tl'll,itr,,em tor.363: i1\dividuat-conclud.e<l that "lPl�llents.w'lh, milit­
to.-rnaderato COVl11>-1P in/octinn traatad. 'Viilh iye,mectin plus doxyoycl ine recovered. 
earl ier, ...,.e,e less l ikely to i;,rogross to mO:ril S!lrftrni di�eaSl!l, and were rnor" l ikely ·to b# 
COVl°"19 negative , , on day 14,"M And Niaaa·s re�earch t<,011\ found \hat ivermecLin 
can he.Ip even t1ospiial i2ed pallerits !" nat group condur;IGd a '"rt1mjomi2ed, ijo:lJbl e­
blind. pta,cebo-o:introlted. muftii::.enter clinical "trial" ,lilh 160 hqspit,;rlzed pafie11ts 
diagnnooc wir, C:OVI0-1.9,88 They cbncl11dt!:d that ivermec:tin ''rechJces the rate, pi 

!A: �i�-arrtooh;:ibo Bct'!era (;l at. Propt.jlla.;ti'C Rois G'f JV1¼,71JR<'".ii!l in Se:��·& A�;:e. R«Sl'inttCO' 
Sy:ftJ1wn�. CQro."1.aYiru� 12 l.nfs.tirNJJ•, .lv.oonr.J HfUJ,/ftrcar:e l¾lrkcrs, Cu,cus, ;;;t 1 (Auy. 2 0 2 ·0· -avaNsble sf 
��•�:•n� "'-i..N...,"-�i.i, ,. ...i 'a'-oJiMteozm>..l!Li!;!OJ....ti;�\r:rf {l 3s·1 ,vii;;ited Om. 
14, 2a;!1 ), 

In 

rCJ. at 1 

"'· .Reaz l,tapmoo 0 1  a1.. 111916'1ot1i!i in 'C<mbi.�•lion 1>iftnm,yn1<Xi.•�fiorftR•tino cov,n. ,� iynmlQ/�£ 
a randc:mi,'N� .tdai, Jour,aJ of ln�mat1onal Mcll<:,al Ro.se.arc1 :4f! (Aµr .. 2 0 2 1), a11.qlistm -wr 
�� ., .. (l asr vi,s-1te<1 Oct. �"'\ -20211 

·ei Mcirl!3Za·Shak,ht. f-liaf!.� et flL, IW:ro1e,sfi:r1 8,HJ(l ,,d}IH)C'l lfetdttl(.' rl1 (1.N tir,-,»toitU<ili citiull CO'v'lik19 
;iatjem�: ,A (fi1>;/6mii:ed m,ufti,r;an_ttlr clinical tr1al, '1-4 A,tan• Pac-J'i,c-Jov·1v &J of Trooical Me.f.!lc!ne 264:i. 265· 
'(20�!'1•): ,9ysNsbJ9 t?t MbS:II.YMN..M!mO'lCP::':lzt•t-c&sJ1QlVJ-.,.�AJ114.U tl'l�71\Au1f ('.a.st 
visilod �t. ., a., 2U?1), 
ff: Jd 
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fnorta lil)I , . anij dUt:ation of hotpit,iliealiQ11 VI tl�ul l COVICMll µatient&, "' 'and "ltJhe 
imp1ovement of other clinical param�te'1! $hP�d thiit 1he ivennectin, wim a wide lr! .•'9in 
of safety, had a high iherape�tlc clfoct on Cdv10: 19, '" 

As lhe· data ac:tumulated; :scholars b,;gan cond,uQting ana publis�ing meta, 
analy�es. of til e available studies . One �uch anal:,,sis.-the Sryant re,Jiew-tocw,od 1,11,24 
total RCTs tnvoJving 3,'1.06 partiGjpants and ro�nd "wlth moderate certainty thm ivcm,ociln 
treatmenl in COVtD-1'9 provides a si9niNcant survival benet1t:•• It also concl uded tl,S! 
"l�siny ivermeclin early in :h" r.l inic.al c.Qurse may reduce nUmbeo:; progressing 10 s,Nere 
disease" ·1111d ti'lat ' l t]he appare·nt safety .and low cost suggest that iV&rmectin is lik•,IY to 
have.� 5ignif i cant imp11c1 on the SARS-0ov;2, pandem ;,; 910.ballY-" "' Following Drvanl's 
py_bl icalion of his team's  rev;'?'�· the EIQazzar slud¥:-one al the RCTs included i'l 1he 
meb!-ar,'atysis-wa1; ql.festionJl(I and I\ ;1ow under review. This prompted Bryapt's learn 
to reanalyzc the data without.the Elga220r study, ,ar.d. !hal r.e,iiew sti l lo'Jnd 'a clear n93ult, 
sho!'>'ing a 49% red\lctlon ih morta/JIY· in f;IY!lr of ivennectin:-,.0 

Another nieta,anal)ISis known as the Pqpp riiview. h,as reached more skeptical 
con<,lysions, Thal analy�is. whrcll excltjdcd some o! the RCTs 1hat BIY<\Jl\ �onsi'll.eretl, 
eY�luated only 14 ·studies \!'ith 1,678 participants and dete1mned that .thlil ·completed 
stµdies '""' �m�il and f�N :are considered high qual ity, "!1 Thu�, ·the aut11ors ex�l1if&sad 
"unoeftdilillyJ about the effieacy and safety :or iv.e<1r1ectin used to. treat or prevent CCIVI D-
11/.'il:1 Recenll�. however, th.e Bryanneam cril iq \1ed the Popp review. high/lghlin9,,a1,11qng 
uu,�r lhby�. that a lthough 'Pqpp ol1'ims l o  prr,\/ld!l a 'co�1pI ete eviden<>e pmnl,�,"

' 
I J 

actuall y 'excludes most of t�e available ov;d<>nc9_"\Xl 

In tutt11er oonlrast, 9' third meta-analysis espressed do\Jb.t' about iVellTT(Jclin. That 
ona�fh,a_ Roma01 review.--resl�de<l the oool of RCTs e'Jen further, coosiriering on,ly ··1 (l 

" la. 

" 

� AJ1.draw B'lyan1 a1 sl . ,  UJ"tisrto lhfJ Ediror: MttmeJ;'f.it1 ror'Prs'tc11rlor. utJd Tr�.110,c.r.l of,t01/io;19 
Jrefe�fkm: ,A S)'.sttm�l.f: •�\•few. ,l.i.�t.,...;,11atyS#, .n,u Vri-.N.SIY.l;t11nJisl -JJJ1;ilft.i.tt lc �r,ifortt1 'Crinicat G:iirJi;llntJ.�, 
2ll Amer"'1r, JOUIMI ·� fh•ropeuli,,,, S73, 513 (SJ!<>l,100, 2021). �y�/ki�'t IJ,l l�•�I'" d 
ilipJI 990MW1HM11•1IN�•�t!.e-�€?:::F::me: '# (l��t visite•d ,Q'r.t. 14. 20��), 

'9· Ul'J)l\11 Pclfl'I" e: ?' . Ncnneftin ;'l;r, pro,vcnr,,tg .::11a. freatittg cov1a-1g. Cootrane D3tsb�ts.e· of 
Sys:!)1na11c R&vi�ws .  ·at 2 (J:11y 2.8, 20211 a1rRil,ctb,�-nt f�-WWWWait'll!!lil,fUD #!JAPWflUK::MIIClio\.f 
�((!fl���Q¥WI..U:�<ias1vrsuoo· oe1. 14 iqn:,. 

--

t::J E'dfY!unJ J. fu,,l.lln1.11· u 1  cL, 7111.; usg�· 4'J?O' abvli.&'!1·oi"" sysl6maUf'l rsVitt1vs: i/li, t;s.$e oi l';e:m!ectU! In 
Cc.vW,-1�. OSF-Pf-erYihl.s, :&t v' (Se::it. 3, 2il2H, aWJilfJb/fJ, r1> � ...., ..- Uc$l '.'isi l�(l O!.!L l4, 20iU. 
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ohhem." Alter doi>1g \hi$, \he .�uthors concl ude<! that iven�·ecm, does '!'fat ted�ce- all­
cause rr1u,1al tty, [IJ,ngth ofhqspi tal stay), ·or vi r;,I clR'1ranr:,, . . . .  in patii,11\s with most�1 mi ld 
COVlD-19,"'' As � result, !Mi rtsearchers. anoounced that ivermoctin ' ·i • oot ;, �•§�/8' 
option tp mi<ij patill.nts with C0\/10-19.""' 

In lhEo Ila,µ; si nce fts p�blic,afion, 1he Ru11)a11 ,.,vi ew. has drawn sume {,arsh 
cnticlsm. In particular, tile suthm• oflhe Bryant tevi�w-have tiighliQhted fa.u, tateQones 
of ftaws with Roman's work; {·1) "mis-rcPQrting pf.source data, " (21"hig�ly seletUve. Gtiody. 
Incl usion,· (3) ·"cherry prck111g' of data wilhin in�l udeo StuOf!!S/ an!1 (-1) "co11c1,rsion» that 
do not follow from the evidence.""' T.o lllostrnte tliese flaws, considertt.at Roman·s p9per 

in11iall_y i n�t1ed the treatment and control arms for the Nfaee study and thus indio:atc<l 
iess· mo,t;tity in the control group wHen in fact the opposite was true.•• Once that er10r 
was fou•d, the numt,a,,; nn longer i,u_opotted 1h-e conclusion that lverme�lln doe,. 'not 
reduce all=use mortal ity.,,., V<>t t�e Roman .teafll did riot adjijst Lita! sl�larnent. and thus 
its '.eonol usions are no longer based on the d;;ita ... ,n,;� 

Furthermt1nt� in a lell!::H tu th� editor of the .. 4.merican :lnrJTnal nf TnR.rapRJfflm;:, two 
,-esearc;hers•re,:;ently explain'ed that Roman'a conclusion ot,no martaHly reduction "(s rot 
Qij�Cd on 1I1� remllt� ofthe lltatlstii;al i!/1.al ysis Of the data . . . •  iJIBtooc(, ii wa5,based, □rt a 
somewhat vaguo an.d possibly bi ased .subjective assessrnenl 11r 11,., qual ity ur U1i. ,lriHl.• 

("I Yuai"li ,  �· Ronra,1 u.H ..1(1 ,. 1vr:,,,,c.t..·U,·1 fCJ1, r,.� 'ffll;,,tt11t11,t of cu�\1.hu; Oi1;S,q�� ?M9: A. '!S!/SffJrr.#f,'� 
,revia,v .. _,Hld mete..anta(y.ei_t& �11,;tQmizetnX;ip(rot_'ed.(Tle1's: .-Qllnital l•'ife.t<ious Dis�cii;�. al 1 (�u1 1C-26. f?021 ;, 
,<!J'-.S•Y�ble .. �, tin;. i:,..,,.v,, • ._, iYrn :"10, c:1e, -�4..-,t,,, .... :en otlf (l�s,t :liiSJted O(�. 14, 
.2021) 

•!!� C0111p;;rs'Y1.1arj M, Roman .et<J:JL, IV91'fllooli'I for tt!e fMs(mf]l!f of. f;OVJD, f.9; A .SV$�P13!(9IJ�.\OW 
f1'ld m"'•- •�ollrsi� o.f 18/JdOmize� C,Wf/YINe.d l!IDIS. l'reprl m- VQ,SiOtl 1, �1 27' Figuru 2 (M�y 28. .�i1J, 
,�vtii.!titUtl t,,t �wl\w.""__......_...g,.::MICf!J) \ 'Ol!;?QDJrti ,l\l•� t f::ffl'1t {last v'1Med ,Q;;t, ' ,�. 
•�21} {l!s:I:,g U� N.aee -slU,dy a,& nay111g (oUt oe::a1 hs in Lna UBtl'ru orm ani:I 11· in tha iVW.m�in s1m')', l'lifh 
Yuan M, Ron'ar. e:, aL fi.'{fr/7J(1cfin tcv tire irea.:ment of COVlb;.�9: A sy_sremaJlc- tc.ViCW,a»a ftlC/ll41t1aJysi& 
Of rao/.fomU.co' 1:(.Jtirr:.#�{J •lri:Jls. P.r.;pc-i11: Verai 1.1r1 '2, at: 27 Figure •2 IM8Yj 26,. ?.f}l1 ); ,11.VftiMO.<, til 
r.11"9..1� •·" • (lc!Jit. Vit!i l':ltl Ot.Jt, H. �'021) 
(wrrcc.lin-;f ths Nlaes s1_uc:lylo lisJ 11 deia1,k' in tti�c;tin (I.I� rm �n(;t fQt,(' i n lhe ivermectirr.arr'il), 

&v•ritlene: to S<:trooley. •upn,,;,ci 

Id., 
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1he1�selves,"·o, Those researchers conducted th!!irown Bayesialt l31\lllylfl s. � m t,lhµ<l ur 
st'1tis(icaJ inference. and fo�nd tJ,at the "probability lor tna hypothosis of a ciwsa.t litlk 
bolv100n COVID-lJi �everity,, iVermeo1i 11. and mortality rs gyc, 99%." '"' As 1J181' 
concluded, ''nlh ou, .. vicw, thi � Bayesiar analysis. base/! on the statistical study data, 
pruvitJ�s �u/fi cient confidenoe lhat·iverrngc(i11 is an �ffective trealmem for COVtD-m and 
this belief s�ppor!,1 the conclusi ons of Bryant over those .of Roman:•:. Those scholani 
have .si nce p�' blished !Mi r 'ull analysis.in a paper avail;ible onli n\>,''" 

Ad.dltio)1al su,pporlive e'('i ilt:111..-e Cur- BryH_nt's- r:nn01usion,f-; i:. � nnh-pee;'r-re.vif�Wetl 
websoo that currently mai1taihs a rvnning fist or 1!4 COVI 0.19•rolated ivem1ectiA 
studi es RGTs �nQ olhori;- WhicN inot uije aO the relevant iv.errnectift sludies,,�cet,t the 
few (such as Elga�ar) whq�c d/ltll have baeo £.\lfi€d ir1tu questiu11. •0• Of those 1/4 
studi es, 31 are. RCTs and 44 h'!ve been P"�r-reviewi1<i. l<Q Th;,t 1,ile posts m.ulti plf.' tM1'r 
analyses,of di fferent groupin;is of the data and concludes that '[m[ata, analysis usi ng· lhe 
,,,ost sa r,ous outcome ,epoied sbQWs" that 1verrnec11;, ·1,:ads to 06% ''imprtwemaI1t fur 
a,u1y troatmanf and a� 66% 'improvemen� fol. , prophylakis.''" These '[r[esull:s are 
very robust, " the site r;,pnr1s. be;;ausa •; n wors1 c.1$e' exclusion a.ensl tivity an'!lysis .53 ol 
6.4 studies must'be i,xcl udeo'to avoirj lindin(; stati stical ly significant ef!lcacy.'1:a 

Ri11,.ll y, a rec-ent mini-revi ew. nfiver111ectiti· anti 'COll!0-19 consdered the StCJdies 
eflatyzing iveltnectirt'S 'Safety speci/icall � in 'lhe,oont9><t .ot COVI 0-19 li'ealments, '"' That 
min i -rj!�Jm--41hir,ll was, �uthored by Yale t=irofessor Ale$s�ncl•Ti D, Sanlin-<it>SE•,:Yed 

i1,:;, ·�,,111,in Neil & NCim1 i\'n iFen10n. B«ye·si';m Hypull11t)!;it: 7�i!f!!J =Jnd ff•'&fflithir,."fl 1.4od61inq of 
lv��t1fit;.ti<J �ffcctivans��, ?a Am1t,ican Jbu'rnal n(Tneraoeu1iC3 �16. -576 {Se'Qtldi;l. 202i), wgfrJl>!tf ul, 
lt1tpe..;.l(\l,..-w J¥S1.nn,..fflrta;-,1J� M<»ttMl..,,._.. ?14",r&u(/I (tao,ti.<isitetl O<;:I. 14, ?02'-'?) 

11� 'l\.fsitj); Ne;i l  & No.mi.an F.eitcrr, 8�etmin t'l')"pothciit.to.sb'nt. �nd l\ior.:1rd1icai' IT'!odell ing Of r.·arn 'WC:ir, 
c"t�'Cli VC:�ss i ,h lt'C{ii.li1 19Cwi.d_,1�- (d:�. 1

, 2021'),.sVRilithts- '�il-4:&li...l/i;l-:t,Olll!I?iclrlJ:ilPrllH!Jl� 
1373'9.pdf(l.osl vi•1te.<1 Q�l. · 14, ·202·1), 

, 

·�· l'l'Gri1\00..i11 for CCV!0- · 19: �s.'-:im� met� �na1�$. ot 8,4 .$.tudlos :(Oct .5, �!-020, 
! 1lfr"91llf\•m,"""".i �J.. (13$1 VI S!COO O.ct. j ll. ?.QZ' ), 

,co P.Jessa11dro D. Santir. �tah ;.IY&ftnectin: a ,-r.d/tffacet:::d'C/J'Ufj'Qt NOMI ptiZ&-hO/Kl(/fflddiotim:,ti'dr; Wiff'I 
;;1(liofiied .eff(CaC)"·a,+aft>s1r � flC-W 11fub1JJ .:O'f...Jury.a. COVID-19, NftW Mic·obea New lnfectiOQ� (Au�. �'.Ol1), 
avail.J�kt al tMii.1�111..n rm.,...,�,,1,st1'}+:,J>'ft?2W!Q]'»"!ltn1iat1:pd ('ot>I \'i11i l�d ocl. 14. 
�21) 
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tl1;it ivermei;ti.n "hiis ueJm sareJy used ih 3.7 L>mRm dps11s· •(ht:ij 1981" 1'J>d ttiµf l�e 
medicioo h·ao; been ·use<t without serious [adverse ettectsj' in mu1t iI;le 'COV\D-1.9 
treatment �tudies,'116 

The-existi ng tv'ermectl n studies and meta-anal yses a1YrS:Jbject IQ v igoro(•S on/19ing· 
disputes. ,and there are larii-e c,ngOi/'19 stu�le$, at l east one of wnic.h includes the. NIH •• 
;; oollaborato11 that Will hopefUtl y provide ilddilional Clarity.11· But b•sed-on· the e,-j stln9 
n,odic�r li1ef<l!�r�. we do n9t fillci ,le,1r qnd <;0nvincl ng evi(ience !hat a phys ician who 
prescrthes war'11'11:lin In, GOYID-'19 ;,fief obtaini11g informed consent engagE,s In 
unprof�ssional conduct or othorwjse vjolat&S the !)CA:.' 

'Whti e We ffno the studies.a"° cneta-arial)<S<'s s�fficient to•resor.ve this, gueslion. we 
not� ,Lhat e;,iUe1hio luyic1:1I evitleni;,e....:.Uerived I.Jy. analyztng COVIO..h:!lated ·data .from1 .vari:. 
•�us slat�s, pounttie�. or- regions. -l s lllsO jrlstruet•iv<! in the conte�t•o f  a global pandmnlc. We, high!.,ght jus.l a fl!W 8J<all'ip!es. 

One set,!lf scholan; :anaryzed dilJa, CPrni,>e11ng me CPVID· 19 ,aIe'Stlf countrieH lh>il 
routinely· administer iverm!>ctfn .as a Rrophylaxii �nd CQtmlri'1s that dq nof.112 TI\� 
research reveaied that ·@untrics wifh routine, m�s:; orr.rg allmini3tflllion \11 uro· 

P/i\llactlc . .. ivermeclinhavea signlficantty lower incidence o f  COVID-19."'" 'rhis "highly 
.signffiea nl' c,;,rrelattop manifests Itself not ()hly • In a worlcjwide comext' but al so when 
ci:i•"i>a'ing Aflican countries that· reglllatlY Mmin1ster prophylaclic '"ivem,e.cIl n a9. alnst. 
1;>arasi\ic irtfectioI1s• and Atric:an cot1ntri!'& that do rrot.'"' Based on 111ese regulcs, the 
rese;,rchers. surrn ised ltm tlho,;,i re,;i I II s "tnay t,� co n1,ef.t�d \o iVef'Tleclin' s. ability to,  ii\hl bh. 
SARS-CoV-2 replication, which likely leads to,lowar in!�io� r;it� :•'• 

H eMg., u.s. r:-iatii ::m�1 U:;:irarv c,f Med oioe , iA'CT IV·9: -COVI0-19 S:IJdy l>t Repu,posed ' Meth(:;;)ltiQrfi;, 
IIUOe!/i !!:"lllnlb�Jtou9n-,�1f/lbrJn=:;aC1.;..--8��(1a�t ·iis,ited Oct. 14', i021 > 
(PJ.Jr:>�e. of thi�•t ,ial fnv�l11ing_ an es1im�ted 15 ,ooo·part!ci�ints. iS 'lO �.al\J::.le che efl�c livt:1\�s of rc pur­
posod mad1cations· · thsl inc uda ivarmectiri • n ,edul"ling aymptoma (Jf nonM hoi,.p1Mli1e:cl p81'tit;ipa"ts. w�h mild 
to moderate CO\llD 10''!: U.S. Notl111a}' U of'iltf of Mc'd!Ciu o. COv10-0Jf: Ewrly but'palicmt T1eatm�inl tor· 
.SARS.t:0<1-2 1/ifotition rc;:0v10,.1QJ, ·� ,,� ..nl�SWl:1§:lQ!s+t lw""!i¥!!t'"II:!'� 
J10!t •MMteMA :C)k-'1 (la,sJ Nl.$! l&d Oet. '14. Z:0211) (o�thistrial i.rwoivin•g 1, ioo. pa·rttcipS,n,t& is 
to uni!e11!.tancl whether lverrnP.cil/'I S sufi(fiof to ot .. ,er 9p:iqn�, 1nc l1.,di"'g,pla'Ce bo, tr, 100n--h:o$i>it;tllz$:.(! �adll � 
wrm SAl{S.CoV-1 aisaa:s� 10, Pl'IIV�11tinll Col'id-19 di•�* prc,grs$•ion·1. 
·q, 'V.•:�lnin O Mel!�ig,� P."80.e� Maia, A CdV/!J.-1{1,P,'Op'tlyt.rk.iS'i LOwfflilCi(ff;f)C9 �s�·;lJ911 with 
µro,al)yfr1r:./fc .a,dmfnistration d lvMOer.lfn! lnt<P.t n�tl cim.l ,li]1 1rnRI of't,.n 'timitr11tii.Al,A:Ji=:J'lts 17:l?1j, 8'va}�ble. '<J( 
nuw.'/bi!'l:c: '1Q1,u1m r,,o w,mcM e • • � 11...-uro, t1ai>t,\•itiite.1:ot::.t. · :t .  1021). 

t !II lrl 
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Moro specifically, Peru's COVID-19 s1a1is1ics. which have ltt,en analy,eu in pre­
print studies and discuss od in published ivermectin reviews. are also informative.118 Peru 
deployed mass ivermectin-based COVID-19 treatments from April 2020 mrough 
November 2020 throughout its 25 stetes.117 In ten of those states, a maximal amount o1 
··mass (ivermectin) treatments of COVID-19 were conducted through a broadside, army• 
led ellort, Mega-Operaciorr Tayta (M01J."118 Fourteen other states had a medium 
distribution o f  ivermectin aoministered at the local tevel.119 Anc one state. Lima. 
distribul�d 1::1 minimal amount of ivermoctin rt11 A to restrictive government poti cies.120 'The 
mear. redJClion in excess deaths 30 days afl.8r peak dealhs was 74% for lha maximal 
OvermectinJ distribution group, 53% for the medium group[, l and 25% for Li ma: ·•>• 
Furthermore, throughout tile oountry of Peru. 'exot<ss deaths decreased 14-fold over four 
months" leading up fo December 1, 2020, "after which deaths then increased 13-fold 
when [ivermoctin) use was restricted under a new president:· • 22 

· :c. J .Jan J. CnMi i�Ou in:wo et c.4. .rY91'fft6ctin for CO VID-, 9 m Peru: 14-fold rfKlur:tinn in nsii()('l1�<id8 
excess �e.aths, p < 0.002 for effe<:t by st$le, , . .,en t3- lold increase after ,il'Crm�clin �S9 reslllCloo' (M3r. 
2020, ilViJ.oJ<Wrc �, htlps:l/osUolA&oh4/ tla�t visited Oct. 14, 2021 ); see stso S,tnlin, su{Vl'), ::,� 3-4 
(diY:ui:ti:ting rhP. P,:11111iin d8l<1); Kory, s<tpra, at 31 1-13 (same). 
·11 C hclfnia-Oui'ltero, s11prR, Rt 2. 
'" Santi n. supra, al 3. 
'" ChBrnie-Qui'ltero, su.ora, at 2. 
1.iO /,I. 

HI le/, 

112 lc/. 
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1verroedln for C0\,.10•19 l'.n 1'£-ru: H•foJd red,ml�ll �h rt,Oo)lwj1hi- .-:1.c.r.,o; 
il.�:.olhi;, 11=,oni f1,:1r (\(foe\ b.f nat<-, lhen U·fol-d tacrcasc attcr-1venncin1n me 
�trictNI 

r, ,1111,r, Cl,:,llii�QJ,if•ll:':U.' J \'1 u 1 i(111 .( H.b�.'11.'l:,.1,�·.d 6Sc�i 01• 
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•Potential c.onfounding factors, including to,cl<.do\Vns and hsrd immunity. were ruleij out 
using G-Oogle comm4nity mobllkr data. serope>sitivily rates, population densities and 
geographic distrib,<lions of SARS-CoV -2 genetic varia1ions."1" While 1hese figums do 
not prove causatjon. they demonstrate a strong correlation between ivermee1in usE, and 
mortality reductions. 

Moving from Peru to India, the government in the State of Utt,;,r Pradesh- a  juris ­
diction wi1h a popu ta1ion at more than 200 n1ill ior>--" introduoed a large-scale ·prophyl actlc 
a11d 1herapeuue· usa ot [iJvo.nnactin· 1hat e11abled it "to maintain a lower fatality ;.ind 

,a Santi n, sripm, ,at 4 
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positivity rate as compared to other states" in India. '24 A s  one state official explained, 
· lJttar p,.,.�<>sh was the ffrst state In [India[ to Introduce large-scale prophylactic and 
therape utic use of lvennectin. •120 The state's health department introduced ivermectin 
'as prophylaxis for close contacts nf (COVID-1 9) patients· and "health workers: "as well 
os ror lhe lr�ttllrn:ml uf th� 1J8li�nts tnemselve�." 12r. .. Dr:i::pit4=1 h�ing (lric1 ia'�) state with the 
largest population base and a high population density," toat stato official added, Uttar 
Pradesh has "maintained a relatively low posttivily rate and cases per million of 
population.' "" Although these statements From the Ull.ar Pr.,desh yovernment du not 
prove ivermectin's effectiveness, they are informative and worthy of some consideration. 

ii. U .S .  Public H,:a�h Agcrrcies orr lvermectin 

Many public health agencies in the United States have now addressed the topic of 
ivermecttn and COVID-19. The NIH has adopted a neutral posttior, saying that -�)here 
is insufficient evidence . , , to recommend either for or against the use of ivcrmcctin for 
the treatmcn: of COVID-19," 12• This position, which the NIH adopted in January 2021 , 
ovem,d., its prior stancR of ",aoommend[ing) against the use of lvermectln for t,e 
treatme nl' of COVll>-111.' 21' Th<> re,.son tor the change, the NIH recognized. was that 
"several randomized trials ar.d retrospective cohm1 studies of ivenreclin use in pa1ients 
with cov,o-19 hav� be�n publ ish� in j.:eer-reviewed journals.·.�,, And SOMA of those 
studies ,epo.1ed positive outcomes, including "shorter tir:ie to resolution of disease 
manifestations that were attributed to COVID-19. greater reduction in inflammatory 
mar<er level$, shorter timo to viral clearance, [and] lower morta lity rates in patients who 
recei•,ed ivermectin than in patients who recA ived comparator drugs or placec,o. "1!1 The 
NIH nevenne less decided not lo recommend the use of ivcrmcct in for COVID-1 O because 
other studies suggest "no benefits" and the NIH thought that tile aeai lable studies 

,a.i MaulshNa Selh, Utrar Prade�h 90'-'6mmsnl ssys early US& of /vermac:tin ,.,t,ll)fKi t<J keep oos,'lfj11,'lfy, d�sth!t low, The lnci ao Express (Mc,y 1 2  2 0 2 1  ), fJ '1tl;.•abJ9 ;:;J htlOSdfindianexprass.com/artide/cities/ 
ludc.nczwtut taM>cadtJh-oove,nment -says-Hennec;tln•hf'otd•IQ:kMQ:doaths•low -1311 7$61 ( las: visited Oct 
14. ?n? 1 ). M� hrtos·/Ayww msn.oonven-WnewstolhetlutlaM)tadesh-gcwernment--$ays.-eartY;USEt:9f­

immftGWJ-he!ped•IR:keeo-oositivi1Y,dea!hs-boAat•8B1gOo$U (la$t VIS ted Oct , 4 .  �oi1). 

Id. 

,,;, 

NIH, COVID-19 cfu tJ I· .. c1111c1,;lin , :.upr�. 

"' N Il l ,  COVID -19 an� lvermectin, s11pra, 
1111 
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generally sufereil f11JJ11 'Metnotjolqgical li1Mations. ,i,, B� 1;1;i)li,1g ;, M!\llaJ, ie,;o111111an• 
dallo11. 1he Nlf-1-\•,hich i" contin uing to collaborate on a_ t l?.a_st on!! stU!!y Investi�1 aUng 
iv�m1ec:tin as a tra.amwnt for 'mild •ta moderate COVID 10··1 is'-"Ioartt :,igr1aIocI th.<11 
physicfatts should use their disercetion iii .decldtng·whelher to· treat COVID-1 !1 patient, ,.,ilh 
ivetrrr,·eclih. 

1;1ncr ing the NIH's otticial posilio11 .. officials Within its agencies. have sent contc.i· Vtetory mes.ages. On .August 29, 2021, Dr. Anthony Fa�c1, Director ◊I t11e Na-i ior,al 
Institute er Allt11yy liflU l11feclillu� Oisi,asP.s (NIAID\ Wilhi/1 lhP. NIH, Wiant ·on QN�J and 
a11n0un�d that ''th�re is l"fO•'C•li1tical e'(1dence • that ivesm_eciin works-tor the pravGntiQI'\ ·or 
(rc11tms,t1t .of COVID-1ll."' Expanding Qn th.at Point, h_e reiterated that 'lliere is no 
evidenre wnatso0ve(' that i\ wo11<.s.'3-' 't�I Utis der.nmve,cleirn, di�tly cuntJadlcf� the 
11111,t' s recognition that "so v.-ral r1mdoll1i7ed ttlals , , • JJubli�hed in peer-reviewed jo.UJ11a'. s" 
have reported data incicatlng trat1 vcrmoctin i$ offoct ivp a$ a COVID-1fi tre11tme,i:'" 

The f.DA has slmilarly charted a cour1e of conlu$inn. 1n March 2021, 111e FDA 
po.tjed a Webpage; entitled 'Why Yo-u Should Not Use lve,moctin .lo Treat or Prtavent 
GQVID--10.'' iJr Alth9ugh the FDA'� .coneem was stories otsome people usinS th� ,,,�im.l!I 
forni of ivermeclin or axcessilie doses orthe,h� man form. the tide broadly condemned 
any use of iVefJT1".ctin in conner.jinn v1ifh COVIO-19 Yet !�ere was no basis !or 1 ts 
swe�ping cond.em�atipn. ln/lecd, the FDA itself ac<noll/l&dged on that v0ry we�page 
(afl(J Cl:jl')lin1Jed to .do so untiJ 'the Qage changed on Sep\em�Qr 3, �021) thal·ttte am�nw 
na<I not even "revlewe,c! dalo lu suµpurt use uf i\/enT1ectin in C,OVt[).·19 palipnts In '\r�;,t 
or to ·preve:nt COVID-1 g:·,,. 81.t Willtou\ reviewi.og the available data, whicl1 had long 

m Id. 

,_.:, l.L&. N�liOf'JI L , ;,r.:1r, 4f Modk;'18, •ACT IV.$: COVJ0,.19 "S1l.,dy af Rejjtfl'J'l:)'Setl t,f�·•t,r,ions. 
hltp.1(Ha1tu.� •;;;lllr11itl.tq,�t�ljow,•�CIOA88§53(.)?jt;tOO=acti..'lt..:f!��cp)k.=! (lii�i vai1i::c Ott ·1 41  ; ro21 ) .  

* CNN Hoc1llh, 'D:m·t do.rt': DJ:. flwai wsms -sg."limd -fflfti'ng lveaf(f:'1fn !O. frgh/ Co•11tl: 19 (Aug. ·29
1 202 1 ) ,  m{Dfi'cd,tsm Cl�Q (:l)•j1A•ldcostl)ca1 lrl,'2021Jtll ��nd,l/D:;iver-nee(i .-.-covid-1 g .. S:J'.l,-vpx.Qln (�.stv isitad Ocl. 1◄, 2 0 2"'i). 

"1ll . t.,¼;_ ·�ooil and D�.i i;, �dlJI nistr�ian1 Why Y6u Sh:idc:· Not, l,lse lv-ern1�ctin 14 Treal ·or P1•�,1.cnt 
<'.f)V}0-:19 {li(Chlv.e,:I M2r, 5: 2()21 ), !�Y1111!!1.11er, wc_�.O.:SO::IB;'ffi,llfJ'5!P'i4WWW 1;01� 
��Jelllf.,Mt•ilW u.,1-«1_,....rrt:ff: . • (la&t (,, s.:IEiCI 
Oct. 1'4. z.621) {hcrc1naftc,-, ''F.DA, ·why v�u ·s1,ou.d Not Us.a lfet:r.iec.tir � ts1. 5, 2021 n. 

,.,_,. {d.� 81!'8 at.so U:S, Fo'od and, Drug Mm1n1s1rat1on .. \"fr!� You Sho�ld �Ql US& lvQffl'lQt;lirf lb' Tj;9.� �'r 
Prevef'lt covI0�1g (�IC'1i lt'l:)(I .S.apt. 2, 2 0 2 )), trit01f?teo«rll•PQO!j,«#'llflt1JPlWIQ'21jt,up5bf'lj&l';1\. 
fLtriyJ\tl!:",:•\lloU' �.' ·��lta: ,3 • .f(l-.lrw'...al•·OM!�:mrt-dl'ild-1a (lad 
¥1�ite;J 0c.l. 14 ,. 202·1 l ( lierei nafret, �FDA, W'rt') ,You Shou.ld N,ot Use lvermec:.ti n ,'·$eP.t 2, 202,1 )'}. 



 62 

 

Document 4

Dannelle R, S�1lth 
Page:?2 

sihCe' IJoO<lO avai taQte and 11ccwu·u1aMQ, ii is unclear l'lll�l tlasi,s· the FDA ha.d fnf 
denouncing i�ermoctin aS' a treatmp.rn or prophyl..;xis for COVID-1 9. 

On lhat same we�page, the FDA aiso dccI arcd th<1l " rn�mJt1ctin ia n<itan anti-viral 
(a drug f6/ lreatfng vi ruses).'"9 II did ·so whi le another one Of it� wo!Jpagss"' -simullaa 
1100\J�iy Gited a sluqy In /',nl/Vlra1 Researc/l th.at identified ivermectin as a m·c,t[cine 
··p.n,vioUsly $hOW>l to haw,•l>road-specrrum iinli-vir£1/ activity.""' It is tell Ing (hat the FOi\ 
deleted !he lin,;, about ivcrni&;;ti n nQt being 'anli-viral' 'when it amended the first web:page 
un Seµ:ember 3, 2021 . "2 

The FDA-has additionally assai lod, iv.erm�c\i n's sataty by suggesti ng. though not 
!/Utrigt,t stalilllJ, that even a ,proper dose pf human ivenrectiri might be dangerous '#hen 
used IO creat COVl 'D-'9. For ••�mµla, lh• F'DA H.hnouneecl t�at "llJaking a tirug far an 
unapprova,;r use tan be very•ltangero.us• arid "[UhiS is true df ivermectin."''' Ve! this 
ignores ihc fact. tliat, ,as discussed above, doctor.; routinely prescri be medicines for pff­
label use and ,hat iverni�cti n i� a,particulal1y wall-tolerated •�edicine wilh .a/1 �tabl isha<l 
saf�ty reooid, Moreover, it is inco_nsi sfcntfarth• FDA to imply,thariv11rmeclin is<Jan\ler­
ous,when used IQ treat COVI D-19 while the agency oontinlics td, apprpvp rf'rndo,;Jiv[r1'" 
despite i:s •spottier safety record. as dlscu5sed abo11e. 

The HiA,)la,s.alsq·cal le,d In� QtI�silon lverrneerin•s.po1ep1Hal etfectivene�s. \l\lhen 
upqating the " Why You. Snould Nol Use lvemiectin' webpage on ,Sepfember 3, 202·1 , the 
FDA added. this ent;y: ·•i;:�rre11Uy available oata<lQ not show ivermec1in is :eITec.tive a�1c11 nst 
COVI D-19."'" But this clai m t.ails fo n=gni><l that' i:ave,al RGts and at least one <ne\a­
aitc1lysi s suggest that iVermecli11 is: .elfecli,•e. 2gainst dOVI D- 19. 

,_.> U.S. Food snd o,ug Acimi,.iRt,:,l ion, FAQ: COVID.>'19 �nd lve1mP.C11n lt: tct'ld� lot Anrr'Mls {Sept. 
:t 202·1�.  HmrlrtmrW! r,:; >�ab; ,&:1rz,to1rrmWYINt ..... �n:-:m--umr111ewi-
11J .. ,a�-1 ••t•i•ite� Dot. l',i. 20.ll, 

'l'i !J-,S, fooO �nc' Drug Adn,in.1$.U;}�Otli W�y 'lflu S·1\'0u.d NO� Uie ive;rmso.ttn to Ttaat o-· F,·aven1 
!!O\'J:J.19 (upe;i:sa s'e:it i. 20211 eurc1(:-,...ua._,nr,-._;2uf\xannE,1 -a. ::1Nlfk:,.Jodl� 
1t.(to'---�"1'-::s:"Clm::«ea. atµau::.,lawd-'3 (l�l• vh;itad Oct. ' 14, "2021) {herei ;siler. :F�,, \Ah�/ Yo.1 
Sl".9ulct 'llmt 1,i.P. lvermf!c::in (SP.pr ,3, .?ll?1)'l 
i� F'DA.. i.Vhlf Yt:CI Should �at U�e lyifrmt=!r.ljn (Mar .. 6., 4(!l,·1), :,;,1r,ra 
1,1,i u .s. 1F..ood and Or Jg Adm "11$trauon. =.JA,Apj)"()<VgS Fir';it T· £1al 1nml fer CQ:V, D· 11J �Orf.. 22t :202n), 
h1.tpw1/�v,fea.PP"!!,IU!\I,.�� • XAYl'P � Eiiiil'-:l!!!J__'Q.'41$" {la�t•/1s1tca 
Dot, I a, 20£1), 
1�5 FO'A, Why o/o.u Sho,.,1J(I N.ot tlse tvei:mectin (Secr.�a 2(';121), SUiJr�. 
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Moreover, a rev i�w of the studies on remdesivir makes it diff icult to understand 
why lhR FDA woul<J condemn the data suppontng l11errnectin. The NIH reports only five 
studies l<>sting remdesivi(s efficacy against COVID-19. 1'• Three of those five studies 
show no benefit from remdesivi r, with tho largest of those concluding that remc'esivir "did 
not decr�as� in-huspih:11 mortal ity in hospil.:11izec1 p;atiAnti;."'n Ev�n the tw-o remaining 
studies are far from compe! l iny. One found that '·[hjospttalized pationts . . .  who r oce,ived 
5 days of lramdesivir] had oelter outcomes," l>ut the difference "was of uncenain clinir.al 
importanoo."1 .:.3 And whi le the other study indic ale<l lh8it r�mdt:sivir "r�duced Lime to 
clinical recovery" for - pa1 ients with severe COVID-19." tt a lso found •In]o observed benefit 
. . .  in patients with mi ld or moderate COVID-19" and -In]c statistically signficant dif fer ­
ence in mortality :149 Beyond that. in September 202 1 ,  the Lancet publ ished the results 
of a large RCT (the DisCoVeRy trial) lhat fuund "(nlo clinical bene1il . . .  from the use of 
remdesivir in patients who were admitted to hospital for COVI D-19, were symptomatic for 
more than 7 days, alld required oxygen support. "15• The data un ivennectin thus appears 
at lea�1 .as stmng ::JS thA c1;;it;J nn remclasivir .  

The FDA's most controv<>rsial statement o n  ivermectin came on August 21. 2021 , 
when it posted a link on Twttterto its ·'Why You Should Not Uso lvormectin' webpagew ith 
this message: "You ario ml" horllt!. Yuu ar� not a cow. Ser iously, y'�ll. Stop !t.'1�1 

Mi N:atio,al lns.tiu..tes of l'l e alth. Reo1 d&sivir: s�u"'Wld Cl inical Data, https:/lwww.covid19freatment 
gu:;de!ine7.nih.govltabl@s/table•2al (l:1$l vi$ited Oct. 14, 2021) 
IL? Id. 

U!I If/. 

,:3 Florence A<lcr et �L. Rema<1sivir plus stund.ml of ci/M 'Al�us $.Mndsrrl of r:tt1m B.bns fn.r til,: 
trea:msnt r,f &8fi9,">f6 sdmtfe� ro hosPJta l wl:b COVID· t9 (DlsCoV�lly): a phase 3, f(}Jl(JOrni...�a. CO/Jtrolfed, 
r>p c 1J -lubcl ll�t. nu,, L.arn:et. ;.1t 1 (Sept. 14, 2021 �. Rvai,'8ble flt htlM 'IJ\ttttw lhftl?0991 CQrn/actiqol 
shcwPdf1foi=S1473-3099%2821%2900485:9 (l ast v $ilcc Ou .. 14. 2021 ). 
" U.S. FDA, Twi�lsr. htt2s:/.'l•,Ater cor.1/.1& fda,'!>telu3,i1429QSQQ70�431�639 {lsst 'llis,ted Oct 14, 

2021) .  
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sweepin,g lltle impl ies that severe nl nesses ari; a riii n\jl frQ111 lhE! pr!h"<:tilled use l>f't1) Jl'1af\ 
illAro1er.tiA t(I' oombat COVID-19. b,td II supplies no data J0 1nclicate that human iv.ermectin 
in,appropri:ate dosos is harmill� a)lYona. On the oontcary, the CDC's ac!viso,y ad,nciw� 
ledges lh,at the aetual eoncems 8[1se• from tl)e · 'us�of veietina,y pi'oducls •not meant far 
human con sumptjun" and that the mport"1l '[�ld.vefl'e elfec;ts /are] aS{<Ociated Wi th 
iYei'meefin misvse a.nd ove.nipse."'" Th� C□t;·s· instnicti o11s to>\he publ ic:confirm tt1at its 
conooms a.rise-from the improper µse of jverl)1e'Cti n creams Qr' �ni rwaJ 'fqITN)l?s.: "D,o not 
$wallow M,m10etin P:lt>du�ts that st,Quld b� ust!!l cm ski 11 (e.1;1., loJi ons and creanis) or arn 
not meant for human use, sµct, as ,veterinary iv�rmecti� products. "158 

Nooe of this und!i'fl1'iincs (hG u·@ of huma11 ivermec�n ill pl'Oper dos�s fttr tlie 
treatme nt or preventi on of COVID-H): If �nytnini;i·, ina reported llQjick in peopl e �sorll nµ 
\o anirnal lvermectin simply reinforces that COVl□-i o patie'nl• .ShQ.utd b,i enr;ou1�ge_a to 
di scu6i; human iverinectin with their heal thcare providers and that those provid01'$ si1011ld 
b e  allowed I() -00ns1d1&� the available dat,, w ilh their patients. That would be IT11lrE! 
benelit.i ·al for puhlii, he.;il\h than attempting to ob.scure the demol'\Stjated safety 11ro·fil e al 
i,termec:ti n .  

Thi} mi::dia has added tJ the•contusion at>d misinfonTiatio11 .. On August 30. :w2.1, 
the New York Times publ ished an arti;.l e 2hou t iVArn><1di n st9li�g that "[l)\ississippl's 
lis;11l!> c epa, tment said .earlier thi � month th a,t 70 percento' rocent c;,l ls.\o \he &\ate p,oisM 
corifrpl conler had coI11e froin 11eople who ingested iveITT1ec:tin from li vestock s�pply 
stores.'"•' Yet 1WP wee.Ko 111:�r. <!n S�ptambe, 13, 2021. lh" Times:amend;;o Its sto,ry by 
deleting that �entence and adding this. note after tM articl e:: 'An earlier version of this 
atlicle misstated the percentage nf rco,cnt call s t o  1111, MissTssiApi poison QOntrol ce.nter 
relate.d to ivetmectln. It was 2 perci,nt, not 711 pl),r,;ont:�•• 

Similarly, on Septen1bet 3. 2021, Rall irg Stone p\Jt>lishad .i _stq,y,inti11ll.<: "Gunstot 
Victi ms left Wailin� as Home Dewormer Overdoses Overwh<>lm OKl�hom� Hos11itals, 

m Emma G'rtldbP.r�,OP.1tmoo' "l1,Jy@.�· for. {:)el)IOfm'ing iJWO tof Qb\'l'd, 'Ucspg�, Nt>J::V,'O�lCl:i ,II l!�b. 
New York: Times .(AuQ,. :l.Di 2'02r�. a\•�i!Bti•·e. er 1Ui9., H=t $!!>''N'$Slll!l�UQil,!1 
11tp:U.W,,W.])Y'/'D"J£Pffll'X"Ot"ffiJ: II'� 1vti ,,-� 00�• m•iltt�,tv;isil.OOOCI. 141:2�2 1 1  
tcmµh.J5i� i:1ltlJctU, 
1M1 E<t1ma 'GO!d&e,t1, Oema,xi Surs;wsf(J( Dt:1\lt.1/1,,i,l!J,OILtV fvr Qlv«J, G;�pils No Ev.irirmce lr �Vork.s, 
�t.'W '7u'rk - im_E!,,',: (amentledSe'pt, 2.8� .'2'.il2-t)tl>VfiWM'k '1�ttca,twww. f4ftF'i SYd'�2l'®IJQl�W'li i.!♦ 

'�•r'"' ft1:P►T"S:51P:�11 '(1�:s.t V�it1::.UOµt f4., 2 0 2 i) ,  
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□Qotor says:·1•; S®:, 1 th��lt!ff, !)•1e ll1e t1usp�t s wt,,m, t�i • �octor•�upposedty �•arks 
denied that claim, and ' 'lh!> doctor [diij) not respo11dO (o requests forfurther comment'."8' 
Rathe( tha� delete tire articla ar •ub•tarrtiat!y mwritE! ij, R,;>lling Stone 1�n thA a-rtr<:t� l�.rgely 
unchanged and amended the titl e. to �•y: ·one Hospital Denies OKlah9ma Doctofs .story 
c,f lvennecti n O�erdoses. Cau�·ng E.R Del •Y• far Gunshot Victims.' ""' tn 'addition, tha 
magazine added an "update' message Sl8.ti ng, among other things, trial "lo]ne hospital 
has.denied [the dQciors] cl aim that ivemiectin ovetdo�s al'e tau$ing ernergenc,o room 
l>ackl"lls ard delays in m"'1ir.al c.ata in ru,al Oklahoma, and Roll ing Stone has be.ell 
unable tn independentl y v.eri(y any such· cases as oflhe time of this.1t pOate.•1<2 In ou-.e, 

worus1 !he �ubl ication allowed a story l>a.sed·ori a discredite? and nonrosponsive souroe 
to.: re,naln avaj!r:ible lo  lhe 1.1,uliU 1.:. IL is no wpnderlh.at some peop!e·art� unsura what to 
balieve :aboUt iVe1111e�tin. 

Iii. Foreign Publio·Heal/h. Ager1ci/,s un lvermectin 

lrMking abrPad•, in March 2021, the WHO 'retQrnmend[ed] �ot 10 u..., ivemuec.ti n 
in ·palle"lts with COVI D• 19 except in the rol1t'!xt of a cti ni(l,IJ trial .'"' T�e basis for 11\is 
recomrne11dation rested not on proof that ivcrmcctin is ir,effo,t:t,i,,;;, but 011 the WHO'� llP.ll ef 
that: the existing studie,; were of to□ law quality to support any cqnclu$i YC c1e:�r­
mir>atinn$. 1�' Notably, though, Whlle the WHO questioned the qual /t\' oi lhe evidenc:e, its 
aJ'lal ysis d<ite>min0ll, based on data Iron\ ·J. 419 �ati·ents 1n seven studies, that pal:ients 
tre,ated wtih iw.rmect111 l'�d a 14 par 1,000 chance of <lea1h-lY)'li le pallent� tn the c,mtml 
yruups ha.d � 70 per 1,□oo chanoo of rJo,llh_ ''° 'Also, ·the WHO ,t;onsiMei'ed 01\(y 

11"' Piets·r wape, 3urut:ot Vicfimr.- Left Wriitil"/f.i lj� ,'-lof&e Otn"rOntJer ew:rw-se.�, o·i-w1•11�1m, 0ittr�•(10,it.t 
Ho..y.Jilli/$, ,Oxtcr S,ty.s. («)llioG: Storn.; (Sept. ,:J, 2021J ,,wai.lab[s af MII-.Jb:', "{ra,.•��lf'f9(/ �92J!)D!';;J?)t-o'l!M'mpu' .... 1!::co �,eem'. tat:: •t :w••,eercie,u.- . ....,_ ,e 
l"'ernJt.d 1:a,,,u,?"9!'!!5:7'!6� U ast ..-itii�ed Oct. ·14, 202� , 

·i.:i P�ter V!/srJe- 'One t(-0spiral Denies OkttJlldm:f Ooct:il''S :Slo;,y of lvr:oJJ!Pmn Ow:1d':>&Vl3 Cau:.1i1;,R ER 
.Q6UiJ'S la,', Gur.s/'lu.r Vfi:tims; Rolli ni; .Stc'ne t.amen.d.ed s�11(. 5, 2(f�1 )., ;')'ffli(�b(tr" 3ttitm l1\w,N,ml""SI� 
DMPP:"'2CNPSl\.11�::n:to:¼�ffillot_..._.l,'w l .N.._.,.._-()ti�11,....noceqts:cr"11..'-
12ioao&/• (la�I vi�itad Oct "14. 2021 ), 

1� WOl'ltl
. 

+-1 1:·1a1t:, Or�1:ailii 2nti ori, Thera'pei l�(',.<t >l"lri cov1 n.,9,} N�no Gvi�tll,ne, ;it� 6, ;�zi I� 
a��»:rbk: at ►1�-pµ:C>llit.,.._,_.,46(r3r.S3a- btre- ·<.a,1c-1JO<:ru-· .etli� uu1 111.-.c 
(nl,.. 1..-" �•o JP'.1 �la1'1 vl5;i :ed Oct. 14

1 
2021)' (hereinafter, •w�o OOVIQ.'. I 9 Gu1t:Sc11rc,s•·J. 
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Why would ivermectin's original patenthofde, 9.0· out 1lf its way tQ,que$ti!ln tl1i� 
medicine by creating the Impression that it might not be safe? There are at least two 
plausi ble "'awn�. fir�t. ivennecti A is AO longer under parent, so Merck does not prgf4 
from it anyrrore, T"•t lil<ety o•plii1 ris why Merek-decli ne<'1 to ·conduct□ cl inical trial,s'' .c:.n 
iverm«ctJn and CCJVID•1Q when given lh<> r.hapc�:,e SAoond, Merck has e -s'gnffigant 
financi al interest in the iiiedlcaJ profes.sion re ecti.ng ivi,tmecti" as an $il�Y trea.tment {or 
COVI0,-19, 'lnh'e U.S. bOvernment has a,1reed ta pay fMerckl about$1.2 bill io� lc1r j_7 
mi llion coi;rsiis c,f its exi>elimenWI CDVI0-19 ,,.,a:ment, if ii is pruven to worK in an 
ongoing large trial and a.ulhclrizelt �y U.S. reguJators.''"' Th•ai treatment, know11 as 
'molnupiravir, aims to stop COVl lil-Hl from prog�a�i ng a11<J c.an be given eMy ij1 the 
wurse of the di sease,""'" On October 1. 2021 1 Mert:kannounr.adthat prelimin�rysti,dies 
Indicate lt)a1 molnuP: "!vir" reouc:e{l hospitatizaticms and d<;all'\• by,,alf, -••• ahd tl{at ,;ame 
day its stock ptiOO' "Juniped as much as 12.314,"r,2 Thus, if lov,,oost iv�rrncclin works 
b�tl�r than---0r.even thesalM as-a-molnuplravi r, t>iat cl)uld:oost Merck bi ll Ions of ,lo) lars\ 

Wh.ilA• M<>••ida ot the · 'professional asooctattons' ledger ltlct udes L�e AMA. APhA, 
and ASHP. (wilr, Merd<'s bi>r.ki ng), :<;,!her asoocia11ons disagree With !heir stance, In 
parti cular, the -Ass&:1 ation of American P�ysic:ian& and Surgeons (AAPS);-a ,long­
establ isl1ed yruup lht<t' li<I• �presented c□ctms in alt. �pP.cialtiAs.si nr.Q 1 Q4�h;is r;iiw°d 
Cj\lj!Slioi,s. cortcertlin·g .11'\0Sli associations' "startl•ng and unprecedonlod positipn !!rat 
.America.n P!rYSici;ms should immedi ately stop presi:r/�ing, and pham,acisls should stop 
hOnori ng thei r proscnptioJl$ ltr i\fer)ller.u,1 TQr COVtD-19 �•lie1tl'ij: " 1"' ThfeMPS µpinte� 
"out Iha! many· physician� disagraa \ltith 'lll.e A'MA, writing arc11.1n<1 ·&a;o�O iveri�edti.A 

11' \l.�llli'e'"-• Per('Onc .. MiJrck .t�!;:s:G·OVJf> ffl ;1JIJ t:u� r� uf dr:;alt:� h:os;:iita,l}ui_tipn; Ar.s.apa,t&'/1 ?f�ll 
{Ol.i, , ,  :202H: a�silsU!I ·m ethK US ❖(!'Y:!1C:x'r§l"!C1'd,,-..pMWr-• n:N-Jf�t • � 
filfects·?I;l�;l4?idcett'J2�eo)') (last 'iiSilad Oct. 1 � 2021), 
•!l'l Lf!W:!'. Krl'(l!Rkr,� &' Manojn11 �;.1<1cH oat<1< Me,rl;f< COVtfi-1�,pNI-SllCCCSS S/tJ!'flS �,kic!Qr,n'd4f1&1((;S. 
�!)!\'CS U,O ('l(J{J/l/lC,cJt(s. :>�!. Reute·ra JOct. 1 ! 2il21J, SV8#Fl.i,le RI 'flh-�� .... ·11rllll�•11.•-' 
niauAO;:tPM"tf,!ilc;;fi(n'yp;j,eM9 pl.<U)C�,u 110llDIM-lt..,.,.�1---uc.--..,,.,1:-.,rru . 
..,..9r9Q2,J• � ( ast viSi tP.fl 'Oct'. 1:l, 2G21) 

•;sJ As,ociaU01 Of Amefic.an Pt<y.H.: i.11,t; amJ SurtJUU'Ji>, AAF's Chail�u� tha At,iA <.111 Efforts to 
$u;':lpreH IV�fliac;\n Uss in C(lV D f�pt. � 20�·1 j, aY8J1ab,'e. �t t��---,..,._.RP:Stt-.,t.wai. 
0..........,.,.,,.,.. -:.U-olutflf;§\!i,iYWm;;cijn--w;El'-irtccvi·dt (t1¥t . .,�iteQ Oci 1.4, 20211. 
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prescriptions per week."1" The AAPS has thus publicly resisted these groups' call Lu 
·•stop[] lfle off-label use of lo.og-approved drugs: ·•«> 

In addition, the Tokyo Metropol itan Medical Association, as explained by Its 
chainnan Haruo Ozaki ,  recommended the use of ivermectin for COVID-19 patients in 
February 2021. "" That organi,ation emphasized that lvermectl n should be administered 
to people diagnosed with CUVID-1 9 because, among other reasons, it ,1as been effective 
when used in uther countries. ui7 0t"'ler doctors' groups similarly advocate for ivennectin 
as a staple of early COVID-19 treatmenl. The Front Line COVID-1 Q C::ritir,;,f Care Alli ance 
has been an oulspokee supporter. Its organization --regard[sJ ivermectin as a core 
medication in the prevention and treatment of COVID-19,"'"" and it includes a five-day 
course of iv.,rmectin as part of its COVID-19 early trealmenl µruluoo· : .. Alsu .  lhe Britis h  
lvermectin Recommendalion Development Group (BIRO) is a UK-based association of 
"clinicians, hea lth researchers[,! and patient mproscntatives from all around the world "  
that collectively 'advu<ale[sJ for the use of ivennectin • against COVID-1 9. "'' 

In summary. t�e evidence discussed abov« shows (1) that iverrnectin has demon­
strated soma effectiveness in preventing and tfeating COVID -19 and (2) that its side 
effects are primari ly ininor and transient. Thus, the UCA does not preclude physician� 
from considering ivermectin for th9 prevention or treatment of COVI D-19. 

10'- /(J. 

'!t! Tokyo Metropoli�a'l Medical Al!:J'toc i31ion ,eoommerads iverrncc1 in ildminlsvauon to prc,•cn; 
�ggmv�tion, N kkci {Feb. 9. �2: ), h11ps li'hww 1: lkkei. co1rJarticla'DGXZOOf82SAAL0\/20C21 A� 0QQQOO,' u a�1 visited Oct. 14, 2021 ). 

• t,1:1  Front I ,ne COVI0-19 c,it1cal C�rc Am ancc, 1vcr-r ecti1 � n GOVI D-19, ht10·fkovid1Qqiti,;a1care 
oom'ivarintK.:l n -in-covid-19,' fla�1 visi lP.d Or:1. 14. ?O?· ). 
1�• Front l:ne COVI D-19 Critic.al Ca•1t Alli,;11·oa. Prevention & TMl':fff'P.nt Pro lnr.ol9 fnr COVI D-19. 
httos · (loovidl 9crjtigalqarg COmlwR:1X'Ot90L\:nf?ad,t2021ie' 1 1 If! CCQ,AI 11aoml-MASKPIUkPadoool­
��l2.ll$� . .i!S!.f (lct�l vi�ill:KJ O1,;.l 14, 2 02 1 ). 

'"" Brili$h lvermecii, Recommendation Develo;,inenl G!0ui,. Whu c:1ru �he BIRO G•uup, M1os:1,'b, r�-
grpup orJiwbo:aU:tbird( (la!t vis ted Ocl. 14, 2021 ). 
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�, Hydroxychl oroquin� 

H_ydro1tychloro4uirte .. a less to,tc derivative n f  rl mRrl if"'�l1A ria·n'!erl r-JtiorQqUihe., wais 
first developed ,n 19.46·181 and api:iroved by lhe 1-DA in 1955.'"' Since that \ime, 
i,yijro�y�11IoroquirJ<l h;rs :Jeen Widely �sed as a p,ophylaxis and• !reatment for malaria.'"'· 
It has a l�o ' 'provelnl to be effective in .a number or au lo immune lfiseas.,,: inch,di .ng 
systemic l4pus e,ythematO$us,'U4 pri mary Sjog$n's ,vndrome. and !'leutl\at1>id arthrlti�. 
and for thuse uses,. It Is often taken ouily fur yc;ars at a tima, ,,. Hycroxychloroquiile'a 
suc�ess against these autbi mm\Jll;;, di•e�S()& 'i$ linked to its a�ff..infli!mrnafory oi'td 
1ti,munomo�1,,lstory effects." 19' Becauso of its v o r s alt lity and efficac�, '"[mJ illio(:is of 
hydroxychloroquine cose'S are prescr ibed annually."'"' In just thi, year 2019, hyc•roxv­
ch loroqUlne was prescribed over 5.4 mill ion times in the Untted States alone. "8 

h1 200'4, long before the COVI D-19 panc·emlc began .. a lob s1,1dy revealed that 
ch loroquino is " an effective inh ibitor -01 tile replication or the severe· acute respi,atary 
syndrome coronavirus (SARS-CoVJ in vitro' ' and thvs tha1 it should "be c.onsidered for 
i�lit,,.diale; us;, 1n the prevention and lreatmc.nJ nr SARS-v,oV infec1ions:"• The foll Q,Wlng, 

111' N�tiqnal lnsftt\Jfes of H�<'ltt I COVID-19 irca1mord- Guidalines.: Ch!or-oqu in�r l<lydr<ixy·chon:,quine 
a,-,J,'or AzltMromvoin1 Pl:l::;.t,,. ..... � --, re nit a.�, 2 1."Wlilw�, 
)l\1,-;,t11:')'/�!m,-•.JJPP:Ptb\'l'l!W'YO ,...,... :ft!P::9CAll':wnM (latt vi sited 'Oct. '4, '20:21) (f,�ra.i11af'ter: 'MIH, COVIO

l mane Hydn:tJj'ooln·,rqvi ne '). 
m Georgi !=ram QI aL Car:tiac Gump(ics,tfona A,tt;:.:b·utsd :c H:1droxrc.hi,,,-r,q;,11lw: A iS.Y./hmfltig Review 
of ffie Lthmf,·.;n, P,,-f>:-e·ov10-f.9, 17 •CuilC:'1! �rC'ICJlogy �vi sws. 389, 3a·� {1'!:J21,)> o·v�i)13'l>!s et 
I\\Wfwww.61n:1b O toml11J6§Mfl'de llarl \' sited Oc1, 14. 2021), 

1�4 c1a.udi o PonticP.ili '& G.8h' rie!I �- Moroni , Hyd1m�h,k1fd�f.,itft!. i n ·�(l1'11ic.lu,xls e.')'ti"/ematosus (SL't:-), 
1Q Expert OP'IOIOIT or l!ln;.g· Safely 411. 411' (1011'). •O'{a��hrfJ. st ��1l:J'rV!_(IJ"!,-�.1QT1r 
t.1uilfi.1lto::io 'O§'C::'i4\'40·3:1a.'20t"'_ t£GQiT � e 1!' 1:1':0, (I ast visItoo·Oct 14.2021) .  

'"� fil ii.sc-lc:1uru 'lirin1l'c1L, Hyr.J.roxyctilo.roguiMinrhs"',ru,tic: eutoimmvne o·isof(jers.flncl b.eVtmd1 g:Mso 
Moer:uls1 �i ci oe, 3; 1 �Aull, 2020), trYall'is-tle a.; � "Wi'WCJ»=a:ota«d-i'tt<ID 1§2,Ua11rr.11 
2020 1247 6 (la....tvi�jte,d Oct 14 2 0 2 !!} . 

. .,, 
;� Clil'IC�c. tiy1J1u.>tyc"ilo1oqu/n9 Qug L..�9a Stafi!ti·�, IJ n!t� St$le$, ?.018-2Q19� �ttps:// 
1)'!�11 _,.....,pL,§? % ccttt?!"r::"!""'\d 7 ( a:.l viol.led Oci. � 4. �?U, 
1� Eli, Ke} .. aert& e-t 3 ., In vitro I ITTNhition r.f' �..,.,.rs, Ffr;:f/t& �§pi,"(f(ory -syoo'r�,re �onav»l:.oSi. t;y 
chrQtOQV(ne, 32·3 Bipchem1c:al ,and Blopl'i�sical Rc:ie ,a·$!_t· Co 'rrn:iun l:::s,ipn·s-2�'1, •23-1 {2.0'0 .4), s._VEtNB.bls of 
Ol£D!!i'Q'et:MJtOE11a«re:AiMoe=«e(��o...tt¥»--< ��St vi s! to-1 Oci. 14, 2021,J.. 
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year, an-0ther paper explained tliat"chloroqulnehas strong antiviral effects on SAR$-CoV 
inlecii;m' and ''fs eflecilve In •preva�iing ihe spread ,o� SARSj!]baV In cell cultt.mo.' 200 

le is Wld,eJ y recngnii"'1 in .the n,oo,cal communi ty Uiat hyaroxychloroqul,1e is 
geM_Mij_y safe, so safe in fact tKat It may be prescribed to pregnant women•" and 
•c�ilctten 6\all ages,""' During th,e beginf\ing of\he pandemic, Iha FDA Commi ssioner 
state.<l, tnat J1yd1ox,chlorc:iqui 11t, i•a• "a well · eslabl'she:d safely profita· for malari�, lu pts, 
and meumatpia.anhrtti s.m Ac:c(ll'\ling (I) tM·CDC, hydroxyohloroquine·s·--mo$1 common' 
adverse; ·reactions rcport9(1' .are min'Or rssuet ·such -as "stomach pai111 nausea, 
¥om1ti 11g, , , headache,·• a,)(! "itctting;'"" WMe me COC �cogni,es 11\itl hiyh d<>s�s. 
"such as t�ose used lo treat rheumatoid ,arthliti&, tiave Ileen associated wRh reti ni>pathy," 
a set;Qus eye condition, that .sice � is "cxtrgmply unliKc!Y" wllon h?/!lr-!lxv;;h/oroq\Jine 
is used in >short durations w�h·moder&te dooes."5 Notably, the CDC's guidance o� n·ydro.• 
xychloroq,, ine·does not mention any cone.ems about c,,rcliac.diso{clers-stemmin.9 from 111'<> 
a1ug. 

B. 1:Jydr,,w11ooloroguIne and co:VI0,1>1 

A.t the outs.et oi the: r••w1Amic,. ,,,,,,archers foll nd- co.nsistent with 1h� pnor-sh.tlll es 
demonslrsting chlomquine's ,efficacy agai nst SARS--CoV-ihat hydroxychloroqui ne · ',;ar1 
•EfffiCienlly illl1ibil SARS--Ci!Y·2 infec!Jon in vitro." '0' TheseC0\/I0·19 s\.tdies.spec�ically 

�.x ·� a·l'lin J. v. n·cen! 01 al . ,  Cillcrr,tfoirn,th; e ;»tt,,,( fntrlbitc.r of 51\RS CertfmWh'tiS thfectiOI> ar.YJ s,�t.wl. 
Vir.Qlqoy Jou,na.L at 1 (Aug. 2Q05)1 �y;,iJahft..� o1ttnrua�,;�,wri .n1t,.-,tom·c;•artide!ilPMCf23�®91 
pd(JjT; ... � f!i,Qdf'(I••· vi,H•d' Oct. •cl, 20� I). 

�_. ?.onflc.cll i & Moroni, .:;:JJ)N.J , 
_
1c1t 41 i, �e. TJl.w Ewa Haladvj si al., Ar:limAJAr,�:s '$'8 ;r.«y,eff�cli� 

and·:i;if& fr. ;h.�:;tti;JIJa df.e:P.�e,,s?. ;:,6 R&..1m�olC>gia i64, 17 i 72 (101a), .:Wn.�.l�/0 ii) fm l WN�•t 19u, 
11H)2Wcr:::::i!IIC?Ott IP� 1�� ..... �(� {IR�t vi!':it� !Jr.t. �"', 2021) (1011"9 fhat. t-)1Jn:5xy 
Cl"-loroquin� ' cnn h� oontittlle-d u, the ut·;itm.Y.Tof (hol!"l\�t,� 4is�o� �ur�1g p�yrwn;:y snd ai:.latiQl1' ). 
:a ,liErrtliks 11,,1' Disease, .Con'ir61 .and Pfevention1 Mec:'ir.tnes rc,r :t-e· P�veriUon ◊' M.al�ri� \'lf.1J lc 
IMVP.lin·g -H:i(10:<yc:1'1\D�CJ!hO. ' (Pl��oni l  '

'.")1 �IT.alll'" 
f&ui.l, b.AJl-4,•l!l(dJ.ydfm 1 .. a JICI {l�I Vi!f11!fi �r.t. 14, n)') l ,. (hei�l (iilftl?. ·cot. 11.1?1�r1f:I· 

-
fr.fii1C1 ·), 

... 

�.,.:, U: S. Food .&. O!.Ui) �minis·.raliuh, Bri1f9i1tn a Canna:r Oo.--:fdr's PP.1";spl=!"r,ti1ie ·,r; F()�!l-•R�:m,11M ,10, 
th�• GOVID-Ht. Pandemic" (Mai. 2$1, 2020,}, m!he '! "'°"� "-'•••c re �C'i.� � 
Wli-1Slrt:,maQ•u.J,Jhs.;re:s,m�•pg A auw.: OAst ,vi&itec::S Oct 14. 2112.11 (hereirafter .. '-'=DA, 
Br;n91 rg PersoemiVe" ), 

' 1 � C�nfers ro, Oi$e;)_:sc £on(rol arid ,Preverl an. Yel!olv· ·e,;ok, .Choi::li�r 4: Ti6:lel ·RelateQ lr'\te!31:buS 
3i&-aa!le6 - Mii{vri� '(202Q). tJY�ilf'.t�.e (!l, ......... (X.,r/l1"1hi!li.\e&'A-boolo'2'0'20iira�·sMre1a1ed­
O[cciioL1'1- cli�Cfi!�t.�imalac,ia#1939 (la!.t visited Cct,. 14, 20� 1 ), 

�°" Ji..-q Lt J  et 3,., Hydroxyct?.'<iroq1Jlt». ,iJ Jess 'tox� o·Cril'utiw:• IX 1.:i1loroqu,'nc, is ef(sG'Mt& in ,'nh.iMJrig 
"SAi:tSMCd'v·2 inhlclion in ttiJro, Cell OiscOlft:l'iy, st ,4, f201.0)', {i'.l(tftW)(IJ -8t''1ttl)s:/�\'W..[IUW.-C�iru;� 
�1Jostv_lsl 1od Oct. 14', �021). 
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showed that hydmxychloroqu'ne ·can inhibit [SARS-CoV-2) virus entry, transmission[,] 
and replication." 20' In addition to th is "antiviral activity: hydroxychlo,oquine also has 
"anli -innammalory 1,.1ro1,.1�rti esr that help regulatP. ··pm infl;:3m,natory r.ytokines,"2'1' These 
characteristics➔oth the s.nliviral properties and the anti .. inftam:natcry activity-are 
important countermeasures against COVID-19. 

i. Hyr:Jroxyc/tloroquine S/urJii,• amJ Mela-a11alyws 

Many large obse<vational studies suggest that hydroxychloroquine significantly 
reduces the risk of hospital ization and doath when administered t� outpatie n t s ­
part cularly hig h -risk outpatients-as part of early COVIO-19 treatment For example, the 
Mokhtari study 'was a multioenter, pupulatian-based national retrospective-cohort 
investigation of 26,759 adults with mi ld COVID-19 seen . . .  between March and Septem­
ber 2020 throughout Iran."'°" The data showed that "[!]he odds of hospitaliza• 
lion . . .  reduced by 38%" ann th<> chance of death decreased by 73% for those who took 
hydroxychloroquin e .2" t;ritically, those "8ffects were maintained after adjusting tor age, 
comorbidities, and diagnostic modal ity," aod "'(n)o serious (hydroxychloroquine]-related 
a<tverse drug reacti ons w�re re1,JOrted. "211 

'" the same vein, the recently published Mill ion study evaluated '-0,429 "adult ou t ­
patients" in Fronce infected with SARS-CoV-2 who were 'treated ea�y" wtth hydraxy­
chloroqJine plus a,ithromycin."' Only five deaths occurred aruony lhe 8.315 µfltienls 
who received hydroxya,loroquine plus aztthromycin-a mere 0.6 per 1.000 patients­
whi le 11 died among the 2,114 who received oilhcr no trcatmant or azithromycin alon­
a much higher rate of 5.2 per 1,000 patients."' Base<! or those ,gures, tile study's 
authors found that hydroxychloroquine ·•was associated with a lower risk of death, 
independently of age, sex[,] and epidemic period.""' Mill ion's team thus concluded that 

1" JYoti 68JPal et al., HyaroKycn!or:,qum� tJ/IC COVID-19 . A m,rrr1!iv1J review, ar lndiR11,ln11 mRI nf TuWru.•lu.si1> • '17. 14R (OP.c. 2::,20 :,, flvsilable a l  httosi/lYfflw.ncbi nfm,olh gov/p"'e,,'an1c1cslPMC78368631 
Pdflma.ln.pj" (la�l v '$ik:tJ Ocl. 14, 2021 ). 

�!I Mctj itJ Mok.'ltari et al., CJinjcal outcom9& of patM,1t$ 1vith m.i!(:I' COVID-19 foli01i1f'lg rre8lm,nr ·hlt.'1 
hy.JroKyehicr<)uvine in an 01.l!pallet"t� $eltjng, lru em�<iorn,:il h ,·mu'lo.:,harmaoolos;y, at 1 (Ju . 2021), ,waitsbk, 
ut h1toa;llwww.scien<edjreo1,pomwieo9efar!ig</o1V§] 56757692]002721 {las1 ·,,s ted Ocl. 1'1. 217L1 ). 
2·;1 l<1. 

�·1 "'· 
1' 2 Millio·l, supre. at 1 063. 
l\J /d. at 1�6. 

,,. td. at 1063. 
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"l8J arly ambulatory treatm8flt of COVID-19 "  with hydroxychloroquine plus azithromycin "is 
associated with very low mortality• and it "impMve[s] COVID-19 survival compared to 
olh�r reyirntms. "21! 

Another grou� of researchers assessed an elderty population living in a nursing 
home in the small European state of Andorra."• Their study included "100 COVID-19 
oontirmcd cases" in tl1e nursing home 'Trom M<1reh 15 to June 5, 2020 . ..,. 7 Aft�r 
eval uali ng the numbers, these researchers concluded that •It]reatment wth 
hydroxychloroquino and azithromycin was associated with lower mortality in these 
patients. 021• And 'the multivariate logis tic regression analysis identified 
hydroxychloroq ulne plus azilhromycin treatment as an independeot factor favoling 
survival compared with no treatment or other treatments ... ,,11::1 The study also rc inforoed 
hydroxychloroquine's longstanding safety µrofi le because "[c]ardiac monitoring was 
performed by etor.tmr.ardiogram, and no Iviythm changes were observed . . in any 
patient: •�o 

Added to all thi s, a preprint of ano1hcr large observa1ional study by Sulaiman 
supports lhe use uf hydruxychloroGuine as pM n f  early GOVID-19 treatment.221 This 
"study took place in 238 ambulatory fever clinics in Saudi Arabia" during June 2020.2'' 
Of the 5,541 participating patients. 1,817 were g iven hydroxychloroquine, and 3, 724 
received only supportive care."' The researchers round thal ""rly hydruxychloroquine,­
b�sed 'therapy was associat8d with a lower hospital admiss ion" of 9.4% compared to 
16.6% for supportive care atone, which cquatod to a re lative risk reduction of 43%. 
•Adjusting for age. gender, and major oomorbid conditions. a multivariate logistic 
regression model" further confirmed the significant decrease in the hospitalization risk of 

n.-. /rl. 

216 Evc:1 Har.:1i. et al., COVID-19 morlRIAJ• d�ic Mr.�(S- .in ol'ier oeople NJ il iong-mm? c;;qc ccnrst 12  
European Geriatric Mee1IcI nc 6 0 1 .  eo, {2021 ), �wi1<JIJ,'u a t  https·/ffink-sQringer.cgmlcqntent/pdfltQ 10071 
541999-020-004 32-w.ocff (last v ,ited Oct, 14. 2021 ). 
m lcJ. 

21' lr1. al f06. 

U\I Id. 3l 603. 

n, TRrek St.l�imsn et al., The Effect of Early / lydroxycJ1 loro-:,:Ji1,e-tmsea Th9rapy in COV,'D-19 
l'<.1 liv11::. jn Ambuh,toq Csl'll Semrtgs: A Nstirmwkifft .�,x;fi� Collon Study, Preprln:, at 1 (2020j, 
9va:l8tJle $/ htfps:{hyww (MdrxJy.o,gconteot/10.1101/20201J)9.09.20184143v1 .ful.pdf {last visitOO Oci. 14, 
2021). 
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rratients Who receiv.ed h)lllrpi<ychlQroquine .ZZ• Rag.-ession analys is. al so demons:rated 
that hyd ioxychl ort!qulne reduced the mortal ity ri.sk  by an odti� raliO of ,36. which equates 
iQ • t111a�fold dri:JP: in (1ealh$. ,;i,s OUter ob•!'rvalionaf studies furthnr ""99""' \hat 
hydmxychloroquine has value as an earty COVID-19 lrealmeot:"" -

We acknoWlµdga that olhor stu�ias ancl mets,analyaea heve concluded tliat 
hi'd1oxy,;hloroquine has l ittl e to no effeot on COVID-19:m Yel those materials yern arall y 
�•ur the i)11portant distinction be1�e•n hyd.,a,ycn1o·roquinil'l1effitapy as.a�earIytreat11l!'nl 
tor m�d 1,0VID -19 in nonhospitall zed patients '1nd tts cffica�y as a late t1eatm01'11 ,fo, 
severe C:QVI 0-19 in hospital ized patie�ts,m As explained abnve. COVID•19 i n its earl)' stage,s, Which c.ons1sts pnmari ty of eold- and '111.H lke symptoms, is very different from 
severe COVlli-1,9, which is •  lower <\)spi r.tor{!:lisease otten a909,npanied by respl,atorv• 
le lute, a 11d mu.ltiple prgan dys/u11ciion_ Thus,.  eviae�ce about nydroxychl or-0qulne',; use 
"in i11i1ati€nu;,□ is iirelevanl wit� regard t.o tho ,iifi,-,;,cy QJ [tne. drug] in e��y hig h -�sk 
n"1patlet1t  1:lisease, "'2$ Sc ·even 11 hY.droxyciilo�qu,ru:, ls 110! 'Alf&cliVe against' so�e're 
COVID-10, th�t dQa, not di sprove ils vejue as an early Jrea.tment against \he cliseaHe, 

T h '� �ey, ther, is t o  fQ�us on' data lllal ass.e.s!i ' l!YdroRychlo,roquiner� effectivo,nilss 
In earlr treatment, A prir:ia exa mple_ot t��t is ,a rece'ntly pubfished meta-analysi,: tt,at 
-00mb,net1 the MIiiion, Mokh1ari, a.id Sulaiman 3 '1\1d/et discussed above with two -�the, 

,;� E .CJ., Andrew I:) e:: a.I,, Hydrox;clJ/.OrCqu(IJc 111 ;tt,.:,: tro.J,tm,.1'lf. of ou�lfeQi,!: witt. niildJY-,-SYJtip.'ft:)j;i&ti(;, 
C0\IID,·i!J ; a m11U/·Cil.'lto,:- cb$1.v:aticrts1' en«t;,, BMC trifecciou& Ol$�s·� {20�1), evtJ1J�l)J-:, ;:,t 
fi1.l,Yi (lt."':slsHt:��blo,�l �•'\td.bl!t]0..11es1UDgU-::f>7i:>,6X" (C',...,nC'J116inQ in l;i'•'SUJ:dy 
•of 1 ,274 PJt'palienJ'6 ·witt- SAFlS-CcV-2 inf�Gtio'11 t1at 'the·c was: .cOlt l;S:OOCl:Jlio·1 bclwcx:n c�Jio11.urt1 to 
1hy$1rol<_y�i:,1oro·cUj,(lo .�t.d � .  dWease<t ·c11.e: pf ho'r.pital i�.tion fr:n• eo\lto-19 1); Yi Sv, Etficrµ;y. otriot(r 
fwo'fOXyvm/o.>oqliinfJ /re�lment, in pt-?t,WJrtffMl f.OVJD-tl} ».oouwo.r1({) ;r.;urovatir,,11, lhs• ekpe . .-,�nc,j from 
.. �ri9#8i;, CfitnrJ. 111 �lOSclo·.,c.� lf'ard� 408. 4C8 1 2 020>, 9V.aiJsb.'6 st �il, 50,.:, 
�(re,' 'Gb� '4k,-i._,., (1.�-�J \fl}tte.d:-C.,�t 1 ·4 ,  20'!1) ( "i(,1i

P1g i 11 � stooy oT,61'6 i,ldividu& is :r -31: 
'UJ--ie early us� M "yOtOr.)'O"ll 1Xo�u inu Cecrf/1H1P.d ihe im•r,imv-P.mRrl: time· �n� tl'ie c:h.-1m11or r)' C'.0\/tL:-19  
deter,1:i,.,n in throat anC .::1oot s:m1;tn ''). 

• '<27 T'ii:lwcw,tJ.:1 Ctiiv,ese et: i.l. . EfffC(lr;y r;J :i:t/orr,>Qulr.r: '1J'1d ,:,ydl'J>;)1@roq!J;;:,c ,rJ r(9»ting 0:1'i10-J9 
ir;(er;tic'n: :lt. irtelit--.1lS'Y'lew. vl :;y:$(<.'ur.Jf.ii; rr;,,; .,,t\!,. ar«i srt uprial6d m�t8.:en�Jysis, T'avel ,Medltlnt� anc, 
1nlcotious Oi,;saw1 at I fS(IPt.lOr.t- 2021}, i!taNnbie at �Ul;lg{ 
E,s;DaQl)�rJI,,,_. tJ tfanst vi'si,tod Oct. 14, 2::i21,; (oo.n�t.udi,r911w·t,hYd''OX'Y:t't"llorbQ'uine ia 'not eff,ecti •.-o 
,it1 hooting COVI0-1 ff)', 

i.:ii· re. al 3' (,,oting lt-..il thiS rneta..anslys,i oonsii;:te(e<:I �lUdi es of �e6pl-e :i.Yit,h •61jfi(i((r,ed C0v1 D--IS', 
· e9,'JN:!!es� of • ih<1tC."(ctlty�lilllnos-S'l 

•:1.i=i l:la�y A. Flisr.h, EBTIJ• Cff;(,»(i'J,i1 fll\1�lCflt of ·Sy(n(J lexfi;:i!('c, H_iyt,:.Rksl< �"OVIQ-1�•Phti'9n�1- That 
Sho()Jd. '&f R�mpcd -Up h(Jrll 9d(afatJ a;. /f,flJ. lo Hie Psf$1sr.:,fc"Cr��. 1 8EI .Amefic::,.n,Jovro'3h,,t·Epide,r ioiO� 
1216,  1,2 18 <Nov. ,.202 0 ), RVnilsb;,e. ,11( �lc»nro- .,.�TftJ:iii�5!!!8' Jlas� 

.·listed Oct. �4.:al21 ). 
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outpo1ient ·studie$.03P 'l"ll\'ise riv.,·studles •togeth"( included 32,124 total outp�tients,, and 
th� Sl\alysis �voatad tMr lt\ldl'PJ<YCKl61'6Qillfie is associated ,with a '69% reduction in 
mot'talitywtien usetl as ·�n earl y COVI D-19 treatment.'" In adaltibn, a few,month� ago. 
:ano:her team of researchers reviC\v�d ''nine report� ur earl\' trea:m.enl oi1tri!lnf,>S ln 
COVIO-Hl ru•rsing home patieots:'" D<lla from thos.e studies reveatad tha\ 
"hycroxychlnroquine·ba�d mullidrug regimens were a�soeiated w�h a �tatisl: icat[y 
�gniltcant> 60% reduction m rnortal ity. "m And anQthpr S1;t1ot�r, Dr, Harvey A. R! sch, 
P.-ofe.ss�r'of Epi<lemiotc,gy at V�te·$gJ\ool of Public: hfeatll\, nas �uhlished Qnfil\$ a, ,,e,,.. 
pe�r-ri,vil!IYed' m,;ta-an.aiysis of wn slltdies explOring h)'drosychloroquino <lS an early 
COVtD -11l tre�tment.2,,. He .ooncl urlcd Iha\ for p�oP.le receiving :that treatmi,nt tla odd.$ 
11>t in of hQs.pltatiz�fi{l.Jl was .:Sll ;;nd the orlds r�tio �f death was ,25. In other word:,, his 
meta-9nat9sis demonstrated tllijl when �ydroxyr.hlr.,roquine js. administered ,.s,an early 
C.0\110-10 trca1mcnt. it can reduce the isk.of d'e;,th hy 75%. 

T <1 be sure, t.�'™1 data derlv� rru,i larye,scale oh�er:vational sWdi� rather lhan 
RCTs, and we under,tand that RC'rs ;11e considered t�e gate stan.dard in medicine.. But 
for at l&ast two reesonij, we find thpsq ob,;erv;itio110t ·studies suffici ent for our PUI\J<lS�s. 
first QU r role is not to,sel a standard fpr the pral';t'ce of ins>dici1 1e. Rather, we iJ,u,t •imply 
confirm ,whether re.isonable medical evidenoo support� the use of t1ylll'<lxyc:h toroquinp a,s 
ao eail:,, ·Cuvto.10 treatment, and we determine that a couectij)11 �r lii\rge-:.cate 
observational sl\Jdies suffices for lhal purpuse. Se.cond, a ·J;!!minl)I revjew of thEH,ci., 11\ilic 
riterature J,,., re,v.ealed thal "on a•erage. t;lere Is little e�denc o  ·tor signifi�llt l!fl'etr 
e�tin,ate ditlen!net!s belweeri observational stu<iies and RCTs, regatdl c-ss of ,Sl]aiilji: 
obsorvatior>at study des'gn, heterog,r,eity, or inclusion of sltldies. of pharmacot�•ll ic.!I 
interven1ions,"1i!S Th111e is thus mt ba.sis ta c._ast ;,si<)e the obsel'.>iatlonat �tudies de.ma� 
strating i'lydroxycftorqq�• nl!'s effi cacy as an early COVID- 1  g waatment 

�<!- F,aiu E, Alor.eride/1 et al ,11 Eftlf/ t?Ul(idtU{J. if!�lmi:tJt ol. •SARS· -Ca:V't2 ir/f9Ctk)n (COV!D--1t9 a,-W 
mdvr:.� mo�ri?)r MJOiJ(; ,wrs,ilg f;oma (or <0vtpst,'limf#11r.-btJ/ttor}'} �'S,1{/e�s. Mc-.fi?;al t !f;ioth8!6e5, el: 1 
(2021), Wllii.i&e oltl:�-;r,e 9P'!MPSWIC TA� � fl;isl \•i$itt-d Oc1,. 
1i, 20�il), 

!�) Harvey A Riaol• , H�tl:lx:,,e/1f!:l"OC:Uine in. Er.tiy, !fCtlltti/,fif of High-Risk co•J10�1@ OlJ{i?,.,1l�·cms:-
Eff'it:1.f:i.C}' a;�rl S.i!fet/ E•tiOct�. al 11 ,(Jun, 17, .202,1 )'1 IW6fl.ibie ,QI I\UPf: /.l.1111'-.yi 11\(;rt��lil!Vl'f 
� 111f1-.:1,1�,10t..'!"?":!::ft:::e ➔,� (l�l.vi��l'=td Oal, i4,20�") 

•:t:tt .�ncfrew A1g;o�r ,e;t a.I. . HemL�MfP.' n,•Jioo,hf!s tfsscss.b<i wilh tJOSIJntaticmal stud.JI �1$'91u 
<..'U111uutt.•d wilt; fhosa Re&esse:d kr r8ft{formwo l"iars, C�hrane ORtl'fha!;P. ra Svstemat,t: �«!\IIQw&. -al 1 
(2C14), - ;vaNa�/r:- "'. ui1N1'(0'ii",,Ud> - Hi l ,,.., ,.....,.,,i,,,,sMMfO!aj(>!J Ii,@/ 
.e[!dflfu I il�!>t Yir;.ite(! Oc;t, "14, 2()21 ), 
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We turn now to discuss tho use of hydrol(\'j:hloroquine as a prophylaxis. and 
although the data on lhat pu int seem to be small er, lhere is some cvi�ence suggesting 
that tt rright work tor tllat purpose luu. One study was a RCT of migrant workers 
quarantined i n a large dorn1i tory in Singapore, and i t compared a group who used 
hydroxychloroquine as a pmphyla•is to a group that received only vitamin C."" The 
hydroxychloroquine group inc luded 432 people,  and only 31 of them ( 7 .2%) conlr•�l...t 
COVID-19 with acute respiratory sympt oms. 2:,, In cont,.,,st, 619 individua ls were in the 
vitamin C group, and 68 cf them ( 11. 1 %) developed COVID-1 D with acute resp iratol)' 
synnto ms.»• Thus, the researchers concluded that prophylaxis with hydrnxychloroquin e  
i s 'superi or tn nral vitRmi n C ir reducing SARS-CoV-2 inrecti on. ·•23a Additionalty, a n  
observational study ot healthcare wort<ers in Bulgaria found that out of 156 workers who 
used hydroxychloroquine as a prophylaxis, AOne of them presented with COVID-19 
symi)toms.2n By wulrdst. in the grou� ot 48 workA� who rtid not take hydroxy­
chloroquine, three of I hem developed a symptomatic case of GUVIO-19."'' Thes� resulls 
pmmptnd tho administrators at the Bulgarian Cardiac lnsth,te to start a pmphylactic 
5trate�y Ur t,-.eir workers that " includes alterna:ive mor:lhs or (hydroxychloruqui ne] intaf(e 
(200 mg dai y) and months without therapy. -,,z In addition to these stucies. there are a 
few others. some of which suggest marginal bonefits. and some of which suggest that 
there might not be c1ry. We are not aware of any of these studies showing serious 
anv,mae effects from use of lc w -dose hydroxyc�loroquine as a COVID-19 prophylaxis. 

We pause here to rei terate that i t is not our role to resolve the debate on 
hyc!roxychloroquir o·s etfacliveness, either as an early COVID-19 treatment nr as a 
prev�nt�ti ve measure. ThA� ara matters for tndivldual healthcare providers to assess 
based on the available data in consultation with lheir palienls. Our only point is that 
reasonable dala support the use of hydmxychloroquine as an ea�y COVID-19 trealment 
and as a prophylaxi s. am.I in liyht uf th�t, we cannot fi nc1 cl4=1;1r ;i1c1 r.onvinci ng evitence 

r.e R.avmonrl C"lee Seo,o Seet et a ·  .. Positive lmpacs of o,�t ltydtoxytl'll!XOq1J;n9 omd .oo•,itlone-iortine 
tht�( SO,•':S'y fo, COVICi-19 JX:.,phyl�,ck;: Ar. Of'A!J•IBbet �l'Qomized rris/, 106 lntematl:inal Joumal of 
lnw.tio1. � Dise3se& 314, $14 (2021), avaiklbfe ill httpS:/At.ww_iic!online.oom/action/showPdf?pii=S12Q1· 
9712%2821%2900345-3 �la�t vi:i;i lAd Ocl. 14 202' ). 
-r.-, I(/. 3l 31 9. 

m Id . .:II :n4. 
''1i l:;tr� Sirnov� et 31. H/(ifO;tychl0t0ql.lNM.• far pro�hy!r.xis ond t,9s!ment of COVID-H� in f'l(Jfll(h·CBI'� 
1v0t/u:1n;, 1"'8w Microb86 and N8\v lrfectiC::'lS, �: 1 {Nov, 2020), ;:,wrtl:Jbk: ;1r htt;>s:lfwww..sclencedireeL coml 
scJegce{airtlcielplVS29522Q75203QJ657#'. (1<:ti>I vi s,ted Oct. 1'1. 2021 ) .  
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tP filg 11 isoipl iMl)I att,uni\ �giiins:' physician, ,�1·0 pr&scrioa hydroxyc,hl oroqu1ne lb/ •�lt�er 
ofthos<J purposes. 

ii. Hydi'l),Iyctl/Ui'oqult1i,, C0\(1D-19, and, Safety, 

Duling. the pandemil), tile FDA railed ques:ions aboul hydrotychlcroquim1 ano 
adveroec cardlac,events.'q Thcso �iod� of 1:uncerns pron,pte<t one Qrollp .of scho.l l!fs• t<i 
conduct -� ·systematic rev·ew of the hy<:jroxyclllowquille satel/i iilerature �,e-COVII0-:19.. 
1)le'[r fe:view of the daia Indicated tha: people taking th;at mep[catipn in J1PPl'QPria1<!-t[Ose� 
-�r" al \ls>y tow risk' ot experlMein•g cardi ac [a<ilrcroo oycnt�J. pl!rtlcularly, Witll short te·r,p 
administroti;,n' of the, drug.2<·1 The pre-COVID-i9 data sho,'<ed th;it heart IH$ij8S 
.uccu.rred- ruheil 1nlr"'1Uently---0nlY WhM patients took hydroxychforoquin,a in 
d>!nQen.ius, y hig� oases or for •l'l,>lly ,years 011 end,2°•· 

A$ to the i ncrease of adverse cardiac a.vents associate.d ·wirn COVI D-1�1 . the 
resea1t1,ers.queslivned th" prevafence of the. pmbl 9m Q\< 11otin9, Iha( several C0VI 0-19 
studi �s re,:,orr.l� ·n1e use of [hydrpxychtoroquincf al llartabti; cfooos wnhout signi'Jicant 
can:HaC1QXi(iilY-'"" They al so observed,that COVID-19 itsell o'tsn. �� hc;trt is, �ues, 
As they ��plained, '[tJ )'l!i JJhder[YinQ paUlOJihytsioruuy of SARS-eov,2 ton,lributqs to 
cafdlac complications in the population i t i11fecrs, w�h esti mates ranging from :!0-40% 
incidence." 247 In particutar. "[c]ardi<>c i:,pmplicllti ons of cytokine storm have been well 
docume-hted to involve fatal cijrdiac dysltiythmias an<l, acute systol ic t,.,art failUrt,." "''" 
T!;leoo re.s-.archers.•tllus oor,cl uderi tha�·'the reported increased aiTh)thmic e'lents,in the 
GOVI0,10 i,ra ar,pear lo be· more �elated \yith the direct inflammatory offoct ol thE> .vi1:11 s 
(myocarditis') or Iha .ooricomi:ant administration of multi ple drugs cap'abfe of p!Qtongitlg 
O'f intervals rather 'than. tn h\'(lroxychtorogulne ttself." ''' They dlij not se.ern to thi nk \he 
medi cafion itself had "cha11ge/dl .�er 70' years" c,f,Widespreao use.250 

;,i �. U.S, f.ood 
_
c)nd o,u� M111.+ :i1�rdli on, FDA m111ton&, a�insl _1;se 

_ 
of 1idr<:1xvet-.lor�1 r<:- r.;r 

chtef·oqµin� to· -COVlb- 11) QlltSicle...q_f 11"e hofip•ital &1JUi1•u '1.lr' a --cii nii.:<111 !ri.;;11 due lo r·M of hMrl""I hythm 
nroblemsi uatl! #')\ Jdd .. ,.,.I ,.,._.,,...ri)o�.��; m�,t....,,..,=+:,zc:::rmo•�� 
QfC?r-:'!$Z 1QJQQll�Mfl!).� __.. {li.1:.>;1 v\:Sit� Get, 1'4(2,C·2-,)! 

"' P,1tm, :.:lqpra . .al '391. 

::-,;i 1rnt �oo, ��. 

'" lr:1. flt 393;. 

.... ,. l/t. at 3Q2 . 

:;."1:1 lt!.a,8�3. 

�4\'i /d,' .1' 394. 

�ro (fA 
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Othe'S echoed these views. Anolher group reviewec the relevant studies and 
observed that '[m)ost oflhe availabl e and credibl e data suggest that (hydroxychloroquine) 
is a safe drug."'"' Tllat includes t11e pre-COVI D-t9 data-in ·n.,cartRs of . . .  use by 
tileuma tologists, . . .  cardiac toxicity was rarely eve, seen"-as •Nell as the CUVID-19-
rel ated studies- for exampl e, the RECOVE.RY trial found ·no cardiotoxicity" by 
hydroxychl oroquine.252 Indeed, the RECOVERY trial "prove[d) thal (hydruxyd -Jo:uquine) 
did not increase cardiac complications in COVID-19 cases despite u sing 4 times higher 
dosage than that used by rheumatol og ists."m These authors als o  emphasized that 
"[m)ul tipl e mechanisms cause cardiac compl ications in patients with COVID-10 
infecliun" :25' thus, the infP.ction·� pro pens ty to caJse " Intrinsic cardia c  abnorma liti os . . .  
is probably acting as a contoundor ... ;,,, 

Still another ""I of researchers reevaluat&d hydroxychl oroquine's safety during the 
pandemic. They conducted • "meta-anal ysis I<> mmJl'I� the safety of (hydmxy�hl oro ­
quineJ v<>rsus placebo' for any indication.2"' Al though their 'm<>ta-anal}'$iS of RCTs found 
a significantl y higher risk of skin pigmentation r,ssues] in (hydroxychloroquine] users 
vers.us :::>lacebo.� they did not find any statisticall y siynificimt increase� in othP.r ac1vArs.e 
events, lnCil.J ding •cardiac toxicity."'07 

In addition to these data tending to confirm hydroxyclll oroquine's S!lfety when used 
in appro priate doses, a few other/actors further le ssen the cardiac concerns. For slartera, 
on� pi""' of �ey evidence contributing to the saf<>ty concerns surrounding 
hydroxychloroquine rest&d on admittedl y fraudulent dal3. As discussed above. ii was a 
study publ ished in the Lanoet on May 22, 2020."3 That study claimod t11at 
hydroxychloroquine was "a$;$:Or.ia1Ac1 with an Increased frequency of ventricular 

2)· s !"li\·raj Padi�sr & De,ash1sn Danda. Rfl'lisit;:,g c;,rrti..q c RRM,Y nf .'1:t(lroxychtorc,qumc m 
rheumc1roroyiw1I rJise<1�.-. during COVJD-19 ertt: Fttcts and myths. 8 Euro:>&an Ju..imal of R�eum11!olngy 
1 00 ,  1 :)0 (2021 '. •. ava,'labie al https1/ww#.ncbl.nlm.nih.gow/pmf/articlesJPMC8131AA9'7Xtf/,t:•8-2•100.pdr 
(la:.t vis itad Oct. 1 '1, 2021 ). 

]l;l Id. at 102 . 

.:� Id, 31100. 
2!'41: Khalic! Elj �'l y et al., HydlOX'jC/llotO�•·oo Sl.lh:ty: A mets.,gMIY.!i.s of f'Bt1domi7(J(J controJted rdtti'�. 
Travc, MOOicV'I& �11d lnfectiou Disease at 1 (Jvl.i'Au9, 2020), tj•r.tJ:JbJ� tjl htrps'li\w/N.ncbi.nlm.n1h.ooy/ 
Pmc/artides/PMC7342J711 (last v sitod Oct. 1<, 2 0 2 1} .  
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3N"l1Yll1mias when us.eel tor tro:a\mefl\ of COVI D-19."'., Thm supposed finding was so: 
s1<1r\l ing ihal "maJur drug \ri als' invQiving h')'droxycJ;loroquine· ''were immedii:i!talY 
J,atte,f ;"'" ·:h� 'WHO .sJarte<J µressuri ng cnuntfi�s n�e ln�onesla !hat were widely ,;si ng 
hydroxychlo·,oqu. ne to b.an it;26' and &ome countries-i nclU\li ng France, Haly, and 
Befgium-<lecicjed ta Slop ws�,g iMqr COVI D-19."'2 

The problem, however, is 11'(:at lhe study wi,s ba,;e:J ·on fal�.,. data fro"] " QQm pa11y 
named Surglsphere, whose founder �h(! CEO &)paA De.sai was ;a PD.-a.utt>or ,011 the 
publ ish9d paper.'"' The data were so ob.viously

, flawed lhal journal ist:, and out!Side 
rese,arr.hers began rajsin!;l concerns within day� otthe l)apei'$ publiCaUo,L 2"' Ev� n the 
Lcii,ncet's edi'.Qr in r,lii P.f, Dr. Rlcliard Horto�. ,adm i\ted that the paper was a ''Yabries, tion," 
·a roonume!'tal fraud.,-,,,• .and •a shocki ng e�arnple of research miSc,◊n<M:t iM (M mid/lle 
pfa global hei,lth_e,11e'lfe•wy."''"' Approxilnatelytwo1,ieeks after its publication, the paper 
was. retn1cled."'· An article publ ished i:, Tl•e Guardian declared that "fg)i\llm the 
seliousnes$ of the tqpi c a.no th" oonsoqu9nces•of the• paper, lhis l\\,,..•I one of the mo�t 
consequential retraotions.in modem,histo,y." 'G# Despil$ calls \o " p�blillh full e,;plana\ions 

'°' J�mo& 1-1.,);,,tt•ers. The L9.,1c&/ hs,.<i m!ide o.'le otmc biggest rc:r;;cii:,r.a i:, moo'em htsJ<1ry. 1-k;M• c:O'.lld 
i/Ne haPP,ert"l, fh� G·.J�:dial1 '(J�,,1. 5. 2020), eveil�e �! T!Ue-/1\.wr,\"' I ICDcL(_ 

�ii ��· www• ..fl ., �- ·n 

,.: 1a�11 ... i�i :� Q..,":1 14. 2V11 ), 

-�:,, �a·.e- Lamb & Tom Allard, ,r.n�esia, {rla,or a<Jvoc�fll u1 t,)d!'O)(ychioroquine, 'f:l.'d. by VIIHO tt> tlOl:t 
:CJsf'({f} ,if. Reu�ets _(May 26:, -2020J , -a•J,J/r,t,� � ►�:/:'?l-l�loC':!4,S:::ftElft).oon;mCJ.a:;: 
�1Wkrs>aY'hdt• ..,.-w .. , $f1'ie':N!I........ i.0♦¥11)'(pl d�IQlr:; 
t�IS,SSNm17L�lcSl s;ii;Wd Oc:t. 14, 2.Q2''). 

ti?l F.re11r;e, lfttfr, 8eJgf,.Hn olC} ((.I �/op.tii.9 uf/1:;.troxych!nn:;.qlf_ille.•for.'COVID 1-9 on S�IY, "'.tl&. Ru:01er:i 
(May 27. 2020}, u'vai/a!JJe S,t �1.Q.itw'J&,Jrt:te1¥:c:::1'::mmo!tt41t:0>�f•• 
lrJU>#b�'??Sfi:i+N:R-l4»1n--.&'--""19?:•�tiy«U);11!!':e. ::!E \-...sYa) ,�ref� 
idUKL 1N20911J (IQ.!.t'visi Md Oat, 14,·2021). 

�if} �QS�IC1/·6 Dnvcy. 01$,'., 

1jl:j Oa'veif, S{Jt'r8, 

;;.,.,.. Rabin. wpm. 

;"t,ij Boseley & Dave:�· , �:pra 
"' Id. 

�C!I, H�thcrs, s1,p,ti, 
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!)( WM! tl)!.pl)'ened .. the Lancet has ·dgcll►1ed to provida ·  oetails regarding the ratr.3W!d 
,&a<dlyJ, -ii,,i 

Fu,rth�r 1-edtlcing the- �t:diqt C!Jllt:�ms b; i,npo�nt Information on· the FDA'-f• own 
website . Th<l fDA ·cautions . ._gains! use of hydrofychloruQuine . . .  fbr COVID-19 ot1/slile 
oNJre ho,;p/ci;/ setting-or a clinical .trjaJ ,due It, risk of heart rhyti\m problems !"'' Bt:lt tlie 
agency'.,; referenced support for fhi& cautlonary.�tatemEinl cono.:erping nonho.sniWli£i,<i 
palien/� ls, Its "review of safety issues with !he u"" nf �yt1roxychloroqui11e , to tre-at 
flospffafiz9tl patients 1vith COVI D-19,""' It is questl onabio. howovcr; to thcpriz.c•abo\Jt 
lisks\o e,onhospiial izad patients with mild COVID-19 based on-data about ,�eart issi•�s i/1 hospitalized r"tisnt!< With severe COV1D-19 t.ecause. as e.(plalned above, ,:,,,rdiac 
complications often accompany \h� late �tages of CQVID-HJ'. The. FDA� cpnceme. thus 
deriv e  from a corite,t- using 'hydroxychloroqufne ·to uaal hospital ized pa1lems-·u,,3f we 
-are n'6b:1<.h.1ressi1 1y in this opinion. 

ft i� impot1,lnr Ill ll"ele tl\at allho.ugh the roedtcal li!Qrature lends to confi1m \Mat 
hydrq:ityc.hlort>quine is a safe ,..,edioetion ,when used tn appropriate doses., .any oonf�m.s­
about heart issues, evan if resting on limited �v itlenue, are s�rio us. Ptl!vaH I.F>y, µnnc:iPles 
of informoo consent likelyraquire phys.qians.who preset11 patjents wili'I t�e optio� of 1Jsin9 
hydtoxychioroq:,lne for early treatment of COVI Q-19 fo inform tMm ;mout lhe c.a rdiae 
concerns that the FDA has identified, Also, for patients whQ hav e. under!ying ea fdiac 
i�sues, pnysicians shot.lid \:8,reluliy consfde, whether Nytlro�ychloroguine, is l!18 right 
,choice fof them. Final ly. pl\ysicians,shouid pay attemlan t o' whtch drugs they con11J.inc 
IMlh hy<;lro�ychloroqµio& 'arKI evaluate \tie poiential cardiac risks );Jf those. comb,nal: idns. 
failure tp bike ,w�h pmc;,ulions -00vld result in .dis.cipll�ar/ action. 

m .  U.S. Pt.J//llc HeBIII/ Agem;ias on 'HJ<h<oxych/oroquine. 

The public tv,allh agencif!$ bi the Unit8id States have addressed 1he· topic. of 
t1ydroxyd1turoquine and Cov1°'1 9 .  ihe .NIH ··mr.0111mands .;gains!" �s 11se "for lhe 
treatment •bf COVJ� 19 in h.ospitalized patienta _ . .  and in non hospitalized i,atients, •m 
To )Ustlfy 11s· P01,illon egah ist hydroxychloroqui ne for 1101\l'lospitalized patients, \he, NIH 
tal i!!ci twiavi ly PI' a RGT 1;ondue1ed by Mil;a. 2"'

. While that study did not ' show grtaat 
advantages in the hydr9xy�hlo!1iquine gmup, !Hat group llid .. have, as ·the NIH·s awn 

n:i U.S. Ft;oc ar,d Or.ug Adh'tl"listf&(ic,n, r.DA •tJhJt!ooS 2.g.ai(l·S. use of hyaroityc.t11t1rQqui n!=I <Jr 
cti11:>roq�i "lO: ro.: COVI D--19 01.t&ide ,91- '.Ii, ho!pi :el aetting nr· s :(';!Ulinal triel due to rizk <J.' he8n fr•�th� 
proh_! eniS, ••� l;.P;Mt((llp,JNrNC z• N:¥1 !IOr f'�k . 

use �•atoxy,:� 
9illl.Jl-or:ch�•11� 'iililfllii:;-l!il-M " 1'il9-: (ta�.t vi3�e.i:I O'ct . .;4•, 2021) {q·-n�liasls ,:idoett-.. 

'" Id. {ell'ph,s SA\deod) . 
.2\"2 fli1H

1 
C-eVIQ-1 D snd 1HV,Ormt�hl0f'�Uir,e. sl.lR(a, 
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WAhsile napMs, a %light reduction in the nsk of hospttii1lzati!ln (.7,1% ris.k in the control 
afm vei\sUs 5.0% risk; il'i lhedfeajment arm) tmd i'n the limo to r&solulior\ of, symptoms_ /12 
tt�ys in the canlrol arm �rsus 10 dar-, in the treatment ami).214 As fqr sarious a.d•ol<!r.;<. 
ever,ts, mo"' Ht) \�ere repo rt•.� iJi the control grotm than the hy,dral<ychloroquine' urow> 
(I.I), and the t;lsearcher.s . . delarmir,�,;1 t�at tl,e serio111l adver.;e cvctits in IM 
flydraxycn1 or<1qujne,gro®"Ale.re not r<llateQ to the drug."' thus. this stody,.particJJlarly 
,yhen c,o,nSi<lf>rA<l in jght Ill 11113 large-scale nllsorva\ionl'I studies, discussed �!Jave, 
appears to Im an in�ufficieht ·oasi� to de�nilively recommend against •Jaing 
hydroxychloraqoinc "s an c.atly :COVll)a1 !! treatment. 

· 

The fDll, for Its ,1 :1a: rt, 11.as q(1estiuned ML 01tly hyuro�ychlproqtiin�·.::sar oty, �ls we 
;Jiscussed above, but also ib,- efficacy. The agency's·pos ifi d)i gr�w ou, of.its a,ppro"".I �IJd 
sub$8'QUent disapproval of an Enicrgency �s·e, Authori,aiioa (EUA) iri •IC�v\ng 
hydra>:y<;hloroquina, Thal EUA. was'issued on Marth,28, 2jl2IJ, ano •it aultlO'iLed licen�ejl 
he,al thcara provirl er.s to use hydra:.:y�Hloroquine dpnatad ,o 1he Strategic 'N:3.l jOf\al 
Stllckpiloe •lo treat paUsl'\ts hospftalized with COVI D-19"1" Thou.gh th is EUA was 
necessary Lo at,lhctrize the � c.! a specific source. of hydraxychloroquina' for ,a specific 
purpose-, ii was nut r;,_qui rfl� ,,,. allow heattllcare p/o,,iders to pr<1sctibe 
h)'d'roxyq,l omq11 in11 ofl'-lab(<l 'for q)VI0-19. Tflat or.tion was already awilable, ,a,i ow 
prior discussion ol ott,label �ne mal<.es <:leaf: Who11 the' FDA revoke'd lhe EUA ;, iew 

months late;r, x;n J\me 15, �0:10, lt,at i• when ii' statR� its curtBnt posltlo1, on 
hydroxychloraquino ana CQVIQ-19.�'" 

In that: revocation, tho FDA said mat ,t ,to longer 'beli evefsl tha.l ot,11 formula lions 
of [I\Ydro�yehlarogt1ine).,, m$,y btj'plfective iJHMaljn'g COVID-1a· ar IM,,t " !hat .LI>• klQOY/n• 
ann potential benents of these products outweiQIJ their koovm a:nd potential ris�s.' 171 

lN 'N.atin,:11.1 ln!'!titll tel'I nf H�alt1, ·, ablc '21); c.;1110,i;qLifa or Hydi'oX"/Ohlproqu.i n� ar.id/o,,.Azi1h1o•n.y.c n,: 
'Selett ed Cli nic.al Data, ,u - ,,.,w,-u,,,, , , rt,.�bl& (Is� ViP>itecl Oct 
1 li. 2021) (dii.n.issif"l.:J 0·1in! M1,a, i-(yd1axyc�roquioa 'for' Ee"r.1y T,si;tmP.nt,r,f A(t1ilts, (,'J Mtfq �OtHlyu'.:.if 
Disett§e "2019: A Run.Jomized, Conrrvil.ed 7riaJ, CUf.lC'DI Jt,tc·cuc.JS Oise.aH& (201,0), B'tMlifR'it,·e at 
fil!g,, lliciO-W.C. �jlll'(� tp fQP»anba:a:1EfGd&f1,§C&'it flasJ 'il'ISU8'1:Y O.d. 1':1, 2021 'J). 

2�; lettftt'"rom Oeni5;e M; Hlt'\tqt., ChiCf Scion :is� J.S. Foac. a� O·ug t\<.imii1ittrotioo. lo [},. Rit:k El:11.:111', 
Di�v!Qr �f B Ol)lCdi<•' /W'lonoe<I R ... �1gh �•� [)e-1elopmoo( Aut�oril). jBARQA), Otice of A55,igtllnt 
'Se9 re-1sry fi:ir Pr�p-�lr�d rii:;s :o,1c Rc-s!>ti,1se V-,SPR), J,s., DepRnmem of Health tu'\d Hul'l'lt'lr Servi� (l¾I.Sl 
'{Mat. 2e. 2::120}. ave#ah'la ef•i&;�t?,miit.!�21!1111.11�1!1iil�l'.lil� Oaa! 'lisHe;J Oc:t. ·14, 202�), 
.,,,,· - eiter 'rom Denita M. Hlnlon, Cl?ie: SPer.:tist, V -S·. hood m,d Drui:; Adm1n�lr3: ion , l o G.1ry L 
Ui,?.!,ro\11 Deputy ARi.i sbu,t .Se'Cretary, Oir.fC,LOf', of t.,edi csl €cvn�rme::,wr� 'Prcg�l'tiS� ej6ffMXJic.al A�·,anrrec f<csC\ al'Cti af'll: llSvelopmen: Autli,itity {BARDA), Offlc'Q c' ,� $in� Sttc'rete;ry fo, preps:ret:ines$· 
an.d aespon9.e (AfiPfOr tJ..,� neoafirtlont OI H�.:il :t · -c111d �uMtin Se1,·i ce1t (HHS.j (J.un . .i.s. 2�20}. D1•�1(,ab/i, 
arf •1t,t.,-i/ww"!Jt.1 t,1a -»ll,.,.,:fil��J.5l.- -vr�U �$:l vis ted Oct �,. 2021 ). 
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B"""""" holh t�e EUA and Its r�vacation deal only with ny<Jro,cycnloroquirni' � us,i In 
hospllal izejj pationt�,. \h,..y d<l not

_ 
additss the trtMlmenl t6p� that. ""' "'re conslcerl 119 in 

this,opinion- hydroxyt:hloroouin�'s use as a,, eariy COVIO-f9 lreaimenl, 

TM FOA',.'EUA reve,;ati onincl uded fnUrjVstifip.;,\ions, noneofW�ich establ lstles­
l�t alone by; clear anu <!6nvii\cing evide�tnar �ydro,ychloroquine is ;,,afr&ctjV� as an 
carty 'tr-G!!lm8ru· of COV[D-19. Firat, Ifie FDA sai�' that the 's.uggestcd dosing 
regimen!< . . .are; unli kely, to proiwc;; ,an ·anUvi r"I i,(lec,'' l>e�-ause they will not crt>,,,to 
sufficient '0 d'rug cone<inlr·atirln" µ, tl\F. llod\>,2"' B�t n the FDA'.$ revot;;.tion itsaW 
acknowledged, hyilfQ<ychlaroquinc·� 'imtm,nomodulatmy effect�," as oppo.sed t:o its 
antiVi'ral effects. are no: •p· ,edicated Qn ;ii:;hil>Vi ng Lc:rettai n hY<Jro,cyc�ltl!O(Juirna] c-:mcentrationff' levels."" More.over, th.e FDA ba'sod its \/iewa pn the assurnptiori that 
•rree dr1.1g cori\"8ntr.uon irr the plas!l)a'; are 'l ikely to be equlll to free cxtraccI1uI,.;, li s-sve 
c:on..ent�Uon.''"' Bvt other researohers' si mulations showed that hycrnxychloroqo1 lne·s 
''conoent."a!ron in lung • tissu� wa$ rnuch higher than In plasri,a;",02 le{'uln9 them to 
tancl u�@, th�t moderate doses are "recomrnaodatl to lreat SARS-CoV-2 lrifectic:rn.«"' 
Thus, the FDA'• pe33j mism about hydro•y9hloroguine's pol8tlll al a.nli'(iral -c-r,pao1ty, I& 
Dpen to re.asonable tfellalo. in the sc/entiflc comrnUJ'lity. 

Second, fl1e FDA wrote that ' '[e]�rlier repaits of decroasgd viral stieodrng' ,y/tth 
ilydro�ythlor;,quin.a "1/eatment, ttave r>Qt bee.n consi stently replicated."'"' Noti.ce that tho 
FDA di� not say tnat the sll!dies have disproveo a red.ut:liun in �in,J s�ed!Jiny; rather, the 
agency recognized that 1ha aviclar(ce wa.!i �liU 11vnll/ing and tltat some studies !lid if• fad 
observe· a positive 'lmpacl on · virol shod ding', .-.,;&i This c.riticiSf1\, op its tace1 is 'lbua 
insufiici eni to dismiss hydra,ychtoroquine's �$<, ai; ,in l!_ij[ly COVID•1ll i11ter.ie,11.io11. 
A.;1/litionally, do.ubts aoout hydroxychloraqulne's effect 01> ,vi ral sh<>ctding questio,f- 011l y 
ooe,ot th� dr\(g's 1r.any po�sible mechani sms of ,ic:tion agglnst COVI D-1'9, Moro s.aliQrtl 

.2� U.$. Food 1>11.cl Drvp A.dt'lirrish}tion Memora'lC!um E��l..iio i ,11,; B;,�ii ro, Rev.utaliuu uf E1•1al'!;ianr.y 
Li� J\uth,oii.t.al,l/1 (or Cmorgency Use ot Chloro,qu �rni: PhoiPh.3!e an=l 11\'l'JroXVchlOnxllJine Sulft:te. at 1. -4, 
�TtJ!ithkt rflt ,._, .... :f"alt'rtf rr-+'! OCG(Jptws.OI" ◄ t111f �(la.st vi,sil9d tlc..t, 1-4� '1021 I {tie.rai�'!Ar" 'fDA­
'EUA R,cw ... µition (\llemo"), 

u, ,5<1Jc�lng Yao IZlt' �t . fr. tJjtro ¥tr1tN1tsl, AcJNJlf 1tnti Ptr;#°r;1/Qn Of Datim'ized Dosi/'lg Dcsrrm ,t( 
Hyt!:,wyci,.'cvoqflitre for-rt� Tre,;1tme,nt et $.cVC,i'C ·A!Z'l.(l." R+.Spir.i.lri,:i' S')'11droma Co.ro:"1t711'hrS 2 (SARs,env:. 
2), t,;lf1i�"- lu le.cliou& 0isease!, •al �S �20:20)1 A'(.tt"it.tb.itl . .lf 111n..ahwww 1'Q,91�[1h.l)(N 
IQ: us!n sfe¥e"f 'Ptl •-XlPCt:-trC! ,t r-tas� Jli�it'ed Oct 14, '2011 ), 

1h (d, ffl 6; 
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information i � whett·er 1hA rtrug is acrually decreasing hosp<tal ization and mortal ity rates 
when used il$ an outpatient troatment. As w& discussed above, many large observational 
studi&s strongly suggest lhat hydroxychloroqui no does in fact keep people diagnosed with 
COVI D• 19 out of the hospi lal and aliv.,_ That evidP.ncA is far more relevant of the drug's 
potential efficacy as an early COVI D-19 treatment than debal<>s about vi ral shedding, 

Third, the FDA found ii compelling lhal 'NIH Quidel ines now recommend against" 
usi ng hydroxychloroqui ne •outside of a cl inical trial. '236 Bui "" 1>reviously explained, the 
NIH's recommendation concerning COVID-19 outpatients does not rest on undisputed 
support. Thus, the NIH's guidel ines should not be considered a basis upon whi ch to ban 
heal thca-e providers from using hydroxych'oroqui ne for COVI 0-19. 

Fnurth, tha FDA stressed :hat ''(r]ecent data from a large randomized controll ed 
triat"-the RECOVERY tnal mentioned above-•showed no evidence of benefit , , , of 
[hydroxychloroqui nel treatment in hcspical ized patients with COVI D-19." 29' Yet as w& 
have already discussed, a study ahout hospital ized patients does not address 
hydroxy<:llloroquine's efficacy as an outpatient COVID-19 treatment. Indeed, the 
RECOVERY team itsel f reported that whi le tts " li.-,dings indicate that hydroxychloroquine 
is not an effective trealment for hospii,,l i.:ed µatients with Cnvicl-19,' i ; does 'not address 
[lhe dn,,g's] use as prophylaxis or in patients with less severe SARS-CoV- 2  infection 
managed in the community.":i:::i, In sum, none of lhe FDA"s four reasons, in isolation or 
taken together. clearty establ ish that hycroxychloroquine is ineITeclive as an early tmat­
ment agai nst COVI0-19. 

Despite raising dou�ts about hydroxychloAJquin&'s use against COVI D-19, the 
FDA has consistently affirmed that heatthcare providers retain the right lo use 
hydroxyr.htoroqu ino as a part of early COVI D-19 treatment. At least four statements 
demonstrate this. 

First, the FOA's current website says (and has said since July 2020} that "[i]f a 
heallhcare µroressional is considnring use of hydroxychloroqul ne or chloroquine to treat 
or prevent COVI D-19, FDA reoommends checl<i ng www.cl ini caltrials.gov for a suitable 
cli nical trial and oonsider enroll inij the patient.'' This plainly assumes that healthcare 
providers have the rigtt lo use hydruxychforoqui nc lo trA�I GOVID-19. 

Second, on May 29, 2020, then-FDA Commi ss,on<>r stephan Hahn acl<nowledged 
that "[m]any phyi,icians have , . prescribed lhydroxychloroquina] tor pa�ents with 
COVID-19 ba,;ed on an indiv· dual assessment uf the potential t>P.nofits vorsos the risks 

,� td. at 1. 

ire RECOVERY Ct:llct:.ioro1liva Grou p, Fffecr of HycJn:rqchforoqumc it'J Hospilc1/inJd PaUsnls with 
Cnv,'a-19, 383 The New Englana Journal of Mec!ici ne 2030, 2038 fNov ?0?0). :;vailao/Q at 
hUps:llwww.neim.org(doi.'pdf,'10.1Q56(NFJM032022926?artkle Toob=tru9 (la�l visited Ot:t. · G, 2021}. 
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fur an individual paliRnt. """' He added that '[p)rescribing a product for uses not specificall y 
incl uded in the official labol ing is common in the practice of medicine" and thal the FOA 
does not "prohibit□ physicians from prescribing medications' because the agency does 
"not regul ate the practice or rnedicine.'2'° These statAments are still posted on the FOA.'s 
website, and we are not aware of any subsequem FDA statements revoking them. 

T hird, in Jvnc 2020, after the FOA. revoked the hydroxychtoroquine EUA., 
Heal th and Human Services Secretary Al ex Azar sa id: 'At lhi• point, 
hydroxychl oroQuine and ch loroquine are just like any other approved drug in Iha United 
States. They may be used in hospttal, thoy may be used in o u t -paLient, they may be used 
at home-all subject Lo a doctor's prescrtption.""'' Leaving no doubt about lhis pu int, 
Secretary A7ar added that "OJI a doc:or wishes to prescribe [hydroxychloroquine), working 
w tn a patient, they may pres.crjbe ic for any purpose that they ·wish. ·•�i We are not aware 
of any subsequent statement re,-oking this guidance. 

Fourth, in l ate July 2020, thP.n-F[)A Comm issioner Hahn re iterated that "whether 
people should take hydroxychloroquine as a tr&atment" for COVID-19 i� a decision that 
"should l>e made between a doctor and a patient."'"' He specifica lly  stated: "A doctor 
and a patient need lo assess the <J .. i.t that's out there, FDA <10As not ,eoul ate the practice 
of mec:!ic ino, and that in the privacy of the doctor-patient relati onship is wher& that decisio'1 
shourd be madc.' '":,:a 

iv. Foroign Public Health Aye11cie::.·. Prole::.•::,•jonsl As.�nr.intions, 
and Physicians on Hydroxychloroquine 

The WHO "recommend(s] against administering hydroxychl oroquine for 
treatment of COVID-19" fur ' 'patienls with any disease severity and any duraliun of 
symptoms .''°' It reached this recommendation after concluding that hydroxychl oroquine 

,., FOA, Bringi 'lG Penpecrvc, supra. 

'"· 

""' Trump \'Jhitc Hcuse Archives , RemRrk� by Presic:!ent T r Jmp in Rou,·dtalllc Oi::.cussior on Fi!;hling 

for America·$ Ssniot� (Jun 15, 2020}, <,l·,1;;i1;;bto ;,/ flttost/lrurrDWhitehousearc:twes.qoy/b,jofings-
3tatements/remarics-p,&Sidehl•trumo-roundtable;disaJssion,.tigh@PP::ameticas-seniotsl ( IMt v &ited OC"J. 14, 
2021). 

lie Tai AXCl(0d, >-VA cNel· Hydroxych(oroqr,j,1e "� t9 decision bcf,h'C()(I docrw ;wd patient. T"le Hill 
(Jui . 30, 201<1), https:lhheh.JIISQQ)lpgllcyffleallheate/509733-fda-<tlief;hydroxychloroguine11se:a::9f!Cklon­
botw"QQQ:doctor-a.nd-patieo:t?rt=J (IA�t vi�it�d Oc1 1.1, ;ro21 ).  

!'.G WHO COVI0-19 G1..idel i,1�. supra, at 26. 
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"probably dojo�] not roouce monality" and that its •·eilect on . • • admissi(rn let 
ll!!splt&I ... r.e 'Ti . .iins Un.ci>i\ail\. '29� To the extent that this rccommqndation purports lb 
Md111>J;s hytlro,ychloroquine· s ettaclivanes.s as· M early treatment for COVID --JQ, it 
,!rgllably rasts· o,1 w,,a� evi�enee. ·A lthpu gt,, it.\s difficult to determine how many cif\ha 
.stcadlei:i ind,�illuats.awere 011t1latie11�. ii appe=th.at mo� w�re hospilal i:<ed. For instaecc, 
the. WH Q .sa� that It ,wnsulted 29 studie• ifl concluding that "[hJydroxychloroquine 
probabl;, does not. rpouce md.rt�ljly;" tiul lhi< only study spacifi,;all y cited Ii; the 
�ECOVE� t�a l,""7' whic�, as we alre);l<ly indieat�d, ;,,eluded only patients hospttel lized 
Wi\Jr CQVID-•19.2'!6 In 3dd ition, the WHO's sl�listics 61) hospitalization rat,:,s, �Vhi9'1 
co•1&istod of one. RCT lhat lrtcluded 40!i <>lr tl)atients. 'sugg�sls hyc'ro>Y,cbloroqLl iRi>'• 
efficacy::<•1•, That trial r.eve,a.l ed a hospital ization rate of 47 per 1,000 people 111 the control 
group ,but on!y 1 '9, of 1,000 people in th·e hydn;,xychlortlquirta. alTil,�"" It mus seem� �• tf 
Ille WHO may hav,:, overreached ill dellhltively i:lectarlng that nyqrowehroroqUine hul�• 
110 prolllise Hs Hn eaJiy COVID-19 treatnie11L 

The WHO also 'tecomij1'i\/1dJs] against a�n1llli sterin9 hydrOKycillof(i<\uina 
prqphyl�•is to ind ividusls Who do no.I have C0Vll;>-19" because It believes that 
prophyla<is. "'t\Ydrtlxyc!lloroquin� has a sm.,11 or no elf.eel on death and ho:,pital 
admission• and tMt. it.''prollabfy hljs a small pr no ofjecl on.laPQra\QfY' CO�firrn�d CO.l/ID-
19," 1•1 Qisa9rccing with this, the team o f  resi,:ar<ihers ;,onducting, the COPCOV trial on 
prophytaxi� hydro,yohloroquine �as ai11>0ur1oo,d lhat the WHO's conclusions: are 
' 's9i.e ntifir:-all y un_fl(lu1Jd , " 1ra 1n thei, stat!lm!lnt on tnis toPlC, lh.e. COPCQV l"'3m 0�plainad

. l�at tile' available RCTs "sug_gcst .su�stanf�I u11oe1U1inly a.s to ·the be,ie(i\ of 
t1ydrowychlol(/(luine in J)reventl�g C"VID-�1!,' !JJJI th!l 'overall lrefld !M to\!1ards 
benefit::?:I� 

,'l'Jt> (,:1,..a.t.2&� 

"� «.ECOVE,:t 'Coll aborative Croup, -jf.!IJ."J, � 200.0 

�' ',VMO1COVID 19:G.u;de!ine� .. s11p.�-,, a, 79, 

:':Ai ThP.: COPCO\.' l•:lkl's ,ooib-or� ol.afament -or. 1A l•ving.WHO g1,, idcl ri�on dfLI� lo p·rttv.enl q£..lll 0• 
119,

11 r�ORU ffOP,i car 1-iesllh NP.fwor� (1\1::;:r � .  2021 ), -g., .««e ):t111t-s:res...s=ir1�9Pt!'!WO'i w., 
Nf,..;�u•• •• ,'1.., ... ?!1►---f•ofAJW"<=-� (laS1 ¥11 S!t00 Ocl. H.  2021). 

�:c (IJ. 
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As ror lh� prufessional assor.iations' arid physlc�an groups' views on 
hydroxychlOrl)(1Uine. it appea(� that they generall y adopt the same ?Osition they look on 

ivermectin. Thoso like the AAPS lhat 9upport ivermectin as an option for aa�y COVID-
1 9  lreatment generally support hydroxychloroQui "" too, while thuse like the AMA, APhA, 
and ASI-IP that oppose one typicall y resi st l�e olher, Ac'ditior,sll y, many physician groups 
use early COVID-1 9 treatment protocols that inc lude hydroxychloroquine. For example, 
an article co-authored by over 50 doctors in Rev iews in Cardiovascular Medicine oull i""s 
an e;orty tf8atment protoool that lrcludes hydroxychloroquine as a �ey component.'°" 

Considering the ev idenoe discussed above, we do not find that cloar and conv in­
cing evidence wculd warrant discipl ining physicia ns who prescribe hydroxyc,loroquine 
for lhe prevention or early tm:,tmanl of COVID-19 afler tlrst obtaining informed patient 
consent. 

CONCLUSION 

Basad on the avai lable data. we do not find clear and conv incing (Widence that a 
physician who firs! obtairu; informed consent anc then uti lizes ivermectin or hy<:fro x y ­
ch loro�uine for COVID• 1 9  violates the UCA, This conclusion is subject to the limits notad 
throughout th is op inion. Foremost among them are tha: if physicians who orescribo 
ivennectin or hydroxychloroquine neglect lo obtain informed consent, deceive their 
patients, prescribe excessively h igh doses, fail lo check for conlra indications, or engaye 
in other misoondu ct they might be subject to discipline, no less than they would be in any 
other context 

As we �ave stressed throughout, this opinion is based only on the data and 
inrormalio11 •vdi lable al this limo. If the relevan t medlcal evidence m'11erially changes, 
that cou Id impact our oonclusions. Also, tnough an opinion from our office about possible 
UCA violalion s would ordina;ly focus on healthcare praccices within Nebraska, the 
conteJCI of a global pandemic 11ecessitates lookirg for <>vi�enca far beyond our State's 
borders, as we have cone here, Thus, lhe analytical roadmap in !his op ;nion likely has 
limited ap�l icalion outside the circumstance of s ,lobal panden,ic. 

We emphasize in closing that our omc� i� not recommending any s:p4=1C;ific tteat­
ments for COVID-19. Thal is not our role. There are multiple treatment options outside 
the scope of this op inion- including treatments that ha�e been officially ap?roved by tho 
FDA- that physicians and their palients should carefull y conside(. This upiniun takes no 
position on them. Rather, we address only the off- label earty treatment options discussed 
in this opinion and conclude thal the ava ilable cv idonro suggests ttlal lhey might work for 
some people. All owing physicians lo consider these ea�y treatments will free lhem lo 
evalu;ote ;orlditional tools thal could save lives, keep patients out of the hospital. and 
prov ide relief for our already strained hea lthcare system. 

McCullo"gh Mu!tifof..l.:tt1d. $Uprd at 522-23. 
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ANNEXURE 2  
 

OPEN LETTER  
 
21 August 2021 
 

 
 

National Covid Clinical Evidence Taskforce 
Level 4, 553 St Kilda Rd. 
Melbourne, Vic. 3004 
email: @monash.edu 
email: @covid19evidence.net.au 
 
 
Re: Call for an Urgent Review of the NCCET Recommendation regarding the use of 

ivermectin in the management of Covid-19 within 14 days 
 
I refer to the current recommendation by the National Covid Clinical Evidence Taskforce 
(NCCET) regarding the use of the drug ivermectin for the management of Covid-19. 
 
The NCCET serves an important role in reviewing and recommending treatment for Covid-19 
to peak health professional bodies across Australia.  The current recommendation 
(Communique Ed. 48 - 5.8.21) regarding the use of the drug ivermectin is as follows: 
 
“The available research evidence does not yet provide reasonable certainty to recommend for 
or against the use of ivermectin and therefore the Taskforce recommends ivermectin not be 
used outside of randomised trials. The certainty of the current evidence base varies from low 
to very low depending which on outcome is being measured, as a result of serious risk of bias 
and serious imprecision in the 18 included studies. 
 
In addition to uncertainty around benefits for patients with COVID-19, there are common side 
effects and harms associated with ivermectin, including diarrhoea, nausea and dizziness. 
Given this uncertainty of benefit, and concerns of harms; we recommend that ivermectin only 
be provided in research trials, where there is the potential to generate further evidence on the 
effectiveness, or otherwise, of ivermectin.” …. 
 
“This is a high priority recommendation and will be updated as soon as new evidence becomes 
available.” 
 
Ivermectin has been the subject of more than 60 clinical trials, including more than 30 
randomised controlled trials and used successfully in national Covid-19 mass treatment 
campaigns in India, Mexico and several other countries to reduce the number of cases and 
prevent serious complications of the disease leading to hospitalisation and death.   
 
Despite this, and in the absence of NCCET members’ personal experience in treating COVID-
19 patients with ivermectin, the NCCET has selected in an arbitrary and imprecise manner a 
small number of published clinical trials (18) upon which to base its current negative 
recommendation for ivermectin use. NCCET has failed to apply sophisticated, defined, and 
detailed meta-analysis techniques as employed in widely discussed published reviews on 
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ivermectin (see references attached).  When lives are at risk, the highest standards of evaluation 
are required.  
 
The emphasis on minor and generally uneventful “harms associated with ivermectin, including 
diarrhoea, nausea and dizziness” contained in the above NCCET statement demonstrates a total 
lack of therapeutic perspective in relation to the much more serious side effects of other drugs 
used to treat COVID-19. Including many over the counter non-prescription drugs and the dire 
consequences of a lack of effective therapeutic management of COVID-19 individuals. 
 
The NCCET has sought to respond to critics of its recommendation on ivermectin in the 
Communique of 5 Aug. 2021 by justifying its limited consideration of the ivermectin literature 
by posing, and then, answering its own question in the following way:  
 
NCCET: “But hasn’t ivermectin been shown to be effective as an early COVID-19 
treatment in randomised controlled trials overseas?”: 

NCCET: “Despite some early suggestions that ivermectin may provide both 
prophylactic and therapeutic benefit, the available research evidence does not 
yet provide reasonable certainty to recommend for or against the use of 
ivermectin.  More robust, well-designed randomised controlled trials are needed 
to demonstrate whether or not ivermectin is effective.”  

“Some widely discussed meta-analyses of ivermectin studies (e.g. The British 
Ivermectin Research Development (BIRD) Group meta analysis) have significant 
weaknesses, for example  they  include a large trial which has been discredited 
and retracted (Elgazzar et al.).  Even in these reviews, when patient populations 
are separated by severity and comparisons to active treatments removed, no 
meaningful effect is found.” 
 
Given the national importance of the NCCET advice on ivermectin, I invited internationally 
recognised and experienced literature review specialist (Tess Lawrie MBBCh PhD) and 
Edmund Fordham (PhD FlnstP) of Evidence Based Medicine Consultancy Ltd (UK) and 
EbMCsquared, a Community Interest Company located in Bath, England, to comment on the 
above NCCET interpretations of the literature.   Their expert analysis is attached and entitled, 
“Commentary upon NCCET Statement” dated 7 August 2021. 
 
The analysis reveals and details (with references) serious flaws in the selective NCCET 
interpretation of the ‘cherry picked’ literature. It ignores the broad sweep of clinical evidence 
from other randomised controlled clinical trials, observational trials and national treatment 
programs and demands (in the NCCET’s own words) as a matter of high priority to review this 
recommendation in the national interest. 
 
In addition, related to the current NCCET recommendation is the statement by the TGA (18 
Aug 2021): 
 
“There is currently insufficient evidence to support the safe and effective use of ivermectin, 
doxycycline and zinc (either separately, or in combination) for the prevention or treatment of 
COVID-19. More robust, well-designed clinical trials are needed before they could be 
considered an appropriate treatment option.” requires immediate review in light of the 
information herein provided.”  In reality, there is insufficient evidence not to support the use of 
ivermectin while new and expensive drugs are being expedited through the regulatory process 
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and given provisional approval with far less clinical trial, efficacy and safety data supporting 
their use.   
 
Australia is in the grip of a pandemic of enormous consequences. Every possible useful 
therapeutic approach is needed in this crisis.  Ivermectin, especially in combination with zinc 
and doxycycline has shown to be effective in relation to COVID-19 management.  Other new 
antiviral medications have been recently approved by the TGA with relatively minimal safety 
and efficacy data by comparison to ivermectin.   
 
Ivermectin has been in use for more than three decades. Four billion doses have been 
administered, it is on the World Health Organisation List of Essential Drugs and is one of the 
world’s most useful and well tolerated drugs available.  Its breakthrough discovery is attributed 
to Prof. Satoshi Omura and Irish biologist William Campbell, who were awarded the Nobel 
Prize in Medicine in 2015, reflecting the magnitude of their achievement and the importance of 
ivermectin to medicine.    
 
The current approach to symptomatic COVID-19 individuals is largely to do nothing and 
simply observe until they either get better or get worse, perhaps much worse, and need to go to 
hospital.  The do-nothing approach places enormous strain on our health care system.  Evidence 
for this ‘do nothing, watch and observe’ approach is lacking. Ivermectin offers a potentially 
effective, low cost, safe and rational approach to the management of such individuals with little 
or no disadvantage.  The NCCET recommendation on ivermectin is considered to be 
misinformation by many experts and is viewed as contributing to needless hospitalisation – but 
for this recommendation, many Covid-19 infected individuals could be receiving early effective 
treatment. 
 
Hon. Greg Hunt MP, Minister for Health and Aged Care, has written regarding 
ivermectin in a reply to Sen. Malcolm Roberts (27 July 2021).” It remains open for 
doctors to prescribe existing medicines ‘off-label’ based on their own clinical 
judgement”.  Indeed, this has always been the case previously.   
 
Given the evidence available, doctors should be able to prescribe ivermectin as 
monotherapy or in combination without stigma or hindrance by a restrictive 
recommendation from the NCCET or the TGA.  Both the NCCET and the TGA should 
re-examine the accumulating international experience with ivermectin from all sources 
supporting its safe and effective use and should actively support and encourage 
ongoing efforts by many to clarify the important role of ivermectin in the management 
of COVID-19. 
 
I request the NCCET review and issue revised recommendations for the use of ivermectin 
within 14 days in light of the submitted information as a matter of urgent priority and 
national interest.   
 
Please confirm receipt of this Open Letter by return email. 
 
Regards, 

 

 
 
REFERENCES 
 

s22
s22

Document 4



 91 

Bryant, A, Lawrie, TA, Dowswell, T, Fordham, EJ, Mitchell, S, Hill, SR and Tham, TC. 
Ivermectin for Prevention and Treatment of COVID-19 infection:  A Systematic Review, Meta-analysis, and Trial 
Sequential Analysis to Inform Clinical Guidelines. 
American Journal of Therapeutics 28, e434-e460 (2021).  
 
Kory,P, Meduri, U, Varon, J, Iglesias, J and Marik, PE. 
Review of the Emerging Evidence Demonstrating the Efficacy of Invermectin in the Prophylaxis and Treatment 
of COVID-19. American Journal of therapeutics 28, e299-e318 (2021. 
 
COMMENTARY UPON NCCET STATEMENT DATED 7 AUGUST 2021 

SUBMITTED AND REFERRED TO IN SUPPORT OF DR. ALTMAN’S NCCET OPEN 
LETTER OF 21 AUG. 2021 BY DR. TESS LAWRIE AND DR. EDMUND FORDHAM  

We have considered the extracts quoted below from the current National Covid 
Clinical Evidence Taskforce (NCCET) statement regarding the use of ivermectin in 
Covid-19. Our responses and commentary to these statements follow.  

The current recommendation regarding ivermectin is as follows:  

“Despite some early suggestions that ivermectin may provide both prophylactic and 
therapeutic benefit, the available research evidence does not yet provide reasonable 
certainty to recommend for or against the use of ivermectin.”  

And a specific critique asserts:  

“Some widely discussed meta-analyses of ivermectin studies (e.g. The British 
Ivermectin Research Development (BIRD) Group meta analysis) have significant 
weaknesses, for example they include a large trial which has been discredited and 
retracted (Elgazzar et al.). Even in these reviews, when patient populations are 
separated by severity and comparisons to active treatments removed, no 
meaningful effect is found.”  

A. Overall assertion.  

The available research evidence from (i) randomised controlled 
trials, (ii)observational trials, (iii) clinical success of multiple unrelated clinicians in 
many parts of the world, (iv) the phenomenology of whole country effects with both 
temporal correlation to introduction of ivermectin, and the contrasting experimental 
control of states or other administrative divisions with differing public health 
policies, all point overwhelmingly to the efficacy of ivermectin in both the prevention 
and management of Covid-19 [1].  

The phrase “reasonable certainty” is undefined and vague, and no declaration as to 
what level of certainty would be regarded as “reasonable” is given. It is not a “level of 
certainty” recognised in formal meta-analysis.  

The formal review of Bryant et al. [2] found “moderate certainty” evidence which 
is normally considered more than sufficient for regulatory approval of existing drugs 
in a new indication. For example, corticosteroids have become a standard of care for 
inflammatory stage Covid-19 on the basis of a single RCT of dexamethasone [3], on 
what is generally considered as “moderate certainty” evidence. The review of Bryant 
et al. [2] found “moderate certainty” evidence over 24 RCTs, not just one.  
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The prophylaxis trials were assessed as “low certainty” but report quantitative results 
in prophylaxis fully consistent with much larger observational trials, some very large 
[4].  

“Low” certainty evidence in the past has been sufficient for the inclusion of 
ivermectin on the WHO Essential Medicines (Children) (EMLc) List in the indication 
of scabies [5] where measures of effect were in fact inferior to the previously 
recommended drugs.  

On the basis of prior decisions in Covid-19, and for ivermectin in an anti-parasitic 
indication, the continued hesitancy of regulatory authorities worldwide with respect 
to ivermectin in Covid-19 is completely anomalous.  

“Reasonable” is not recognised in formal meta-analysis, according to PRISMA 
guidelines [6], which recognise very low, low, moderate, and high certainty, typically 
from appraisals of Risk of Bias in contributing studies. There is always a measure of 
subjectivity in such appraisals but allocation of grades and conclusions of “levels of 
certainty” follow strict rules.  

“High” certainty evidence is rare, confined to strong effects in very large clinical trials 
or meta-analyses pooling several such large studies.  

“Moderate” certainty evidence is generally considered extremely powerful, and more 
than sufficient for regulatory approval of existing medicines in new indications.  

“Low” certainty evidence has led to prior regulatory approvals to meet clear clinical 
needs. We address subsequent critiques of [2] below, under (B).  

Much of the evidence was summarised as early as November 2020 by Kory et al. and 
now published in their narrative review in the American Journal of Therapeutics [1] 
(May- June issue).  

The formal systematic review and meta-analysis by Bryant et al. [2] (July-August 
issue of same journal) was an exercise in support of the narrative review of Kory et al. 
[1], but restricted by deliberate choice to Randomised Controlled Trials (RCTs) only, 
as conventionally considered the highest quality of medical evidence.  

For example, the review protocol excluded by policy notable studies such as the ICON 
study [7] demonstrating strong advantage in overall mortality in a large propensity-
matched retrospective study, with obvious confounders addressed, simply because 
the patient allocation was not randomised. The most pronounced benefits were seen 
in severe disease.  

Similarly in prophylaxis the very large trial of Behera et al. [4] with well over 3000 
participants was excluded for the same reasons, though delivering quantitative 
measures of Risk Reduction (for infection) very close to the meta-analysis of the 
RCTs.  

Including high-quality observational trials was found to lead to results just as reliable 
as RCTs in the synthesis of Anglemyer [15]. Adding the many known observational 
trials to the meta-analysis of Bryant et al. [2] is likely only to strengthen the findings 
further.  
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In any serious scientific appraisal, the evidence presented by these non-randomised 
trials cannot be dismissed as of no account, just because they lacked certain formal 
constraints, being part of the experience of hard-working clinicians in stressed 
circumstances.  

                  _______________________ 

(Authorship note: To pre-empt widespread misunderstandings, what is called “the 
BiRD group” or more accurately the British 
Ivermectin Recommendation Development panel (not “Research”) was an ad 
hoc panel of clinicians, researchers and other stakeholders, with international 
representation, convened for an “Evidence to Decision” framework event on 20 
February 2021 to hear the evidence summarised in an earlier version of reference [2].  

The BiRD panel published its recommendation quite separately from Bryant et 
al. [2]. The authors of Bryant et al. [2] comprise: two members of the steering group 
(who did not vote), four ordinary members of the BiRD panel (consumer 
representative, health economist and two active clinicians), and one professional 
systematic reviewer who did not take part in the BiRD panel but contributed 
extensively to the research.  

Hence the authors of Bryant et al. [2] are not congruent with the membership of the 
BiRD panel, a much larger group, and include one major contributor who remains 
uninvolved with BiRD.)  

B. Subsequent critiques of [2]:  

Some widely discussed meta-analyses of ivermectin studies (e.g. The British 
Ivermectin Research Development (BIRD) Group meta analysis) have significant 
weaknesses, for example they include a large trial which has been discredited and 
retracted (Elgazzar et al.). Even in these reviews, when patient populations are 
separated by severity and comparisons to active treatments removed, no meaningful 
effect is found.  

These claims are categorically false, though regularly asserted by those with an 
agenda driven independently of the actual evidence.  

1/ The claim of “significant weakness” in [2] is confined entirely to the inclusion of 
the disputed trial of Elgazzar [8]. The review of [2] was exhaustive of all RCTs found 
at the review closure and the first anywhere to follow strict PRISMA guidelines [6]. At 
the time of publication of [2], there was no reason to doubt the veracity of Elgazzar 
[8]; indeed it would have been a protocol violation to exclude it.  

It is untrue to state that the study has been “retracted”. Prof. Elgazzar has retracted 
nothing, asserts defamation and has intimated legal action. The 
server ResearchGate has withdrawn the preprint in response to a complaint, without 
giving Prof Elgazzar the right of reply. Whether or not the study is “discredited” 
remains to be determined.  

Notwithstanding these uncertainties, a “Letter to the Editor” of Am. J. Therap. [9] 
concerning the Elgazzar dispute has been accepted for publication and should appear 
shortly. We show explicitly the consequences of deleting the disputed trial in the 
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leading mortality outcome, and in prophyalxis (Elgazzar [8] contributed arms to both 
outcomes). Whilst the quantitative result inevitably changes, the mortality outcome 
remains clear, demonstrating a 49% reduction in favour of ivermectin (aRR=0.51, 
95% CI 0.27 – 0.95).  

Similarly, the prophylaxis outcome remains in quantitative effect virtually 
unchanged, and in fact slightly improved in that the point estimate for reduction in 
Covid-19 infection increases from 86% to 87% (aRR=0.13, 95% CI 0.08 – 0.21), with 
similarly tight 95% Confidence Intervals again fully consistent with the larger 
observational trials of ivermectin prophylaxis.  

NCCET: “When patient populations are separated by severity and comparisons to 
active treatments removed, no meaningful effect is found.”  

This assertion lacks any logic. Removing comparison to active treatments would be a 
pointless exercise. The pragmatic and pre-specified inclusion of “active” treatment 
comparators is a strength, not a weakness, of Bryant et al. [2] and would lead to 
under-estimation of the effect of ivermectin, not over-estimation. In other words, 
Bryant et al. [2] is conservative by design, against the effect of ivermectin. The fact 
that consistent positive effects are observed makes the results more convincing, not 
less.  

Separation by severity has been dealt with explicitly by Neil and Fenton [10] who 
apply a Bayesian meta-analysis to the full set of trials in Bryant et al. [2], with an 
explicit separation of disease severity between “severe” and “mild-moderate”. The 
study of Niaee [11] was excluded because disease severity was not distinguished. A 
“leave one out” sensitivity analysis is performed systematically on the entire data set, 
including the disputed trial of Elgazzar [8]. Again the conclusions remain robust to 
the removal of particular studies. For some studies with known heterogeneity the 
results are actually improved.  

Neil & Fenton [10] find for severe disease a 90.7% posterior probability that the risk 
ratio favours ivermectin, and for mild/moderate Covid-19 there is an 84.1% 
probability the risk ratio favours ivermectin. They conclude that the results support 
the conclusions of Bryant et al. [2] over other claims such as that of Roman et [12]. 
The removal of Elgazzar [8] (Niaee [11] already excluded) provides the worst 
reduction in evidence but still result in a Bayesian posterior probability of effective 
risk reduction of 77%.  

Other meta-analyses have been accepted for publication [12], in spite of 
demonstrated reporting errors available at pre-print stage, with very similar titles to 
[2] but asserting the opposite conclusions. Roman et al. [12] make a limited selection 
( 1173 patients over 10 trials compared to 3406 patients over 24 trials in [2] ) of the 
trials reviewed in [2]. The assertions in [12] commit the elementary fallacy of 
supposing that lack of statistically significant evidence (in their highly selective 
survey) is the same thing as a positive demonstration of no benefit. These claims of 
Roman et al. [12] were dismissed by Neil & Fenton [13], an earlier version of [10].  

Similar assertions have been made by propagandists in news media [14] but are 
simply untrue, as demonstrated explicitly in [9].  

The context where essentially all studies are referenced to placebo (or non- 
pharmaceutical precautions) is prophylaxis. As previously mentioned, the 
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prophylaxis effect reported in [2] is actually slightly improved by the removal of 
Elgazzar [8], and consistent with large non-randomised trials of ivermectin 
prophylaxis. There is no question of categorising by severity in the prophylaxis 
context and virtually all studies are referenced against no active comparators. The 
reduction in infection risk by 87% cannot be said to constitute “no meaningful effect”. 
It is a very strong effect, achieved with ivermectin alone (or in one trial, combined 
with topical iota-carageenan nasal sprays).  

Moreover, there has been no credible challenge to the prophylaxis results. It is not 
credible that ivermectin should achieve a prophylactic effect (by whatever 
mechanism) and fail to achieve a therapeutic effect, at least in the initial (viremic) 
phase of the illness.  

The authors are principals of Evidence Based Medicine Consultancy Ltd., 
in Bath, England  
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OPEN LETTER  
 
14 October 2021 
 

 
 

National Covid Clinical Evidence Taskforce (NCCET) 
Level 4, 553 St Kilda Rd. 
Melbourne, Vic. 3004 
email: eloise.hudson@monash.edu 
email:  guidelines@covid19evidence.net.au 
 
 
Re: SECOND CALL for an Urgent Review of the NCCET Recommendation 

regarding the use of ivermectin in the management of COVID-19  
 
I refer to my previous Open Letter calling for an urgent review of the NCCET 
recommendations regarding the use of ivermectin in the management of COVID-19 
(dated 21 August) which remains unanswered (see copy attached) 
 
Recent Developments 
 
Since the writing of Open Letter there have been several important developments with 
regard to the COVID-19 pandemic, including: 
 
1. The issuance of TGA “New restrictions on prescribing ivermectin for COVID-19 

(10 Sept. 2021) 
https://www.tga.gov.au/media-release/new-restrictions-prescribing-ivermectin-covid-19 

2. Notice of an amendment to the current Poisons Standard under paragraph 
52D(2)(a) of the Therapeutic Goods Act 1989 (10 Sept. 2021)  

3. Reports of the near eradication of COVID-19 in the Indian State of Uttar Pradesh 
(230 million people) using ivermectin combination therapy despite a vaccination 
rate below 6%.  

4. Multiple reports of diminishing mRNA “vaccine” protection against the Delta 
COVID-19 virus strain following calls for “vaccine” boosters 

5.  An orchestrated and irresponsible mainstream “media science” campaign 
aiming to discredit the use of ivermectin on safety grounds. 

 
Additional Public Information on the Safety of Ivermectin 
 
The current NCCET recommendation continues to question the safety of ivermectin 
despite its worldwide use (4 billion doses) for more than 3 decades and the inclusion 
of ivermectin on the World Health Organisation Model List of Essential Medicines.   
 
In fact, ivermectin is known to have a wide margin of safety compared to most drugs 
including many non-prescription medications. 
 
Prior to the pandemic, the Australian Therapeutics Goods Administration (TGA) 
previously had no significant concerns regarding the safety of ivermectin.  According 
to the TGA Australian Public Assessment Report for Ivermectin – 2013 (see attached).  
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• Page 11: “Escalation to a single dose of 120 mg (up to 2 mg/kg), 10 times the approved 
dose and 5 times the anticipated head lice dose, also produced no mydriatic effect. This 
supports the safety of ivermectin at the proposed dose and provides a significant margin 
of safety.”  

 
• Page 18: the drug “showed good tolerability and no safety concerns at doses ranging 

from 30 to 120 mg, that is, up to 10 times the proposed dose of 200 μg/kg for treatment 
of scabies”.    

 
• Page 39: The TGA clinical evaluator found that there were no significant safety 

concerns reported with the use of ivermectin in any of the published studies. 
 
There were 3 stated reasons for the TGA action in preventing ivermectin from being 
used in the treatment of COVID-19: 
 
Reason 1. ivermectin use might dissuade people from being vaccinated 
Reason 2. ivermectin was associated with serious adverse events including “severe 

nausea, vomiting, dizziness, neurological effects such as dizziness, 
seizures and coma”. 

Reason 3. ivermectin prescribing for COVID-19 might lead to shortages of this 
medication for other approved indications. 

 
Reasons 1 and 3 do not justify the prohibition of ivermectin prescribing for the treatment 
of COVID-19.  
 
With regard to Reason 2 – this contradicts the TGA’s prior assessment of the safety of 
ivermectin (above).   
 
 
Ivermectin National Treatment Programmes 
   
Clinical trials are fundamentally designed to randomly select a relatively small group of 
individuals for specified treatments and observe safety and efficacy.  The results, if 
statistically powered correctly, can then be extrapolated to the population at large.  
However, in the case of ivermectin, not only are there more than 60 published clinical 
trials available, but several countries have embraced the use of ivermectin for the 
treatment of COVID-19 with success and treatment data is available on huge 
populations which provide important efficacy data.   
 
In addition to the successful national treatment programmes in countries such as 
Mexico, Argentina and Peru, the NCCET should now be aware of the success in 
treating COVID-19 individuals with ivermectin in the Indian State of Uttar Pradesh.  
 
https://www.thegatewaypundit.com/2021/09/huge-uttar-pradesh-india-announces-state-covid-19-free-
proving-effectiveness-deworming-drug-
ivermectin/?utm_source=Twitter&utm_medium=PostTopSharingButtons&utm_campaign=websiteshari
ngbuttons 
 
https://www.thedesertreview.com/opinion/columnists/indias-ivermectin-blackout---part-v-the-secret-
revealed/article_9a37d9a8-1fb2-11ec-a94b-47343582647b.html 
 
https://osf.io/preprints/socarxiv/r93g4/ 
 
https://papers.ssrn.com/sol3/papers.cfm?abstract_id=3765018 
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Ivermectin based combination therapy was administered as early and preventative 
treatment in all family contacts as part of the “Uttar Pradesh Covid Control Model”.  
Using this therapeutic approach, COVID-19 was virtually eliminated in a population of 
230 million people with a vaccination rate of less than 6% (compares to the US fully 
vaccinated rate at the same time of 54%).  This result is in direct contrast to the 
comparable State of Kerala, a small state located in Southern India that is over-
dependent on vaccines and restricted ivermectin use to more severe cases and late 
treatment if used at all.  
 
Large scale observational studies such as this can provide valid and reliable real-world 
data and, in most cases, there is little evidence that the results of observational studies 
and RCTs systematically disagree (Reference 6).   
 
https://www.researchgate.net/publication/261998443_Healthcare_outcomes_assessed_with_observati
onal_study_designs_compared_with_those_assessed_in_randomized_trials 
 
The regulatory agencies appear willing to provisionally release new drugs to treat 
COVID-19 on the basis of very limited safety and efficacy data (sometimes involving a 
relatively limited clinical trial data and/or no long-term safety data (eg. mRNA vaccines, 
molnupiravir and remdesivir).  However, the NCCET appears to largely ignore the 
compelling body of evidence supporting the safe and effective use of ivermectin in 
more than 30 randomised clinical trials (RCTs) involving more than 20,000 patients 
and successful national ivermectin treatment programmes.    
 
 
Literature Review and Meta-analyses 
 
The NCCET continues to rely (and defends) an arbitrary selection of 18 published 
clinical trials upon which to base its current negative recommendation for ivermectin 
use.  In contrast to the sophisticated meta-analysis methods employed in the published 
reviews on ivermectin (References  7 and 8), the NCCET has failed to detail or define 
its informal method of assessment which were used to arrive at the current 
recommendation. 
 
Rather than relying on the results of any one clinical trial, properly conducted meta-
analyses of a larger number of randomised controlled trials by highly trained and 
experienced staff are the most powerful tool in drawing reliable conclusions from 
pooled data.   However, biases can be introduced in any meta-analysis.  This is why it 
is important to publish the protocols and methods used in any meta-analysis so the 
work can be critically assessed for reliability. 
 
A recent meta-analysis of ivermectin was conducted by the Cochrane group 
(Reference 9).  However, according to a response to this meta-analysis by Fordham, 
Lawrie, MacGilchrist and Bryant (in pre-print, see attached Reference 10), the 
Cochrane report suffers from no less than 11 significant analytical and methodological 
defects rendering the conclusions unreliable – not the least of which, to give but one 
example, was the author’s treatment of the important analysis of mortality. 
 
Out of 24 available RCTs identified for the review, the authors chose only 4 to include 
in their mortality analysis, a small subset of those available.  The Cochrane authors 
split this data up further into two separate analyses.  This effectively dilutes their 
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findings to the extent that a meaningful result from meta-analysis was not possible.  
Instead of utilising all available evidence and presenting appropriate caveats around 
such wider evidence, as would normally be done according to accepted protocols, they 
present an empty review with considerable bulk but little useful analysis.   
 
 
Conclusions 
 
The reported diminishing efficacy of the COVID-19 vaccines to protect against the 
emergence of SARS-Co-2 variants demands an urgent review of the use of ivermectin.  
 
I repeat my previous message (21 August Open Letter) to the NCCET and again 
request an urgent review of the recommendations regarding ivermectin: 
 
“The current approach to symptomatic COVID-19 individuals is largely to do nothing 
and simply observe until they either get better or get worse, perhaps much worse, and 
need to go to hospital.  The do-nothing approach places enormous strain on our health 
care system.  Evidence for this ‘do nothing, watch and observe’ approach is lacking. 
Ivermectin offers a potentially effective, low cost, safe and rational approach to the 
management of such individuals with little or no disadvantage.  The NCCET 
recommendation on ivermectin is considered to be misinformation by many experts 
and is viewed as contributing to needless hospitalisation – but for this recommendation, 
many Covid-19 infected individuals could be receiving early effective treatment.” 
 
Regards, 
 

 
 

Clinical Trials and Regulatory Affairs Consultant 
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The Pharmacy Guild of Australia – Proposed amendments to Poisons Standard – ACMS – November 2022 meeting p 2 of 16 

IVERMECTIN  

Proposal 

The application is proposing to delete the Appendix D entry for ivermectin. This would remove the current 
restrictions on the prescribing and use of ivermectin for oral administration for human use, allowing 
prescribing without restrictions on prescriber speciality and potential for off-label indications such as the 
prevention and treatment of COVID-19.  

Scheduling considerations 

The purposes for which a substance is to be used and the extent of use of 
a substance 
Ivermectin belongs to the anthelmintics group of medicines. It is indicated for the treatment of parasitic 
infections including onchocerciasis, strongyloidiasis and crusted scabies, as well as papulopustular 
rosacea.1 The Australian Medicines Handbook also lists other intestinal nematode infections, cutaneous 
larva migrans and lymphatic filariasis as accepted indications. 
 
In Australia, the precise prevalence of parasitic infections treated with ivermectin is relatively unknown, 
making it difficult to determine the extent of use of ivermectin. For instance, the prevalence of 
strongyloidiasis is estimated to be between 35-60% in Indigenous Australian communities, however it is 
difficult to detect and not routinely tested for.2 Similarly, whilst scabies is considered common across 
Australia, crusted scabies is considered a rare but highly infections variant.3 Review of Pharmaceutical 
Benefit Scheme data would provide further insight into the use of ivermectin for permitted indications. 
 
The COVID-19 pandemic led to some medicines being repurposed for the prevention and treatment of 
COVID-19. There were suggestions that ivermectin had the potential to be used for this indication due to 
its ability to inhibit the replication of viruses in vitro. An updated Cochrane systematic literature review 
assessing the efficacy and safety of ivermectin for the prevention of infection with SARS-CoV-2 (post 
exposure) and treatment of COVID-19 was published in June 2022. The review ‘found no evidence to 
support the use of ivermectin for treating COVID-19 or preventing SARS-CoV-2 infection’.4  
 
The current Appendix D entry enables ivermectin to be used for the purpose of clinical trials and does not 
act as a barrier for further research on the use of ivermectin for COVID-19 prevention and treatment. The 
Guild believes that it is appropriate to retain the current Appendix D entry until there is sufficient and 
definitive evidence that ivermectin is effective for the prevention or treatment of COVID-19. 

Any other matters necessary to protect public health 
Vaccination is the mainstay for prevention of vaccine-preventable diseases such as COVID-19. In 
Australia, consumers are fortunate to have free access to COVID-19 vaccines through the National 
COVID-19 vaccination rollout. COVID-19 vaccination protects against severe illness and death from 
COVID-19; helps prevent complications such as long COVID; and reduces the burden on the health 
system by preventing hospitalisations.5 Vaccination is not 100% effective at preventing infection and 
means access to treatments for COVID-19 is also required. 
 

 
1 https://amhonline.amh.net.au/chapters/anti-infectives/anthelmintics/other-anthelmintics/ivermectin  
2 https://theconversation.com/strongyloidiasis-is-a-deadly-worm-infecting-many-australians-yet-hardly-anybody-has-heard-of-it-
81687  
3 https://www.racgp.org.au/afp/2017/may/scabies-a-clinical-update  
4 https://www.cochranelibrary.com/cdsr/doi/10.1002/14651858.CD015017.pub3/full  
5 https://www.health.gov.au/initiatives-and-programs/covid-19-vaccines/about-rollout#benefits-of-vaccination  
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The Therapeutic Goods Administration has granted provisional registration to many treatments for use in 
COVID-19 positive patients. These treatments have been determined to meet the safety, efficacy and 
quality standards required for use in Australia.6 The treatments that have been granted provisional 
registration enable patients access to safe and effective treatment of COVID-19 regardless of whether 
they are being managed in the community setting by primary care providers or in hospital. 
 
The Guild believes that it is important to retain the current Appendix D entry for ivermectin to ensure 
patients continue to utilise vaccination for the prevention of COVID-19 infection and access COVID-19 
treatments that are safe and effective. 

Summary 

The Guild opposes the proposed amendment to remove ivermectin from Appendix D. Studies conducted 
on the use of ivermectin for the prevention and treatment of COVID-19 have so far failed to conclude that 
it is effective for this indication. As a matter of public safety, the Guild believes that the current restrictions 
remain appropriate to ensure individuals receive safe and effective treatment for COVID-19. 
  

 
6 https://www.tga.gov.au/products/covid-19/covid-19-treatments/covid-19-treatments-provisional-registrations  
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 Introduction 
 On  10  September  2021,  a  delegate  of  the  Secretary  of  the  Department  of  Health  considered 
 the  advice  provided  by  the  Advisory  Committee  on  Medicines  Scheduling  (ACMS)  and  made 
 the  decision  to  amend  the  Poisons  Standard  by  creating  a  new  Appendix  D  listing  for 
 ivermectin  and  thus  eliminated  its  use  as  an  off-label  treatment  option  for  COVID-19.  This 
 occurred  with  reference  to  subsection  52E(1)  of  the  Therapeutic  Goods  Act  1989,  in 
 particular  paragraph  (f),  which  empowers  the  Secretary  to  act  on  any  other  matters  that  the 
 Secretary  considers  necessary  to  protect  public  health  1  .  We  consider  this  change  to  the 
 Poison  Scheduling  for  ivermectin  to  be  inappropriate  and  not  in  the  best  interests  of 
 medicine in Australia  2  . 

 The  role  of  the  Therapeutic  Goods  Administration  is  to  apply  scientific  and  clinical  expertise 
 to  decision  making,  to  ensure  that  the  benefits  to  consumers  outweigh  any  risks  associated 
 with  the  use  of  medicines  3  .  However,  the  reasons  outlined  for  placing  constraints  on  the 
 prescription  of  ivermectin  for  the  treatment  of  COVID-19  do  not  appear  to  be  based  on  a 
 thorough  risk  benefit  analysis  to  consumers  and  appear  to  contradict  earlier  authoritative 
 safety  analysis  (AusPAR  2013).  The  use  of  ivermectin  was  restricted  in  a  very  specific 
 context,  in  which  the  priority  for  public  health  agencies  was  maintaining  the  focus  on  vaccine 
 uptake in the community, whilst maintaining control of messaging. 

 The  Australian  Medical  Professionals  Society  (AMPS)  is  a  growing  association  of  medical 
 professionals  in  Australia.  AMPS  welcomes  the  opportunity  to  make  a  submission  to  amend 
 the  scheduling  of  ivermectin,  through  deletion  of  Appendix  D,  Item  10  from  the  current  S4 
 Poisons  Scheduling.  In  seeking  to  provide  our  Society’s  perspective,  we  will  discuss  the  set 
 of  rationales  outlined  by  the  TGA  at  the  time  of  the  original  decision.  Importantly,  it  is  our 
 belief  that  to  meet  our  Code  of  Conduct  obligations,  we  must  seek  to  have  safe,  affordable 
 and  efficacious  medicines  available  to  our  patients.  As  such,  we  seek  to  have  ivermectin 
 reinstated and available at the present time, as was the case pre-pandemic. 

 Prior  to  the  amendment  of  September  2021,  ivermectin  had  been  available  for  off-label 
 prescribing,  in  accordance  with  the  clinical  judgement  of  doctors.  In  a  climate  where 
 clinicians  became  used  to  looking  to  the  government  for  guidance  on  numerous 
 pandemic-related  issues  in  daily  practice,  it  is  true  that  there  were  no  positive  statements 
 made  by  government  bodies  or  associated  committees,  in  support  of  the  use  of  ivermectin 
 for  COVID-19  disease.  However,  many  Australian  doctors  felt  from  their  own  analysis  that 
 the  case  for  ivermectin  was  very  reasonable  (often  in  combination  with  other  medications) 
 and  were  able  to  use  this  medicine  off-label,  as  confirmed  by  Minister  Hunt,  in  a  letter  from 
 August  2020  4  .  Clearly  no  sponsor  was  likely  to  approach  the  TGA  to  seek  a  formal  indication 

 4  https://www.tga.gov.au/products/covid-19/covid-19-treatments/covid-19-treatments-provisional-registr 
 ations#:~:text=Off%2Dlabel%20prescribing%20refers%20to,the%20setting%20of%20informed%20co 
 nsent  . 

 3  https://www.tga.gov.au/about-tga/what-we-do/role-tga#:~:text=The%20TGA%20is%20responsible%2 
 0for%20regulating%20the%20supply%2C%20import%2C%20export,be%20lawfully%20supplied%20i 
 n%20Australia.&text=The%20TGA%20is%20a%20part%20of%20the%20Australian%20Government 
 %20Department%20of%20Health  . 

 2  https://www.tga.gov.au/resources/publication/scheduling-decisions-final/notice-amendment-current-p 
 oisons-standard-under-paragraph-52d2a-therapeutic-goods-act-1989-0 

 1  https://www.tga.gov.au/resources/publication/scheduling-decisions-final/notice-amendment-current-p 
 oisons-standard-under-paragraph-52d2a-therapeutic-goods-act-1989-0 
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 of  ivermectin  in  the  treatment  of  COVID-19  disease,  given  that  its  patent  expired,  but  this 
 was not a significant barrier to physician-driven off-label treatment. 

 With  this  background,  the  pressure  and  concern  of  the  vaccine  rollout  and  a  potential 
 negative  impact  on  ivermectin  availability,  which  itself  implied  that  significant  numbers  of 
 doctors  were  prescribing  the  drug,  appear  to  have  been  the  primary  motivations  in 
 introducing  Appendix  D  in  its  current  form.  These  reasons  will  be  discussed  subsequently. 
 As  will  also  be  discussed,  AMPS  members  have  assessed  the  full  range  of  studies  on 
 ivermectin  and  believe  that  the  initial  hesitancy,  in  which  claims  that  ivermectin  was  unsafe 
 thrived,  is  unsupported  by  the  overall  body  of  literature  5  .  In  fact,  the  evidence  base  continues 
 to grow that this is a safe, cost effective, efficacious and essential medicine. 

 In  the  changing  context  of  SARS-CoV2  and  COVID-19  disease,  which  remains  prevalent 
 despite  high  rates  of  vaccination,  our  view  is  that  Australian  doctors  should  have  the 
 maximum  options  available  for  use,  based  on  their  clinical  judgement.  Cognisant  of  our 
 Code  of  Conduct  obligations  and  placing  patient  care  as  our  primary  concern,  we  believe 
 that  ongoing  restrictions  on  ivermectin  prescribing  is  not  suited  to  the  current  conditions  of 
 the  pandemic.  AMPS  therefore  strongly  supports  the  deletion  of  Appendix  D,  Item  10  from 
 the  Current  S4  Poisons  Scheduling,  in  the  best  interest  of  Australian  doctors  and  their 
 patients. 

 Professional Responsibilities 
 AMPS  has  been  established  as  a  platform  of  advocacy  for  medical  professionals  in  this 
 country.  We  advocate  for  policies  and  practices  which  support  the  health  and  safety  of  the 
 Australian  public,  are  supremely  focussed  on  patient  care  and  are  consistent  with  the  Good 
 Medical  Practice  Code  of  Conduct.  The  Code  sets  out  professional  obligations  to  ensure 
 patient  care  is  our  highest  priority.  Doctors  are  obliged  to  act  honestly,  ethically  and  in  a 
 trustworthy  manner.  Public  trust  in  medical  professionals  is  a  bedrock  of  public  health. 
 Australians  expect  their  doctors  to  act  competently,  providing  advice  openly  and  with  full 
 disclosure and to display qualities of integrity, truthfulness, dependability and compassion  6  . 

 AMPS  undertook  a  survey  of  membership  to  solicit  feedback  on  the  potential  removal  of 
 Appendix  D  and  can  advise  that  100%  of  respondents  were  fully  supportive  of  the  proposal 
 to  reschedule  this  medicine.  Additionally  a  recent  survey  conducted  by  the  Royal  Australian 
 College  of  General  Practitioners  found  that  the  majority  (54%)  of  doctors  believe  there 
 should  be  no  restrictions  on  being  able  to  prescribe  ivermectin  for  COVID-19  7  .  Our  members 
 expressed  their  determination  and  saw  it  as  their  duty  to  advocate  strongly  for  patients  to 
 have  access  to  ivermectin,  being  confident  of  the  supporting  evidence-base  with  regard  to 
 safety, as well of its benefits in the treatment of COVID-19 disease at various stages. 

 In  this  regard,  our  society  makes  note  of  the  2013  AusPar  Report  which  found  no  significant 
 safety  concerns  reported  with  the  use  of  ivermectin.  Given  the  fiduciary  obligation  doctors 

 7  https://www1.racgp.org.au/newsgp/poll 

 6  file:///C:/Users/danan/Downloads/Medical-Board---Code---Good-medical-practice-a-code-of-conduct-f 
 or-doctors-in-Australia---1-October-2020%20(15).PDF 

 5  https://ivmmeta.com/ 
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 have  when  unwell  patients  present  to  them,  to  treat  them  to  the  best  of  their  knowledge  and 
 ability,  we  believe  that  the  changes  to  Appendix  D  place  all  doctors  who  are  aware  of  the 
 safety  profile  of  ivermectin,  in  a  situation  which  breaches  our  primary  obligations. 
 Furthermore,  to  our  membership,  it  is  of  great  concern  that  restrictions  on  the  availability  of 
 this  product  has  prevented  vast  numbers  of  Australians,  who  wished  to  do  so,  from 
 accessing a safe treatment option that showed genuine promise. 

 We  are  not  opposed  to  the  approval  and  availability  of  other  medicines  for  early  treatment  of 
 COVID-19  disease.  However,  we  note  that  decisions  have  been  made  to  provisionally 
 approved  medicines  with  less  supporting  evidence  than  ivermectin,  especially  with  regard  to 
 safety,  and  with  significantly  higher  cost  and  adverse  event  profile,  such  as  Remdesivir, 
 Paxlovid and Molnupiravir  8  . 

 On  first  principles,  an  early  treatment  strategy  is  both  separate  and  complementary  to  a 
 vaccination  strategy.  However,  it  is  now  clear  that  mRNA  vaccines  have  been  less  effective 
 than  anticipated.  It  is  now  clear  that  less  protection  is  offered  by  currently  available  vaccines 
 against  new  and  prevailing  variants  of  SARS-CoV2.  Unfortunately,  the  phenomenon  of 
 waning  immunity,  in  which  protection  of  any  kind  is  very  limited  after  4-6  months,  is  well 
 documented  and  publicly  acknowledged.  With  this  in  mind,  if  there  was  at  one  time  a  basis 
 for  a  ‘vaccine  only  strategy’,  it  is  certainly  no  longer  the  case.  We  believe  it  is  now  time  to 
 liberalise  decision  making  about  best  clinical  care  to  medical  practitioners,  who  should  be 
 free  to  draw  on  their  years  of  expertise  and  subject  knowledge  to  make  recommendations  for 
 the benefit of patients, at their discretion. 

 Given  these  considerations,  the  statement  that  there  is  not  enough  evidence  to  support  the 
 safe  and  effective  use  of  ivermectin  drugs  (used  as  monotherapy  or  in  combination  with 
 doxycycline  and  zinc)  to  prevent  or  treat  COVID-19  9  does  not  accord  with  the  current  body  of 
 evidence,  amassed  historically  and  recently.  This  being  the  case,  with  ivermectin  being  a 
 safe  and  accepted  item  of  the  pharmacopoeia  decades  before  the  pandemic,  we  wish  to 
 highlight  that  the  persistence  of  Appendix  D  in  its  current  form,  limits  the  ability  of  doctors  to 
 exercise  their  judgement  on  behalf  of  patients  and  thus  may  compromise  them  in  their 
 fiduciary duty to individual patients above all else. 

 To  summarise,  we  have  made  the  case  that  a  restrictive  policy  regarding  ivermectin  does  not 
 accord  with  the  professional  opinions  of  our  membership,  nor  with  a  large  proportion  in  the 
 wider  medical  community.  We  believe  that,  in  practice,  such  a  policy  contradicts  our  Codes 
 of  Conduct  and  wish  to  highlight  that  this  can  be  remedied  by  the  deletion  of  Appendix  D, 
 Item 10. 

 9  https://www.health.gov.au/health-alerts/covid-19/treatments/about 

 8  https://mail-attachment.googleusercontent.com/attachment/u/0/?ui=2&ik=614ed1668c&attid=0.1&permmsgid=msg-f:1743540180858574027&th=18324c8e8bb214cb&vi 

 ew=att&disp=inline&realattid=f_l7v5qnoy0&sadnir=2&saddbat=ANGjdJ9BgyYZBQpBGpL4ZmYvV9fj1xekMYbqPr_qyoMkcsvEmyvwaYSrl1qXRmi82_s0BUm-cvwQkYMU 

 FKh0Fm7goGs8ZhqqmZOYG1YR6_N0K36uxNFu59R3E5PzUOniupo130hjZJqUoY8MANRcBcVhEWqCXZVu_rmZSPM2QPOYPL89E3sicJn5bnYZlFY6sShMz-yFI8d58 

 h0qdsK_WQ8srP8JyvoLtoQg5IelAc2D4DukO2P_t8BpqlI5vA-WTdx027GC555tZfxgq9ybId74vazzE8RVSzwIprirguuK2qtEVR0-V934pvQ0oSVchpkWahuJ5Kl--hcNym62Ty 

 -0dci4KBvHipT8SWbq-M8hMq0JvYLgVhlBkncnZZzp9NDmg9-BINV-CawttzoC8tSyIaKrKFbBnIukBYd8csp638a_c1u3sGW8cSpcjex40J-eCHM7W3m1jope--6f4P2IcPL-8K 

 d0OhXkg-kUxPLZ2Vpaoom-zYLxWPbfAX8OB8bhffWtWsoZ9Rii1li5o-tJSjYpBPp1CbOjWoemCGHJlQTEvQleOF4XfKQiPpvMZwFY7iJ2wVJ4mgKEsYxHlZNSysC5hSOX 

 URdX1k44AFUK8sDdry6mcdcsYPysHagyxe9gRrA17eNkc1Jtn34qkOh1YtWw4Ocmx9Lj8iRL-8QX70S-0eh5TaHQfIs_bItcuQtaVB_uU1SzAnHOwGvAJr1Qd7sSRRlPuCyv 

 vsjd8eMzYVQW0bW2P0iEhcnPyKY 
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 Reasons given for the Rescheduling of Ivermectin 
 On  10  September  2021  a  delegate  of  the  Secretary  of  the  Department  of  Health  considered 
 the  advice  provided  by  the  Advisory  Committee  on  Medicines  Scheduling  (ACMS)  and 
 decided  to  amend  the  Poisons  Standard  by  creating  a  new  Appendix  D  listing  for  ivermectin, 
 in  effect  banning  it  for  use  as  an  off-label  treatment  option  for  COVID-19.  In  statements 
 made  by  the  TGA  10  ,  this  change  to  Poison  Scheduling  was  backed  up  with  reference  to 
 subsection  52E(1)  of  the  Therapeutic  Goods  Act  1989,  paragraph  (f)  11  ,  together  with  3  stated 
 reasons relating to public health, considered in the remainder of this section: 

 Reason  1.  Serious  concerns  that  there  are  significant  public  health  risks  associated 
 with  the  prescribing  of  ivermectin  for  COVID-19.  This  includes  the  likelihood  that 
 people  who  have  been  prescribed  the  substance  for  this  purpose  may  believe 
 themselves  to  be  protected  from  the  disease  and  not  get  vaccinated  or  tested  and 
 seek appropriate medical care if they develop symptoms. 

 Reason  2.  Potential  to  cause  severe  adverse  events  in  persons,  particularly  when 
 taken  in  high  doses  that  have  recently  been  described  in  social  media  and  other 
 sources for the prevention or treatment of COVID-19 infection. 

 Reason  3.  Concern  that  if  action  is  not  taken  to  address  these  concerns,  it  is 
 possible  that  oral  ivermectin  will  be  in  shortage  in  Australia  for  the  treatment  of  the 
 conditions  for  which  it  has  been  properly  evaluated  and  approved  in  accordance  with 
 scientific data. 

 AMPS  does  not  believe  Reason  1  justified  the  prohibition  of  ivermectin  prescribing  for  the 
 treatment  of  COVID-19.  We  believe  that  every  intervention  has  to  be  judged  on  its  own 
 merits  and  that  doctors  and  patients  should  be  able  to  make  these  decisions  together,  in  an 
 atmosphere  free  from  undue  pressure  for  any  other  party.  We  further  believe  that  the 
 decision  of  an  individual  to  be  vaccinated  is  a  separate  and  complementary  one  to  any 
 treatment  strategy  employing  ivermectin.  Regarding  Reason  3,  supply  has  not  been  reported 
 to be a problem in Australia or world-wide. 

 AMPS  is  of  the  understanding  that  the  role  of  the  TGA  is  to  determine  the  safety  of 
 medicines  and  regulate  products  based  on  an  assessment  of  risks  against  benefits  12  13  .  In 
 this  spirit,  we  do  not  take  the  view  that  the  legislative  provisions  within  the  Therapeutic 
 Goods  Act  necessarily  allow  the  TGA  to  restrict  access  to  acceptable  pre-existing  medical 
 options,  as  a  means  of  encouraging  public  behaviour  to  meet  other  policy  objectives.  This 

 13  https://www.tga.gov.au/how-we-regulate/advertising/legal-framework/act-regulations-and-code-offen 
 ces/how-tga-regulates 

 12  https://www.tga.gov.au/about-tga/what-we-do/role-tga#:~:text=The%20TGA%20is%20responsible% 
 20for%20regulating%20the%20supply%2C%20import%2C%20export,be%20lawfully%20supplied%2 
 0in%20Australia.&text=The%20TGA%20is%20a%20part%20of%20the%20Australian%20Governmen 
 t%20Department%20of%20Health. 

 11  https://www.tga.gov.au/resources/publication/scheduling-decisions-final/notice-amendment-current-p 
 oisons-standard-under-paragraph-52d2a-therapeutic-goods-act-1989-0 

 10  https://www.tga.gov.au/resources/publication/scheduling-decisions-final/notice-amendment-current-p 
 oisons-standard-under-paragraph-52d2a-therapeutic-goods-act-1989-0 
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 kind  of  justification,  implicitly  present  in  Reason  1  with  regard  to  uptake  of  provisionally 
 approved vaccines, was not subjected to wide consultation. 

 As  stated  previously,  early  treatment  is  a  separate  and  complementary  strategy,  which  can 
 and  does  coexist  in  the  treatment  of  Australians  facing  COVID-19  disease.  In  regards  to 
 currently  available  provisionally  approved  vaccines  against  SARS-Cov2,  we  note  with 
 significant  concern,  the  unprecedented  rates  of  adverse  event  reports,  including  deaths, 
 injury  and  disablement,  being  seen  in  Australia  and  across  the  world  14  .  Regardless  of  this, 
 however,  we  note  that  consequent  to  Appendix  D,  Item  10,  vaccinated  Australians  who 
 suffer  COVID-19  are  currently  being  denied  access  to  the  full  range  of  early  treatment 
 options,  despite  the  objective  of  high  vaccination  rates  having  already  been  achieved  in 
 Australia. 

 Also  with  regarding  Reason  2,  in  consideration  of  safety,  the  (NCCET)  conducted  a  review  of 
 the  clinical  data  regarding  the  use  of  ivermectin  in  the  management  of  COVID-19  and 
 concluded; 

 “The  available  research  evidence  does  not  yet  provide  reasonable  certainty  to 
 recommend  for  or  against  the  use  of  ivermectin  and  therefore  the  Taskforce 
 recommends  ivermectin  not  be  used  outside  of  randomised  trials.  The  certainty  of  the 
 current evidence base varies from low to very low.  15  ” 

 We  note  that  the  term  “reasonable  certainly”  is  ambiguous  in  terms  of  drug  regulation,  in  that 
 the  threshold  for  what  is  reasonable  is  not  defined  and  may  be  viewed  differently  by  different 
 parties.  We  point  out  that  this  recommendation  has  been  challenged  by  experts  both 
 National  and  Internationally  16  17  18  .  We  believe  there  is  ample  controlled  evidence  to  support 
 the  effectiveness  of  ivermectin  both  alone  and  in  combination,  in  addition  to  the  notable 
 documented  experience  of  countries  such  as  India  and  Peru,  in  which  a  strong  correlation 
 has  been  reported  between  ivermectin  use  and  mortality  reductions.  Nevertheless,  efficacy 
 was not a reason outlined by the TGA as a consideration in the scheduling decision  19  20  21  . 

 Therefore,  in  the  following  section,  we  will  focus  on  addressing  safety  concerns  and  the 
 claim  that  ivermectin  has  the  potential  to  cause  severe  adverse  events,  pertinent  to  Reason 

 21  https://indianexpress.com/article/cities/lucknow/uttar-pradesh-government-says-ivermectin-helped-to-ke 

 ep-deaths-low-7311786/ 

 20  https://osf.io/9egh4/ 

 19  https://www.ncbi.nlm.nih.gov/pmc/articles/PMC8383101/ 

 18  https://quadrant.org.au/opinion/public-health/2021/10/we-cant-vaccinate-this-pandemic-away/ 
 17  https://quadrant.org.au/opinion/qed/2021/08/commentary-on-nccet-statement-on-ivermectin/ 

 16  file:///C:/Users/danan/Downloads/COCHRANE%20Fordham-Review%20of%20Cochrane%20Report 
 %20copy.pdf 

 15  https://covid19evidence.net.au/wp-content/uploads/NC19CET_Published_Guideline_V48_0.pdf 

 14 

 https://8630368.fs1.hubspotusercontent-na1.net/hubfs/8630368/AMPS/Altman%20Report%20Final%20Ve 

 rsion%2011-8-22%20(1).pdf?utm_source=hs_email&utm_medium=email&_hsenc=p2ANqtz-8HS0cEyUJu 

 QHjoxCYMYvaYAqn1CWxMNk_F4VyGSiymi6QxgE6AEh9SJNXh6yR0hIVEAxxC 
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 2,  above.  We  will  focus  on  peer  reviewed  data,  rather  than  the  potential  dangers  associated 
 with data sourced from social media posts, as considered in the TGA reasoning. 

 Ivermectin Safety and Clinical Benefits 
 The  essential  issue  is  that  in  the  case  of  a  repurposed  compound  with  documented  safety 
 and  excellent  tolerability,  such  as  ivermectin,  doctors  should  not  be  hindered  in  evaluating 
 such  pre-existing  treatments  and  adopting  them  if  they  so  choose,  in  pursuit  of  the  best  care 
 of  their  patients.  This  simply  reflects  a  reasonable  and  time-honoured  approach,  employing 
 critical  appraisal,  risk  benefit  analysis  and  informed  consent,  in  keeping  with  good  medical 
 practice.  In  the  context  of  a  novel  health  concern,  we  argue  that  a  responsible 
 physician-directed  process  is  eminently  suitable  when  the  compounds  under  consideration 
 are  familiar  to  doctors  and  have  excellent  known  safety  profiles.  This  is  the  case  with 
 ivermectin,  especially  where  considered  in  the  pre-hospital  phase  of  COVID-19  treatment, 
 where other options have been more limited. 

 As  outlined  in  the  TGA’s  2013  AusPar  Report  for  ivermectin,  no  significant  safety  concerns 
 were  found  with  the  use  of  ivermectin  22  .  Very  importantly,  the  report  found  no  safety 
 concerns  even  at  10  times  the  (then)  current  approved  dose  of  200ug/kg  23  .  The  U.S. 
 National  Institute  of  Health  (NIH)  has  recognised  that  “ivermectin  has  been  widely  used  and 
 is  generally  well  tolerated”  24  .  A  recent  systematic  review  stated  “ivermectin  at  the  usual 
 doses  is  considered  extremely  safe  for  use  in  humans”  25  .  In  2018,  ivermectin  was  added  to 
 the  WHO  list  of  Essential  Medicines  and  in  supporting  the  submission  for  inclusion  in  the  list, 
 the  WHO  concluded  that  the  adverse  events  associated  with  ivermectin  are  “  primarily  minor 
 and  transient  ”.  The  clinical  evaluator  in  the  WHO  Report  found  that  there  were  no  significant 
 safety concerns or serious adverse events reported with the use of ivermectin  26  . 

 In  February  2021,  an  expert  toxicology  report  on  the  safety  of  ivermectin  was  collated  based 
 on  a  review  of  over  500  articles.  This  unprecedented  work  is  well  worth  considering  in  detail 
 and outlined the following: 

 “  Hundreds  of  millions  of  human  subjects  have  been  treated  with  ivermectin  for 
 curative  or  prophylactic  purposes  worldwide  over  the  last  3  decades.  The  reference 
 list  of  this  report  demonstrates  that  a  large  body  of  data  is  available,  which  allows  for 
 a detailed analysis of ivermectin medical safety  .... 

 26  WHO Expert Committee on the Selection and Use of  Essential Medicines: Application for inclusion 
 of ivermectin on the WHO Model List of Essential Medicines (EML) and Model List of Essential 
 Medicines for Children (EMLc) for the indication of Scabies at 19 (Dec. 2018) 

 25  Andrew Bryant et al., Ivermectin for Prevention and  Treatment of COVID-19 Infection: A Systematic 
 Review, Meta-analysis, and Trial Sequential Analysis to Inform Clinical Guidelines, 28 American 
 Journal of Therapeutics 434, 435 (Jul./Aug. 2021), available at 
 https://journals.lww.com/americantherapeutics/fulltext/2021/08000/ivermectin 

 24  National Institutes of Health, COVID-19 Treatment  Guidelines: ivermectin, 
 https://www.covid19treatmentguidelines.nih.gov/therapies/antiviral-therapy/ivermectin/ 

 23  Australian Public Assessment Report for Ivermectin  – October 2013 
 https://www.tga.gov.au/auspar/auspar-ivermectin 

 22  https://www.tga.gov.au/sites/default/files/auspar-ivermectin-131030.pdf 
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 …Taking  into  account  all  the  above,  the  author  of  the  present  analysis  of  the 
 available  medical  data  concludes  that  the  safety  profile  of  ivermectin  has  so  far  been 
 excellent  in  the  majority  of  treated  human  patients  so  that  ivermectin  human  toxicity 
 cannot be claimed to be a serious cause for concern  27  .” 

 In  this  regard,  a  decisive  legal  opinion  from  the  U.S.  Nebraska  State  Attorney  General’s 
 Office  (14  October  2021)  is  highly  instructive.  It  provided  a  detailed  analysis  of  the 
 arguments  regarding  ivermectin  and  off-label  prescribing  and  a  copy  of  this  ruling  forms 
 Annexure  1  to  this  Submission.  The  Co-signatories  rely  upon  this  opinion  in  full  as  it  pertains 
 to ivermectin. 

 The opinion states in part: 

 “  The  data  show  not  only  that  the  adverse  side  effects  are  minor,  but  also  that  the 
 percentage  of  people  who  report  experiencing  any  adverse  events  is  vanishingly 
 small.  The  latest  statistics  available  through  VigiAccess  report  only  5,674  adverse 
 drug  reactions  from  ivermectin  between  1992  and  October  13,  2021.  This  number  is 
 incredibly  low  considering  that  “more  than  3.7  billion  doses”  of  ivermectin  have  been 
 administered to humans worldwide since the 1980s  28  .” 

 The  brief  but  comprehensive  review  of  the  safety  of  ivermectin  provided  here  does  not 
 provide  any  clear  or  convincing  evidence  that  ivermectin  poses  such  a  threat  to  public  health 
 and  safety  that  it  required  sudden  rescheduling  in  the  middle  of  a  pandemic  as  a  poison 
 when  prescribed  for  COVID-19.  In  truth,  no  data  exists  in  support  of  serious  harm.  It  is  likely 
 that  the  absence  of  safety  concerns  relating  to  ivermectin  was  the  very  reason  for  the  rapid 
 commencement  of  multiple  early  controlled  trials  in  COVID-19  disease  overseas,  after 
 widespread interest in the potential benefits of this highly versatile drug. 

 Ivermectin  has  documented  pharmacological  mechanisms  that  led  clinicians  to  believe  this 
 extremely  safe  medicine  could  be  repurposed  effectively  for  the  treatment  of  COVID-19.  It 
 has  been  known  for  over  10  years  that  ivermectin  demonstrated  antiviral  activity  against 
 several  RNA  viruses  by  blocking  the  nuclear  trafficking  of  viral  proteins  29  .  A  comprehensive 
 systematic  review  summarises  the  antiviral  effects  of  ivermectin,  including  in  vitro  and  in  vivo 
 studies  over  the  past  50  years  30  .  Another  paper  titled,  “Ivermectin:  an  award-winning  drug 
 with  expected  antiviral  activity  against  COVID-19”  put  forward  that  Ivermectin,  an 
 FDA-approved  broad-spectrum  antiparasitic  agent,  had  demonstrated  antiviral  activity 
 against  a  number  of  DNA  and  RNA  viruses,  including  severe  acute  respiratory  syndrome 
 coronavirus  2  (SARS-CoV-2)  31  .  As  well  as  ivermectin’s  antiviral  benefits  there  is  also 
 research literature that outlines its recognised “anti-inflammatory capacity”  32  . 

 32  https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7476419/ 
 31  https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7539925/ 
 30  https://pubmed.ncbi.nlm.nih.gov/32533071/ 
 29  https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7539925/ 

 28  U.S. Nebraska State Attorney General opinion. Prescription  of Ivermectin or hydroxychloroquine as 
 Off-Label medicines for the Prevention or Treatment of Covid-19. 14 October 2021 

 27  Descotes, J. Expert Review Report – Medical Safety of Ivermectin. 3 March 2021 
 https://www.medincell.com/wp-content/uploads/2021/03/Clinical_Safety_of_Ivermectin 
 March_2021.pdf 
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 A  review  titled  “Emerging  Evidence  Demonstrating  the  Efficacy  of  Ivermectin  in  the 
 Prophylaxis and Treatment of COVID-19” concluded: 

 “Meta-analyses  based  on  18  randomized  controlled  treatment  trials  of  ivermectin  in 
 COVID-19  have  found  large,  statistically  significant  reductions  in  mortality,  time  to 
 clinical  recovery,  and  time  to  viral  clearance.  Furthermore,  results  from  numerous 
 controlled  prophylaxis  trials  report  significantly  reduced  risks  of  contracting 
 COVID-19  with  the  regular  use  of  ivermectin.  Finally,  the  many  examples  of 
 ivermectin  distribution  campaigns  leading  to  rapid  population-wide  decreases  in 
 morbidity  and  mortality  indicate  that  an  oral  agent  effective  in  all  phases  of  COVID-19 
 has been identified  33  .” 

 Finally,  an  online  real  time  meta-analysis  of  the  clinical  safety  and  efficacy  of  ivermectin  in 
 COVID-19  disease  is  well  worth  considering  and  can  be  found  at  www.ivmmeta.com  :  as  of  9 
 September  2022,  this  includes  91  studies,  of  which  41  were  randomised  controlled  trials 
 involving  11,141  patients  34  ).  This  resource  illustrates  the  high  level  of  international  interest  in 
 the  clinical  submission  of  ivermectin  for  potential  use  in  COVID-19.  When  taken  in  totality, 
 the  clinical  data  presented  at  www.ivmmeta.com  presents  a  compelling  case  for  the  safety 
 and  efficacy  of  ivermectin.  More  than  20  countries  (including  India,  Mexico,  regions  of  Peru, 
 Argentina,  Japan,  Dominican  Republic  and  Brazil)  have  adopted  ivermectin  for  the 
 management  of  COVID-19.  Collectively,  the  studies  strongly  suggest  that  “ivermectin 
 reduces  the  risk  for  COVID-19  with  very  high  confidence  for  mortality,  ventilation,  ICU 
 admission,  hospitalisation,  progression,  recovery,  [number  of]  cases,  viral  clearance,  and  in 
 pooled  analysis...  Meta-analysis  using  the  most  serious  outcome  measure  shows  62% 
 [57-70%] and 83% [74-89%] improvement for early treatment and prophylaxis”. 

 At  this  stage,  public  health  officials  and  the  medical  profession  generally  have  had  time  to 
 review  the  accumulating  data  regarding  ivermectin,  in  addition  to  the  rapid  mutation  rate  of 
 the  SARS-CoV2  and  waning  vaccine  efficacy.  We  believe  it  is  vital  to  reconsider  the  role  of 
 ivermectin  in  the  arsenal  of  available  drugs.  It  is  important  to  point  out  that  we  are  not  aware 
 of  any  other  occasion  on  which  an  established  drug  in  the  Australian  pharmacopoeia  that 
 has  previously  been  considered  very  safe,  has  been  rescheduled  in  such  a  way  as  to  make 
 its prescription illegal for doctors. 

 AMPS  can  find  no  clear  and  conclusive  evidence  to  support  the  TGA  claims  that  ivermectin 
 poses  a  safety  risk  to  the  public  with  the  potential  for  a  high  incidence  of  severe  adverse 
 events.  Rather,  our  review  of  the  evidence  demonstrates  that  ivermectin  is  a  fully  approved, 
 AurPar  reviewed,  Nobel  prize  winning  WHO  essential  medicine,  that  has  been  given  in 
 billions  of  doses  with  minimal  adverse  reaction  reported.  We  consider  that  Australian  doctors 
 should  again  be  afforded  professional  discretion  with  regard  to  ivermectin  use,  which  may 
 translate  to  benefit  in  future  seasonal  outbreaks  of  SARS-CoV2/COVID-19  disease,  with 
 flow-on benefits to the hospital system, with very little downside, as we have summarised. 

 34  https://ivmmeta.com/ 

 33  https://journals.lww.com/americantherapeutics/fulltext/2021/06000/review_of_the_emerging_evidenc 
 e_demonstrating_the.4.aspx 
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 Conclusion 
 AMPS  believes  in  the  primacy  of  the  doctor/patient  relationship  within  medicine  and  stands 
 firmly  opposed  to  the  placement  of  excessive  constraint  on  the  clinical  judgement  of  doctors. 
 Now  that  Australian  vaccination  rates  have  risen  to  such  high  levels,  we  assert  that  it  is 
 consistent  at  this  time  to  freshly  reevaluate  historic  decisions  in  the  full  light  of  today’s 
 context. 

 In  making  this  submission,  foremost  in  the  thinking  of  our  Society  is  that  ivermectin  cannot 
 be  construed  to  be  a  hazard  to  the  health  of  the  Australian  people.  This  assertion  contradicts 
 the  most  extensive  drug  safety  review  of  ivermectin  in  the  literature  35  ,  the  well  known 
 evaluation  of  the  WHO  in  2018  36  ,  the  decisive  legal  opinion  of  the  Nebraska  State  Attorney 
 General’s  Office  37  ,  as  well  as  the  TGA’s  own  2013  AusPar  Report  38  .  As  such,  we  contend 
 that  in  the  current  context,  the  use  of  off-label  ivermectin  cannot  plausibly  be  said  to 
 constitute  a  threat  to  the  public  health  of  Australians,  in  the  spirit  of  subsection  52E(1)  of  the 
 Therapeutic Goods Act 1989, particular paragraph (f)  39  . 

 As  a  Society,  we  applaud  this  move  of  the  TGA  to  open  consultation  with  regard  to  Appendix 
 D,  Item  10.  AMPS  believes  that  the  continuing  restriction  of  ivermectin  would  at  this  stage 
 represent  a  serious  error  in  judgement.  In  this  regard,  we  draw  attention  to  the  humility 
 recently  expressed  by  Dr  Rochell  Walensky  the  Director  of  the  CDC  told,  who  told 
 employees recently: 

 “To  be  frank,  we  are  responsible  for  some  pretty  dramatic,  pretty  public  mistakes 
 from testing, to data, to communications  40  ” 

 As  we  have  outlined  in  this  document,  we  consider  that  the  Australian  Regulators  now  have 
 the  opportunity  to  reconsider  these  questions,  in  a  way  which  is  not  only  likely  to  benefit  the 
 health  of  Australians,  but  reinforce  the  invaluable  role  of  doctors’  clinical  judgement  and 
 expertise in the use of safe repurposed therapies in individualised patient care. 

 40  https://www.washingtonpost.com/opinions/2022/08/18/cdc-changes-next-pandemic-preparation/ 

 39  https://www.tga.gov.au/resources/publication/scheduling-decisions-final/notice-amendment-current-p 
 oisons-standard-under-paragraph-52d2a-therapeutic-goods-act-1989-0 

 38  https://www.tga.gov.au/sites/default/files/auspar-ivermectin-131030.pdf 

 37  U.S. Nebraska State Attorney General opinion. Prescription  of Ivermectin or hydroxychloroquine as 
 Off-Label medicines for the Prevention or Treatment of Covid-19. 14 October 2021 

 36  WHO Expert Committee on the Selection and Use of  Essential Medicines: Application for inclusion 
 of ivermectin on the WHO Model List of Essential Medicines (EML) and Model List of Essential 
 Medicines for Children (EMLc) for the indication of Scabies at 19 (Dec. 2018) 

 35  Descotes, J. Expert Review Report – Medical Safety  of Ivermectin. 3 March 2021 
 https://www.medincell.com/wp-content/uploads/2021/03/Clinical_Safety_of_Ivermectin 
 March_2021.pdf 
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l he !!lire ec 1 1  menl 
mu prov ey , ·se 
lhe Allcm,ey Gen;etal o, in lo le e 
UCA, w F vlew a , · p . II 
bo ,d , th G ne 1h � c:reae a 
1flt1h11tad -a or "80llrauons a . caed Wl, t Ve 
. c.t1on_13 

I f  e Atto m y Ga tal tl termm lh 1 1 vf ofaijor,, s ,occurred h� sh 11 · le 
polluon ro discr l i f'llaJY action wi h I D pa rtm8Ji'lt. i.c The Atw mey Gener�I cam,o , p ';1a11 
In aiscrplma,y prooooolng.s  a 11111-st OriBnsea hea U, • re pro io" I un less- pl'OYN 
Iha c1aim b: cl ar a d convt nc n evidence, 1 .r. 

Th {l iround fo r disc pfrn�ry action re eL l'orth n b, Rev. Stal § 31!1-'178 nd 
nclude , a cmg o er 1h nQs, ac ng wflh "gro,ss inoompeterme c gross .neg ligenoo, · 
pracl cin;. in "a �al:tam o Tnoompefen or oogl lgen1 oonduot, • or eng riilm in "un pmr& s­
kmal CQnduc;I'' a sot o h In Neb. Rav, -Sta § 36- 79,1 Gross incompete nce ·s a very 
htgh 11 rd- It 00Wrs onty when U-,eie is such an !!>x'tre 1e :deficiency cm the pan of a 
p �c 111 n lh basK: nowledge and skill necessary fb diagnos WT 1rea tml lh one 
may reasonably questKlln h� or her abi y to inclice m d 'lcino, al ltl 'lhHl old vel or 

ID  

,, 
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p fess na l oo mpeie� •, 1'  Neb, Rev. S!al. § 38•HEI general1y �efines unpm ,es1fo111al 
oo Lict i. a ;;dep· nu,e rmm or fl! IIUre to ,c;o,UQ , ta lh !ill artdam of acee ptabta• sno 
,pteva lli 11 · ma! ea Q ,ro ess n or lhe elhiCS ,Qf the p b'fess on. regardl pf . helher 
-a fUilS(!!l'l, im · un,er, or entity ii: 'n)urEki , or conduc · .rt I likely lQ d pe Ye or , mud 't a 
�ublic or 1 • fl :ir1m I'll t tn fJIJbUr; lnlel'fil • Along, th .se m lines. he nit1Ulal on 
gov rng physician fete.s lhut unprofe: an I oo!'fld uf:'.'l h1,ch.1des: 

[c)oml'uct or pmc-\Jce ou1side Iha normal sla,nda,m of ea�- il'I lihe St ta, o 
bra · wtfch s or m hl be na. fu 1 or dangemus to wi tie Ith af lhe 

p v nt or I.he p blic, not. lo ipelud•e single act of ord nal)' negt tgance.19 

H�al lnca mvld . lhe slandard or e ect b�e 
hw Ria Q:1'1i ble proai;: , , , ne, "211 ReguratJg hysician 
may ull llil ,reti ab'le - atlve Dr unprn II ason.able 
· pproaoh to medlcltie lil £11 ptl o ·. nsion . 1 
'Info coo 001.0 to I l, • a 11 inciu�os 
WI · ut tne nahi1re f the i;i.ertJrt t 11111 gf he 
p nt o · I.Ire, aod Q Qt altemE1ttve lment, 
i n kt o tQ un.d rg � nt at at 'q;.! �equlre 
pti ke p 111ta n· ,ec at l01&e rn "8d utlar,a,y 
w vided w ooL ".2!I 

P scri ci� lcioos ror olf-la bel 1.re-that ,s ror same purpos otnar t han the 
e -a µproved by the FDA-o . n · ra Is ht I e noe m or cam_ Indeed , �[o ff-ls b I U!ii8 

s ll!Qaf , common, end necessacy , " and "[c]ourl!i ave rape.aledly reco�n�ed U,a 
propliely (lt off-labe l t1se , " Th � inciude lhe u_s Cclmt of Appeals or !he Eighth Circu it, 
wh eh has .ac:koowle ge. Iha! "'[d]octms m y prescobe an ,F'CA�ppmv. t'l ru� 'k>r 

ma a s, . 1 N W:h1 ,oo 1t1-11 l oo 

72 N b , l\d 

" .JJ!mcs M. B 1n o,, , _ _ , FDA. 017-Li 1"f Use r,i'J lnb-;,u,� Con� wtt: �unil·in\J m 
�f,lfJ �.QiJ�fl/it,r,I D J. J  7 16 I I fca1111lawi� r1 11 l!!ld\, 

hxdlsllll�t1 eas s 
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nonapprove UHS. ' 1 � And . S . s� Court, 1n nalogaus con\ , i, s 
a(Mm,� l I ' UIS moo ces'' is 81'1 ploo ,!!I 11 cc��� 
praot e.U DA re Jit 11 l:J,SB I 1 le9 la; hils sa for me.ny 
· . es lh a pptQVas a drug. ' ' _ lcl · n Olll)' p�Q ror use$' ot 1 1'1  

e n  re pa� l PO,> '!l'rat artl 110t 1lncfuded I"! ved 111119, -
.ndlng , U1 10A h ai · trtat , . 11'18 pro • ge 1y , rnay 

pre-�nbe laj drug far -an u nappl'OV lh y 'lhat tt i lly piiate 
or lt,ei r !:) hill'lg ,,, the f o Drug l1&m tit ' 'FO · lilflO{sJ 
the mann physlci' n m a p.ro , g_ Jm 

Bas d pies, can.dune lhal ovemin.g ianB lo 
use F DA,lap l'.hal am unpmven mr parlJeura · 01191 as 
(1 ) sona tl ne · at use and f 2 ) a, . fo ed 
consen - n r-r:hangTng globa 1 panda ti: lhal 

s µp · rnad cul Nebraska and ·tt> give phys cians 
Who ob? sent -an added mea suF reooe on 1 th ssm nl or h 

all.abl i.e. 

2. COVID- a and ,SAR$-CvV-.2 

_ 11 ' an lhti II ru:i !ha t ea� I SARS-CoV-2-
Cl nd eany 2020 . Wh1 _ thete s� I :so uch I et lhe 

m dical o I-' SARS-CoV-2 and OOVIIJ-1 9, ll widely re(:Og-
fli� · d !58i!S8, 1tA] Ith S,A.RS-Oo 0f1 can 
be igJTOLJ I · · �tego · mi on lhe p Qf their 
dlSMi!lft. 3i fi,St gl"OU .s ymptom�lli:; or pl'$S)ll'l1Pt lliaOi;; i I g 
toat !hose lndM uiaJB ll.a t[edJ POil�ve for SA, S-CoV-2" bu• h �mpl ms: 

uclinJ C:11 I.I Fialnli i f lo A ,CJamm, &-:l'I U.S, 4 , 9� <201) 1 )  

J � .t�r 1 11&2� 1,i., 
- !tallil V1lllei:1 0 ' 

u s Food & m1111JRl'V,lld r 
t• 
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Ut;;t am MOS.I kinl With COVfD.:1 9, "-1:11 
me nire . ug any of th . nd i5 1111 �f COVID-1 9 C e. ,g . , · 
oough ,  m e  a1se, hea · l,'.li!!fn, · , vorrOling , diarrhea. I 
a, I a ut doas ot i . . sltmnness or bm111th, dyspr,a� . o abnormal c:h;st 

I agl . , . lhlrd g ut'f:�rs rrom a more evere illnu marked by e fl&l'IM of 
I · . ry disease·• . en sab,m1Uon" levels :1• When people in !his 
h rt! re eh mi I Iler, · I,ave esp! a my rail rse , se�t r: slior:k, 

and/ 011g·1m dyslunotl • -

A rece:n\ry i:;iu - n ' ' "for reason a re yel' 
l'O be � n tern cou lke •lhe 
Un it.e . . 'i ' oo Sta YC!cale 
·or eari , · · . � 
d m ic ph '11G pubOsheQ · n 
J umal or · at t g 
OOVID,. t Q  W rJy t� 
m � d �  h · � 
1km of lhe , I r r-

y s � • y 
I i,,H , o ll · II" tllan 

u 

v s  1 lh o oo  _ _ _ . , 

Id 

kl 

Id_ 

/d_ 

· · 1 1111 , . E,my C'illfflDfflllYl!l'I m11rapy - it11f 
redu ill9 COVIC H �  �Lima� 11111 22 R 1 0  'J 
(S W 1WIJll'OffJXIIF!l'sdi$120� W;t"'ll;t I v 
0d 

f"i! IOI.JI 
� . .  

(I) 
Ck! , 1 , . 2 

or o,Jy 
5H S, � 
11.I VlfillGG 

Po at al .• Pallloplwys!G/oQ · · att, D11tpal1 .: mi 
· 1 11  Ja'l, »2 ,. • 

� ns C ' Iii! 
Selenl� 201" "-'-'-""-!!.!"""""'-='=1!¥!>''""""_,,�=�.:.I!- 'i'I 

,�t1 0 <t, din 
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Thesa gmu s •O'f i:,hysi i.1 r1  MVEI tabl lsha proh::1ct1! · �r �y h·e· me l. anti 
Iverm ctr aoci l"lydro11: c:hforo(1tfne are smples of thc:se troatm r,�'5-� AS' di$C� cl in, 
greater dela · below, wh�e the clentm lllam lum i con Ufng lo row, s.oma d .it 
·ugg 11 I ·na1 1vermeclln- o twr:t mxJchlom uir-ie-based early lma1tmanls o COVID- 9 e.ar, 

e ei.tlv rr1 thwart]ng ospi tallulion a nd d!aalh. ' 

3. lve•rme� In 

ers d isco� VG n n lhs ·970 , a nd whf le lts rs u to l r-eal 
pa · _ 11:il , nn ha · lilltd 1 n hu e 1 98tlls e aa·ny 
yea effecliV11I �UJiY. - or ng parasi a'S8 
o ISO · \i'tir bllndn�as) and ly a ls-"sm,r ng p;D"Jarty-
s•li . r,, ugt, h 1rt1plos, .. 3 Thes . r lhei unfitg 
d i  ve  gued rld 1s poilr . or · I.ale I er-
r,, 11'pand · •, lnc:I • e· matment f 5mlbl _ , · , 

MeQLl,!lou , �. al · 1 · Tnbltl 1 1 1 t llll:I · rty 1 me 1 11'1 t lridu · t>CI 
ml h;tdm: I; I1\100�1 .iu "1, F' f/;lw,/:1� D/o9fi , �. 1 D- 1 ftlll'CI.IH• 

Li ,_ 

i3i111Ma. 
. s 
I , 2021 ) 
Del i 4 , 

Xl21 . !Id u!JBJl-
?ffl 

u A,r,11,y CJumv, tvo,;m/$/p • _ . · mat · - nlfll sw;prJse m x rJ 
Mp!Jtf f/M , 10 Di.llil'l I er Anllbl . P ltlum:IJ,www,11; ll,l(iMfllli'MiQ!cl!!:!!/ 

1u:ro1 n 1 D!ill Iii!!! �is 'ad Od,. 1 4, 2Q'l!1 I �� I , 

Id 

• · c fy cn,m,i 
,:e1- ti\te, 17 P 
(2!C."l 1 I, wai� I 
111 · 1 al Oc 1  i -4, 0.! l I 

n tl:st!I 
' �, 

1F1,Wimttie1imLl� .r- ..,l!U-....,._.. ........... _ .......... _ .............. 'l"'-i.,_ ...... 1 rl, 1 

A111h'ilW l:'I ,. /vflmror:ffn rii,, Prs�rr/lwl ar,d fnralmtYTt COV,0- - I l'llel.vw A S}llfe' . 
mat Sirqtinlllml Alla/'jS7.ll ID irrlatm C':Nnfeal Gulde/mu, ill Arneooan Jaumal d 
./Aug 1 

111 ror Pnlc.:.J" ��--a:.:a=.i=.::.1,-1:11..:.A:;axo 
l"-irei�atr, '8ryanl, /remrvr,r/fJ') 
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Gi n it lfaok . aircl as me IOI · · · 
·· pProvild a an a "paraslt lc' by th Wo 
The WHO · :11. lso recognizod ivermedif'I . 1.1 
reoo n f-zl , o ihi drug, , o 

edici ne r. cove g ,r arid t'l 

p to the COVID- 9 p nde d b gan to show 
lll By 201 7, i\larmet:1111 l"lad · trate(d] a n  · · -
VI by blook lng •the, nuclear I g ot Vi a p II 
o . more lhan a hen r I or 10 �aemon t 
Iler, a . aln l n lnc RNA vlru es · 

� � �  IB � � � -
8 · ms thraugl'l "s year , � 

B · · 
d rwrmectln 's "an 

nflamm ••s.z Dodo lo ea , a 
chrofl' �&e." t of d h. 
FDA �a rm'1Ctin t y I mma-
mm , o �e. may · " 11 a 
dmea es .� Su m1 n9 it up, lhal same · . rm unu111g 

.. 
.., 
,t 
Blfflr/ 

C,u P, IIIOf.fllOt:1 � 
nl. ' mm ICIIJI' PffJPf1(11fl.s of ,vef 

- l'c>r f ihe Nobel Pniu1 PhYl'!I� oi M� 20 5 Oct , 11l 1 !ij. . I l!asl VI ad Oct i . icr.n 

- illrfG lhe Efflf/iiJC'y o rf1 

I , u� 1 1, 
(j Cffl 4 ,  2:021). 

1/1 I )Ki/lfl A . . • 
11/oorJY ;)25, 32$ !Mar 2{}1 

(fai.l � I !ld Ot.t , ,l\, ll02 1 ) . 

1 Alll I � 
0e , oncone1.1rnalog11i1 
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·lo rpriae arid e �1e .so. · n rst . o · ering m re od Qre promise 10 elp Improve g lo al 
l]Ut>lic ea ih b¥ tfiM"li'lg 11 divers IWI · of di5Sol6 , •�5 

For mme u,.i n lhrfle decado1:1, \termed n · · <JI htf ri Ilse f to 11:1 very :sa e. 
I nd ed j lh� Na,lio s, Df" He llti (" . IH ) reoognt ltiat 11 i\ie tmeclfr1 has betui 

delry used a wel tolerail�. o&11 Oi'Wi!i reoenl gy· mtl�t- si,nl'I i,ly 
sl a . lh I \II! usue doses , , , Is oon idered e.x.tl!'Bmaly r L!!le n 
humami. !I noted lhal l.t1e meff' lcine• "ha an �b.li h y prollla 
l'or hu 1vfdefi;] a 11Tgh 1t a,gln o safe ly ror 11. gmwing, numb r or 
Ind tlo · mber 20'1 8  Wil-tO•supporl d appl lc Dan lo a cl ivermeci.l 
. a11 · · lhe da a and conaluded tttat .he ,111:hietse 
e enls rily ml r and 

The 'ta su · · · · · cce1111 dalabase , 
leh c mp dlU{l s l br k down l h  
o ,t.ed id dn.tgs e T pg ea· egorles 

iverm •. skin ga11lrohlles ·nal 
dislu s su. lf'l'he.a and !'llaL.tSe-1.i n at rn ry 
adr\l,a e . Jude d izziness, �ru n]. nausea , . A d 

!ii '!d dM; M1r�cl1n inhllllt:s l'HJ'rep/1, llon of S'ARS-0!, 2 �  

Klrclk. P rmAdln, "5Uprn, al l'll5, 

202a�. ava · . c htlDj1/l/f'tffl.110enaesllrecl.ccm1§!¥ncef 
Oct '1 4, • 021· , 

LI· Ill 
ldle, ( EM 
Gcabie5 
l!ffl',' 

1 Vl()1t, . , Up� 6il'Cl rcmn ·• , VVl"IO Go abarahng Cmfue rri. l"terrin�113l � 
Mon tGl'l ng, b1tP:JlwMk.\llt1�mnr' (4 Os 2021 ) 
tu fd. 
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-a reoeiit v o lve . et n s mllany describ ltie 1com n Nie fl'ellts .s ltchiiiiig . 
msj:i, o1hm lymph, '10d , Joint p ln□1 , e . . . f.lnd headao�e. -

The dati soow not on� t ad · · · · . · , !SO 'lh�t he 
prm;en1aga of people who MflO · iii' W' nrihf ima ll, 
1:11e I I.est tal!isliics aval mugh VlglAoe adve dl'l:Jlg reao-
ll 'on mm iv be 992 al'ld Octob · l'iUl'l1 incrt!d t2I 
IGW c.o nslderi111 "mo 3.7 b llton do e:! f ' of ivetmec.lln have b!N! admlni lered 
to u ans 'O e sin mm _ 

To ii · rm rnin , oompa re Ii VIQ�A 
rnrndo - FO'A•-a · nt for OOVID- 1 9.117 �emde no lieasied 

WtCI us n , 1n 1h hort 1rn1od o been on e 
rket, p,eop,1e n 11  P t  1 1  7,49 1 ad ffl · n on ViglAccass, more 
n hJerrnecilo ha � SCJI · mo , 

;eaotions l'tlm re , • · Qr! h n . _ mp 
yea · who .nave used rem _ve . · BO d 
card isQrd'e · ( 1Drad I rrest), -and 
il'ljll S itu:;o Ural ty p� la t o DA FJJll'OVSI. 
reco ·not re;; siy y be q.uestroned-

e_ 1 1Yffli!Clil'I f!Jfl C0.)1!!0::19· 

A diseussect abo11 , i11erme<:tlt1 nad howl\ its an�Mrai, nd antt-inffamm Or/ 
pmperti'es ong bero,e the pandemic oegan. So vhel"I COVID- t 1:1 - a n  to spre.:1d .a,cross­
the fl looo 1 oma n Urn eiJ 1cal oo unity q ickly ldantifiea ivemiecti H a  po nli I dru 1 

for the pr even t on af'!d t,eatmenk of OOVID-HI . l n ll a l ly, a · mup or res,ear,cheni ro d tti,al 
iv rme:ctln sign rrearil ly In hibited repll�aUon of SAR S-CoV 41 In ,cell cullums. 1° Dlsmlss'fn1,1 

ClJQtn;, WHO Clt:11 bOf8 I� CMfre Qr 1111 Drt(I, M°'I Oct , 2JIH I 
� - ln!rr,/i;, 'fl �ifl/iwl t1/rid/es ol' Mmfl(IC 
J nm 1E1 (Mar 2021 1, 1/dbi'li u 
to.to (liuit lied Om. 1 , 2011  

V AcceM, 1Jpp1;ala Mll!11 11r1w,;i (:onlrl!I, \NHO Ctwlll'bO!illl1119 D1mlre lnr ln!l;llTlli\ ll!'li!ol Dru� 
M m1m1il!J) ll'.lm�fr.t,,ww.v,g - ep;� Ills al'i Ott 1, 202 1 )_ 

Id, 
m 
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lhal fl m Hng , rverme�lf r 1 doubtei:s a ,. 1::Je� that too rn.'lh or lhe d1rug1 . edoo lo 
hie!i'e1 ltif ntlv1ral ,110 uman&. , Bu'I ,pee f'i-in!viewed me Is ed Ux.,s 

cone.ems by showillg I at.eumula · ec n in the lu119 cS-\he II 
I n  the body w a ve  1 0  r ' lhan 

ry fil t moclels: !il 11n 
levtl n !!SU UI ldjly h1 

1 • 1fl l I . expla ined 1h e amount of the dn.191 
for an e odelit heat( ] lit! rese "� to human p y -

0 1 �us cal l cull oll\11 11n mi.me ){!,lt!m woriKing ynergl icafl� "th ' 
the mediclna 

Toe doc:1ors who beltaved ffltat ve!lfflBciiiii oould be al ttivei ag,m, i. OOVID- H J  also 
IdanUflt!dl IIS a,il'ffi..inflamma1�uy prt,perties as, an impona t oouni.&rmeasure 10 the tfig a·se, 
One reaso11 � COVHJ• 1 9  pmgmsse lo It eve se 1 many bel eve, ,- lhe p,rovo,. 
oallon of an oveiwh alming and injurious Ila malory mspon se,-r�. Thus , 1vel'fflec!In's 

nil· nflam atory eTfec:ls su.ggesl thal r can help OOVID-1 9 �lie Is a I.he disease 
wora n 

'- J'lfitm Gtin Studies I nd Mets anal� e 

Sflli;;e I e COV I D- 9 ,pandemic. began , 'll!!ill'I rdum1 tu:111,; wl'lduc!Ed o\.'ar 20 ran-
Orn i:ed �iuo I� Iii Is ( RCT ) a ml mor'!il ob!lerwitromd lrlal.s lo evalua vwmecfln 1 

ef adl t/l:, in he p!i! ven : 1or1 a tre.alm@n o� CO\/lD- 1 .7a Many gf ltKl'H trial , 
showed p rtim On the qu um or CO\l i□- t · ,m,ven'I on, � S l'lournan tud,y Olli or 
Egypt--c R T --avatiJated N�rmt3d n s p:,k!11Ua: I proph'f Is flll' alpse f ml ly m em� 
pf COVI O- pa n s, 111 Tne test gl'Ol.lp ni:.l uded 20:3 film ly m rs who lock 

11 

n: 

\111rmn Dmt:I' 1 f.lfrfld/11 A/a!MI � nul l,!;i · ldoal Do.w ,� /'Ni 
la 7i�. 16'.l (Oi; , Ocl.Ol, i;iva1/iib!e r 

11c 1.1n1 Cler l· , :rozu 

U111111 nd , 1 · nl>-SA Ra 
d S11e . _ d 1!tl Hi 

mi111;0low and Tu , 715 I 
, 1'/Qpdft o OOllcpl ed Oct. . 

/l' , llllt,1¥ff, ail 80 

� . 
11/ 

==-· tlas( . 
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· ) de-v ped COV r O  pa l ha t l o  If e 1 0  
• 50 o f  whom (58. · · dutlng I i, 

• �El �h ream ITT1ectih Is a 
p iophyla.cUc f'UQ I OVI . 

s d iV rrn c n s a p  p 
he 2, 1 9:9· wo rtiers WMtl �ok !WO 
I J 1  ) tesled positWe r r COVI 7 
wh 33 ( 1 · _5o/ii I oonlrael.ed I - -

ivermectin ·as chemoprop , 
e fD·"l 9 nfeclior lly a in lh 

· 1n' ro e ha, a demon-
.strat B 1nla tm lhEII e11plo red 
I t3,m :J63 I fenls with ml ld-
to-mo lreclt d Una re . vered 
9ar le . to mo mo y 10 be 
COVI 4, An d rmeclin 
can ll n . . d !i "mnd oub • 
bU �. I e h 1 80 ho prt paUen s 
di gnosed with aov1 1h e}I concluded m,edJn 1' r dut!eS the rare ti .  

II  Id 

rJ 

Fr iyumndl'l;J e I I . . Proplfylffftr; 
S�a Cbm.naW!'lls l. lnloolfon AmQ(ljj' f. rflc.a!e 

. .  

I d. ol 

R pifffkilf 
l!I . ih!ht 

I 'll I 0-:L 

llrt S 10 .t 
ll/lf.tllt.' n,nrtam 

(?0<21 1. srlabffi m!IIW�WJ:lm.!milmll.111!1.!!lll:�l.Im��!m�ID�..Hl�!.J!fil (I t I/I I 9d Oct 1 4, 202 
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mo llty - , oJ duration of hllispi al i«ltlon 111 a ul COV l' � i  · pa,lwnts, and [IJh 
f mprovemtmt of ctner di nicid pa ra e1t · snowed hal lhe vem\ec&ln. With il wide msra Tn 
or arety, 11ad filgti t+ierap utfo ect o·n COVf D- 1 9, ' 7 

,e da a acet1m tod, &:ctl!> · · ducting 11nd pu . h 1"19 e�-
111w1l11b s�udies . One I Iha ·e . vi w--foci.ised c:in, 24 

t l'lhl ng 3,408 rd!Pi!lf'ds: :111'1(1 foun� . triod'a . . I t h/Bl'l'JWcbh 
t COVlCH 9 p · es u I be fil. al ch.1(je� lhat 

e<:lin, ear in clfn I y redUM num rog g 'IQ � \le 
• ' · · pa,anl . s11t1gest that 1verrnect1n 111cety 

011 tie mic: t11obally. FollowJng, 1Bryan · Elgaua r --,one of !he RCT . I t:ludml m the 
s no un vlew, TI,is pmrn $lled Bryant 1eam 

r :Hid thal v w l found ". clear m ul� 
r,, rovor eclin. '  

h s maciled more skepllca l 
· , h ea �rna cd · IRCTs Uu1 1 Bry.a n  tmm�id re , 
111)1 h 1 ,676 parrtlalpaAI!. lilnd dete:im i ed 1h 1 1he •�m,µI tfl . 

sludl&s are, 60i h lty,"111 Thus. t he 1:10 or, e� reas&I 
"u . a tY clin used to t11tal Qr p I cov� o-
1 nuy, B c.n �e Popp � 8'111 ,  lilghl g ,  amoo 
o�er lhlr,gs, 1h Popp i:.l.aJmg; . a 1 'comp 818 ewae rofi 111, ' L 
acliuarl e clud · f I e· a ai lable av;de 

In rurtiher conlmsr, a ltllrd meil.a.-an , lys,s xprsssoo d'outu boll iYsrmooNn. That 
o�he Rtiman rnview---rastJtcl-d t:ne pool of RCT! even fuM _ r, oon d ri' ritg co · ll 

• f:lfyat I, l'Nll'I« 1. f�. I llfi:1 . 

fd, .ljl 435, 

ta. 

f:fJ/ltJI: lwfflll!cfln ror, Pt11� and Trestment COVfO-- - nil� f,r:ralyllla w fnl'cwm Chnf(r.ol G - ,n1, 
.!1 j , ara/liJiw at h lgsJ/w.,,d'Ulcnltca'I 
(IHI Ilea O 1 4  ill021 J 

I . IWrM lf,f/r1• fix pr,, , mlng lmd I.rt riQfl C.OVl/l-19, Ooutrane Cara ij� t:lf 
i {Jui.)' ii.Ii, 2.021 v,i�ll!illll �I bUu· I -, 1 ri 
7 1Jas1 vis oo 0(;1, T 4, :i!Oi!l } 

' iii I 00' 0119-'I .. 

t 7 • 2� � - 11aM- fil/e, � """"'""""'......,""""'""""" 
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of t 'lhl , the auU1m lvermeci.1n does t red ce all-
CBLi o hospila 11 11f e _ ln paH nl:s with moslly mild 
CO . ·  . . II , lh II lha1 fv fil'ffl!clln ' s nol. a v,iable. 

pton LO · w 1h OOVID- 1 

In lhf! d�� trice i , publ ea �n. 'I il,n rn -IWII h s � ra me har.ih 
critlcl m. n part cut r, I au ttior:s O'r ' a B . · ew hlil highl ghte <.:PC rles 
of ijWS wtth Ron,an'!S work' O) "mt.s.- reportl,n u� da1a,i ' (2) "high! et ve study 
i111atu l Ii , (3) " c rtffY pidc nu' In ti, and ( 4) �ndws a th 
do 11c1 olkl . m tM. cvida;,w ,o li e _sld a:t Roman's paper 
nl Ually• rm,ertoo I Ira Im n� . a � st · 1t1u ndfta� cj 
ess mor1a1Ry m Iha oont,o Q ha f . I Once tnet erJor 

fix;ed, me numbers no ranger" supported ltje co . 1h11\ iverm "l'Kll 
ce al .cause mortal I �,'IPIII Yel' th:e Ro - di . djLi,i;Ul,a , I I I Li 

nct u o.n a o fon.gar tia an I 00 

Furl rmon� ,  i n I tier lo the editor of lhe Arnet/can Joum I of ThnrspeulmB, lwo, 
�s ardla r-J .c:enlly exp a1n 1·ha:I Ro ia n's coru:l uslo 1'1 of no moriBl!ly red cUon ·1s i'IOL 
be ei;hm th m ol o !he lilaUs r.a l analysi s o f I e data • , T ri. Le , t was based or,, a 
somewhat vague lll.fld pos.t1_ IY a�edl s dive a sm;sment ot the quall\)A or I.tie lrta ls 

11121 � 

Ill 

'f1.111J11 M Roman 1 , ,  mi, 1 1/ill • f>isesse �'11 
iJ 

• • It OS, 1 1  

r1.1, 

Id, 

Qffill odl illl.!i1 

11/Jd ,mll 1 j, 
ava ""-"""'--"'"-"-'"'-=-=="""-':::....=="-'-"'-'-"'�= .,.,....."""'"' ....... :.al<I 1 4, 

wtl/1 . -
lt9}, 

�- ·It, 
h1 �iU ) 

11111 Id. 
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the vm;;_"1 Bf T�o& te',&6· · oduct lh inwn B reslan a r,al y:S1s, me od or 
! ,I ii -c 'I in erence, a nd � probabir for 1h hypo h or a. caum1I 
elwee11 OOVID- 1 9  ve ciin , and morla1 11ty · · 99%."1 112 As ·1 

conr.luded , "[l] u vtew, n ana -d, lali Ga 1  tudy d1 

pro uffic I con rlde eetfn bv nt for COVI D-19 
lh1s SYR s he co BryanL over those . " 11ll Thoas &ct,ol 
ha:v pU hed their ysl In a papa a al l bi I ne.�o.1 

Add · • peeMelliawed 
webs le lh e eelin 
studtgs-R . . 

, 
Q 
OU 

ear1y lfeatm 
VfJry robust, . · U& 53 Q'f 
6 • tudla mus\ lg 

Pi ne ly, r ew of m�in and C O\/\ [) 1 �o · es 
ana 1yzlng ermecUn' cl ,ea n th  conlG VI0-1 e 
mln r evi e.w-whlch was a utnomd hy 1e Pm - sandro D. Santi . 

,o■ ltJ, 

lrJ. Q.l 57 

'll1' Id. 

Id. 

' 
. 

"9 C!f 
� j  I 

l � i!; I 1 1  

llffml Fen1011, Q� 
Co. cl- l D  j Ocl . I , 
l II Z02'\ J 

Reat.flme me 11 ,y&11 al' €W stud - lot:!. e, �il: l 1 .  
, •'4 , a:11 1 

n7l9Ctin. mWtifa !l'Jd dfug o(No l �f J./KJf!Ol.lrorl � linr:ti Wti/l 
�U/'{111, CO 

-
fnk!dlo · (AU 2Cl2 1 ), 

�==� (lii!lil II I Or.l 'l , 
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1hai1 I ib n rely ed I r, :u bl11 fon doSIW! :ii m::e 987 al'lld Ola the 
m d I n sed W lholll se.lou, , r d: Ve  e er�ect,s)" , !� mul lpla COVI O- -9 
1 tm 1 1 11 

i .st mat s a stJb�c:t · 
fl i  pu, ie.s, & o tudies . ne of Wh ieh 
,!I rnll:abo l funy provide -add . IY, � . , B t b g 

adlt:a 1 lltf!mlure 1 we do nol flnd clear a i,d . evidl\ilT o 
,prescribes lvem,ecun fo r COV HJ-1 9 ft r ob I inrol!ffll1ld in 
,unpmfes onal conduct or olherw s violates, the lJCA.. 

lh stud and meta- naly es suffiGTen � l'el<llve 'th s qllesiilon, we 
n · rogrcsl eV-ldenoB-det1 Cl tiy anaiyit ng COVID-relaled d.ala frorn va -
o es, - & ia l so Instruct e in th con!e,cl or a glo a I .pandemic .• 

rfWII 5 

corn - • 1 ral un likJ& tlla 
I ph rle11 th ng.t, m Toa 

· r m g e.d m �on · 
· OVI D- 31 T,h 'I 
rt1Y " ,In Q wor ctwl'de oo nmid· 1:111.d also when 

oornpanng Afrtcan i;o d · Isler prophyla · c.iln ag I nst 
parasr · infei, ol'it• a { f10 Y� Bo1sed on l hes . res._.lt:s, 111 
MOO roh rs ,surm!Sed 11h he nneo d :o iV m,ecm,• . a bilfly 'I.O inhibit 
SARS�CoV-2 repn�tlon, win lch , · lo r ·t,eetlOl'I r:a.tes: I!,  

1W /d, IL . 

" 

' 0 . . g 
. 

11£,nll, 

I � 
12021), 
1 4 , 2(J , I 

) 
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More e .• t cally, Perils C(MP-'I ttaMtics1 wn eh . � ban n a  yze In pn,­
prtnt . tudles r1d d cuss d · . publlsl'le · �er  , cm,, vJ�. Qre QJ&a info I 'ire , 1 �m P'Enli 
d p o d ma v ITT1Bttln-ba5ed COVI0-1 9 rrea1rne:1d fra Aprl l 2aao through 
No ember 2020 thmugnout i� 25 ista� , ' In te o those .sl�I�. a ms mal amo,.mt of 

[!'llermea ln)I lfealments or cov D-19 were omiduoli t"1 rol!Qtl bro� d ,, rtny­
!ed e ort Mega-•Ope,rar!ltin Trwta (M01')- ., Fourte n alher slales had -a m�d l rn 
d lilbutfon of vem10dffn- adm nielered a I.he local ev.el,1 1 11 And one tale, Um, , 
dislftb ll!d a 1inl al amo nL or fcvermecti r i clu� lo re. triclive government pa 1iofes_1'° "The 
mlil'Sn re:d clion ill exoo!ls cJ lh 30 days alter pea · eath , wa!I 74% or the maximal 
v e n� lnburon group, 53% for l'he medru1 l Ql"OUPbl and 25% for Lima_�i 

Furthamlov, , thrcughout lhe co ntry of Peru; " ken s dealhs ·ecreased · 4-rold over rour 
!3in� s" 8'lr:l ln,g, IJP lO Dece t:n3r 1 ,  2.020 1 "a:ller which death. I en incmased 1 3-fold 
he:n 1�verrn ell l use wa , l'flS ncied l.4od:er a ne preSlden •1 •,n1 

,, i::i.i,i rnr cov,0-·1 - . · · ri ff1 ,i � e n Iii n t i?-lilfd JlltiTD ,11stncid \MM. 
202'1 � .iu,!!,#���!l!t ¥1,  ._d O!ll 1 I I ;;t 3-4 
I � �  -� 

11 µ111 1!1'11., _q/j�. jl ;2 
f 1B Sa<1Hr1, pm, a 3. 
m c . ffl �mtem, "1.1,dl'II, 1 2, 
l:oil Id. 

li Id. 

liii "' 
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rm �I J I  _l;r r-o,rD•l '!I HI "nl! ·u-fnl d 1"1!>d u  I II I I  n ... 1 1  HWk111 i! .. 
d ;11' , p ,002 U If I II! b tilm U r11I l l  n, 
l'M!!rle1!�, 
Jll.ln � Ch.:trllli ·Qu mm,•'I 11nlJl!f" t\ I 

Ii c. 

P-o , rilial C0 J1ki1.Jndlng acta �, inaludlng lockdawn and heKI immun ity, were ru d out 
,u$ing Go gle oommu lty rnob l1ty dat , scwpos tll/ity rates po.pula cm clensities a nd 
geog Pl11c d lribul AS c SARS-CoV-2 g1:1net1t. ii rialic,ns, •m Wh il 'lheM figure:i do 
nol proVe ca.1Jsa1Jo111, hey dem1;1nstrate a stranl:]: t:Qmi!labon lxltween Wermec!l n use a nd 

ortall 'l reduct 000, 

Mo ng rmm Pei'\J to ndla , lhe govemme I In he Sta te of Uli!ar Pnu:lesh- , Juns,­
d clio ri With a population of more 'then 200 mUI 011-"in 'troduced a large-scale 'prophyiactiL) 
a d: U,erapeut r1 us.a or (lJ\!em,ea n lha.t enabled 1, to m lrtl in a wer rat�h� mt 
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o oltler slales" in lr,dia, '4 s one. sta , o ijl ain d ,  
r Prad !! h  wa t SUi� fn (lnd1la] kl inlrofi uc:e a,,g11M;;Cl!J e pltl �hyl !aclic: i!lnd 
peutlc use or I n." 1 The tale's alth dB{! rtm�nl lnlmduood iviarmeolin 

phyla close contacts or [COVl□-1 9) palf ents" and "healU':, workers; as well 
!h ! l e · 

ve&. " 1 "[) sp Is eT no �nf'Jla',s] slate with "lhe 
l;ugesr pop I a alion d sm1f ty,11 lha t state offlwa eel , Ullar 
Prati � ha l d vely low · ra e ea. s · lllron or 
opulat o ,'• I h 1 ment!ii , U ttar · desh 'ElOVe n t  do not 

�r o � iverm. e t\fe y are. , nr alld w y t:.lf .somc1 kjera tkm. 

U. S Pllbl c - ealth Agenot1u on IWMm rJn 

Many public H11 :agencies rn the United States •. · · ·. Iop1 · u 
iViffitlili!ctin �" . co 1' . N opt fl a O that ·m ere 
,s 1 11uffic1 nt · i::1(1 _ _ _ · tth ia ermec1 n fot 
the lreatmenl � OOVID- g_ n . w · w:1ry 2<1'2 , 
ovem>da its � or stance ecommendpJl!l) . lin for the 
treatment" of cov1 o�u1 .1 ilCI Toa n;ia.son ·re lhe , · 
·ae v�ral randomized Ina s a n  l\ettospecilve coMarl slrnt fes onve In p 
wllh C . n published in peer- revlilwed · umal ," e of those 
s!udl ou100me · sooner me t of d sea e 
manlfi allrilbu ed - 1 9, g realer ra Ha malory 
ma to \llml cl and !  law.e morl tien who 
rece pal ertlii whQ received comparator o: 1 1 The 
NI H ot tc OtJ e uae of i rmeciin or COVIC>-1 9 because 
othe no1 bener,ts• NI . lhQughl 1t1a.t the aval a I sroore� 
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e raU!,'' g1.dfor,ed from t odolo ical I at t:1ns, " ' By ma r1Q a nB-tJtral re!JO men-
daum, ,  lhfi N I H-which It •oo ntinuing i .coll boral . on al least ll , sludry iov g 111 
h.1ermecti n s a lraalmel'I for " ii - "t:1 m te COVID- g• '-cl rly g,ria d lh.eit 
phy it:lan shou d mm the r dl!m!lilllon in decidi ng wh �Qr to treat COVID-1 9 patien f ll'I 
IV91ffli!.Crl f1 

Ing, e I IH1 's omcla I posltl.oil'II , o i::ials · ts a encje!i h - ve ril oointl'i!-
d sages. On AL,gusl 29, 202 1 , 11Jr_ An auq, □ l n:tJ:i - of Iha �abDl:lal 
I l l e1gry and l,nfectiou , N fAI. n the NIH, wenL ,or1 C: nc1 
winouri he clin lcal , · · n works- rcr I e prev o 
lfe I e VI - pa - r, lerated l"lal " !he l'IO 
evlden evl!!lr" 1hi3, I U wo o1ai m d inK:tly oonlrad & 
N I H' re lh ral rntid he fn pe Mie,viewed jou mars• 
haVa re ta g 1h t i Iii OOV I D- i l featm rit. ' · 

T FiDA has charted cour h:;m, 1 he FDA 
l)O jjed a web_µa El' - y v,ou ShQUI . em, [ D 
COVID- 11 t  1 

' Altnc ' · · oem w some people li.f.91"9 the 
rm of ,11emrectfn' o of tt:le tu..1man form. the title b, mnad 

anv use of �verme ith · - t t wa f s 
w ping 0011demn.auc:1111, c:leed , toe FDA i oog 1 b e 

(and cenl nued o fJo o ,u I.he t:haog be 02 ag y 
ad nor even ·rev e a d lo rt u e of iW! • &Ctln in COVID�·UI l.o l1'88t 

or to prtMr nl OOV 1 l [M H ." Bu out revre I th B Di lBbla. d.J la1 ad o r,  

DNN 
102 ' ), 
� I '>! 
I . Id 

- , , O OVID- 1 9  i'w.l . l'fflt!Cfl , :,;.,pm 

,',d111 nl. I 
. . . 

-
, 2021 J, 

ErOA, Wh)' i,u 
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sina; b .va I bl� an ooumu !Jtlng , • Is UhQl:ear wrui c bas :ii ltle FDA for 
d nooncing lvermectil'l tll!i ti tiuatrne 10 prophy I.S or c-aVIP.1 9, 

. cl lhat [11VS 11 1no'I 1,rf ral 
(a drug fci l il'U I d . . r o f 
necu11iy Cl · li y  in Antillifflf RBsa�rtm entifi II as rie 
pre�.o awn to nave bmacM;p,ac;trum an,i-viral e/1� · , ling t A 

de e e aboul. fverme n no� miir,g "an -vrr.,1 1 1" wl'rs . �ha I w 
on  Sup 31 202. -'" 

ha addmo • 1111 assai led lvermemin ' s rely by s111ooesting , thou no� 
au · - ,, tha !! n a proper dos , or , 1,umar, vermecr , mlghl. be da11gerous when 
� . D-1 9. Fc;ir exa 

· · 
a n noutmed lhal. 1fla k ng a drug ro an 

un a is, r or lvermect in_ · .iJ Ye lhi · 
· t, . mull med cl ne for off. 

ve . I ra ilh an s bti tied 
, . DA to i mply lh11t MHTTI c;I rl Ts d1ITT9B f-

ous- whe · used tc tre r g, y ®nt OIJB:i lo PfJl"!'J"V6 remduslv 1 

d&!i.p . Its spottier safety r,ecora . · ·ve . 

T11e FDA ha a l5o called n n l�rmedtlns pot n 
· · es-s. When 

updalio_g tlie "Wri.y Yo Shu Id Not Use r vermectin" w bpage o . 202 , lh 
FDA added lhls &!'lllr,{: "Cmrett dti 11Pt how !\la · Li'+' ag l nsl 
covm� i 9: t But 1t11 c1a,m lhat e,vera.l RC .-H�t ,01110 meta,-
analys 5 SU gas lh11t h,�rm:ac alost OOVID-1 9, 

FOA, W � 'VOLi 5tKl Id I Ur. l'l dlt1 (Mar_ 5, 2021 1, .ruprn 
. 

l'ld Ill mi C:llt, l fllt Mllfl Pi (S :P 
, 2 :l 19-ii.Mtf.Wlllmeflln• 

� 
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Moreove , a review or the. 1ud tes on rel'lld�, r ma ii' lfic.ul tc und et$tand 
why U 1e FDA, would oomiemn tine tiala su porlil'lll! ,ve,me�i,i, _ The NII-I ropaJ"t$ 011'11\I · f\llJ 
stud' e d:esivlr' cy atiaT nsl COVID-19. �� f tho e. flVe s u� i 
110 .,. m rernd Ith e I rge L or those ihal· remdesi tr "diti 

l'ilO d: p· I In ho:pllalied patre , I . I ma n ng 
!it . mpelllng , O.na ound Iha\ "[h]msp al enl ed 
5 d elhn outcomes , bi.ii t he dm'e • I 
- lf'le, cth r !iiludy I 
d r, w u, .aavere 00 t 
- - , 0 COVlD- f· 
en d th 
0 Ry LI 
re - . war t o • r 
more ·than i!' days, and rRquired a pt01.•1 !JI) he da a ipn h,ie 
al e sl as strong a� tM ctata 011, des1vir. 

TI1e FOA' most contruven.,el .tett1menl on iverr,1ecl n cam on A · us 21 , 20�1 . 
When ll po ted a1 'lin k. on TwiUe lo il.9 lily Vou Should Not Uso lve , ra�o" web g With 

• m ss ge,; '"fo1� a not a ho , Y•ou ar not a oow. Seri u v. y'all .  S,to i "'11 

1-i!! lr)._ 

de&wlr S ooled Cl 
tell Cal. 4, '202'i � 

F!m !ld �l!r e! I, � 'ivfr" plv5 ,111,'d rj of 1/Vf\fU!I a , l'U o/Qr\o fp,r 1 · 
7)� lit,d, 
r,t 



 35 

Document 4

Dan r,ella Ft Smilh 
Page 24 

1 1 

Th messa;ge , 1 lroutJ 109 not on y because 1l rrnik!tS I gtrt o a .serious m tier but also 
becau a it inaccura1e · lmpl es- lhal 1iJerm&cl1n Is only :o ,horses or cam.. 

Despite its attempts lO mpugn ve • ectln, the DA !Jlpea 11'$ tQ f'fiCOgniie I 6i 

docto· may prescribe it for COVID-1 9, On Seplember 3, 202 1 , a change n :ts wobaite 
marKe is clear. The Why You Sho uld Nol Use lvermectl11" webpage on.g nal y said I.hart 
•ro you l'U\18 a pre cliption · or ermectln for a ll  FDA-approved Use, get ii from 
tegrtlrnate souroei and ta ke it axac1 1y 1.'I . prescl"!b d." !l That sam s oonce now om ts 
·lhe lim� fto1I on pms.ci'iptlons 10 FOA-app,olied uset;, It ys ·Iha "Ii] your health ,care 
provkler wri tes you an lvermei:.lf n  preli!Cli i:itlon , lil l  lhrough a lo�ltlmaw source s eh as a 
pha1macy, ancHa.ke t •& aclly as pras.ctibe(t �1 5!.l This cha n  e irnplicitJy acl<nowl dg t'1at 
lverm clin may be prescr tJed e -,abe for COVH)- · 9. 

Tne CDC ha s followed in the FDA's footmeps ,e1r rrnplyrri that iVE1rmacilr1 is unsafe, 
On August .26, .2021 1 Iha c□c i&suad an officfal advisory entitled •Rapid r,creese , In 
Iv · rmeci1n Prescnplio m:1 and Reports of Severe !I l lness Asoocialed with UM of Products 
Conta ini ng lvermec m lu Preve nl or Treat COVID·1 9. 154 Like Iha □A; the CDC's 

!ll 

tu FDA 'f You Should Nitil 1.Jsc rme<:l•n ISe-p! 3, � 1 1, � 

Oen! . 5 fl:11' Oil, tt Con'llol P' en1cin, R pk1 lncttnl'. n lwirmtldm Pm� arid 
Rlpt!lfl! of S'nllr!ffl ll/nMs �ia/Dd with Ua al Produci� Con.taming llletmBr;lfn I PM Vilrfl ,cir T.ra I 
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sweep l"I UUe implies lha l ·evem mn · ses a ril irw fr. ' th p sort e.d u s.t!  1>f human 
ive rm  e In to oom al. C OV ID-HJ1

, bul i supp li6 1110 d UHc, I� t thal · uman iVermec: n 
in app ropl\iala doses !I 11'lam1lng1 anyo , e , On ttie oontra ry , the COC' uviso,y d<n&.N-
1 dg · hal lhe clua t1 conc:ems arise fmm !he. use of velel'l rF ry products not 111-. ., nl for 
human coo u plion a nd that lhe reported "[a}dve� e- ,elfeols fa re] a sor.ialad Will 
vf!rmediri se an overoa, ."' sr- Th CDC' fn trutation r.o 1h p bUc: oonflrm lhni. '1s 

oor,cemg arm from h I m  .roper IJ�, of iverm ctfn c ams or a I 1a fbmmlas: "Do ,mt 
swalltr 1 m, olln p ·rod1.i!c11J ·ths 01.1 d b sed a:n  skin ( {J, . lotions a nd c ams l or are 
not meant , e r human use. LJd1 a �1e r1suy lverm i;: m ,proo,uct , 1 

Nlln or thl · u . the � • of hutmm ii . r doses h 
treatm ,ml or prewmtto ID-, b l"1inyth ng, ll1 ck oop r-e Jng 
t anim81 i l'I s nrorces lhat ,CQVi D- I encou� d 10 
disouu hu · hie 'ltl ii' hea. "1tQare ro-.i , osa pmv!de,;, should 
ce 11 11owe11 ('.Cirurl . ilable data with lh at would be mote 

nellci l ror puhllc- health tnan e,t1empting1 lo o cu 1rated safely pl'C>fi of 
Iv rmeotf r,_ 

medi d COl"lf.U 10111 mid tl'li ation, On A 202 1 . 
tie New York I ubt is arllcle ooul I l'1 t� S!iip-,pl' , 
heaUh d ?ar1me arli , ontl, that 70 perc,enl of me to p·o1mrt 
oontrol amter had ooma from people who ir,gesloo �rmet.'lilil from I s r:,i,ly 
.slote:.1 � o · S plember i 3. 202. , 'lh me: amendeo Its story by 
�, etl'11 nt�n this r lhe .art! An earller wnslan of thl 
art le lhe ,, · a he M f  1pp1 � son cont rol oonler 
rQ iii!�: ectln, nt, n nr. , :!i, 

S1m I "�• on Seplember 3, 2021 , RQlll !ll Stone publishud a story e:n tied "Gu slrlot 
\fjctims Lafl Wl:l llng · H�rse DeWanmn 0vertie 85 OV-f!fW Im 0lda oma Hospllal , 

•,!!; Id 

M 

l!nc:ft li. Wmr.,,;  
. 

e1W/'W\1ld-
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D " re rter, 0 ei I 6! ho�p1Lal w m th :, diactc:, r suppr:midlly liilOrks 
d t doctor [d pandO la ,teqOO,!! - 1 a · omme nt•• 
R r, te Lilli .. . It, rtolllng argaly 
unchangefl · - · :P · en es IO,Y 
or lvenneoll a for ot: VI ltie 
m aalin added en "updat , am to r I 
ha deuied [ Iha do to s] cla im trial h11i0118CU11 over . re 
baoklog and delays n medical ea re 11'11 ral Okfahama, a 
unable lg indBpendentLy ve l'li' fy an � s en es as of lB Um of 

bl"cattan !lowed a ory ba on a drscrediled .1mtJ1 nonrmip e 
1tg allable Lo the pub 1c. U 1. nio . lhal oome people are u to 
b _ I 1 IVQrmt1ctill, 

II . Foroign P� le M aJth Agencias on l'IWfllfll.:Jfn 
· - _ d ,  m Maf'C;tl 2□2 1 , lh · "m oo  

·n J'la tl V a,.. , _g  acep1 lil tfiie r;:0 t o  a c, 
"31.om led not o p(t:liOf ve: · - ,ih s I 
lhal tn Udfe - !ID of fiW qLi,dlty I 
miJ1a1 . bl:y ,  lhough, Whil HQi qu · 
a al Is rmined , ha d on data i 1 .4 9 . 
l uialec:f wtth lvel'medln i'laL"Jl a 1 -4  p r 1 ,000 ci'I · 1 

roup had a 70 per 1 ,000 chaoce. o rleslt,. � Atitl, the WHO c.cm.�de red1 only 

11e1 Pliler: Wade, GiJf,ls/Jol 1/icJrms Lslf .It. � Dlfwwn r Q l'DD,SU$· 
osp/llils, 

:m21 

Pe r · � _ · 
Dll ,ys- mr Gu (iJme11 
��p!Tfl 
1220008/ tfon Vil :tOJ n 

I • 

tJ, 23 
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l'vermectln's elfeclivEmes.s as  .:1 COVID- lro.!litm nt a;i1d d d fl1'.lt a,s 
propl'I la l<C  s. 1 • 

-

Pub1 c h allh aLJttlorill.es in o her co rilrln have If cJin d la fo1k!w 1h13 Wr10'15 
gul once. Mo11t importanily, lhe N 1 I H eon n as to �mbraoe It nautm l reoomroer,da · '" 
011 I 110 1 n M y 202 ,  • tt,e 6:lale of Go1,1 m India a n  ounced 

I tliml..l{lh its h a illh 
01jn Rane, !hat "ii wa Id e rmectin] to · IL re,s◄d enl&" n is 
efto 0-1 9., ' L1 ew discuss a' IJlt •r 1f?ll ades 
t:IO,it e.s - eel n poo f1 · nd El Salvador's 
Min s1,y tJ ,p 'hal'l l m:luded iv I alkm or ea 't 
COVID-1 9 tria . horn pat Ml . . . !Hi!l'I iY'e seam · 
on o�Mar co ·ntfi CQ, so lhh, I1.!it ly . ve. 

iv Profesn:mal � �=lions and Phy · , . n on hrermftcrJn 
. lilSSl!l lions U11 ted S 

a . · ed , post1 · n;; OVl � n,. The Art Ci1il'I 
111f · Amej'j(;ar1 t - � an� Amsnca: n s 
-Sy ITl'l C ts (A W Crn!t ''15 r-ongl)' oppo 

o ng , . , ,or dlspe r lreail, COVI0-19 o 
a clf nica l lrlal. w Bul tnfs sla ly on · 's arn:j CDC'! si� 
Cons d ,: n  lhe AMA, APMj a , t "[u ]oo of 1.vermectin ror tll& p ' 
and tra of OOVi o- r n  Ila b n demonslmled o be ha rmru l In pa en1s:•, m Tner r 
onlt iUP:porHor lh t al.armi ng s!alem1r nt 1 l l'lle CDC H allh A rt discu ed a a.ve,0 B 
a we e  p a noo 1 tha CDC advisory �ve oo r nd' icalion Iha any seve re adver e eels, 
sr ,occumr,g rom l · �:lilu of tnumm v rme<::tin in a�pmprtatD dose , 

BI 

Ill Id. 

PIJ C CQr1J (100 , 
, ua - , 102 · � � publot\Qam,. 

PIMIJ'i-ooyil.i-Ul-M 
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Tho · _gro p I oppo u, rm 1ln -al co11 rllc1.s w th their alnerwJ " telldfa..:t 
· tJpport tor he,1HI, re pro rigllt s \o presClib.e mediclries ftir cff-l..ib� · )I I.Sil 
for , ermei::I In' s ban heca . FOi\ I'm "oi approv 1:HI "to p 11'$0 P..1 
and some publ Ja,heallh encies have rau11d "ln.sufficn,t eviti oe, o up _i n  
Bul ]u I l a  L year, l:hes �me �mr11ssron I assocl tlans, wt,e,, discu pttoJ1S 
klr hydro11v,ehlomq uine I OVi D U l, a,fflrmed tnat · {ni]fl e o use of FDA-
a • r ror llie p vs1o1an'·s or other p . s pmft=SSlonal 
J Is where recognizes "its slro port ror the aulo,. · aulhonl)r of . . phys 1s} 111 u sr, FDA 
a o abel ndica ion w :f, u ased u pon une1 

cenl lver�ctin slate , ho lhs AMA, PllA., 
A . cientl e el/id nco, j I {! na�see o ROTs, 
. , COVID- 1 R  

Th .!\MA, PM , a rtd  � P · enuoned 1 me l or Merck-the oriolrtal 
JWlan,Orolder on i\iem1act n-a n add� 11 · sis · po, l � ail doas n(ll 
p pa rt for tnetr op to Gtln· ebru ary 2-02 
t t vie�1 th re Ji;i m fol r . , • ,ct 1nical 

e 1111 ovt , "1' n b .. 1m · . , mo,nstraling 
·v, n' · a imefi tha� thwre on of �ra1y d1:1  
r n  o m werdea v guety, l e  �aad careru l ly , 
sa imply a,rJmo'lll!iedges lnat ma� of llis slUdies il. re s dlrJ 
no , 1'101 YlllQ,, !ho. gn  . hl b . · ,  'lhal th sl.udl 
lhe med tcl e dan9eruu11. B ui M ro , of ur tt,a l fvemieclm ed� 
riolY �re, e ti enc.e o · ety data 11 n t  61 ould nol be ooncem ing 

I e company, 

il7l 
"11 

' �  Alm! 
roadlc:olions: <Apr 
• 

I 

, 1 lrJ 
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Why wtiuld w rmettin' ortglr,�I pa1 ntholdar go cu of its way LQ qu �on o, s 
med icine by f:realmg the im pression ltiai 1 it m· hl ll'IOl be· �f. ? There -ar l lea i l\Vo 
plauslb reason F irsl 1 , vermectf · I s  1 no l'onger under i:ialent, o M n:k doe not profd 
rom t aoymcm. Th t Ilk ly e1i1 pla lns hy Merck decft1111!fj a "oonduotO elinfcal trials• on 
lwrmeelin an COViiD- 91 wh n giver,, he chance.1111 S oond 1 Memk: has a slg lficant 
man I inleres in Ota medica l pmres ro rej -t ing ivermec:trn as an ear1y trealmen ror 

-OOVIP-1 9. iT]he U.S . gov,em nt ha agreed lo flaJI (Me I about S 11 .2 bnlton for 1 7 
million QQU�8$ of t e pe . nlal CO\l'ID- 1 9  1 BI nt, if l � p v to work in an 

� hg rg tn J _ n(l iiil o :a,c! by U. S . reglJl!itG , . ' -:. Tha 111 lmeri , known a. 
molnUPf l'c1 r, a m to t IP COV'I D-1 9 rem Pf'O!}f835 ng a I.Sn b g(\I n oarly LJ1 lh 

cours of 1he disease." 1111 On O ctober 1 . 20:2 1 , Merck i!iinnounooa thail ;i:,rel m nary .s1lld . 
iodlta!e 'lh t molnup ·,:a r "reduced o 1lsl rm ons and deaths by hQf f," 1 d U"I l :llama 
day il s10� Pri j\Jmped a much a• 1 2,3%./' e-2 Thijs, rf lo w 9t l..,erm . _ In o 
.bet.te than-or e . i, e rnu �15---mo!niupi ra r, !hat co Id co Merck bill os of dol 

Wh1I' of r � . diJtles the AMA. A !FhA. 
sHr;i ck' 1"10), e witn lh r · tance I n 
1 la · As,soc,al!lon of Ame . eoo (MP.S i,..-a [ong-
ls roup ent, sine 1 9  · · ml eel 
on nc m eel ' eedenied ii n thin 

Amertcan phvsicla edi r:ih rmac sts Id 
h norln!!:11 lh · I pms r '111 lhe MPS po 
", ur 1"1al m any i;ih g a �u ii 88, ooo r nn 

lrJ. 
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p s.a,pbon per W$e , 1 - 11,e MPS ha!i 1h s JJIJbl JciV rasl!lted lhase: g u . ool l 111 
"slop□ Iha off-1.abe1 u - . o Ion -a pPIOV(l dnJg ," IS 

In addit ion , !he To yo MG· rt1 · Mw:D�! Associail ron, s . It 
crufrmari Haruo, Oza •• Mmmm n!Je u of rm c 111 for OOV o 
February 2021 1 - Thal mganrmt on e !ioi2ecl ihal i11ermect1n &houl· bf:!, d 
lrJ ?Qople dlegoosed Wlth COVI D- 9 beeause 1 �mor,g •mhe, r re.a.sons, I� l'las baet'll &ffectil/& 

· d in othflr co n · - Other dee.to rcupg · mf la� dvomale ror 
of e y COV t e · Line COVI [l-1 g Critical oa 

Nl!i i>een , 11 gl!JL'lij:lo i;i a . flon ,egard[:sl rvermeofl a s  core 
medk:::at on 11'1 t he . of OOVID-n1 , ·1 11 includes a 'fl.ve-d!a,y 

e of 11/Elm'lecl r · 1re , 1 - A�o, 1he B llsn 
Ii..- e� n Ree m·, �I G ( · a · d as:soolalion of 

ran • l'1 alth r t e 11 rn na lhlll 'W"Or1d 
h Uettively !i!d · e e otln . . -1 9. ,!Iii 

I n ' u dence ,cf · · o rm 
\ ml;ed e·· iveness In p-$ nd og i1<i 

effect re y mi or artd . hu U not '31"8 
rom oonsTd ermeclil'II rot a n , t111 0Vl0-1 EI . 

lropoU 11 ttleitif;:.l Asl5etl;Jl to p� t 
(fdl f), 2'il'.? I, '1t(pi;d� Ml'�DOOJ 

, l021 

G Oif 
wrnttv {l;a,,1 
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4� Hyd!'OllYCh Ofloq,ulne 

H!stluy of Hyc:h:QXV&hl -mgujne 

Hydm omqu1r,e , ,B les toxic d riv_ 1 1:1f medrt:ine n' med ChlOi10qUl nCJ. wa 
n t develo ped fn, 1 9◄ 6 1 1ti and 11,ppmvad by e I DA 111 ; e,  . w, S !  ea tt, � t me, 
hyd roxychloro uioo lhas been wide� ulilB(I as a prophy,iOOS nd trealn'lent for m�l.1Tia1 , 

lso •pro\lfl[n] lo b erreclive Tn a I mun disi!ia 1111; in�odO,g 
I lll1S ui., , p m:a me, d n eum:amld art:nr'ilis, 

h ' ak�n d's I - Hydrox:�mll1oroqul 's 
mune a t  an:i l -1 H a  ;,llory 

a� us efficacy, "[m]lll lon r 
prAI.Jlb ju · the y lil1f 20 , hydroxy� 

· 1u! was- prw.Qt\bed o\.iar s - m U o nJ d Sia - kms. 

COVICJ.-1 9 µa · an, la . mvea1ad ltia ? 
c.h Ort)(!UFne iii " n e bltQ r of ltle re the $e le lol)I 
syr,dl"Q,n oorcriaviru& (SA RS·CiN) lri vtrc ao I ih ho ons 
I med.iala use 111 tlwi prevont,on arltl tfea enl of SAR.5-CoV lnfectl Th 

iA · Cam4ir: Comp t.'tl{tg ,ll /fr1bufi,a tQ l-fvctro.lr , otWI _. S')•wm I!! . lll\lw 
t Cai'dlOlagy Rm,,� B.9', :)fill lllll:l I, a11fu1 11 trl 

!lllli��ILJ!!.ffl!���!!!f!��ifill!=ll (la11 ill OGt , :zoa, ,, 

hi. 

l.lt9, Ur ldlll5', ::m 1 l-:mlll, � 
Ck , , ., , 10 .1 1 

El5 Key er1s 111, , fn ro lnlifb t.o,n, of · !1'i! !i.:1./lal ta · �rl¥'!WS b 
i=n/rimqffine, 3.!l e · . - - muriJ l,!6:.1 j i!OIN),, - i/alJla 
I -, - .sei - 11 1as1 �i!51lsd O ' l ,m:z, 
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year, nol er pa, r �•11 cl U,a.t chto�u r'le, has sltong an'I vlml e et on BARS-OoV 
itdtH;I on a11d' • ffelPtw Im TJ'!'fj'V i ng the ap "ee.d or s I S[-JCoV n ce'II i;o ur'a. "lllO 

It s -oo hFl!led in the. medical community lllal hYdl'tl�Yth1oroqul 
generally s sakl I'll fact ltta: I ij may b · pmg .en2111 a cl 
"children, of a, 1 1 ages_ · i11 ning of ic, the FOi"\, Oomm sslbner 
la\ d lha l hydm�yc - 1 1-e tabt• pro,fll " or m ariai , lop1.i1s. 

and rheumatoid arthr - G ,  �ydroxyll'11lc roqu 1n. 's ' 'most cotnmon 
d ver.ie c 1 ioru. s slnma� pa i , 0�1,.ur. a. 

he o , the CDC reoogniZf!s lihal h igh do-ses. 
H u  · have b socTal. fl wllh nopalhyt 
e o Ii i · e ly u w n h_ydm11;ych oroqu rui 
Ql1 _ Ui Ncllab CDC "s, gurdarme an yd ro& 

yc:i'llo - · e d n u ,i;;ardfac ili'Jide · slam ming from t 
d rug. 

A1 Iha, out.sot of th pantieml c-, rue-arah.a round--tJOns itent w, th pnor $ti,jd 
demonstmtlng t,{!llom ne'l!;, caey a alnsl SA S-CoV-lhat 11,ydn:»:ychloro wine can 
emclenlly rnhibil SARS-CaV-� 1nrecU011 In v· ro." Those COVI 0- 1 !1 tUdt®- i:;j oal lY 

Marfin J. \f,nEen e4 I , Ch/(lr'1CJU Iii! 11 , 
1 logy, Ja · - 1, em11a!We , al I 

IKIYJ1:ilH (I o :m, 

ii !Swil Wlill1,)'/ �I at, , 
emi s fll rt1 . · 171 -712 fi01 !1► 
'-"'-'--�-""""'==c...:==-=�JOC:.:<=-=<-==-.-=c �!Dil �I I d 

- .I'll · s, - - 1 UOn, 
-r.rwJ. n; 1 rr11 1 , 
� pl.drugs<H t '1 4, 

- Cewife rol _ 
[liS,1r.as1m - M r!Dbli!i 
lnl®IJOUH !lest I.I 

a,1,lc; d[Slll!l.315 d 
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shQwed ltn t h�drm.y oroqu·n can ifdil I jSARS-CoV-2'] v l\.l!i e�!Jy, rai\smisskm ,) 
arid replicatlon_'r. 01 I n · d. ltlon · o lh 'an iYiral 1'.' l!il , hydro .· hie . qu rt also ll!i 
·a ntl nllammato� 1:Jmperttes ' V,iaL hilllp l'l!lgulst flrtl inllam malbry ,cytQ� ll'I T ese 
<iharacl rl tlcs-bolh th :anliv pm�rties a Ill �In Mli�1 11  ammatory a M y  r 
mponan oounlermea u ag fn l COV ID 19. 

I, Hydro, yc'IIJoroquf. e Studies and M t '..anB/y5GS 

Many bs.arv & t lh I hydroxych loroquirni ,sil l'IUy 
reduae!i! he hos and w n admln ielere<t to out s-

. J 'I ·1p11 part af oarJy COVID-11 '!1: · n t  For example. lhe 
�· .s1 Q r. pulat10 m 

i ti lo adutta 'Nill, rn1ld C-OVIIJ - g M 
b r 20 Iran -;oo1 Thi! d la hcl d' 
tion _ _  , · · 8% • cJnd t� chsn of d ealh 
hyd rallychLoroc:iuine. 1 P CnlicaOv. � sffoot a , 
comorbldilies, ,md diagnostic moQ�l[fy ." alfild "[n l ah . I led 
.advei:se d ru ctfons wsre repoftiit t�r 

In lh same in , lhe mcari,tly r,ublisln l'l M1m01, sllldy BV I � · 1 0 ,42,,a, • du 1t OUl­
pa 1srtt · In France inre ,ed wllh SAmu:oV-2. I'm ive "lr&alecl ee rlY" w ·fl Jlyd ru)ly­
c lorcquf nB plus azilhrom�n l1z Only ·liv. c1e I r1oou rred 1H:,ong I e 11,, 3 5 JU!flents 
v,,tu;i recei led 1hydroxyc le oq u1na  plu. zilhromyc.fo-a me O 6 per 1 1000 pett&m 
Wh le 1 1  died ami;i lhB 2 ,1 1' INi'Jo receivad tit, r no l�ealmenl or azflhmmycin a one­
-' much 1h g her rat€! of 5 ,2 p r 1 ,QOO pat . nls.; 31 Based cm I t,  sa· gu , l t,e slud s 

ut ors round that hYtll'tl ychlaft)liJu 11e s assoclaled wUh a klwe · or dealh 1 . de - deritly of i-i{,] and ep d It: pengd, 'l .s, Million's: tea lhus com;:lud9d thal 

lrJ, 

:II frJ, 

11 1 Id, 

,. MII Dn, IP(B, 

Id, I UMi 

Ji• la. ii 1003 

, k Iha . . 
dJ;i1J1 ,h,um af 

C' 102[1j , GM,31' 
· 1 � . 202iJ, 
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0[ · 1arlv ambYI�, o trea;t . t o  COVlD- 1' 1! w l _ hyd�famquine plun thro yc·n "ls 
» s.Sllciatsd with Vliity low , ortaltty" and •imp�a [� cov o- surv val i:cmpa.P!Rl 10 
other regi1mem; _ 1 5  

Plnolher group of' research rs i!.Hi!I fJd an  ldel'iiy POPli l km liVlng n a 
home fn ' the mall Europe n stata of Andorra ? 1 1' Their �tudy lm;!u.ded • 11 00 C -
wnfirmed oa se • in l �e n 1'1!11 mh 1 5  lo Juo ri , n o_ .. ,; i 

Ing he nu lh ncludeci that "[t]realJfl,enl 1Nith 
hydrnxyctdo ra 1.1lnc:: h - aled r mmtalily l'il 11'1 
p 11en , "l! UI An.a u re1i a n  tys1s I enlmec, 
hYd roxyc lo roqi..Uoe. 1h - ndenl. r c:tor fa1a>r1ng, 
survi al , mpared -_ - t sludy also rei n ore.ea 
hyd roxychloro� 1,,1ine s kmesum - · rd�c. · mon Ofil'lg wa 
p · bY e eabocard iogr: · - o�rved , , n any 
patl 

Added to , 0 lhis, ruprint DS! · �ii.Jdy by S U  aim n 
sul')p,orts use or nyd�loroQ tlY COVI D-1 9  trea ms1111t &- Th, 

- laoo In 2JS lory �I A ' bill dUrl Ttg JIJl'i 2020 .= 
s .  pa - p.,n n rt' ; n hyfl rolC)ld1loroqu1na, ,mtd 3 , 7 
d nnly s-upportlv Tl 'fo1.1nfl th,al eMy ,t,,ydroxvchtoroq1.o�• 

h11sed "lherapy was a sOGlaled with ital admli; lort of compared to 

,, 

kl 

r ruv c.arc El one, whJ  d lo a retallva • ucUon or 11//i_ 
g se, gendur, snd miljcr oc orbld coodil on s, var ate IO{lislic 
n I'' fur1her ,oonflrmed lhe, :significant d i;:rtJ.ase in h al,zal, on rj or 

Eiva Hera., of· !i!I , . CQIIID-' I.I ffllll.- h1 o/ric , f!Jf)Opfa r, iJ long- - t:n l:Ollrlf � 1  
oo, , oo ,  (202 1 ), f hltp JliM,!jQMl!)e[_�l!!l_�fllO, !QQ!f 

II v, ril OCll' , I 

H1' fr/ 

P-1:U!Ulll , 
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paUents o 1rec:elved !)'dm · · g · ii)ll 1R grass �n anillYs . al on tad 
lha t hydroxyGhlomq l ne recju m 11.y f'ls by - . of , h equaum 
to II th efo'ld drop in deal O otl ervaU d fVH · e$1 1h t 
hydiv ydllgroqUfne has va ue ea OVl□'- 1 9 
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The Society of Hospital Pharmacists of Australia 
PO Box 1774 Collingwood Victoria 3066 Australia  
(03) 9486 0177  |  shpa.org.au  |  shpa@shpa.org.au  |  ABN: 54 004 553 806 

SHPA response to Proposed amendments to the Poisons Standard – ACCS, ACMS and joint 
ACCS/ACMS November 2022 meetings (ivermectin), September 2022 

Introduction 

The Society of Hospital Pharmacists of Australia (SHPA) is the national, professional organisation for the 
6,100+ Hospital Pharmacists, and their Hospital Pharmacist Intern and Hospital Pharmacy Technician 
colleagues working across Australia’s health system, advocating for their pivotal role improving the safety and 
quality of medicines use. Embedded in multidisciplinary medical teams and equipped with exceptional 
medicines management expertise, SHPA members are progressive advocates for clinical excellence, 
committed to evidence-based practice and passionate about patient care. 

SHPA convenes an Infectious Diseases Specialty Practice Group, consisting of a network of pharmacists who 
have expertise or interest in infectious diseases, including general infectious diseases, critical care, tropical 
medicine, antimicrobial stewardship, antimicrobial therapeutic drug monitoring, surgical prophylaxis, HIV, and 
sexual health. 

SHPA is also a member of the National COVID-19 Taskforce and represented on the National Steering 
Committee and National Guidelines Leadership Group. SHPA members who are subject matter experts in 
their field, are also represented on various specialist expert writing group panels convened by the National 
COVID-19 Taskforce, including the acute and critical care panel, disease modifying treatment and 
chemoprophylaxis panel. 

After consultation with SHPA members in the Infectious Diseases, Medication Safety, Dispensing and 
Distribution Specialty Practice Group and SHPA members in the National COVID-19 Taskforce, SHPA would 
like to provide the following comments for the Delegate’s consideration in making a decision regarding the 
Appendix D listing for ivermectin, and that any decisions made that limit its access are proportional to the 
risks of misuse.  

Applicant’s intent and evidence for ivermectin as a COVID-19 treatment 

SHPA is strongly concerned at the applicant’s clear intention and view that access to ivermectin for the 
treatment of COVID-19 should be more readily available, despite not being listed as a recommended 
treatment on the National COVID-19 Clinical Evidence Guidelines.1 The evidence base for ivermectin remains 
poor, with a Cochrane Review in 2021 assessing the evidence base for ivermectin in prevention and 
treatment of COVID-19 concluding uncertainty in the limited evidence base and noting that most studies were 
small, biased and of poor quality.2  

Given that Therapeutic Goods Administration-approved treatments for the treatment and prevention for 
COVID-19 are readily available, SHPA recognises that patients who are prescribed and dispensed ivermectin 
by their doctors and pharmacists are being treated with sub-optimal treatment that is not supported by 
National COVID-19 Clinical Evidence Guidelines.1  

Evidence of inappropriate ivermectin use 

With the increased availability of approved treatments for COVID-19, SHPA members report relatively low 
levels of inappropriate prescribing of ivermectin seen in practice. Data surrounding inappropriate prescribing 
or use of ivermectin since approved COVID-19 treatments became readily available, are lacking and would 
need to be assessed prior to forming a decision regarding this proposal. 
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Impact on use and access to ivermectin for approved TGA indications 

It is essential that the treatment of parasitic infections must not be impeded by any restriction placed on 
ivermectin access, however, SHPA acknowledges that evidence demonstrating this is lacking. Members have 
raised that other antimicrobials have the potential to be inappropriately prescribed, but do not have measures 
limiting their access placed on them, as such measures are not proportional to the risk. SHPA believes 
appropriate clinical oversight by antimicrobial stewardship pharmacists is essential in ensuring that 
appropriate prescribing and dispensing for medicines to treat infectious diseases are maintained. Such clinical 
pharmacy services in all settings of care complement regulatory measures and oversight to mitigate the risk 
of inappropriate use of antimicrobials. 

If you have any queries or would like to discuss our submission further, please do not hesitate to contact Jerry 
Yik, Head of Policy and Advocacy on jyik@shpa.org.au.  

References 

 
1 National COVID-19 Clinical Evidence Taskforce. Living Guidelines. (2022) Available at: https://covid19evidence.net.au/#living-
guidelines  
2Popp M., Stegemann M., Metzendorf M-I., Gould S., Kranke P., Meybohm P., Skoetz N., Weibel S.(2021). 
Ivermectin for preventing and treating COVID-19.Cochrane Database of Systematic Reviews 2021, Issue 7. Art. No.: 
CD015017.DOI: 10.1002/14651858.CD015017.pub2. 
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Name Responder 
type 

Written submission 

Pharmaceutical 
Society of 
Australia 

Organisation 
or peak 
body 

Ivermectin  
PSA opposes the proposal, noting that: 
• the recommendation against the use of ivermectin for the treatment
of COVID-19 issued by the National COVID-19 Clinical Evidence Taskforce
remains
• in future, measures other than the use of an Appendix D entry in the
Poisons Standard to regulate off-label prescribing may need to be
considered.

Brimonidine 
PSA supports the proposal, noting that: 
• the indications, lower strength (0.025%) and use in adults appear to be
consistent with safety profile and scheduling factors for S2
• it is consistent with approved use in Canada
• patient education will be important to minimise any confusion with
higher strength brimonidine eye drops
• there may be advantages over other ophthalmic decongestants which
are alpha-1 or mixed alpha-1/alpha-2 adrenergic receptor agonists.

Fexofenadine 
PSA supports the proposal, noting that: 
• similar antihistamine substances such as loratadine in larger packs are
currently available for general sale
• access through general sale is not necessarily more convenient than
through a community pharmacy and should not be considered as a
rationale for rescheduling for exemption from the S2 entry.

Ibuprofen 
PSA does not support the proposal, noting that: 
• there is an increased risk of consumer confusion and possibly
duplication of therapy as multiple immediate-release and modified-
release products would become available for self-selection (in the
majority of jurisdictions)
• there are many ibuprofen (and other) products available for the
management of acute pain conditions and therefore, rescheduling
modified-release ibuprofen may not necessarily lead to a reduction in GP
consultations for acute pain management.

 
 

  
I am familiar with the profile of ivermectin (IVM) 

and its use. It seems inconceivable that eminent medical organisations 
and bureaucracies, even including a Cochrane Collaboration Review, 
should seek to prevent the use of such an inexpensive, safe, effective 
antiviral treatment for Covid-19. 

  
 

 

Reconsideration to make ivermectin readily available on prescription for 
covid, without the current restriction to certain medical specialists 
This is what I wish to be considered by the ACMS in its November review 
of the use of ivermectin, alone or in combination, for covid. 
Thank you 
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There is Lucy Kerr et al’s recently reported work: 
https://www.cureus.com/articles/111851-regular-use-of-ivermectin-
asprophylaxis- 
for-covid-19-led-up-to-a-92-reduction-in-covid-19-mortalityrate- 
in-a-dose-response-manner-results-of-a-prospective-
observationalstudy- 
of-a-strictly-controlled-population-of-88012-subjects 
and Jackie Stone et al’s: 
https://www.mdpi.com/2673-8449/2/3/15/htm 
There is a local trial: 
See https://c19ivermectin.com/borody.html, 
as well of course, all the information in c19ivermectin.com. 
There are particular studies of interest such as the Tlaxcala study: 
See https://www.ijidonline.com/article/S1201-9712(21)00100-4/pdf 
In relation to the population wide study in Mexico City, I note that the 
reasons given for withdrawing the paper by SocArXiv do not directly 
relate to the science in the paper: 
They were: 
“ Our grounds for this decision are several: 
The paper is spreading misinformation, promoting an unproved medical 
treatment in the midst of a global pandemic. 
The paper is part of, and justification for, a government program that 
unethically dispenses (or did dispense) unproven medication apparently 
without proper consent or appropriate ethical protections according to 
the standards of human subjects research. 
The paper is medical research – purporting to study the effects of a 
medication on a disease outcome – and is not properly within the 
subject scope of SocArXiv. 
The authors did not properly disclose their conflicts of interest.” 
Ground 1 is silly. Credible public health officials from a major world city 
wrote up their findings from a covid strategy in the midst of a pandemic 
so that others might benefit from those findings, just as any published 
paper aims to do. 
Ground 2. There were reasonable grounds for thinking ivermectin might 
have an impact. And the ethics differed little from those applied to the 
covid vaccines, which have not lived up to the initial expectations of 
them, and in relation to which doctors here have been officially 
threatened for fully outlining their pros and cons. 
Ground 3. The journal initially accepted the paper. 
Ground 4 is also silly. It was perfectly clear who the authors were and 
who they worked for. 
Safety 
On the safety of ivermectin, there is the TGA’s published review from 
2013, and long and wide experience in its usage, including in Australia’s 
north. Very few if any serious adverse events emerged during the many 
reported trials. Some adverse events have been reported where people 
were unable to access the medicine on prescription, and sought other 
sources. 
Further 
In early January 2021, this is what Andrew Hill of the University of 
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Liverpool said: “ We are working on a project funded by UNITAID as part 
of the WHO ACT-Accelerator project on COVID-19 treatment. We have 
combined the results from 18 different randomised controlled trials of 
ivermectin. I have attached the most recent version of the results. 
We are seeing strong effects of ivermectin on viral clearance, clinical 
recovery, time in hospital and survival. The results will be presented to 
the World Health Organisation treatment guidelines group within the 
next week. The aim is to gain a recommendation for treatment with 
ivermectin for patients with COVID-19 infection. “ 
Dr Tess Lawrie et al’s metaanalysis at the same time backed this up. 
See 
https://journals.lww.com/americantherapeutics/fulltext/2021/08000/iv 
ermectin_for_prevention_and_treatment_of.7.aspx 
Later, finding one trial which had been included was doubtful, did not 
alter the essential conclusions, and Bryant and Fordham successfully 
challenged the Popp critique of the Lawrie et al metaanalysis. 
See 
https://ebm.bmj.com/content/27/3/187 
and 
https://www.researchgate.net/publication/355132966_The_uses_and_a 
buses_of_systematic_reviews 
and 
https://medicalupdateonline.com/2021/08/critical-questions-on-
theivermectin- 
meta-analysis/. 
(I note that in order to have this submission accepted, I have to state 
that it is all true, with a penalty if not. I cannot vouch for the truth of 
others’ work in the links provided; whether they are accepted as truth is 
a matter for the reviewing committee. This is as you would expect where 
there are competing discourses.) 

  ACMS 
Ivermectin 
There is a bit of a backstory to my first submission to the ACMS lodged 
recently, which I think is important, because it goes to explain my 
motivation for submitting. 
Like a lot of Australians,  

 were excluded from those permitted to 
receive the new antivirals sotrovimab, nirmaltrevir/ritonavir or 
molnupiravir. So the authorities had consigned us, along with all those in 
our cohort, to the dustbin of history. We were to be sacrificial fodder to 
a blinkered policy. We were not to be treated with anything likely to 
attack the virus until the disease had progressed far enough to land us in 
hospital. No policy of “health in the home”packs, as issued in some 
countries overseas. Ivermectin prescribed by a doctor wasn’t going to kill 
us, and it had the potential to be better than doing nothing. The 
alternative was possible death or long term health issues, after a 
potentially very unpleasant hospital stay, seriously stretching health 
staff support. 
In late August 2022, I wrote to a doctor, saying in February I had applied 
to the TGA to be allowed to be prescribed ivermectin. Access to an early 
treatment antiviral could have meant the difference between life and 
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death for us. The TGA said it wasn’t their decision. I then wrote to the 
Health Department secretary. After phone calls in which I was told key 
officers wouldn’t take my calls, eventually I got a reply (see it and my 
comment below at *1), saying the matter rested with the Secretary’s 
delegate, apparently a senior medical officer, that the Secretary had no 
power to vary it for my wife and I, and that any decision to vary the 
September 2021 decision on ivermectin would not be considered until 
November 2022. This was with covid deaths running at about 12 times 
the road toll, worse than the previous two years, and afflicting a greater 
proportion of the elderly. They still are running at about ten times. 
I was sent from pillar to post, totally disappointed in the Ombudsman’s 
attitude, and six months and about 8500 covid deaths later, I was yet to 
find out who the delegate to the Secretary for Health was. I still don’t. I 
cited legal authority back then to the Ombudsman for the fact that a 
delegator does not lose their decision making power even if they 
appointa delegate. (Huth vs. Clark). The Ombudsman had said they 
lacked medical expertise, even though I had raised a matter of 
administrative procedure, not medicine per se. 
The AAT when contacted pointed out that Parliament had severely 
circumscribed, in the enabling Act, their power to oversight the TGA, 
limiting appeals to certain aspects, largely offering drug and device 
companies appeal routes but not ordinary members of the public. 
Small wonder then that I became actively interested in another way of 
trying to save our lives with early treatment, if needed, and that is the 
use, based on several reported trials eg. Koshak, Ashraf, of Nigella sativa, 
the seed found on Turkish bread. 
The rules around antivirals changed again later in 2022, an  and 
are now eligible, but many still aren’t. Having said that, in inquiries at 
our local level, there was inadequate current knowledge at the GP 
pharmacies about the new antivirals from about February 2022 to July 
2022, even with an RACGP online seminar occurring in April 2022. 
Parallel approaches to early stage treatment 
I should also note the marked lack of medico-scientific drive in Australia 
since 2020 to carry out any trials of potential early effect-ameliorating 
treatments, even at the simple level of iodine or other throat gargles, 
and nasal sprays. Cepharanthine, an OTC drug in Japan, noted in 2020 by 
the NSW treatment guidelines authority, was not trialled, even though it 
showed promise in combination with ritonavir in in vitro trials in China 
by HH Fan, in in vitro trials by Ohashi, and it was reviewed by 
Rogoznitsky. I even offered to buy some for Monash University to try 
against covid in vitro. 
Pointing out to a number of people in the public arena about the 
potential benefits of promising treatment (even a ten percent reduction 
in hospital admissions due to early stage treatment of ambulant patients 
would reduce the stresses on the health system and its staff) fell on deaf 
ears. 
It is worth remembering too that Ramos, a cardiopulmonary specialist in 
Peru wrote up success with ivermectin in May 2020, and Aguirre Chang, 
Chesler and Tavares in three separate countries also noted beneficial 
effects around that time. Chetty in Kwazulu also noted in October 2020 
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the benefits of of early treatment of incipient hypoxia with 
antihistamine 
and steroid. 
*1 
“RE: Request for exemption from your decision of 10.9.21 
[SEC=OFFICIAL] 
I have no authority or delegation to provide the approval you request for 
two reasons. 
Firstly, I was not the decision-maker regarding the changes to ivermectin 
access. Secondly, the decision is implemented in law by your state 
government not the commonwealth. 
If you are seeking an ivermectin prescription I suggest you make an 
appointment with a relevant specialist who can prescribe if they see it 
medically appropriate. 
Note however the approved oral antivirals are now available in every 
state and territory. 
Adjunct Prof John Skerritt FTSE FIPAA (Vic) 
Deputy Secretary for Health Products Regulation 
Australian Government Department of Health 
PO Box 100 Woden ACT 2606 AUSTRALIA” 
Comment: Yet the states and territories take their lead from the 
Commonwealth, and secondly there was a very low chance of getting a 
script early enough in the course of the disease, given the pressure on 
GPs and the time it would take to get an appointment with a designated 
type of specialist with a referral in the midst of the pandemic pressure. 

  Supplementary Submission 
Is it true that in the weeks after the September 2021 decision on 
ivermectin, at least some members who attended that ACMS meeting 
were unwilling to account for their vote to the public they represented? 

  
 

 

The applicant proposes removal of the appendix D entry for ivermectin. 
In preparing this response I have considered both the summary on the 
TGA website for consultation, and a copy of the application (dated 13th 
of August, resubmitted 20th of August) shared by the applicant on his 
public twitter account. 
The proposal asserts: 
- The original appendix D listing was “possibly criminal” 
- Ivermectin is an effective agent in the prevention of covid-19 
- Ivermectin is an effective agent in the treatment of covid-19 
- There is “black market” use of veterinary ivermectin 
- Vaccines have been less effective than hoped 
- African countries use ivermectin and have low rates of covid-19, 
providing evidence ivermectin works. 
Firstly, I am not able to comment on any purported criminality of the 
Appendix D listing, however I will attempt to address the rest. 
Secondly the assertion that ivermectin prevents or treats covid 19 is not 
in line with the best available evidence syntheses, including a Cochrane 
review and the National Covid-19 Evidence Taskforce. The application 
lists a handful of low quality studies not systematically selected, and a 
single (more than 1 year old) meta-analysis in which the only study to 
show a significant decrease in death has since been retracted. It also 
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ignores many major major trials from reputable journals such as NEJM 
and JAMA which failed to show a benefit from ivermectin in Covid. The 
capacity of a non-systematic evidence review such as the one presented 
here to meaningfully alter assessments of efficacy (in the face of gold 
standard structured syntheses reaching the opposite conclusion) is 
negligible. 
Thirdly the assertion of veterinarian [sic] ivermectin use in Australia is 
not supported by any objective evidence, the application does not 
identify any instance in which veterinary ivermectin has been used in 
this way in Australia, and this should be considered a theoretical 
consideration at most. 
Fourthly the relative effectiveness of vaccines (which remains high 
against serious disease) is not a directly relevant consideration for 
altering the listing of ivermectin. 
Fifthly direct comparison of sub-Saharan African countries’ official rates 
of diagnosis to rates of diagnosis in other (often higher income) 
countries is not meaningful, as it will largely be a marker for the 
development and comprehensiveness of public health surveillance and 
monitoring infrastructure. That is, differences that represent 
ascertainment bias should not be ascribed to ivermectin. In a recent BMJ 
Global Health article (10.1136/bmjgh-2022-008477) rates of 
underdiagnosis greater than 13 times, the highest in the world, were 
observed in Kenya, the only African country with data included. 
Finally, under the provision to consider “any other matters necessary to 
protect public health” I would make that point that the decision on 
whether to remove the appendix D listing in response to this (heavily 
reported) application is not simply about whether the original appendix 
D listing was justified. This application specifically argues that ivermectin 
is effective at treating and preventing covid-19 and the acceptance of 
this application by the TGA would be publicly perceived as a de facto 
endorsement of ivermectin for these indications. While I am not saying 
that no application could be prepared that would justify such a change in 
listing (I neither support nor reject such a proposition), I am saying that 
is not possible to accept this particular application which is explicitly and 
publicly based around purported efficacy of the drug for treating covid 
without the TGA being taken to publicly endorse it for this indication. 

 
 

 As a , I followed the covid 
19 response from early 2020 and became aware of the work overseas 
doctors were doing in finding effective early treatment options. Clinical 
reports and clinical trials in numerous countries demonstrated that 
ivermectin was effective in both treatment and prophylaxis. It may be 
that these trials were not large, but the totality of evidence is convincing 
and it continues to build (see supporting references in Dr. Fidge's 
application). Also, it should be recalled that the principles of 
evidencebased 
medicine include the knowledge of experienced physicians and 
informed patient choice. Denying real world medical experience and 
relying solely on incomplete data provided by pharmaceutical companies 
can have deleterious outcomes. 
I obtained ivermectin in case I contracted covid 19, which subsequently 
occurred in January 2022. I took ivermectin as indicated in protocols 
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developed by doctors who had collectively and successfully treated 
thousands of patients overseas and in Australia. My illness was mild and 
lasted only five days.  

, 
I recovered very well. 
The hysteria in the press about ivermectin as a 'horse-dewormer' did a 
great disservice to the public and possibly influenced the thinking of 
health professionals. Nobel prizes in medicine are not given for 
veterinary treatments. And as the TGA is aware from its own safety 
study, ivermectin is safer than many over-the-counter (OTC) products 
and is on the WHO list of essential medicines. 
The effective banning of ivermectin in September 2021 was a huge 
shock 
to me. I could not fathom that a government agency would deprive 
people of a safe and effective medicine. The 'rationale' published by the 
TGA at the time was unconvincing, devoid of evidence, and frankly 
embarrassing. The impact of the ban, I believe, led to a much-increased 
number of severe covid 19 infections, overwhelmed hospitals, and quite 
likely the unnecessary deaths of numerous Australians. Harmful 
lockdowns would not have been required had widespread early 
treatment with ivermectin (and other useful medicines and 
nutraceuticals) been supported by the TGA and public health officials. 
The advice to 'not treat' was unconscionable. 
A 'vaccines are the only solution' approach was reductionist, poorly 
researched, coercive, and overlooked the wider holistic approaches on 
which many past public health successes were founded. 
I support a Royal Commission into the handling of the pandemic, with 
terms of reference that include the actions of the TGA. The Commission 
should investigate the banning of GPs from prescribing ivermectin, and 
also the inadequate process for collecting adverse events. As a novel and 
rushed vaccine, there should have been a serious research program 
established to ensure thorough collection of adverse events data in 
Australia. Ongoing education should have been provided to doctors 
about the emerging range of adverse events, many not previously 
encountered in traditional vaccines, to enable informed responses and 
patient support. 
The TGA's current reporting system is complex and time-consuming. 
There are widespread anecdotes of doctors commenting that they do 
not have time to enter reports, or even that they were unaware of this 
reporting system. Doctors also act as gatekeepers, making uninformed 
decisions about whether to report potential vaccine injuries, which 
contributes to under-reporting of adverse events. 
The participation of the TGA in enabling vaccine coercion in this country 
has most likely contributed to a higher number of vaccine adverse 
events (including deaths) than would have occurred if ivermectin had 
remained available as a treatment option. 
Issues such as those raised above are deserving of investigation. 
Many countries and jurisdictions around the world have employed 
ivermectin against covid 19 and the number continues to grow. For 
example: 
• Worldwide, over two billion people in multiple countries and 
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jurisdictions are now covered by ivermectin: https://ivmstatus.com/ 
• In April 2022, Tennessee legislated to enable OTC purchase of 
ivermectin: 
https://www.einnews.com/pr_news/572339675/ivermectinnow- 
available-over-the-counter-from-pharmacists-in-tennessee 
• Twenty-eight US states have now legislated to promote ivermectin 
access: https://www.beckershospitalreview.com/pharmacy/28-
stateshave- 
legislation-to-promote-ivermectin-access.html 
Hundreds of thousands of people, possibly millions, have benefitted 
from this treatment, and many are aware of unjustified attacks and bans 
on ivermectin, particularly in Western countries. 
As a medicines regulator that is globally admired, the TGA risks 
devaluing 
its well-earned reputation by continuing to make ivermectin unavailable 
to the majority of Australians. At least nine anti-viral drugs were 
provisionally approved over the period 2020-2022, some with less 
evidence than was available for ivermectin. 
Approval and purchase of these patented drugs transferred millions of 
taxpayer dollars to the pharmaceutical industry, while the banning of 
ivermectin - safe, effective, and cheap - disenfranchised GPs and harmed 
the public. 
Finally, covid 19 variants will likely emerge in future and 'updated' 
vaccines be developed in response. As vaccine development lags behind 
the ability of a respiratory virus to mutate, such vaccines could have low 
effectiveness. Ivermectin has demonstrated in vitro effectiveness against 
a range of covid variants (Delandre et al 2022: 
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9024598/ ) and its 
availability for prescription by GPs could provide a more nimble 
response 
to future outbreaks. 
Much damage has been done in Australia by policies that were, in 
hindsight, misguided. Erosion of trust in our health institutions, who are 
meant to put the interests of Australians first, is a regrettable outcome 
of many poor decisions made during the pandemic. The denial of 
ivermectin to the population is, in my opinion, one of the most serious. 
Divisions have arisen in the medical profession, and between doctors 
and their professional associations and regulators. But perhaps the 
worst 
outcome is that patients no longer can count on their GPs for effective 
early treatment against covid 19, or for informed consent. 
In conclusion, I fully support Dr Fidge's application to delete the 
appendix D, item 10 listing for ivermectin, which was inserted on 11 
September 2021. I respectfully request that the TGA find a way to 
enable 
GPs to prescribe ivermectin as an antiviral drug. 

  Ivermectin should NEVER have been removed by the TGA, because of its 
world-wide long-term use since 1998. As per the Spectator article 
24.7.2021 https://spectator.com.au/2021/07/ivermectin-its-as-aussieas- 
vegemite/ 
(extract): 
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"...The TGA says more robust clinical trials are needed yet officials in 
Mexico showed a quicker way to test ivermectin’s efficacy and save lives 
in a pandemic. They organised a trial last year and distributed an 
ivermectin therapy to anyone who tested positive and wanted to take 
the drug between November and January. Of 200,000 people who 
tested 
positive, there was a 76 per cent reduction in hospitalisation in the 
80,000 that used ivermectin. 
As for safety, 3.7 billion doses of ivermectin have been used since 1987 
and in 30 years, only 20 deaths following its use have been reported to 
the UN’s Vigi-Access database. Compare that to remdesivir, which has 
been given emergency use authorisation to treat Covid in Australian 
hospitals. In 12 months, there have been 551 deaths reported. Indeed, a 
study published in the prestigious Journal of the American Medical 
Association this week found remdesivir did not increase survival, just 
time spent in hospital. 
As for the Covid vaccines, in six months 8,589 deaths have been 
reported 
to the UN database and 1,490,915 adverse reactions. In Australia, the 
TGA has confirmed 83 cases of thrombosis with thrombocytopenia, 24 
treated in ICU, 3 fatal, 31 reports of suspected immune 
thrombocytopenia, one fatal, 52 reports of Guillain-Barre syndrome, one 
death of a patient who died from multi-organ failure and had signs of 
capillary leak syndrome, 50 cases of suspected myocarditis/pericarditis, 
all linked to Covid vaccinations. In addition, there are another 373 
deaths and almost 40,000 adverse reports that may later be linked to 
vaccination...." 
Notably the TGA 48-page "Consultation: Proposed amendments to the 
Poisons Standard - ACCS, ACMS and joint ACCS/ACMS meetings 
November 2022", specifically pages 12-13 is highly misleading 
information with regards the TGA DAEN information on Ivermectin i.e. 
32 case reports and 5 deaths. The TGA should have truthfully advised 
that the first ever DAEN case report on this drug was dated back in 1998. 
Hence in 24 years, only 32 case reports and sadly 5 deaths. Compare this 
to the global trial COVID-19 injectable products on the TGA DAEN with 
under 2 years of use and yet has caused outright massive harm to 
Australians with over 132,000 single suspected 'medicine' reports and 
937 deaths (including 8 children aged under 18). This COVID-19 data 
does NOT include the under-reporting factor, as most cases can 
individually take up to 20 mins to enter on the complicated TGA DAEN 
website. 
Please refer to these links for real-time analysis and relevant studies 
involving Ivermectin for COVID-19 treatment: 
1. https://c19early.com 
COVID-19 early treatment: real-time analysis of 2,158 studies Analysis of 
47 COVID early treatments, approvals in 74 countries, database of 1,713 
treatments (including Ivermectin) 
2. https://c19ivermectin.com 
Invermectin for COVID-19 - 92 studies 979 scientists, 134,148 patients 
across 27 countries. Quote: "Statistically significant improvement for 
mortality, ventilation, IC, hospitalization, recovery, cases and viral 
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clearance". 
Please note a study was published on https://c19ivermectin.com on 
"Sep 8" and has since been suspiciously or 'conveniently' removed from 
this website. However, in anticipation of the possible event of 
censorship, I screenprinted 2 images from this study (originally published 
on Sept 8) and sent it to a Cardiologist in Melbourne on Sept. 15, 2022. 
I have placed those 2 screenprint images into the attached PDF as 
EVIDENCE REMOVED about ivermectin treatment for COVID-19. Quote 
shown from this removed publication (as indicated in saved screenprint 
image: 
"Over 20 countries adopted ivermectin for COVID-19. The evidence base 
is much larger and has much lower conflict of interest than typically used 
to approve drugs." 
Please see 2 screenprint images in PDF attached to my submission. 
I completely support the amendment for the re-introduction i.e. 
registered for use approval of Ivermectin. 
One suggested improvement is for the TGA. In future, the TGA should 
not hastily withdraw an obviously successful product, without 
widespread open-debate and with transparency for an openconsultation 
process (with no conflicts of interest of $ factor influence). 
Please advise the outcome of this "Public Consultation". 
Thank you. 
Rgds, 
Sharon Cousins 
Independent Researcher & Writer 

  Ivermectin should NEVER have been witheld from the public as a cure 
for covid. 
The TGAs lack of research on the safety and efficacy of Ivermectin for 
both prophylactic and therapeutic treatment of SARS-COV-2 has 
compromised the health outcomes of millions of Australians. 
The largest study available on the effectiveness of Ivermectin which 
since 1975 has been used by humans has proven that Ivermectin could 
have saved hundreds of Australians from SARS-COV-2. 
The Daily Sceptic 
Ivermectin Cuts Covid Mortality by 92%, Major Study Finds – Why is it 
Still Not Approved? 
BY WILL JONES 3 SEPTEMBER 2022 5:55 PM 
Ivermectin: Cheap Covid Treatment Shown to be Highly Effective in New 
Peer-Reviewed Study 
Regular use of ivermectin led to a 100% reduction in hospitalisation rate, 
a 92% reduction in mortality rate and an 86% reduction in the risk of 
dying from a COVID-19 infection when compared to non-users, a major 
new study has found. 
The study, published in the medical journal Cureus, analysed data from 
223,128 people from the city of Itajaí in Brazil and is the largest study of 
its kind, giving its findings a high degree of certainty. Senior author Dr. 
Flavio A. Cadegiani wrote on Twitter: “An observational study with the 
size and level of analysis as ours is hardly achieved and infeasible to be 
conducted as a randomised clinical trial. Conclusions are hard to be 
refuted. Data is data, regardless of your beliefs.” 
The study compared those who took ivermectin regularly, irregularly and 
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not at all prior to being infected with COVID-19 (i.e., as prophylaxis), and 
found a dose-dependent relationship, confirming that the difference in 
outcomes is very likely to be due to the drug and not other factors, such 
as differences between the groups. 
The authors used a technique called ‘propensity score matching’ to 
control for confounding factors that may otherwise have biased the 
study in one direction or another. For example, those taking ivermectin 
tended to be older than those not taking it (average age 47 years vs 40 
years), but by matching people of similar age in each group and 
comparing outcomes this confounding factor was controlled for. 
Here is the abstract of the study, which summarises the methods and 
results. 
Background 
We have previously demonstrated that ivermectin used as prophylaxis 
for coronavirus disease 2019 (COVID-19), irrespective of the regularity, 
in a strictly controlled citywide program in Southern Brazil (Itajaí, Brazil), 
was associated with reductions in COVID-19 infection, hospitalisation, 
and mortality rates. In this study, our objective was to determine if the 
regular use of ivermectin impacted the level of protection from COVID- 
19 and related outcomes, reinforcing the efficacy of ivermectin through 
the demonstration of a dose-response effect. 
Methods 
This exploratory analysis of a prospective observational study involved a 
program that used ivermectin at a dose of 0.2 mg/kg/day for two 
consecutive days, every 15 days, for 150 days. Regularity definitions 
were as follows: regular users had 180 mg or more of ivermectin and 
irregular users had up to 60 mg, in total, throughout the program. 
Comparisons were made between non-users (subjects who did not use 
ivermectin), and regular and irregular users after multivariate 
adjustments. The full city database was used to calculate and compare 
COVID-19 infection and the risk of dying from COVID-19. The COVID-19 
database was used and propensity score matching (PSM) was employed 
for hospitalisation and mortality rates. 
Results 
Among 223,128 subjects from the city of Itajaí, 159,560 were 18 years 
old or up and were not infected by COVID-19 until July 7th 2020, from 
which 45,716 (28.7%) did not use and 113,844 (71.3%) used ivermectin. 
Among ivermectin users, 33,971 (29.8%) used irregularly (up to 60 mg) 
and 8,325 (7.3%) used regularly (more than 180 mg). The remaining 
71,548 participants were not included in the analysis. COVID-19 
infection 
rate was 49% lower for regular users (3.40%) than non-users (6.64%) 
(risk rate (RR): 0.51; 95% CI: 0.45-0.58; p < 0.0001), and 25% lower than 
irregular users (4.54%) (RR: 0.75; 95% CI: 0.66-0.85; p < 0.0001). The 
infection rate was 32% lower for irregular users than non-users (RR: 
0.68; 95% CI: 0.64-0.73; p < 0.0001). 
Among COVID-19 [infected] participants, regular users were older and 
had a higher prevalence of type 2 diabetes and hypertension than 
irregular and non-users. After PSM, the matched analysis contained 283 
subjects in each group of non-users and regular users, [283] between 
regular users and irregular users, and 1,542 subjects between non-users 
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and irregular users. The hospitalisation rate was reduced by 100% in 
regular users compared to both irregular users and non-users (p < 
0.0001), and by 29% among irregular users compared to non-users (RR: 
0.781; 95% CI: 0.49-1.05; p = 0.099). Mortality rate was 92% lower in 
regular users than non-users (RR: 0.08; 95% CI: 0.02-0.35; p = 0.0008) 
and 84% lower than irregular users (RR: 0.16; 95% CI: 0.04-0.71; p = 
0.016), while irregular users had a 37% lower mortality rate reduction 
than non-users (RR: 0.67; 95% CI: 0.40-0.99; p = 0.049). Risk of dying 
from COVID-19 [once infected] was 86% lower among regular users than 
non-users (RR: 0.14; 95% CI: 0.03-0.57; p = 0.006), and 72% lower than 
irregular users (RR: 0.28; 95% CI: 0.07-1.18; p = 0.083), while irregular 
users had a 51% reduction compared to non-users (RR: 0.49; 95% CI: 
0.32-0.76; p = 0.001). 
Conclusion 
Non-use of ivermectin was associated with a 12.5-fold increase in 
mortality rate and a seven-fold increased risk of dying from COVID-19 
compared to the regular use of ivermectin. This dose-response efficacy 
reinforces the prophylactic effects of ivermectin against COVID-19. 
The authors draw particular attention to the dose-dependent 
relationship as confirming the efficacy of the treatment: 
The response pattern of ivermectin use and level of protection from 
COVID-19-related outcomes was identified and consistent across dose 
related levels. The reduction in COVID-19 infection rate occurred in a 
consistent and significant dose-dependent manner, with reductions of 
49% and 32% in regular and irregular users, when compared to 
nonusers. 
The most striking evidence of ivermectin’s effectiveness was the 
100% reduction in mortality for female regular users. 
The data in the study come from official government databases and, 
according to the authors, “conclusively show that the risk of dying from 
COVID-19 was lower for all regular and irregular users of ivermectin, 
compared to non-users, considering the whole population”. 
The study, while not a randomised controlled trial (RCT), used a “strictly 
controlled population with a great level of control for confounding 
factors” and was larger than would be feasible in an RCT. 
The authors highlight a “notable reduction in risk of death in the over 
50- 
year-old population and those with comorbidities”. 
They conclude that the evidence provided by the study is “among the 
strongest and most conclusive data regarding ivermectin efficacy”. 
Many governments have suppressed the use of ivermectin to treat 
COVID-19, claiming there is a lack of evidence of efficacy. However, this 
purported lack of evidence often relies on poorly designed trials and 
biased conclusions. For example, a recent widely-reported RCT 
concluded the study “did not show adequate support for the 
effectiveness of this drug” – yet its own results showed statistically 
significant benefits for speed of recovery as well as large (though not, in 
that study, statistically significant) benefits for mechanical ventilation 
and death. Participants also were not given the treatment until over a 
week into having symptoms and the study may have been confounded 
by people in the placebo arm also taking the drug. 
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One of the new study’s authors and a seasoned proponent of 
repurposed treatments like ivermectin, Dr. Pierre Kory, made clear his 
thoughts on Twitter in April as he responded to an FDA tweet reminding 
the public that ivermectin is not approved: “Messaging BS with one 
corrupt study while ignoring 82 trials (33 RCTs) from 27 countries, 129K 
patients – sum showing massive benefits. Stop lying man, people are 
dying. #earlytreatmentworks.” 
Social media companies have censored information about ivermectin, 
often considering any suggestion that it is an effective treatment for 
COVID-19 to be misinformation. Yet ivermectin is a cheap, safe drug that 
many studies have shown brings considerable benefit in treating and 
preventing COVID-19. The latest study impressively confirms this efficacy 
as a prophylactic, with a reduction in mortality of up to 92%. 
Shockingly, most governments still do not have a protocol for early 
treatment or prevention of COVID-19. The NHS says treatment is only 
available for those at high risk of serious disease who have a positive 
test and symptoms that are not getting better. Its guidance on self-care 
for people ill at home only recommends paracetamol and ibuprofen. Yet 
here is a highly controlled study of over 200,000 people that shows huge 
benefit – 92% reduction in mortality, 100% reduction in hospitalisation – 
for the prophylactic use of a cheap, widely available drug, and which 
confirms the results of multiple earlier studies. What are our 
governments waiting for? What more do they need to approve drugs 
that have been shown to save lives? 
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Effect of Ivermectin vs Placebo on Time to Sustained Recovery
in Outpatients With Mild to Moderate COVID-19
A Randomized Clinical Trial
Susanna Naggie, MD, MHS; David R. Boulware, MD, MPH; Christopher J. Lindsell, PhD; Thomas G. Stewart, PhD;
Nina Gentile, MD; Sean Collins, MD, MSci; Matthew William McCarthy, MD; Dushyantha Jayaweera, MD;
Mario Castro, MD, MPH; Mark Sulkowski, MD; Kathleen McTigue, MD, MPH, MS; Florence Thicklin;
G. Michael Felker, MD, MHS; Adit A. Ginde, MD, MPH; Carolyn T. Bramante, MD, MPH; Alex J. Slandzicki, MD;
Ahab Gabriel, MD; Nirav S. Shah, MD, MPH; Leslie A. Lenert, MD, MS; Sarah E. Dunsmore, PhD;
Stacey J. Adam, PhD; Allison DeLong, BS; George Hanna, MD; April Remaly, BA; Rhonda Wilder, MS;
Sybil Wilson, RN; Elizabeth Shenkman, PhD; Adrian F. Hernandez, MD, MHS; for the Accelerating COVID-19
Therapeutic Interventions and Vaccines (ACTIV-6) Study Group and Investigators

IMPORTANCE The effectiveness of ivermectin to shorten symptom duration or prevent
hospitalization among outpatients in the US with mild to moderate symptomatic
COVID-19 is unknown.

OBJECTIVE To evaluate the efficacy of ivermectin, 400 μg/kg, daily for 3 days compared with
placebo for the treatment of early mild to moderate COVID-19.

DESIGN, SETTING, AND PARTICIPANTS ACTIV-6, an ongoing, decentralized, double-blind,
randomized, placebo-controlled platform trial, was designed to evaluate repurposed
therapies in outpatients with mild to moderate COVID-19. A total of 1591 participants aged 30
years and older with confirmed COVID-19, experiencing 2 or more symptoms of acute
infection for 7 days or less, were enrolled from June 23, 2021, through February 4, 2022,
with follow-up data through May 31, 2022, at 93 sites in the US.

INTERVENTIONS Participants were randomized to receive ivermectin, 400 μg/kg (n = 817),
daily for 3 days or placebo (n = 774).

MAIN OUTCOMES AND MEASURES Time to sustained recovery, defined as at least 3
consecutive days without symptoms. There were 7 secondary outcomes, including
a composite of hospitalization or death by day 28.

RESULTS Among 1800 participants who were randomized (mean [SD] age, 48 [12] years; 932
women [58.6%]; 753 [47.3%] reported receiving at least 2 doses of a SARS-CoV-2 vaccine),
1591 completed the trial. The hazard ratio (HR) for improvement in time to recovery was 1.07
(95% credible interval [CrI], 0.96-1.17; posterior P value [HR >1] = .91). The median time to
recovery was 12 days (IQR, 11-13) in the ivermectin group and 13 days (IQR, 12-14) in the
placebo group. There were 10 hospitalizations or deaths in the ivermectin group and 9 in the
placebo group (1.2% vs 1.2%; HR, 1.1 [95% CrI, 0.4-2.6]). The most common serious adverse
events were COVID-19 pneumonia (ivermectin [n = 5]; placebo [n = 7]) and venous
thromboembolism (ivermectin [n = 1]; placebo [n = 5]).

CONCLUSIONS AND RELEVANCE Among outpatients with mild to moderate COVID-19,
treatment with ivermectin, compared with placebo, did not significantly improve time to
recovery. These findings do not support the use of ivermectin in patients with mild
to moderate COVID-19.

TRIAL REGISTRATION ClinicalTrials.gov Identifier: NCT04885530

JAMA. doi:10.1001/jama.2022.18590
Published online October 21, 2022.
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D espite advances in treatment of COVID-19, additional
therapies are needed, particularly in the outpatient set-
ting. Novel oral antivirals have been authorized for high-

risk individuals in high-income countries1,2; however, efficacy
of these drugs in vaccinated people is unclear and access glob-
ally is limited. For individuals in the US not considered at high
risk, no COVID-19 therapy is currently recommended.

Numerous repurposed drugs have been investigated for
COVID-19.3-6 To date, the study of repurposed drugs has been
largely in the inpatient setting for the treatment of severe
COVID-19.7-9 In the outpatient setting, repurposed drug studies
have been challenged by small sample sizes, design limitations,
and variable results, limiting the impact on clinical practice.

Ivermectin, an antiparasitic drug used worldwide for on-
chocerciasis and strongyloidiasis, emerged in 2020 as a po-
tential repurposed drug for COVID-19 due to an in vitro study
suggesting possible antiviral activity.10 Numerous ivermec-
tin studies have been completed across the spectrum of
COVID-19 disease severity.10 While early studies, particularly
in the inpatient setting, suggested potential treatment effect,
variability in dosing and overall study quality, followed by mul-
tiple article retractions, has resulted in controversy.11-13 The larg-
est randomized outpatient trial to date, TOGETHER, enrolled
patients in Brazil with symptomatic mild to moderate COVID-
19. No clinical benefit of ivermectin (400 μg/kg daily for 3 days)
was observed for preventing disease progression.14

Accelerating COVID-19 Therapeutic Interventions and Vac-
cines (ACTIV-6) is an ongoing, fully remote (decentralized),
double-blind, randomized, placebo-controlled, platform trial in-
vestigating repurposed drugs for the treatment of mild to mod-
erate COVID-19 in the outpatient setting. This article reports the
effect of ivermectin, 400 μg/kg, daily for 3 days, compared with
placebo, for the treatment of early mild to moderate COVID-19.

Methods
Trial Design and Oversight
Thisdouble-blind,randomized,placebo-controlledplatformpro-
tocol was designed to be flexible, allowing for use in a wide range
of settings within health care systems and the community. The
platform protocol enrolls outpatients with mild to moderate
COVID-19 with a confirmed positive polymerase chain reaction
or antigen test result for SARS-CoV-2, including home-based test-
ing. Each repurposed medication (study drug group) is further
described including drug-specific exclusion criteria in each drug-
specific appendix. The trial protocol and statistical analysis plan
are available in Supplement 1 and Supplement 2, respectively.

A governing institutional review board for each site ap-
proved the protocol. Informed consent was obtained from each
enrolled participant either via electronic consent or (in-
person consent) written process. An independent data moni-
toring committee oversaw the monitoring of participant safety,
efficacy, and trial conduct.

Participants
Recruitment into the platform trial opened on June 11, 2021, and
is ongoing. Participants were enrolled in the ivermectin group

or identical matched-placebo or contributing-placebo group
from June 23, 2021, through February 4, 2022, at 93 sites in the
US. The group was closed after meeting the prespecified ac-
crual goal. Participants were either identified by sites or self-
identified by contacting central study telephone hotline(s).

Sites verified eligibility criteria including age 30 years or
older, confirmed SARS-CoV-2 infection within 10 days, and 2
or more symptoms of acute COVID-19 for 7 days or less from
enrollment. Symptoms included fatigue, dyspnea, fever, cough,
nausea, vomiting, diarrhea, body aches, chills, headache, sore
throat, nasal symptoms, and loss of sense of taste or smell. Ex-
clusion criteria included hospitalization, study drug use within
14 days, or known allergy or contraindication to study drug
(Supplement 1). Vaccination was allowable, as were standard-
of-care therapies for COVID-19.

Randomization
Participants were randomized, using a random number gen-
erator, in a 2-step process (Figure 1). First, participants were
randomized with equal probability among the study drugs ac-
tively enrolling for which participants were eligible. Partici-
pants could choose to opt out of specific study drugs if they
or the site investigator did not feel there was equipoise. After
randomization among study drugs, participants were random-
ized to active agent or placebo in a ratio of m:1 where m is the
number of study drugs for which the participant was eligible.
The more study groups a participant was eligible for, the greater
the chance of receiving an active study drug. Participants eli-
gible for the ivermectin study drug group and another group(s)
but randomized to placebo for a different study drug were in-
cluded and contributed to the placebo group for ivermectin.

Interventions
A central pharmacy supplied ivermectin or placebo to partici-
pants via direct home delivery. Ivermectin was supplied as a
bottle of 15 7-mg tablets. Participants were instructed to take
a prespecified number of tablets for 3 consecutive days based
on their weight for a daily dose of approximately 400 μg/kg
(Supplement 1). Packaging for matched placebo was identical
to that of ivermectin. Packaging for other contributing pla-
cebo was identical to that of the associated study drug.

Key Points
Question Does ivermectin, 400 μg/kg, daily for 3 days, compared
with placebo, shorten symptom duration among adult (�30 years)
outpatients in the US with symptomatic mild to moderate COVID-19?

Findings In this double-blinded, randomized, placebo-controlled
platform trial conducted in the US during a period of Delta and
Omicron variant predominance, and that included 1591 adult
outpatients with COVID-19, the posterior probability of
improvement in time to recovery in those treated with ivermectin
vs placebo had a hazard ratio of 1.07, with a posterior probability
of benefit of .91. This did not meet the prespecified threshold of
posterior probability greater than .95.

Meaning These findings do not support the use of ivermectin in
outpatients with mild to moderate COVID-19.
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Outcome Measures
The primary measure of effectiveness was based on time to sus-
tained recovery, defined as achieving at least 3 consecutive days
without symptoms; this was selected a priori from among the
2 co–primary end points that remained available to other study
drugs in the platform (Supplement 2). Time to sustained re-
covery was the number of days between receipt of study drug
and the third of 3 consecutive days without symptoms. Par-
ticipants who died, by definition, did not recover regardless
of reported symptom freedom. Time to recovery was admin-
istratively censored at 28 days. Secondary outcomes in-
cluded the composite of hospitalization or death by day 28; the
difference in mean time spent unwell estimated from a longi-
tudinal ordinal model; the COVID Clinical Progression Scale
on days 7, 14, and 28; mortality through day 28; and hospital-
ization, urgent care visit, or emergency department visit
through day 28. The final secondary outcome per the statis-
tical analysis plan, PROMIS-29, is planned to be assessed
through day 90. Due to the longer 90-day follow-up, it is not
reported in this article.

Trial Procedures
The study was designed as a fully remote, or decentralized, trial.
Screening and eligibility confirmation were participant reported
and site confirmed. A positive SARS-CoV-2 polymerase chain
reaction or antigen test result was verified prior to randomiza-
tion. At screening, participant-reported demographic informa-
tion was collected and included race and ethnicity, eligibility
criteria, medical history, concomitant medications, symptom
reporting, and quality of life questionnaires. Participant-reported
race and ethnicity were collected due to the disparity in the bur-
den of COVID-19 infection carried by marginalized communities
based on race and ethnicity. Participants were asked about eth-
nicity separately from race and were able to select any combina-
tion of race designations, including the option to not report any
designation. While demographic data remained participant-
reported, screening and enrollment could occur in person at sites
and unplanned study visits could occur in person or remotely,
as deemed appropriate by site investigators.

A central investigational pharmacy distributed the study
drug. Shipping and delivery were tracked. Participants must

Figure 1. Flow Diagram of Participants in the Accelerating COVID-19 Therapeutic Interventions
and Vaccines (ACTIV-6) Trial

13 731 Self-identified, nonhospitalized adults with test-
demonstrated COVID-19 assessed for eligibility

2552 Eligible for ivermectin and randomizeda

10 274 Excluded
7811 Did not return a consent form
2024 Consented to at least 1 study group

not including ivermectin
439 Returned a consent form but declined

to participate in any study group

905 Excluded as ineligible for ivermectin
399 Did not meet inclusion criteria
270 Did not complete screening information
161 Eligible but elected not to continue

28 Taking warfarin
20 Pregnant, possibly pregnant, or breastfeeding
12 Drug allergy to ivermectin
10 Current or recent COVID-19 hospitalization

5 Kidney disease

752 Randomized to an alternative active
study drug in the platform trial

1800 Randomized

817 Included in the primary analysis

919 Randomized to receive ivermectin
817 Received ivermectin as randomized
102 Did not receive study medication in

the mail and were excluded

881 Randomized to receive placebo
545 Randomized to receive a placebo

matching ivermectin
229 Randomized to receive a placebo

matching an alternative active agent
107 Did not receive study medication in

the mail and were excluded

774 Included in the primary analysis

3457 Reported meeting inclusion criteria
and consented for ivermectin

a In this platform trial with multiple
study drugs, participants were able
to choose to which agents they
were willing to be randomized.
Participants were first randomized
1:m between placebo and study
drug, where m was the number of
study groups for which the
participant was eligible and
consented to participate. Then,
participants were randomized with
1/m probability among the study
drugs for which they were eligible.
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have received the study drug to be included in the analysis;
receipt of the study drug was defined as day 1 for this study.

Participants were asked to complete daily assessments
and report adverse events via the study portal through day
14, then at other intervals through day 28, and at the final
study visit at day 90. Assessments included symptoms and
severity, health care visits, and medications. If participants
were still reporting symptoms at day 14, they continued to be
assessed until they experienced 3 consecutive days without
symptoms or until day 28. At days 28 and 90, all participants
completed assessments. Additional details are available in
Supplement 1.

Statistical Analysis Plan
This ongoing platform trial was designed to be analyzed
accepting the possibility of adding and dropping groups as
the trial progresses. The general analytical approach was
regression modeling. Proportional hazard regression was
used for time-to-event analysis, and cumulative probability
ordinal regression models were used for ordinal outcomes. In
addition, mean time spent unwell was estimated using a lon-
gitudinal ordinal regression model as a quantification of ben-
efit (Supplement 2).

The planned primary end point analysis was a bayesian
proportional hazards model. The primary inferential (decision-
making) quantity was the posterior distribution for the treat-
ment assignment hazard ratio (HR), with HR >1 indicating ben-
efit. If the posterior probability of benefit exceeded .95 at any
of the interim or final analyses, the trial would conclude effi-
cacy of the intervention. To preserve type I error less than .05,
the prior for the treatment effect parameter (on the loge rela-
tive hazard scale) was a normal distribution centered at 0 and
scaled to an SD of 0.1. All other parameter priors were nonin-
formative, using the software default of 2.5 times the ratio of
the SD of the outcome divided by the SD of the predictor vari-
able. The study design was estimated to have 80% power to
detect an HR of 1.2 in the primary end point.

The primary end point model included the following pre-
dictor variables in addition to randomization assignment: age
(as restricted cubic spline), sex, duration of symptoms prior
to receipt of study drug, calendar time (as restricted cubic
spline), vaccination status, geographic region (Northeast,
Midwest, South, West), call center indicator, and baseline
symptom severity. The proportional hazards assumption of the
primary end point was evaluated by generating visual diag-
nostics such as the log-log plot and plots of time-dependent
regression coefficients for each predictor in the model, a di-
agnostic that indicates deviations from proportionality if the
time-dependent coefficients are not constant in time.

Secondary end points were analyzed with bayesian regres-
sion models (either proportional hazards or proportional odds).
Noninformative priors were used for all parameters. Second-
ary end points were not used for formal decision-making, and
no decision threshold was selected. Because of the potential
for type I error due to multiple comparisons, findings for analy-
ses of secondary end points should be interpreted as explor-
atory. The same set of covariates used in the primary end point
model was used in the analysis of secondary end points, pro-

vided the end point accrued enough events to be analyzed with
covariate adjustment.

To achieve this sample size in an ongoing platform trial,
once 1200 participants had been randomized to the study
group or to matching placebo and had received study drug, en-
rollment into the study group was halted. Some participants
had already consented to participate but had not received study
drug, and these participants continued in their assigned
study group.

As a platform trial, the primary analysis is implemented
separately for each study drug, where the placebo group con-
sists of contemporaneously randomized participants who
meet the eligibility criteria for that study drug; this includes
both matched and contributing placebo. From other remote
trials,3,6 it was recognized that medication delivery (placebo
or active study drug) may not always occur (eg, failure of
delivery, participant withdrawal, or interval hospitalization).
For this trial, the full analysis set for the primary analyses
included all participants who received study drug and par-
ticipants were analyzed as assigned. All available data were
used to compare each active study drug vs placebo control,
regardless of postrandomization adherence to study proto-
cols. In both the primary and secondary end point analyses,
missing data among covariates were addressed with condi-
tional mean imputation because the amount of missing
covariate data was small (<4%).

A prespecified analysis tested for differential treatment ef-
fects as a function of preexisting participant characteristics.
Analysis of heterogeneity of treatment effect included age,
number of days of symptoms, body mass index, day 1 symp-
tom severity, calendar time (surrogate for SARS-CoV-2 vari-
ant), sex, and vaccination status; continuous variables were
modeled as such without creating subgroups.

Analyses were performed with R version 4.1 with the fol-
lowing primary packages: rstanarm, rmsb, and survival.15

Results
Study Population
Of the 3457 participants who met inclusion criteria and con-
sented to be evaluated for inclusion in the ivermectin group,
1591 were eligible for this study group; randomized to iver-
mectin, 400 μg/kg (n = 817), or placebo (n = 774); and re-
ceived study drug (Figure 1). Of participants receiving pla-
cebo, 545 (70%) received matching placebo and 229 (30%)
received placebo as part of a concurrent study group and con-
tributed to the pooled placebo group.

The mean (SD) age of the participants was 48 (12) years,
and 43% were aged 50 years or older (Table 1). The popula-
tion was 59% female, 7% identified as Black/African Ameri-
can, 81% identified as White, and 10% reported being of Latino/
Hispanic ethnicity. Although not required for enrollment, high-
risk comorbidities were prevalent, including body mass index
(calculated as weight in kilograms divided by height in me-
ters squared) greater than 30 (41%), diabetes (11.5%), hyper-
tension (26%), asthma (15%), and chronic obstructive pulmo-
nary disease (4%). Overall, 47% of participants reported
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Table 1. Baseline Characteristics

Variable

Group, No. (%)

Ivermectin Placebo

No. 817 774

Age, median (IQR), y 47.0 (39.0-56.0) 48.0 (39.0-56.0)

<50 y 476 (58.3) 435 (56.2)

Sex

Female 508 (62.2) 424 (54.8)

Male 309 (37.8) 349 (45.1)

Prefer not to answer 0 1 (0.1)

Race, not mutually exclusivea

American Indian or Alaska Native 18 (2.2) 9 (1.2)

Asian 20 (2.5) 18 (2.3)

Black or African American 57 (7.0) 56 (7.2)

Middle Eastern or North African 31 (3.8) 23 (3.0)

Native Hawaiian or Other Pacific Islander 3 (0.37) 3 (0.39)

White 659 (80.7) 627 (81.0)

Ethnicity

Hispanic/Latino 93 (11.4) 70 (9.0)

Not Hispanic/Latino 724 (88.6) 704 (91.0)

Regionb

Midwest 157 (19.2) 166 (21.5)

Northeast 85 (10.4) 68 (8.8)

South 475 (58.1) 455 (58.8)

West 100 (12.2) 85 (11.0)

Recruited via call centerc 127 (15.5) 112 (14.5)

BMI, median (IQR) 28.3 (24.9-33.2) 28.3 (24.9-33.3)

>30 334/816 (40.9) 314 (40.6)

Weight, median (IQR), kg 81.6 (70.3-98.9) 83.9 (70.3-100.2)

No. 816

Weight, >88 kg, No./total (%) 322/816 (39.5) 343/774 (44.3)

Medical history, No./total (%)d

High blood pressure 212/804 (26.4) 203/756 (26.9)

Asthma 121/804 (15.1) 120/756 (15.9)

Smoked, past year 134/804 (16.7) 103/756 (13.6)

Diabetes 96/804 (12.0) 88/756 (11.6)

Heart disease 34/804 (4.2) 36/756 (4.8)

COPD 34/804 (4.2) 23/756 (3.0)

Malignant cancer 26 (3.2) 22 (2.8)

Chronic kidney disease 6/804 (0.75) 6/756 (0.79)

COVID-19 vaccine status

Not vaccinated 420 (51.4) 394 (50.9)

Vaccinated, 1 dose 12 (1.5) 12 (1.6)

Vaccinated, ≥2 doses 385 (47.1) 368 (47.6)

Days between symptom onset and receipt of drug,
median (IQR)

6 (5-8) 6 (4-7)

Symptom burden on study day 1

None 55 (6.7) 54 (7.0)

Mild 490 (60.0) 434 (56.1)

Moderate 221 (27.1) 247 (31.9)

Severe 51 (6.2) 39 (5.0)

Remdesivir 2 (0.24) 2 (0.26)

Nirmatrelvir and ritonavir (Paxlovid) 1 (0.12) 1 (0.13)

Monoclonal antibodies 22 (2.7) 25 (3.2)

Abbreviations: BMI, body mass index
(calculated as weight in kilograms
divided by height in meters squared);
COPD, chronic obstructive pulmonary
disease.
a Participants may have selected any

combination of the race descriptors,
including prefer not to answer.

b The following state groups define
each region: Northeast includes
Connecticut, Maine, Massachusetts,
New Hampshire, Rhode Island,
Vermont, New Jersey, New York,
and Pennsylvania; Midwest includes
Indiana, Illinois, Michigan, Ohio,
Wisconsin, Iowa, Kansas,
Minnesota, Missouri, Nebraska,
North Dakota, and South Dakota;
South includes Delaware,
Distrist of Columbia, Florida,
Georgia, Maryland, North Carolina,
South Carolina, Virginia, West
Virginia, Alabama, Kentucky,
Mississippi, Tennessee, Arkansas,
Louisiana, Oklahoma, and Texas;
and West includes Arizona,
Colorado, Idaho, New Mexico,
Montana, Utah, Neveda, Wyoming,
Alaska, California, Hawaii, Oregon,
and Washington.

c Alternatively, patients may have
been recruited at local clinical sites.

d Medical history was provided by
participants, responding to the
prompts: “Has a doctor told you
that you have any of the following?”
and “Have you ever experienced
any of the following (select all that
apply)” and “Have you ever smoked
tobacco products?”
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receiving at least 2 doses of a COVID-19 vaccine. The median
time from symptom onset to receipt of study drug was 6 days
(IQR, 4-8). Baseline symptom prevalence and severity are de-
scribed in eTable 1 in Supplement 3. Receipt of therapies avail-
able under US Food and Drug Administration approval or au-
thorization was uncommon (remdesivir, 0.3%; monoclonal
antibody, 3%; ritonavir-boosted nirmatrelvir, 0.1%).

Primary Outcome
In the full analysis population, the posterior probability of ben-
efit on the primary outcome of time to recovery between the
ivermectin and placebo groups was .91 (hazard ratio [HR], 1.07
[95% credible interval [CrI], 0.96-1.17) where an HR >1 is for
faster symptom resolution in the active drug group (Table 2,
Figure 2A). The median time to recovery was 12 days (IQR,
11-13) in the ivermectin group and 13 days (IQR, 12-14) in the
placebo group. This posterior probability of the primary out-
come was below the prespecified threshold of .95 (Supple-
ment 2). Diagnostics did not indicate a violation of the pro-
portional hazard assumption. Because the rate of enrollment
was so rapid, it was not possible to complete the interim analy-
ses. The analyses of the primary end point unadjusted for in-
terim looks at the data resulted in similar point and interval
estimates (noninformative prior, no prior) (Table 2). The

unadjusted Kaplan-Meier analysis was consistent with the
model-based inference (Figure 3).

Secondary Outcomes
Hospitalization or death were uncommon, occurring in 1.2%
(10/817) in the ivermectin group and 1.2% (9/774) in the pla-
cebo group (HR, 1.1 [95% CrI, 0.4-2.6], where an HR >1 favors
placebo); there was 1 death in the ivermectin group (Table 2;
eFigure 1A in Supplement 3). The composite secondary out-
come of urgent or emergency care visits, hospitalizations, or
death was similar for ivermectin (3.9% [32/817]) compared with
placebo (3.6% [28/774]) (HR, 1.2 [95% CrI, 0.6-1.8], where an
HR >1 favors placebo) (Table 2, Figure 2B; eFigure 1B in Supple-
ment 3). For the ordinal outcome at day 14, the difference in
the amount of time spent feeling unwell with COVID-19 was
estimated to be 0.49 days (95% CrI, 0.15-0.82 days) in favor
of ivermectin. The posterior probability that this benefit ex-
ceeds 1 day was less than 0.01 (Figure 2C). The posterior prob-
ability of any benefit observed with the COVID Clinical Pro-
gression Scale at days 7, 14, and 28 was .88, .89, and .45,
respectively (Table 2; eFigure 2 in Supplement 3). Because most
participants were home (the lowest 2 levels of the scale), the
model was approximately a logistic regression and questions
of proportionality were moot.

Table 2. Primary and Secondary Outcomes

Group, No. (%)
Adjusted estimate
(95% CrI)a

Posterior P value
(efficacy)Ivermectin Placebo

No. 817 774

Primary end point, time to recoveryb

Skeptical prior (primary analysis) HR, 1.07 (0.96 to 1.17) .91

Noninformative prior (sensitivity analysis) HR, 1.09 (0.97 to 1.22) .93

No prior (sensitivity analysis) HR, 1.09 (0.98 to 1.22)c

Secondary end points

Mortality at day 28 1 (0.12) 0

Hospitalization or death through day 28 10 (1.22) 9 (1.16) HR, 1.1 (0.4 to 2.6)c,d NEe

Hospitalization, urgent care, ED visit, or death through day 28 32 (3.9) 28 (3.6) HR, 1.2 (0.6 to 1.8) .32

Clinical progression ordinal outcome scalef

Day 7 OR, 0.81 (0.50 to 1.13) .88

No. 1582

Day 14 OR, 0.76 (0.39 to 1.13) .89

No. 1570

Day 28 OR, 1.11 (0.52 to 1.91) .45

No. 1555

Time unwell, mean (95% CrI), d 10.96 (10.78 to 11.15) 11.45 (11.28 to 11.60) Δ, −0.49 (−0.82 to −0.15) .99

Abbreviations: CrI, credible interval; ED, emergency department; HR, hazard
ratio; NE, not estimated; OR, odds ratio.
a Unless otherwise noted, a highest-density credible interval. Adjustment

variables for time to recovery, mortality, composite clinical end points, and
clinical progression in addition to randomization assignment: age (as restricted
cubic spline), sex, duration of symptoms prior to receipt of study drug,
calendar time (as restricted cubic spline), vaccination status, geographic
region (Northeast, Midwest, South, West), call center indicator, and baseline
symptom severity.

b The mean time unwell is estimated from receipt of study drug to achieving
sustained recovery. For direct comparison to studies that use the first
day of recovery, 2 days should be subtracted from these estimates.
Adjustment variables for mean time unwell in addition to randomization

assignment: age and calendar time. HR >1.0 is favorable for faster recovery for
ivermectin compared with placebo.

c Confidence interval.
d Low event rate precluded covariate adjustment.
e Due to the low event rate, a posterior probability was not estimated.
f The description of the 8 levels of the clinical progression ordinal outcome

scale is reported in the eMethods in Supplement 3. Proportional odds were
not evaluated because most participants were either at home with limitations
or at home without limitations, resulting in a model that is approximately a
logistic regression. For the clinical progression ordinal outcome scale, an OR
<1.0 is favorable for less progression for ivermectin compared with placebo.
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Heterogeneity of Treatment Effect Analyses
Tests for heterogeneity of treatment effect showed no overall
influence of the putative subgrouping variables on treatment
effects. The overall effect of symptom severity at day 1 was
not significant (P = .12) and all subgroup analyses across
symptom severity were neither controlled nor adjusted for
multiple comparisons (eFigure 3 in Supplement 3). There was
no evidence of a different treatment effect with ivermectin
compared with placebo for timing of symptom onset to
receipt of study drug, body mass index, calendar time, or
vaccination status.

Adverse Events
Adverse events were uncommon and similar in both groups
(2.8% with ivermectin; 3.5% with placebo). All but 1 recorded
event occurred in participants who confirmed taking their
study drug; 1 participant who reported not taking the study
drug experienced acute kidney injury. Ivermectin at 400 μg/kg

was without additional serious adverse events compared with
placebo (ivermectin [n = 10]; placebo [n = 9]) (eTable 2 in
Supplement 3).

Discussion
Among outpatients with mild to moderate COVID-19, treat-
ment with ivermectin, 400 μg/kg, daily for 3 days, compared
with placebo, did not significantly improve time to recovery
in this large trial that enrolled more than 1500 participants in
the US. A lack of treatment effect was also seen for secondary
clinical outcomes including hospitalization, death, or acute care
visits. These findings do not support the use of ivermectin in
patients with mild to moderate COVID-19.

Although there are numerous published studies reporting
on the potential efficacy of ivermectin for the treatment of
COVID-19, many are in the inpatient setting and the majority

Figure 2. Posterior Distributions of Effects for (A) Time to Sustained Recovery (1257 Observed Events); (B) Hospitalization, Urgent Care Visits,
Emergency Department Visits, or Death (60 Observed Events); and (C) Mean Time Unwell
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are small, variable in population and dosing, and some have been
retracted.11-13 In the outpatient setting, larger well-designed trials
such as the current trial are emerging and do not support a clini-
cal benefit of ivermectin when used at a dose of 400 μg/kg daily
for 3 days.14 Thus, this study adds to the growing evidence that
there is not a clinically relevant treatment effect of ivermectin
at this dose and duration.

This study has several strengths. This was a double-
blind, randomized, placebo-controlled national study with
enrolling sites in 28 states and a call center able to recruit par-
ticipants from the remainder of the US. This ivermectin group
of the platform trial enrolled rapidly due to the Delta and

Omicron variant surges and included both vaccinated and
unvaccinated patients, thus representing a highly relevant
study population.

Limitations
This study has several limitations. First, the low mortality
and hospitalization rates observed preclude drawing strict
inferences on whether there are statistical differences in
clinical event rates without much larger trials. Second, while
the inclusion criteria allow for a broad study population, this
study failed to achieve the level of representation desired for
underrepresented populations in terms of racial and ethnic
diversity. Third, ivermectin was dosed by weight to achieve a
goal dose of 400 μg/kg, but the maximum dose of ivermectin
provided by the study was 35 mg. While almost 42% of par-
ticipants had a weight of more than 88 kg and thus did not
achieve the goal dose, more than 75% of participants had a
weight of less than 100 kg and so received at least 90% of the
target dose. Fourth, due to the remote nature of the trial and
constraints related to timing of randomization, the median
time from start of symptoms to receipt of study drug was 6
days, which is later in the disease course than recent antiviral
trials.1,2 However, there was no evidence of a differential
treatment effect based on the median time of symptom onset
to receipt of study drug.

Conclusions
Among outpatients with mild to moderate COVID-19, treatment
with ivermectin, compared with placebo, did not significantly
improve time to recovery. These findings do not support the
use of ivermectin in patients with mild to moderate COVID-19.
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1 Preliminary matters 

1.1 Opening of the meeting 
The 40th meeting of the Advisory Committee on Medicines Scheduling (the Committee) was held 
at the Department of Health and Aged Care’s Fairbairn (ACT) office and via video conference on 
16 November 2022. 

The meeting was chaired by , who opened the meeting at 10:03 am (AEDT) 
and welcomed attending members and observers. 

Members were informed that the discussions and recommendations of the Committee are 
confidential until the interim decisions are published. 

1.2 Attendance 
A quorum was present for all decisions. Those present at the meeting were: 

Committee members 

Name Representation 

Ministerial appointment 

Ministerial appointment 

Ministerial appointment 

Ministerial appointment 

Ministerial appointment 

Ministerial appointment 

Ministerial appointment 

Commonwealth 

NSW 

VIC 

QLD 

WA 

TAS 

ACT 

NT 
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s22
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Guest speakers  

Name Participation 

Committee Secretariat (Commonwealth Department of Health and Aged Care) 

 

Observers 

Name Items 

Commonwealth Department of Health and Aged Care 
(Therapeutic Goods Administration) 

All  

All 

All 

All 

All 

All 

ACT   

All 

Pain Australia  
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Apologies 

 

1.3 Conflict of interest 
Conflicts of interest declared prior to the meeting by and
were discussed.  

 
 

 
 

 
 

 
 

 
 

  

 

 

 
 

 

  

 

 
 

 

 

 
 

1.4 Procedural matters 
Members were informed of various housekeeping rules to ensure the smooth running of the 
meeting via videoconference.  

All present were reminded of confidentiality in relation to all matters discussed by the 
Committee and that all decisions are to remain confidential until they are published along with 

s22
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the interim decision of the delegate1 of the Secretary of the Department of Health and Aged Care 
responsible for medicines scheduling (the Delegate). 

2 Discussion Item 

s22
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2.2 Ivermectin 

Advice for the Delegate’s consideration 

The Committee recommended that no change be made to the scheduling of ivermectin in the 
Poisons Standard. 

Committee discussion 

• The Committee considered the proposal that the Poisons Standard be amended to delete the 
Appendix D entry relating to ivermectin. This would remove the restriction on the 
prescribing of ivermectin for unapproved indications to medical specialists in nominated 
fields.  

• There was unanimous agreement that there is currently a lack of safety data to support both 
the long-term and frequent use of ivermectin for unapproved indications. The regimens 
suggested for its use in relation to COVID-19 differ to the approved use for parasitic 
infections. Studies in relation to COVID-19 used variable dosing, often under different 
conditions (including as part of combination treatments). It was noted that one US based 
study using two doses of 200 µg/kg appeared to be safe, although there was no clinical 
benefit demonstrated.  

• Members raised concerns that there is limited additional evidence of efficacy available from 
clinical studies from when the Committee last considered the scheduling of ivermectin, 
despite studies purporting to demonstrate efficacy (and, according to the applicant’s 
proposal, supporting removal of the Appendix D entry). The clinical data available are from 
studies that are small (some neither controlled, nor peer-reviewed) and with various 
outcomes and endpoints. In addition, a large proportion of studies are conducted in 
countries with dissimilar standards of medical care compared to Australia.   

• In October 2022, JAMA5 published results of the ongoing ACTIV-6 trial into the effectiveness 
of ivermectin in treating mild to moderate COVID-19. The investigation detailed a 
randomised, double-blind, placebo-controlled study of 1800 participants. The study found 
that ivermectin did not significantly improve recovery time compared with placebo after 3 
days of treatment and does not support use of ivermectin in patients with mild to moderate 
COVID-19. 

 
5 Effect of Ivermectin vs Placebo on Time to Sustained Recovery in Outpatients With Mild to Moderate COVID-19: A 
Randomized Clinical Trial - PubMed (nih.gov) 
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• The Committee noted that the most recent Cochrane Review6 still does not support the use 
of ivermectin for treating COVID-19 or preventing SARS-CoV-2 infection. However, noting 
that the evidence base has improved slightly but is still limited:  

– “For outpatients, there is currently low‐ to high-certainty evidence that ivermectin 
has no beneficial effect for people with COVID‐19. Based on the very low-certainty 
evidence for inpatients, we are still uncertain whether ivermectin prevents death or 
clinical worsening or increases serious adverse events, while there is low-certainty 
evidence that it has no beneficial effect regarding clinical improvement, viral 
clearance and adverse events. No evidence is available on ivermectin to prevent 
SARS-CoV-2 infection. In this update, certainty of evidence increased through 
higher quality trials including more participants. According to this review's living 
approach, we will continually update our search”.  

• A Committee member noted that the National Covid Evidence Taskforce (NCET) does not 
recommend the use of ivermectin for the treatment of COVID-19 and this view was 
supported by the Pharmaceutical Society of Australia in their public submission.  

• Members disagreed with the applicant’s reasoning that the use of ivermectin is comparable 
to using provisionally registered antivirals. The reasons included that provisionally 
registered medicines must comply with a range of post-market conditions, including rolling 
submission of further data, follow up studies, a risk management plan (RMP) and are subject 
to the black triangle scheme—allowing the TGA to suspend or cancel products if safety 
concerns are identified. 

• The Committee noted that, as per the considerations for amending Appendix D in the 
Scheduling policy framework for medicines and chemicals (SPF),7 ivermectin poses a specific 
health risk that may be mitigated by restricting availability through specialist medical 
practitioners, and therefore the entry in Appendix D for ivermectin should be retained.  

• The Committee discussed the opposition of leading peak bodies to the removal of the 
Appendix D entry as proposed by the applicant. The Society of Hospital Pharmacists of 
Australia (SHPA) stated that the evidence base for ivermectin remains poor. Further, the 
treatment of parasitic infections should not be impeded by these restrictions and that there 
are no restrictions on other TGA-approved treatments for the treatment and prevention for 
COVID-19. The NSW Poisons Information Centre (NSW PIC) are still receiving a number of 
calls regarding exposure to ivermectin since the scheduling restrictions were put in place, of 
which 17 calls were relating to veterinary products, further demonstrating the continued 
demand from consumers for the inappropriate use of ivermectin.  

• In summary, as the Committee had identified insufficient new evidence for efficacy and 
safety to support the use of ivermectin for the prevention or treatment of COVID-19, it was 
agreed that its advice was not to remove the existing Appendix D entry for ivermectin.  

The reasons for the advice 

Members agreed that the relevant matters under Section 52E(1) of the Therapeutic Goods Act 
1989 included (a) the risks and benefits of the use of a substance; (b) the purpose for which a 
substance is to be used and the extent of use of a substance; (c) the toxicity of a substance; (d) 
the dosage, formulation, labelling, packaging and presentation of a substance; (e) the potential 
for abuse of a substance; and (f) any other matters that the Secretary considers necessary to 
protect public health. 

 
6 Ivermectin for preventing and treating COVID-19 | Cochrane 
7 Scheduling Policy Framework for Medicines and Chemicals (tga.gov.au) 
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The Committee’s reasons were: 

 the risks and benefits of the use of a substance 

Risks: 

– Safety of higher doses used for prevention and treatment of COVID-19 is not well 
established. 

– Evidence base for use in COVID-19 is not well established, in particular a lack of safety 
data to support use and for prolonged use. 

Benefits: 

– Established benefits for treatment of parasitic and helminth infections. 

– Benefit in relation to COVID-19 unlikely: No current recommendation for the use of 
ivermectin in COVID-19, due to a lack of evidence. 

 the purposes for which a substance is to be used and the extent of use of a substance 

– Ivermectin is a broad spectrum anti-parasitic agent. 

– Registered indications include onchocerciasis, strongyloidiasis, crusted scabies in 
conjunction with topical therapy; human sarcoptic scabies when prior topical 
treatment has failed or is contraindicated. 

– It is also used for rosacea (papulopustular), other intestinal nematode infections, 
cutaneous larva migrans and lymphatic filariasis. 

– Not approved or recommended for prevention or treatment of COVID-19. 

 the toxicity of a substance 

– When used in high doses for the prevention or treatment of COVID-19, can result in 
severe adverse events such as severe skin reactions accompanied by fever, chills and 
aching muscles, severe blisters and bleeding in the lips, eyes, mouth, nose and 
genitals, worsening asthma and swelling of the face, legs, ankles and feet. 

– Common adverse events include diarrhoea, nausea, dizziness and somnolence. 

 the dosage, formulation, labelling, packaging and presentation of a substance 

– Available in Australia as an oral dose form – Stromectol 3 mg tablets. 

– Also available as a topical formulation. 

 the potential for abuse of a substance 

– Nil. 

 any other matters that the Secretary considers necessary to protect public health  

– Appendix D entry is consistent with current recommendations for clinical indications 
and COVID-19. 

– If removed from Appendix D there is potential to lead to shortages. 

– A change in the current entry may lead to patients not seeking (or delay in seeking) 
appropriate medical treatment if infected with COVID-19. 
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– Allowing appropriate supplies for approved conditions.  
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3 Next meeting 
The members noted that the next meeting of the Committee is scheduled for 14-16 March 2023. 

4 Closure 
The Chair closed the meeting at 5:30 pm, 16 November 2022. 

 

 

 

------------------------------------------------------------ 

     Date XX January 2023 

Chair 

40th meeting of the Advisory Committee on Medicines Scheduling 
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Back to tga.gov.au (https://tga.gov.au)

(https://tga.gov.au/)

Database of Adverse Event Notifications (DAEN) - medicines



+Inclusion in DAEN - medicines does not mean that the adverse event has been
confirmed or that it was caused by a medicine or vaccine.
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Case data by the report date – Hover over the graph to 
view data drill down options

MedDRA reaction terms (top 25 view 

  From To

(Search by trade name/s or an active ingredient/s. Select one or multiple medicines from the list below to include in your search.)

Data visual representation

Medicine Summary_22-May-2023_161117

MedDRA system organ class MedDRA reaction term Number of
cases

 

Cases with a
single suspected
medicine

Cases where death
was a reported
outcome

Hepatobiliary disorders Hepatic failure 2 0 0
Respiratory, thoracic and mediastinal
disorders

Dyspnoea 2 2 0

Cardiac disorders Arrhythmia 1 0 1
Cardiac disorders Cardiac arrest 1 0 1
Congenital, familial and genetic
disorders

Genetic polymorphism 1 1 0

Eye disorders Blindness 1 0 0

List of Reports_22-May-2023_161117

Case number

 

Report entry date Age (years) Gender Medicines reported as being
taken

MedDRA reaction terms

• Fibromyalgia
• Hepatic failure
• Muscle spasms
• Strongyloides test positive
• Vision blurred

467833 11/06/2019 51 Female • Stromectol (ivermectin) - Suspected
• Trade name not specified
(albendazole) - Suspected

• Blood zinc decreased
• Fall
• Fatigue
• Hepatic failure
• Immobile
• Myalgia
• Pain
• Paralysis
• Visual impairment

Female 5 (56%)

4 (44%)
Male

18 to 64 6 (67%)

3 (33%)
Unknown

0 1 2

Dyspnoea

Hepatic failure

Anaphylactic rea…

Arrhythmia

Bedridden

Blindness

Blood zinc decre…

Brain fog

Cardiac arrest

Chronic fatigue s…

Cognitive disorder

Cough

Decreased appet…

Diarrhoea

Dizziness

Fall

Fatigue

Fibromyalgia

Genetic polymor…

Hypoglycaemia

Hypotension

Immobile

Liver function tes…

Muscle spasms

Myalgia

Overdose

Pain

Paralysis

Presyncope

Somnolence

Strongyloides tes…

Toxicity to variou…

Vision blurred

Visual impairment

Vomiting

1

2

2

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

(2) Medicines selected

Date range

MedDRA system organ class
Search medicines - 

List of reports - 

ResetSearch the DAEN - medicines

Advanced search options

Sing
le 

Search

 Select all
 Anaphylactic reaction
 Arrhythmia
 Bedridden
 Blindness
 Blood zinc decreased
 B i f

MedDRA reactions

Single suspected medicine

5

Search

 Select all
 Cardiac disorders
 Congenital, familial and genetic disorders
 Eye disorders
 Gastrointestinal disorders
 General disorders and administration site

Search summary counter

Reports (cases)

9
Reported deaths

1

Data visual representation

Gender

 Select all
 Female
 Male

 Select all
 18 to 64
 Unknown

Age (years)

Tables and graphs Graphs

Hover over the table to view exporting data and other options. Click on the dots to see more options.

(9 rows) Hover over the table to view exporting data and other options. Click on the dots to see more options.

02/06/2019 31/03/2023

(Search by trade name/s or an active ingredient/s. Select one or multiple medicines from the list below to include in your search.)

Age

Medicine summary - (35 rows)

ivermectin

 Select all
 Stromectol (active ingredients: ivermectin)
 Trade name not specified (active ingredients: ivermectin)

MedDRA reaction terms (top 25 view only)

Gender

(All selected)

(All selected)
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The Department of Health and Aged Care acknowledges First Nations peoples as the Traditional
Owners of Country throughout Australia, and their continuing connection to land, sea and
community. We pay our respects to them and their cultures, and to all Elders both past and
present.

© Commonwealth of Australia | The Department of Health and Aged Care
(https://www.health.gov.au/)
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MedDRA system organ class MedDRA reaction 
term

Number of cases Cases with a single suspected 
medicine

Cases where death was a 
reported outcome

Hepatobiliary disorders Hepatic failure 2 0 0
Respiratory, thoracic and 
mediastinal disorders

Dyspnoea 2 2 0

Cardiac disorders Arrhythmia 1 0 1
Cardiac disorders Cardiac arrest 1 0 1
Congenital, familial and 
genetic disorders

Genetic polymorphism 1 1 0

Eye disorders Blindness 1 0 0
Eye disorders Vision blurred 1 0 0
Eye disorders Visual impairment 1 0 0
Gastrointestinal disorders Diarrhoea 1 1 0
Gastrointestinal disorders Vomiting 1 1 0
General disorders and 
administration site 
conditions

Chronic fatigue 
syndrome

1 0 0

General disorders and 
administration site 
conditions

Fatigue 1 0 0

General disorders and 
administration site 
conditions

Pain 1 0 0

Immune system disorders Anaphylactic reaction 1 0 0
Injury, poisoning and 
procedural complications

Fall 1 0 0

Injury, poisoning and 
procedural complications

Overdose 1 1 0

Injury, poisoning and 
procedural complications

Toxicity to various 
agents

1 1 0

Investigations Blood zinc decreased 1 0 0
Investigations Liver function test 

abnormal
1 1 0

Investigations Strongyloides test 
positive

1 0 0

Metabolism and nutrition 
disorders

Decreased appetite 1 1 0

Metabolism and nutrition 
disorders

Hypoglycaemia 1 1 0

Musculoskeletal and 
connective tissue disorders

Fibromyalgia 1 0 0

Musculoskeletal and 
connective tissue disorders

Muscle spasms 1 0 0

Musculoskeletal and 
connective tissue disorders

Myalgia 1 0 0

Nervous system disorders Brain fog 1 0 0
Nervous system disorders Cognitive disorder 1 0 0
Nervous system disorders Dizziness 1 1 0
Nervous system disorders Paralysis 1 0 0
Nervous system disorders Presyncope 1 1 0
Nervous system disorders Somnolence 1 1 0
Respiratory, thoracic and 
mediastinal disorders

Cough 1 1 0

Social circumstances Bedridden 1 0 0
Social circumstances Immobile 1 0 0
Vascular disorders Hypotension 1 1 0

Applied filters:Tradename and Active Ingredient contains 'ivermectin'Date is on or after 2/06/2019 and is before 1/04/2023
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I COVI D-19  Treatment Guidelines 

lvermect i n  

Drug I nfo 

Last Updated: February 1 1, 2021 

lvermect in  is a Food and Drug Admin istration (FDA)-approved ant iparas it ic drug that is  

used to treat severa l neglected tropica l d iseases, i nclud i ng onchocerc iasis, 

helm inth iases, and scabies.1 I t  is  a lso being eva luated for its potent ia l  to reduce the rate 

of malar ia transmission by k i l l ing mosqu i toes that feed on treated humans and 

l ivestock.2 For these ind ications, ivermect i n  has been widely used and is genera lly well 

tolerated.1 •3 lvermect in  is  not approved by the FDA for the treatment of any viral i nfect ion. 

Proposed Mecha n ism of Act ion a nd Rat ionale for Use in Pat ients With 

COVI D-19  

Reports from i n  vitro stud ies suggest that ivermect in  acts by i nh i b it ing the host i mport i n  

a lpha/beta-1 nuclear transport prote i ns, wh ich  are pa rt of  a key i ntracellu lar transport 

process that vi ruses hijack to enhance i nfect ion by suppress i ng the host's ant iv iral 

response.4•5 I n  addit ion, ivermect i n  docking may i nterfere with the attachment of the 

severe acute respi ratory syndrome coronavirus 2 (SARS-CoV-2) sp ike prote i n  to the 

human cell membrane.6 lvermect in  is  thought to be a host-d i rected agent, which may be 

the basis for its broad-spectrum activity i n  v itro aga i nst the vi ruses that cause dengue, 

Z ika, H IV, and yellow fever.4·7-9 Despite this in v itro activity, no cl i n ical  tr ia ls have 

reported a c l in ical benefit for ivermect i n  in pat ients with these vi ruses. Some stud ies of 

ivermect i n  have a lso reported potent ia l  ant i - i nflammatory properties, which have been 

postulated to be benef ic ial  in people with COVID-1 9. 10-12 

Some observat ional cohorts and cl in ical tr ials have evaluated the use of ivermect i n  for 

the prevention and treatment of COVID-1 9. Data from some of these studies can be found 

i n  Table 2d. 

Recommendation 

• There is i nsuff ic ient evidence for  the  COVI D-1 9  Treatment Gu idel i nes Panel (the Panel) to 

recommend either for or aga i nst the use of ivermect i n  for the treatment of COVI D-19. 

Results from adequately powered, well-designed, and well-conducted cl in ical  tr ia ls are 

needed to provide more specific, evidence-based guidance on the role of ivermect in  i n  the 

treatment of COVID-1 9. 

Rat ionale 

lvermect in  has been shown to i nh ib it  the repl ication of SARS-CoV-2 i n  cell cultures.13 

However, pha rmacokinetic and pharmacodynamic studies suggest that ach ieving the 

plasma concentrat ions necessary for the ant iv iral efficacy detected i n  v itro would requ i re 

admin istration of doses up to 1 00-fold h igher than those approved for use in humans. 14•1 5  

Even though ivermect i n  appears to accumulate i n  the lung t issue, pred icted systemic 

plasma and lung t issue concentrat ions a re much lower than 2 µM,  the half-maximal  

i nh ib itory concentration ( IC50) aga inst SARS-CoV-2 i n  vitro.16-1 9 Subcutaneous 
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Document 9i nadvertent ivermect i n  use i n  early pregnancy without apparent adverse effects.30-32 

Therefore, there is i nsuff ic ient evidence to establ ish the safety of us ing ivermect i n  i n  

pregnant people, especia lly those i n  the  later stages of  pregnancy. 

One study reported that the ivermect i n  concentrations secreted in breastmi lk  after a 

s i ngle oral dose were relatively low. No studies have eva luated the ivermect i n  

concentrations i n  breastmi lk  i n  patients who  received mult i ple doses. 

Considerations in Ch i ld ren 

lvermect in  is used i n  ch i ldren weighing >15 kg  for the  treatment of  helm i nth ic i nfect ions, 

ped iculosis, and scabies. The safety of using ivermect in  in ch i ld ren weigh i ng <15 kg has 

not been well establ ished. lvermect in  is  genera lly well tolerated in ch i ldren, with a s ide 

effect prof i le s im i lar  to the one seen i n  adults. Currently, there are no ava i lable ped iatr ic 

data from cl in ical tr ia ls to i nform the use of ivermect in  for the treatment or prevention of 

COVI D-19  in ch i ldren. 

Cli n ica l Tria ls 

Severa l  cl in ical  tr ia ls that a re eva luat i ng the use of ivermect i n  for the treatment of 

COVI D-19  a re currently underway or in development. Please see Cl i n icalTria ls.gov for the 

latest i nformation. 

References 
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