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Executive summary 
This document provides an updated assessment by the Therapeutic Goods Administration 
(TGA) of the protection offered by certain COVID-19 vaccines that are administered 
internationally but are not currently registered in Australia. The advice is based on an 
assessment of published data and, in some cases, regulatory information provided 
in-confidence. This advice is subject to change as new information becomes available. 

 

The information within this document has been prepared to serve as advice 
only, it has no standing in law and does not represent assessment for 
regulatory approval in Australia. However, this information will help inform 
decisions made elsewhere in Government in relation to incoming travel across 
Australia’s international borders in the coming months. It will be updated 
regularly as new evidence on the effectiveness of globally used vaccines 
emerges, and as assessments are completed by international regulatory bodies. 
Note that while certain vaccines may be considered by the TGA as ‘recognised’, 
decisions on inbound travel are made by the Department of Home Affairs. In 
addition, State and Territory governments, or organisations such as 
universities, may apply additional post-border considerations around vaccine 
requirements. 

This advice has been prepared by comparing the data available for selected vaccines with data 
on efficacy and the protection offered by the vaccines that have been approved for use in 
Australia. While this assessment is based on data for two-dose schedules of the vaccines not 
registered in Australia, public health officials may wish to consider whether a post-arrival 
booster dose of another vaccine should be considered. 

• People’s Republic of China:  Coronavac (Sinovac), BBIBP-CorV (Sinopharm), and Convidecia 
(Cansino). 

• India: Covishield (AstraZeneca-Serum Institute of India) and Covaxin (Bharat Biotech) 

• Russian Federation: Sputnik V (Gamaleya Research Institute) 

Effective 1 October 2021, Coronavac (Sinovac) and Covishield (AstraZeneca-Serum Institute of 
India) were ‘recognised’ for the purposes of travel into Australia. In November 2021, the TGA 
updated this advice to include the ‘recognition’ of BBIBP-CorV (Sinopharm) and Covaxin 
(Bharat Biotech).  

This January 2022 Update involves the ‘recognition’ of one further vaccine that has been 
considered by TGA: 

• Sputnik V 
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Potential use of this information 
Identifying incoming travellers as being fully vaccinated against COVID-19 (or, alternatively, not 
fully vaccinated) helps to achieve two main outcomes. Effective vaccination reduces the 
probability that an incoming traveller would: 

1. transmit COVID-19 infections to others while in Australia 

2. become acutely unwell due to COVID-19, potentially requiring acute healthcare services 

Recommendations regarding TGA-registered vaccines 
Four COVID-19 vaccines have been granted provisional approval in Australia from the following 
sponsors: 

1. Pfizer Australia Pty Ltd (Comirnaty) 

2. AstraZeneca Pty Ltd (Vaxzevria) 

3. Janssen-Cilag Pty Ltd (COVID-19 Vaccine Janssen) 

4. Moderna Australia Pty Ltd (Spikevax) 

The TGA and the Australian Technical Advisory Group on Immunisation (ATAGI) consider 
people to be fully vaccinated if: 

a. they have completed a two dose schedule of Comirnaty, Vaxzevria or Spikevax with the 
two doses at least 14 days apart, or received a single dose of COVID-19 Vaccine Janssen 
and 

b. at least 7 days have elapsed since completing their vaccination schedule. 

 

All TGA-approved vaccines are recognised for incoming international 
travellers. 

How the estimates were determined 
The protection offered by a vaccine against a person requiring hospital care if they develop 
COVID-19 is either directly measured in Vaccine Efficacy and Effectiveness (VE) data from 
clinical trials, or inferred from protection against ‘severe’ infection. VE measures the reduction 
in the odds of a person developing infection or hospitalisation, after vaccination, compared to 
unvaccinated people with the same exposure to COVID. Vaccine Efficacy trials are designed to 
directly measure the protection a vaccine offers against a person becoming infected with 
COVID-19 when exposed to the virus. This can be used as an imperfect surrogate for reducing 
the chance of transmitting COVID-19, because a person must first be infected with COVID-19 to 
transmit it. There are also challenges in making accurate comparisons between the effectiveness 
of vaccines, given the inconsistent effectiveness measures, study confounders and efficacy 
endpoints used in clinical trials. 
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Vaccines approved in Australia 
Effectiveness information has been assessed for the four vaccines that are TGA-approved for use 
in Australia (registered vaccines) for the sake of completeness and to provide comparative data. 

All TGA approved vaccines are recognised for incoming travellers. 

Vaccine Outcome prevented Average Vaccine Efficacy 

Vaxzevria (AstraZeneca) Symptomatic infection 65% 

Severe 
infection/hospitalisation 

85% 

Comirnaty (Pfizer) Symptomatic infection 81% 

Severe 
infection/hospitalisation 

88% 

Spikevax (Moderna) Symptomatic infection 86% 

Severe 
infection/hospitalisation 

81% 

COVID-19 Vaccine Janssen 
(Janssen-Cilag) 

Symptomatic infection 66% 

Severe 
infection/hospitalisation 

85% 

Table 1. Vaccine Efficacy of TGA-registered vaccines, adapted from National Centre 
Immunisation Research and Surveillance update to ATAGI on 13 September 2021 

Of the four vaccines currently granted provisional regulatory approval in Australia, the minimal 
average vaccine effectiveness (VE) from two doses of Vaxzevria (AstraZeneca) has been used as 
the minimal effectiveness comparator based on published results for Vaxzevria.  

The average VE against symptomatic infection is 65% and severe infection and/or 
hospitalisation is 85%. 
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TGA’s updated recommendations on the 
recognition of vaccines not registered in 
Australia 
Coronavac (Sinovac) showed an average VE against symptomatic infection of 64% and an 
average VE against hospitalisation of 90%. 

• VE against symptomatic infection (surrogate for transmission) of 54%, 54%, 64%, 66% and 
84% in five studies. 

• VE against severe infection/hospitalisation of 100%, 100%, 88% and 73% in four trials. 

The standard schedule of Coronavac is two doses administered 14-28 days apart. 

Based on regulatory, published and pre-print data this suggests the efficacy of Coronavac is 
comparable to the Australian-approved vaccines, although marginally lower in protection 
against symptomatic infection. 

The TGA considers Coronovac (Sinovac) vaccine to be a ‘recognised’ vaccine. 

BBIBP-CorV (Sinopharm) showed an average VE against symptomatic infection of 65%. VE 
against hospitalisation has not been estimated. 

• VE against symptomatic infection (surrogate for transmission) of 50% and 79% from two 
studies. 

• VE against severe infection/hospitalisation of 79% in people under 60 years of age based on 
information provided in confidence to TGA. 

Based on published and pre-print data this suggests that the average efficacy of BBIBP-CorV 
against symptomatic infection is marginally lower than Australian-approved vaccines and the 
VE effectiveness against severe infection/hospitalisation is 6% lower than Australian-approved 
vaccines. 

The TGA considers BBIBP-CorV (Sinopharm) to be a ‘recognised’ vaccine for people 
59 years of age and under (inclusive) at the time of entry into Australia. In this case, 
the TGA has recognised a slightly lower vaccine effectiveness against severe 
infection/hospitalisation than Australian-appproved vaccines due to the lower 
absolute risk of severe disease/hospitalisation in younger people contracting 
COVID-19 compared to older cohorts. 

Covishield (AstraZeneca/Serum Institute of India) is manufactured using the same 
ChAdOx1-S recombinant virus as the AstraZeneca (Vaxzevria) vaccine to produce the same dose 
of virus in the final product. The two are considered interchangeable by the World Health 
Organisation. The TGA considers Covishield to have the same clinical efficacy as Vaxzevria for 
this assessment. Two major global regulators, the UK Medicines and Health products Regulatory 
Agency and Health Canada have provided regulatory approvals for the AstraZeneca vaccine 
manufactured by the Serum Institute of India. These regulators are viewed  as ‘Comparable 
Overseas Regulators’ by the TGA. 

Therefore, the clinical efficacy and effectiveness data for Vaxzevria (AstraZeneca) are relevant 
in this case. The average VE against symptomatic infection is 65% and severe infection and/or 
hospitalisation is 85%. 
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The TGA considers Covishield (AstraZeneca- Serum Institute of India) vaccine to be a 
‘recognised’ vaccine. 

Covaxin (Bharat Biotech) showed an average VE against symptomatic infection of 78% and an 
average VE against hospitalisation of 94%. 

• VE against symptomatic infection (surrogate for transmission) of 78% in one study. 

• VE against hospitalisation of 91% in two studies. 

The standard schedule of Covaxin is two doses administered 28 days apart. 

Based on additional information (provided in confidence) supporting the efficacy and 
effectiveness of Covaxin (Bharat Biotech), the TGA considers it to be a ‘recognised’ 
vaccine. 

Sputnik V (Gamaleya Institute) showed an average VE against symptomatic infection of 89% 
and VE against hospitalisation of 100%. 

• VE against symptomatic infection (surrogate for transmission) of 92% and 86% from two 
studies. 

• VE against hospitalisation of 100% from one study. 

Based on published studies the vaccine efficacy of Sputnik V meets current criteria for efficacy.  

The TGA considers Sputnik V to be a ‘recognised’ vaccine. 

For Convidecia (Cansino), there is currently insufficient published data on which to base an 
assessment of the efficacy of Convidecia and the TGA has not yet been provided with a 
regulatory dossier. 

As there is insufficient data to evaluate the efficacy Convidecia (Cansino) vaccine 
against all of the criteria, the vaccine is not ‘recognised’ by the TGA. 

For the unregistered vaccines that are ‘recognised’, effective vaccination would be considered to 
extend from 7 days after the last dose of the schedule (which is currently two doses for all 
TGA-registered vaccines except for Janssen), or a booster dose after the last dose of the 
schedule. This is based on generalising the data from duration of immunity studies reviewed in 
the absence of specific studies in the unregistered vaccines. 
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Assessment of vaccination status in schedules 
containing vaccines not registered in Australia 
The use of TGA-registered vaccines in Australia to complete vaccine schedules commenced with 
vaccines not registered in Australia should follow the advice of the Australian Technical 
Advisory Group on Immunisation (ATAGI). 

ATAGI has considered several issues arising from the ‘recognition’ of vaccines not currently 
registered in Australia including: 

• The appropriate advice for people who have received vaccines that are not ‘recognised’ 
(either because TGA has not Recognised them or they are not registered in Australia) and 
wish to become fully vaccinated to undertake activity in Australia. 

• The status of mixed-product schedules where both products are ‘recognised’ vaccines 
(e.g. Sinovac/Comirnaty). 

The determination of the vaccination status of a person who has received a ‘recognised’ vaccine 
(e.g. fully vaccinated, partially vaccinated, requiring a booster etc) will follow ATAGI’s advice on 
these matters. 

Omicron COVID-19 variant of concern 
The TGA notes that the emergence of the Omicron Strain of COVID-19 (B.1.1.529) in November 
2021 has posed challenges for the assessment of the efficacy of vaccines, as clinical trials may 
have been conducted on other COVID-19 variants. It is likely that extended schedules 
(i.e. ‘boosters’) will be required in some populations to provide additional protection. 

The use of 2-dose primary schedules for vaccines not registered in Australia should be 
considered in conjunction with ATAGI recommendations for third or further doses of 
appropriate products (e.g. mRNA vaccines), and its advice regarding the definition of ‘fully 
vaccinated’. 

https://www.health.gov.au/sites/default/files/documents/2021/09/covid-19-vaccination-clinical-advice-on-the-use-of-a-different-covid-19-vaccine-as-the-second-dose-atagi-clinical-advice-on-use-of-a-different-covid-19-vaccine-as-the-second-dose-in-special-circumstances.pdf
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Appendix 1.1 Coronavac 
Product Coronavac 

Product Developer Sinovac 

Country of origin China 

Vaccine Type Inactivated virus/alum adjuvanted 

SARS-CoV-2-HBO2 strain 

Schedule 2 doses, 14-28 days apart 

Coronovac: countries deployed 
Deployed in 40 countries and listed by the WHO for emergency use. 

Albania Argentina Armenia Azerbaijan Bangladesh 

Benin Brazil Cambodia Chile China 

Colombia Dominican 
Republic 

Ecuador Egypt El Salvador 

Georgia Hong Kong Indonesia Kazakhstan Lao Peoples Democratic 
Republic 

Malaysia Mexico Nepal Oman Pakistan 

Panama Paraguay Philippines South 
Africa 

Sri Lanka 

Tajikistan Thailand Timor-
Leste 

Togo Tunisia 

Turkey Ukraine Tanzania Uruguay Zimbabwe 
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Coronovac: main clinical efficacy and effectiveness data using standard schedules 
Study Populatio

n 
Strain Schedul

e 
Primary 
Endpoint 

VE 

AS
y  

VE 

 Sy 

VE 

Hos 

VE 

Deat
h 

Advantages Disadvantages 

(Tanriover 
et al. 2021) 

COVID 
exposed 
HCW and 
volunteers 
18-59 
years old 
with no 
prior 
COVID 
infection 
and PCR 
negative 
screening.  

Neutralisin
g antibodies 
to B1.1.128 
and P2 
(Gamma) 
tested 

2 dose 
day 0 
and 14 

Symptomatic 
PCR confirmed 
COVID at least 
14 days after 
second dose.  

 83.5
% 

100%  • Randomise
d 

• Published 
• Examines 

health care 
workers 
(HCW) at 
relatively 
high risk 

• Young population <60 
years of age 

• Gamma strain 

(Palacios 
et al. 2020) 

PREPRINT 

COVID 
exposed 
HCW in 
two aged 
cohorts, 
18-59 and 
60+ years 
of age with  

Neutralisin
g antibodies 
to B1.1.128 
and P2 
(Gamma) 
tested 

2 dose 
day 0 
and day 
14-28 

Symptomatic 
PCR confirmed 
COVID at least 
14 days after 
second dose. 

 54.1
% 

100%  • Randomise
d 

• Included 
cohort>60 
years 

• Examines 
HCW at 
relatively 
high risk 

• Low percentage of 
participants >60 years of 
age 

• Gamma strain 
• Not peer reviewed (pre-

print) 

CORONA0
6 

(Dossier) 

COVID 
exposed 
HCW aged 

Not noted 2 doses  

Day 0 

PCR confirmed 
COVID at least 
14 days after 
second dose. 

 64.3
% 
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18-59 in 
Indonesia 

Day 14 

(Alencar et 
al. 2021) 

313228 
recipients 
of COVID 
vaccines 
>75 years 
of age in 
Brazilian 
vaccination 
program 

Gamma 2 doses. 
Interval 
not 
specified. 

Death    99.1
% 

• Large real-
world study 

• Examines 
people >75 
years of age 

• Observational, non-
randomised 

• Only assessed Death as 
an endpoint 

• Gamma strain 

(Jara et al. 
2021) 

10187720 
recipients 
of COVID 
vaccines 
>16 years 
of age in 
Chilean 
vaccination 
program. 

Alpha and 
Gamma 

2 doses. 
Day 0 
and 28 
days. 

Symptomatic 
COVID, 
Hospitalisation
, ICU admission 
and Death in 
people >14 
days post 
second dose 

 65.9
% 

87.5% (all) 

90.3% 
(ICU) 

86.3
% 

• Large real-
world study 

• Examines 
all age 
groups >16 
years 

• Observational, non-
randomised 

• Reports VE against ICU as 
a subset (90.3%) 

• Alpha and Gamma strain 

(Cerqueira
-Silva et al. 
2021) 

PREPRINT 

21933237 
recipients 
of 
Coronavac 
>18 years 
of age in 
Brazilian 
vaccination 
program 

Alpha and 
Gamma 

2 doses 
at 0 and 
28 days 

Symptomatic 
COVID, 
Hospitalisation
, ICU admission 
and death 

 54.2
% 

72.6% (all) 

74.2%(ICU
) 

74% • Large real-
world study 

• Examines 
all age 
groups >18 
years 

• Prospective 
cohort 
study 

• Not peer reviewed (Pre-
print) 

• Alpha and Gamma Strain 
• May have 

overestimated 
protection against 
hospitalisation/IC
U due to capacity 
constraints in-
country. 
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Coronovac: data in non-standard schedules 
(Li et al. 2021) is a preprint study examining the use of a third booster dose in older people 
receiving Sinovac. It examined 303 patients over 60 years of age recruited from a phase I/II trial 
in whom neutralising antibody levels were recorded at 6 months. Neutralising antibodies had 
fallen to below cut-off in 70% of recipients by 6 months after the primary course of vaccination. 
A third booster was given at 8 months after the primary vaccination course. This led to a 7-fold 
increase in neutralising antibodies compared to 28 days after the second dose. The duration of 
this response is not noted. 

(Pan et al. 2021) is a pre-print of a placebo controlled, double blinded phase II study in 18-59 
year olds who were assigned to receive a third dose either 28 days or 6 months after completing 
a primary vaccination schedule in which doses were at 0 and 14, or 0 and 28 days. Only a 
portion of subjects in each schedule were randomised to receive the presentation of Sinovac 
marketed. Overall, 540 subjects received a third dose. Subjects who received the third dose 
recorded an increase of 3-5 fold in neutralising antibody titres compared to 28 days following 
their second dose. 

Coronovac: main safety data 
TGA has reviewed the first Periodic Safety Update Report (PSUR) for Coronavac, covering the 
reporting period between 5 Feb 2021 and 14 March 2021. The estimated exposure to vaccine 
covered in this report is 17.91 million people in China and an estimated 71.06 million people 
worldwide. No safety related action by regulatory agencies was reported in the PSUR.  

The most common Adverse Events among the 1109 cases reported were fever (12.5%), asthenia 
(9.85%), dizziness (8.90%), allergic dermatitis (8.34%), nausea (6.50%), headache (4.12%), 
myalgia (7.18%). A total of 49 cases of serious adverse events were reported in which 
relatedness to vaccination was not ruled out, including 6 cases of anaphylactic shock. A total of 6 
deaths occurred among reported Adverse Events, of which 4 were considered unrelated to 
vaccination and 2 in which the cause of death was unclear. 
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Palacios et al 

AE within 28 days or 
2nd dose 

Palacios et al 

AE within 14 days of 
1st dose  

Tanriovier et al 

AE from day 0 to 
unblinding 

 Vac  Plac  Vac  Plac  Vac  Plac  

Number 6202 6194 6196 6200 6646 3568 

Local pain 3742 2014 2750 1387 157 40 

Local swelling 359 130 162 72 4 4 

Local pruritis 263 181 147 126 2 2 

Local redness 241 89 95 48 12 4 

Local paraesthesia N.A.  N.A.  N.A.  N.A. 9 5 

Local induration 235 67 88 34 3 2 

Headache 2128 2157 1944 1996 393 212 

Fatigue 989 922 860 798 546 248 

Myalgia 727 648 604 545 315 106 

Nausea 490 522 423 445 46 7 

Diarrhoea 492 501 451 454 106 59 

Arthralgia 353 321 293 276 47 18 

Cough 343 322 337 318 50 24 

Chills 309 313 252 266 164 63 

Pruritis 263 225 213 194 3 0 

Decreased appetite 217 243 188 213 1 2 

Vomiting 61 61 47 49 17 8 

Hypersensitivity 58 58 47 44 5 1 

Rash 49 42 36 30 7 6 

Fever 9 4 7 8 120 52 

Table 2. Consolidated rates of elicited adverse events from Tanrovier et al. and Palacios 
et al. 

Tanrovier et al.and Palacios et al. examined the rates of a set of elicited adverse reactions and 
provide placebo controlled rates of these, as shown in the table above. 

Coronovac: evaluator’s comments 
(Tanriover et al. 2021) was an interim analysis that examined a cohort of 10 214 (ITT) 
participants randomised to vaccination (n=6646) or placebo (n=3568).  Included subjects were 
initially HCW exposed to COVID patients, and then non-HCW volunteers recruited via a web 
system. This study was conducted in Turkey between Sep 2020 and Jan 2021. Symptoms were 
measured according to the WHO scale outlined in (Marshall et al. 2020) as >=3. It is noted that 
the relatively young subjects (mean age of 45) had a low risk of severe disease or death. The 
short follow-up for infection of 43 days may limit validity of more severe disease endpoints. 
There were no fatal cases of COVID noted, and hence no estimate of VE against death.  
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(Palacios et al. 2020) examined a cohort of 12396 participants randomised 1:1 to vaccine 
(n=6195) or placebo (n=6201). Included subjects were mostly 18-59 years of age, but 5.1% 
were >60 years of age. This study was conducted in Brazil between Jul and Dec 2020. Subjects 
were followed for the duration of the study to detect COVID cases. The authors postulate that 
the relatively low efficacy may indicate the detection of very mild symptoms. Vaccine efficacy 
was 83.7% (95%CI 58.0-93.7) against cases scoring >=3 on the WHO scale (Marshall et al. 2020) 
and 100% against cases scoring >4 (hospitalised). Vaccine efficacy against the primary endpoint 
was 62.3% (95%CI 13.9-83.5) for a small subgroup with dose intervals >21 days. 

The Evaluator notes that a review of the regulatory dossier of this trial (COR04) provided a 
sensitivity analysis based on the case definition. The pre-specified case definition included 
saliva-positive PCR tests, which is a potentially less accurate methodology and PHLN currently 
does not generally support its use in Australia1. The Evaluator has therefore used the results of 
a sensitivity analysis which excluded saliva PCR tests in this analysis. 

Figure 1. WHO working group symptom scoring system used in  (Tanriover et al. 2021) 
and (Palacios et al. 2020), from (Marshall et al. 2020) 

 
1 file:///U:/WORK/COVID%20papers/Downloaded/phln-guidance-on-laboratory-testing-for-sars-cov-2-
the-virus-that-causes-covid-19.pdf 
 

file://central.health/DFSUserENV/Users/User_30/lackja/WORK/COVID%20papers/Downloaded/phln-guidance-on-laboratory-testing-for-sars-cov-2-the-virus-that-causes-covid-19.pdf
file://central.health/DFSUserENV/Users/User_30/lackja/WORK/COVID%20papers/Downloaded/phln-guidance-on-laboratory-testing-for-sars-cov-2-the-virus-that-causes-covid-19.pdf
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(Alencar et al. 2021) is an observational study in 313,328 elderly recipients of COVID vaccines 
in Brazil between Jan and May 2021. The study compares rates of death in vaccinated and 
unvaccinated individuals using state death records and immunisation registers. Two doses of 
Coronavac were received by 159,970 of the people examined. This indicated an attributable 
protection ratio (e.g. Death rate vaccinated/death rate unvaccinated) of between 86.3% in 
75-79 year olds and 99.3% in over 90-year olds. This study is subject to the biases found in 
observational studies. It does, however, provide evidence to balance the relatively young cohort 
in the phase III trials. 

Table 3. Summary of efficacy results from (Alencar, Cavalcanti et al. 2021) 

While this paper did not directly compare the efficacy of AstraZeneca’s ChAdOx1 based vaccine 
with Coronavac, the Evaluator notes that the effect on rates of death were similar. 

(Cerqueira-Silva et al. 2021) was a pre-print of large retrospective study of people who received 
either AstraZeneca or Coronavac in the Brazilian mass vaccination program between January 
and June 2021. It estimated the rates of infection, hospitalisation, and death from administrative 
records in the Brazilian public medical system. There would be overlap between the 
populations in this study and (Alencar et al. 2021), but since Coronavac was only used in Brazil 
from April 2021 this study provides a larger cohort vaccinated with this product. Biasing in the 
allocation of people to Coronavac or Vaxzevria was not controlled for, and the cohort receiving 
Coronavac was older than that receiving Vaxzevria. 

(Jara et al. 2021) is a very large prospective cohort study that included all recipients of 
Coronavac >16 years of age in the Chilean mass vaccination program between Feb and May 
2021. Cases of COVID were acquired through a national mandatory notification system, and 
correlated with administrative data on hospitalisations, deaths etc. Of the 10187720 people 
included in the cohort, 5,471,728 were unvaccinated, 542,418 had received one dose of vaccine 
and 4,173,574 had received two doses of vaccine at the time of reporting. 
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Table 4. Single and two dose vaccine efficacy data for Coronavac from (Jara et al. 2021) 

It was noted by the Authors that ICUs were operating near capacity at the time of the study, 
which might have biased estimates of efficacy as people could not be admitted according to 
need. 

Cor06 was a study reviewed in a submitted regulatory dossier. It was an interim analysis of VE 
in health-care workers aged 18-59 years of age in Indonesia. This provides an additional 
estimate of vaccine efficacy that is somewhat higher than in the Brazilian and Chilean data. 

The Evaluator concludes that there is sufficient evidence of the effectiveness of Coronavac to 
support Recognition, although the estimates of VE against infection are wide and the average is 
only just 65%. The VE against hospitalisation is measured in multiple studies, with good 
evidence from South American studies. 
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Appendix 1.2 BBIBP-CorV (Sinopharm) 
 

 

 

Sinopharm: countries deployed 
Sinopharm is deployed in 65 countries and listed by the WHO for emergency use. 

Angola Argentina Bahrain Bangladesh Belarus 

Belize Bolivia Brazil Brunei Darussalam Cambodia 

Cameroon Chad China Comoros Cuba 

Egypt Equatorial 
Guinea Gabon Gambia Georgia 

Guyana Hungary Indonesia Iran Iraq 

Jordan Kenya Kyrgyzstan Lao People’s Democratic 
Republic Lebanon 

Malaysia Maldives Mauritania Mauritius Mexico 

Mongolia Montenegro Morocco Mozambique Namibia 

Nepal Niger Nigeria North Macedonia Pakistan 

Papua New 
Guinea Paraguay Peru Philippines Congo 

Senegal Serbia Seychelles Sierra Leone Solomon 
Islands 

Somalia Sri Lanka Thailand Trinidad and Tobago Tunisia 

United Arab 
Emirates Vanuatu Venezuela Vietnam Zimbabwe 

Product BBIBP-CorV (CorV) 

Product Developer Sinopharm 

Country of origin China 

Vaccine Type Inactivated virus/ alum adjuvanted 

Schedule Strain SARS-CoV-WIV04 
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Sinopharm: main clinical efficacy and effectiveness data using standard schedules 
Study Population Strain Schedule Primary Endpoint VE 

ASy  

VE 

 Sy 

VE 

Hos 

VE 

Death 

Advantages Disadvantages 

(Al Kaabi et 
al. 2021) 

People >18 
years of age 
without known 
history of 
COVID, MERS 
or SARS, or 
symptoms at 
screening.  

Not 
noted 

Two 5µg 
dose at day 
0 and 21 

Laboratory 
confirmed 
symptomatic COVID 
from 14 days after 
the second dose 

64% 72.8%   • Randomised • Strain prevalent 
in the trial not 
noted 

• Mainly enrolled 
healthy young 
men, mean age of 
36.2%. 

(Xia et al. 
2021) 

192 healthy 
people aged 18-
80 with 
negative 
screening.  

Not 
relevant 
2 to 8 µg 

Two does 
on day 0 
and day 
14,21 or 
28  

Phase I/II safety 
study with 
seroconversion 
endpoints  

        

Silva-
Valencia, 
Javier et 
al.2021 

PREPRINT 

400 000 HCW  Lambda 
and 
Gamma 

Two doses 

Interval 
unknown  

Symptomatic 
infection and Death 

 50.4%  94% • Large real-
world study in 
400 000 
people in Peru 

• Provides 
estimate of 
protection 
against death.  

• Lambda and 
Gamma strain 

• Only reported VE 
against 
symptomatic 
infection and 
death in 
tabulated results 

• Not peer-
reviewed (Pre-
print) 
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(AlQahtani 
et al. 2021) 

569054 people 
residents of 
Bahrain 

Beta and  

Delta 

Two doses Symptomatic 
infections, 
hospitalisations, 
ICU admissions, 
Deaths 

 45.5% 44.5% 

(72% 
over 
50 
years 
old) 

63% • Large 
study 

• Includes 
delta 
strain 

Relatively young 
population 

(Al-Hosani 
2021) 

PREPRINT 

176640 
residents of 
UAE  

Alpha 
and Beta 

Two doses Hospitalisation, ICU 
admissions and 
Death 

  79.8% 97.1% Large study 

 

• Relatively young 
population 

• Observational 
• Not peer 

reviewed 
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Sinopharm: main safety data 
(Saeed et al. 2021) was a cross-sectional survey of recipients of BBIBP-CorV in the UAE between 
January and April 2021. The survey was voluntary and self-administered, and offered to 
potential recipients over 18 years of age who had received 1 or 2 doses of vaccine by email or 
social media sites. 1102 survey responses were received, of whom 1080 were included in the 
study as being from people 18 years and old. The number of vaccines administered to the 
survey population was not reported.  

Adverse event reported After 1st dose (rate) After 2nd dose (rate) 

Number of participants 1080 1080 

Local pain (normal) 456 352 

Local pain (severe) 28 88 

Tenderness 56 108 

Local pruritis 12 12 

Local redness 8 16 

Headache 104 108 

Fatigue 132 176 

Lethargy 100 148 

Myalgia 68   

Nausea 16 12 

Diarrhoea 8 8 

Cough 12 8 

Hypersensitivity 12 0 

Fever 12 32 

Abdominal pain 20 16 

Backpain 44 32 

Other 8 8 

None 264 152 

Table 5. Rate of adverse events reported in survey of recipients, Saeed et al. (PREPRINT) 

(Hatmal et al. 2021) was a study that administered a self-administered survey to a randomised 
cross section of the adult Jordanian population between 9 and 15 April 2021. Participants were 
invited through social media (Whatsapp, Facebook, Instagram) to go to the survey website, and 
a total of 2213 participants provided information. The vaccinated population of Jordan was 
550,000, who had received Comirnaty (BNT162b2), Vaxzevria (AZ1222) or BBIBP-CorV. The 
response rate was not reported.  
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Table 6. Adverse reactions by vaccine type reported in (Hatmal et al. 2021) 
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Figure 2. Adverse event severity by vaccine type from (Hatmal et al. 2021) 

The most common adverse events with BBIPB-CorV were fever, tiredness, headache, and 
injection site pain. Overall, more BBIBP-CorV recipients reported no adverse events or milder 
adverse events than recipients of Comirnaty or Vaxzevria. Other vaccines in this analysis 
included small numbers of Covaxin, Sputnik V and other vaccines.  

(Cai et al. 2021) is a significant meta-analysis of published studies of several vaccines, including 
BBIBP-CorV, which examined reported adverse events. It has referenced the main studies used 
in the analyses of efficacy presented in this assessment.  
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Figure 3. Reported adverse events for Comirnaty, Vaxzevria, BBIBP-CorV, Sputnik V and 
Spikevax from (Cai et al. 2021) 
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The paper only presents the vaccine sub-analysis graphically, although there is a tabulated 
comparison of adverse events by platform (e.g. non-replicating virus vs mRNA) but this merges 
several products. Overall the low rate of severe adverse events compared to Comirnaty and 
Vaxzevria reported by (Hatmal et al. 2021) using real world data is repeated in this analysis. 
The Evaluator notes that there appears to be no data for BBIPB-CorV on the incidence of 
myalgia, arthralgia or chills, which may reflect the limitations of published trial data, but these 
are reported in the survey based studies.  

The WHO (SAGE 2021) has reported two serious adverse events potentially linked to 
vaccination with BBIBP-CorV in clinical trial data it has reviewed. These are Inflammatory 
Demyelination Syndrome/Disseminated Encephalomyelopathy and Severe Nausea.   

Sinopharm: evaluator’s comments 
Al Kaabi, Zhang et al. 2021) is an interim analysis of the the main phase III data available for the 
Sinopharm/WIV04 vaccine. The study was conducted in 40411 healthy adults in the UAE 
between Jul and Dec 2020. Subjects were randomised equally to receive either BBIBP-CorV, 
another inactivated vaccine strain (HBO2) or alum adjuvant only, giving 13066 subjects with 
two doses of BBIBP-CorV and 13071 with alum only. The study enrolled mainly men (84%) of 
young age (mean 36.2 years). The primary endpoint was PCR confirmed symptomatic COVID, 
with a vaccine efficacy of 72.8% (95%CI 58.1-82.4). A post-hoc analysis identified an additional 
42 asymptomatic cases, which would lower the total vaccine efficacy (symptomatic and 
asymptomatic) to 64% (95%CI 48.4-74.7). There were only 2 ‘severe’ cases of COVID and the 
Authors note this as a limitation in the study, giving an estimate VE of 100% but with very 
broad confidence intervals. The grading scale for symptoms used was not described in the 
publication. 

WHO’s sage committee provided TGA with a summary of updated data at a median of 112 days 
followup. This indicated that there was a VE against hospitalisation of 78.7% (95%CI 26-93.9). 
Vaccine Efficacy in people >60 years of age was not estimated. 

Table 7. SAGE estimate of vaccine efficacy 

The SAGE summary noted that there was a ‘low level of confidence’ that 2 doses of BBIBP-CorV 
provides efficacy against infection in older adults. 
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(Xia et al. 2021) was a phase I/II study that mainly examined safety in escalating doses of 
BBIBP-CorV, as well as seroconversion. In part 1 of the study, subjects were randomised equally 
to receive either placebo or vaccine at 2, 4, or 8 µg doses on day 0 and 28. In part 2 of the study, 
subjects were randomised equally to receive placebo of vaccine at 8 µg on days 0 and day 14, 21 
or 28. The mean age of participants was 53 years of age. The study was conducted in China in 
2020 (exact dates unclear).  

Figure 4. Seroconversion following BBIBP-CorV vaccination in phase I/II study 

The study indicates that seroconversion occurs in response to vaccination, with uncertain 
relevance to clinical outcomes given there is not a clear correlate of immunity for COVID. 

(Silva-Valencia) was a large study examining vaccine efficacy and mortality among 400,000 
Peruvian healthcare workers between February and Jun 2021. The pre-print of the study was in 
Spanish and so the Evaluator cannot comment on methodology, however the table presents 
clinical endpoints which translate readily into English. The results of this trial were reported in 
English in Reuters, at https://www.reuters.com/world/americas/peru-study-finds-sinopharm-
covid-vaccine-504-effective-against-infections-2021-08-13/. 

(AlQahtani et al. 2021) is a study from the deployment of several vaccines, including Sinopharm, 
in Bahrain between December 2020 and July 2021. In this, 569,054 individuals with a median 
age of 38 years were vaccinated. Delta and Beta strain COVID were isolated from PCR results 
during the period of deployment. The paper does not present vaccine effectiveness, which the 
Evaluator has calculated from the rates of endpoints presented below. This is notable in that 
there is a relatively low level of effectiveness even against Death compared to other trials.  

https://www.reuters.com/world/americas/peru-study-finds-sinopharm-covid-vaccine-504-effective-against-infections-2021-08-13/
https://www.reuters.com/world/americas/peru-study-finds-sinopharm-covid-vaccine-504-effective-against-infections-2021-08-13/
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Table 8. Pairwise comparisons of effectiveness of Sinopharm BBIBP-CorV in Bahrain 

Table 9. Outcomes from Silva-Valencia, J et al. Note the IC 95% is not the CI for the 
Vaccine Efficacy 

(Al-Hosani 2021) is an observational study based on administrative records from the 
deployment of BBIP-CorV in the UAE between September 2020 and May 2021. A total of 214940 
cases of COVID were reported to the UAE Dept of Health, of whom 176,640 could be linked to 
vaccine status records and were included in the study. The estimate of vaccine effectiveness is 
not presented stratified by age.  

(Ferenci and Sarkadi 2021) published a review of neutralising antibody levels after two doses of 
BBIBP-CorV. This study found that age was a significant factor in the antibody response to 
BBIBP-CorV. 25% of recipients at 60 years of age, and 50% of recipients at 80% of age did not 
produce protective antibodies. 

The Evaluator concludes that there is a wide range of the VE of BBIPV-CorV, but the VE against 
infection appears at most 73% and VE against hospitalisation is at most 80%. Partly because of 
the demographics of the populations in which the vaccine has been deployed there is a paucity 
of VE evidence in people >60 years of age. There is some evidence that immune response in 
older people is low. Overall, the Evaluator concludes that there is not sufficient data to conclude 
that BBIBP-CorV meets the criteria for Recognition in all age groups. 
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Appendix 1.3 Covaxin 
Product Covaxin 

Product developer  Bharat Biotech 

Country of origin  India  

Vaccine type Inactivated virus with alum adjuvant 

Schedule  Strain NIV-2020-770 
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Covaxin: countries deployed 
Deployed in 9 countries and was listed by the WHO for emergency use in November 2021. 

Guyana India Iran Mauritius Mexico 

Nepal Paraguay Philippines Zimbabwe  
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Covaxin: main clinical efficacy and effectiveness data using standard schedules 
Study Population Strain Schedule Primary 

Endpoint 
VE 

ASy  

VE 

 Sy 

VE 

Hos 

VE 

Death 

Advantages Disadvantages 

(Ella et al. 
2021) 

PREPRINT 

Adults 18-98 
years  

Many, 
including 
Delta and 
Kappa 

Two doses 
at day 0 
and 28 

PCR confirmed 
symptomatic 
COVID >14 
days after last 
dose 

63.6 77.8% 

(65.2% 
vs 
Delta) 

93.42  • Randomised 
• Includes Delta 

strain patients 

• Not peer 
reviewed (pre-
print) 

• Estimate of 
efficacy in people 
>60 years of age 
very poor due to 
low numbers 
(median age 40.1 
years) 

• Provides estimate 
of asymptomatic 
infection in 
protocol defined 
subgroup 

Indian 
Department 
of Health 

Adults >18 
years of age 

Not 
noted. 

Delta 
prevalent 
at the 
time 

Two doses Hospitalisation  

Death 

  88.2% 96.3% • Large cohort 
including 
middle age 
and older 

• Delta strain 
likely to be 
prevalent 

Short report does 
not include full 
population 
demographics 

 
2 Based on severe-symptomatic rate 
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Covaxin: main safety data 
(Ella et al. 2021) elicited reactogenic adverse events from all 25798 participants in the trial. The 
study reported no deaths which were considered related to vaccination, and only 40 serious 
adverse events (not otherwise described in the report). The rates of adverse events were higher 
for the first than the second dose. The Evaluator notes that the incidence of adverse events was 
very low compared to that reported for other inactivated virus vaccines (e.g. Coronavac and 
Sinopharm).  It is not clear which data set has the more accurate evaluation of the true incidence 
of adverse reactions, however.  

Figure 5. Rates of adverse events reported in (Ella et al. 2021) for Covaxin after 1 or 2 
doses 
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Covaxin: evaluator’s comments 
(Ella et al. 2021) was reviewed as a non-peer reviewed pre-print of an interim analysis of an 
ongoing phase III trial. The study involved 25 798 volunteers recruited at 25 Indian hospitals 
between November 2020 and Jan 2021. Subjects were PCR screened to exclude COVID at 
enrolment and before each dose. Subjects were randomised 1:1 to receive vaccine (n=12221) or 
placebo (n=12198). Follow-up was stratified into three categories by study site. At Category 1 
sites, post-dose phone calls were made every two weeks to detect symptoms (n=16477), at 
Category 2 sites swabs were taken every month to detect asymptomatic infection (n=8721) and 
at Category 3 sites blood samples were taken for immunological analysis (n=600). Patients were 
asked to contact the team on an as-needs basis. The protocol for follow-up and symptom 
assessment was not available in the pre-print. 

The authors reported 27 variants identified during the study, but did a sub-analysis of 50 Delta-
confirmed participants. This indicated a VE against symptomatic infection of 65.2% (95%CI 
33.1-83). This is useful information but the small numbers make the error on this estimate too 
broad to be reliable.  

Table 10. Efficacy results for (Ella, Reddy et al. 2021) 

The Evaluator notes that the median age of the subjects was young (40.1 years) with a relatively 
few patients at high risk of illness or hospitalisation due to age. This may explain the 
imprecision of the estimate of efficacy in the older age group (>60 years age) which is too 
underpowered to be meaningful. Similarly, the imprecision of the estimate on asymptomatic 
COVID is too broad to allow clinically meaningful interpretation.  

The TGA has reviewed a regulatory dossier that confirms the results presented in (Ella et al. 
2021). 

The TGA has been provided with an unpublished study of vaccine effectiveness by the Indian 
Council of Medial Research of the Indian Ministry of Health. This assessed the effectiveness of 
Covaxin against mortality and hospitalisation using linked health data in people eligible for 
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vaccination between April and August 2021. Over this period 1,599,723 individuals received 
two doses of Covaxin vaccine. This vaccination program included people >18 years of age and 
those over 60 years of age. This indicated a VE of 88.2% (95% 87.9-88.5) against hospitalisation 
and 96.3% (95%CI 95.4-96.9) for recipients of two doses of Covaxin.  

The Evaluator concludes that there is sufficient evidence to conclude the efficacy of Covaxin 
exceeds the threshold required for Recognition, with a fair amount of leeway in these estimates 
and in populations exposed to Delta strain COVID. 

 

Covaxin: references 
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Appendix 1.4 Sputnik V 

Sputnik V: countries deployed 
Sputnik V is approved for use in 71 countries and is not WHO listed for emergency use. 

Albania Algeria Angola Antigua and 
Barbuda 

Argentina 

Armenia Azerbaijan Bahrain Bangladesh Belarus 

Bolivia Brazil Cameroon Chile Djibouti 

Ecuador Egypt Gabon Guatemala Guinea 

Guyana Honduras India Indonesia Iran 

Iraq Jordan Kazakhstan Kenya Kyrgyzstan 

Lao People’s 
Democratic 
Republic 

Lebanon Libya Maldives Mali 

Mauritius Mexico Mongolia Montenegro Morocco 

Myanmar Namibia Nepal Nicaragua Nigeria 

North Macedonia Oman Pakistan Panama Paraguay 

Philippines Republic of 
Moldova 

Congo Russian 
Federation 

St Vincent and the 
Grenadines 

San Marino Serbia Seychelles Sri Lanka Syrian Arab 
Republic 

Product Sputnik V/Gam-COVID-Vac 

Product 
Developer 

Gamaleya Research Institute 

Country of origin Russia 

Vaccine Type Recombinant adenoviruses (rAd26 and rAd5 in heterologous dose 
schedule) 

Schedule Two doses at day 0 and 21. 
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Tunisia Turkey Turkmenistan United Arab 
Emirates 

Uzbekistan 

Venezuela Vietnam West Bank Zimbabwe  

 



Therapeutic Goods Administration 

39 
 

Sputnik V: main clinical efficacy and effectiveness data using standard schedules 
Study Population Strain Schedule Primary 

Endpoint 
VE 

ASy  

VE 

 Sy 

VE 

Hos 

VE 

Death 

Advantages Disadvantages 

(Logunov, 
Dolzhikova 
et al. 2021 

People >18 
years of age 
with 
negative 
COVID PCR, 
IgG and IgM 
on screening. 

Not noted 
but VOC 
not 
prevalent 
in Russia 
during 
period of 
the trial 

Two doses 
21 days 
apart 
(rAd26 
then rAd5) 

PCR confirmed 
symptomatic 
COVID 
infection after 
second dose. 

 91.6% 100%  • Randomised 
• Peer reviewed 

• No estimate of VE 
against 
asymptomatic 
transmission 

• No direct estimate 
of VE against 
hospitalisation 

• Relatively few 
patients >60 years 
(median age 45.3 
years) 

• Relatively short 
period of follow-
up (48 days) in 
interim analysis of 
180-day trial 

(Voko et 
al. 2021)) 

3740066 
residents of 
Hungary 16+ 
years of age 
vaccinated 
between Jan 
and Jun 2021 

Alpha 2 doses Infection 

Mortality 

 85.7%  97.5% • Large real 
world study 

• Peer 
Reviewed 

• Includes 
broad 
population 
recruitment 

• Alpha strain 
 

(González 
et al. 
2021) 

415995 
residents of 
Argentina 
aged 60-79 

Not noted First dose Infection, 
Hospitalisation 
and Mortality 

 78.6% 87.6% 84.4% • Large real 
world study 

• Includes 
hospitalisation 
data 

• Single dose 
only 
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years of age 
between Dec 
2020 and 
March 2021 

• Examines risk 
groups 
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Sputnik V: main safety data 
(Montalti et al. 2021) was a survey of 2558 vaccine recipients in San Marino that elicited 
self-assessed adverse events after the first and second doses of Sputnik V between March and 
April 2021. All recipients of the vacine were invited to respond (San Marino has a populaton of 
approximately 35,000). The response rate is not reported. The Authors note that this was an 
interim analysis as the vaccination program was ongoing, and not sufficiently powered to detect 
rare adverse events. 

Figure 6. Percentage incidence of adverse events reported after 1st and 2nd doses of 
Sputnik V in (Montalti et al. 2021) et al.  

The majority of adverse events reported were of mild severity, and included expected 
reactogenic effects.  

(Babamahmoodi et al. 2021) is a pre-print of a study which examined 3236 reports of adverse 
events received from among 13435 healthcare workers who received Sputnik V in Iran between 
February and April 2021. Recipients of the vaccine were invited to respond to a web based 
survey by text message within 8 days of vaccination. It is noted that BBIPB-CorV and Covaxin 
were also in used in Iran but recipients of these vaccines were excluded.  
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Table 11. Incidence of adverse events in recipients of Sputnik V after one or two doses, 
reported in (Babamahmoodi et al. 2021) 

(Cai et al. 2021) is a significant meta-analysis of published studies of several vaccines, including 
Sputnik V, which examined reported adverse events. It has referenced the main studies used in 
the analyses of efficacy presented in this Assessment.  
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Figure 7. Reported adverse events for Comirnaty, Vaxzevria, BBIBP-CorV, Sputnik V and 
Spikevax from (Cai et al. 2021) 

The Evaluator notes that these studies are broadly consistent with the low severity of adverse 
events reported, and the relative incidence of common reactogenic adverse events. 
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Sputnik V: additional information  
The Russian Direct Investment Fund (RDIF) has announced that Sputnik V showed 97.8% 
vaccine effectiveness against symptomatic COVID and 100% vaccine effectiveness against 
severe COVID in 81000 recipients in the UAE3. Commentary4 notes unpublished data on 3.8 
million vaccine recipients in Russia which has a similar estimate of efficacy. 

Sputnik V: evaluator’s comments 
Logunov et al. (2021) is an interim report from a phase III DB RCT study that was conducted on 
21977 subjects recruited from 25 medical clinics in Russia between Sep and Nov 2020. Subjects 
were randomised 3:1 to receive vaccine (n=16501) or placebo (n=5476). Patients were 
monitored for self-reported COVID symptoms and cases confirmed by PCR testing. The average 
age of the population was relatively young (45.3 years) with a smaller number of patients 
(n=2144) older than 60 years of age. The study is intended to run for 180 days but the median 
follow-up time in this report is 48 days (IQR 39-58). The report found an overall vaccine efficacy 
of 91.6% (85.6-95.2) for symptomatic COVID during an outbreak in Russia (overall population 
rate of COVID 0.02). The study reported a 100% (95% CI 94.4-100) for severe COVID although 
this was a secondary stratification and it is not clear how many cases it was based on. The 
severity of COVID was assessed against a protocol-defined scale which the Evaluator notes 
would have placed these cases in hospital requiring supplemental O2. 

 
3 https://rdif.ru/Eng_fullNews/6919/ accessed on 17 September 2021 
 
4 (Pagotto et al. 2021) 

https://rdif.ru/Eng_fullNews/6919/
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Table 12. Appendix of Logunov describing COVID severity scale 

The integrity of this study has been questioned (Bucci et al. 2021) due to the large number of 
people excluded at screening (35963 screened, of whom 21977 were randomised), poor 
definition of the primary endpoint and statistically improbable correlations in the data. The 
protocol and data has not been made public and is not intended to be until the end of the study. 
The Evaluator agrees that the publication (Logunov, Dolzhikova et al. 2021) does not make it 
clear exactly how cases were acquired, although the scale for assessing severity of symptoms is 
provided in the Appendix (see Table 1).  

(Cabezas et al. 2021) has provided a commentary on the Sputnik efficacy data but notes some 
additional issues. They note a trial (Gushchin et al. 2021) showed a reduction in neutralisation 
of VOC in Sputnik vaccinated patients. However, a comparative trial (Ikegame et al. 2021) 
showed that a similar effect occurs with AstraZeneca AZ1222 vaccine. 
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Table 13: Comparative neutralisation of COVID vaccines against Variants of Concern 
compared to Wild Type virus, Ikegame, Siddiquey et al. 2021 

(Voko et al. 2021) provides a real-world retrospective analysis of the Hungarian vaccination 
program over the first half of 2021, which involved 5 vaccines including Sputnik V. This found a 
high rate of Vaccine Effectiveness against infection, 85.7% (95%CI 84.3-86.9), and mortality, 
97.5% (95%CI 95.6-98.6). The age of the vaccinated population was 16+ years with a fairly 
balanced representation of older age groups. 

(González et al. 2021) examined the vaccine efficacy of the first dose of Sputnik V in older 
Argentinians in their national program. The study found a Vaccine Effectiveness of 78.6% 
(95%CI 74.8-81.7) against COVID infection, 87.6% (95% CI 80.3-92.2%) against hospitalisation 
and 84.8% (95% 75.0-90.7) against mortality compared to unvaccinated people. The study did 
not note the dominant strain circulating at the time, but the Evaluator notes that Gamma and 
Lambda were both potentially prevalent in South America at the time. First-dose studies should 
be interpreted with caution in the case of Sputnik V because the two components of the vaccine 
are different, and there is theoretical potential for induced anti-adenovirus antibodies to impact 
overall efficacy after booster doses. However, the Evaluator feels that this study provides 
additional real world support for the efficacy of Sputnik V in relevant risk populations. 

(Dolzhikova et al. 2021) has published a single dose efficacy study that reported a vaccine 
efficacy of 69.96% (95%CI 64.0-74.7) based on registry data from Moscow. This has the 
advantage of being a study conducted during a Delta COVID outbreak in the city, but the 
methodology appears to impute an unvaccinated rate from serology data. The Evaluator feels 
that this study is not critical and, due to the unusual methodology, has not included it in the 
analysis until a peer-reviewed version is available. 

The Evaluator notes that some of the information announced by the RDIF, while encouraging, 
appears to be unpublished and so cannot be evaluated. 

The Evaluator concludes that there is sufficient data to Recognise Sputnik V. 
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Appendix 1.5 Convidecia 
 

 

 

 

Convidecia: countries deployed 
Deployed in 9 countries and not WHO recognised for emergency use. 

Argentina Chile China Ecuador Hungary 

Indonesia Malaysia Mexico Pakistan  

 

Product Convidecia and Pakvac (Pakistan) 

Product Developer Cansino Biologics 

Country of origin China 

Vaccine Type Recombinant Adenovirus 5 vector 

Schedule Single dose 
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Convidecia: main clinical efficacy and effectiveness data using standard schedules 
Study Population Strain Schedule Primary 

Endpoint 
VE 

ASy  

VE 

 Sy 

VE 

Hos 

VE 

Death 

Advantages Disadvantages 

(Halperin 
et al. 
2021) 

 

44450 
residents of 
Pakistan, 
Russia, 
Mexico and 
Chile 18 
years or older 
enrolled 
between Sep 
and Dec 2020  

B.1.1.19 One dose Symptomatic 
PCR 
confirmed 
COVID 

 57.5%   • Controlled trial • Does not 
measure severe 
disease 
outcomes 
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Convidecia: main safety data 
The main safety data is from the phase III trial and is short term follow-up of reactogenic 
endpoints. The Study reported headache (44.2%), muscle aches (41.2%), drowsiness (40.0%) 
and fever (12.5%) occurring in Convidecia recipients. There was no difference in the rate of 
severe adverse events between placebo and Convidecia.  

Convidecia: additional information  
On 22 March 2021 Cansino reported to have stated5 interim data from (Halperin et al. 2021). In 
the same report, reference was made to the Pakistan authorities had announced a vaccine 
efficacy rate of 100% against severe COVID and 94.8% against symptomatic COVID in trials in 
Pakistan. The Evaluator has not been able to access the latter data. 

Convidecia: evaluator’s comments 
(Halperin et al. 2021) provides phase III evidence supporting the primary efficacy of Convidecia 
in preventing infection 28 days post single dose vaccination. The Evaluator notes that a Vaccine 
Efficacy of 90.1% (95% CI 22.3-98.7) was reported but this is considered too broad to be useful. 
The Authors of the study have noted these broad confidence intervals are probably related to 
the smaller sample size.  

There is currently insufficient evidence to conclude whether Convidecia should be a Recognised 
vaccine. 

Convidecia: references 
Halperin, Scott A., Lingyun Ye, Donna MacKinnon-Cameron, Bruce Smith, Pedro E. Cahn, 

Guillermo M. Ruiz-Palacios, Aamer Ikram, Fernando Lanas, M. Lourdes Guerrero, Sergio 
Raúl Muñoz Navarro, Omar Sued, Dmitry A. Lioznov, Vitalina Dzutseva, Ghazala Parveen, 
Fengcai Zhu, Laura Leppan, Joanne M. Langley, Luis Barreto, Jinbo Gou, Tao Zhu, Helen 
Mao, Luc Gagnon, Steven-Phay Tran, Sarwat Tahsin Khan, Amalia Guadalupe Becerra 
Aquino, Edgar Eduardo Saldaña Montemayor, Norma Eréndira Rivera Martínez, Víctor 
Casildo Bohórquez López, J. Abraham Simón Campos, Felipe de Jesús Pineda Cárdenas, 
Wei Chen, Lihua Hou, Zhe Zhang, Gonzalo Corral, Eduardo López, Ricardo Teijeiro, Maria 
F. Alzogaray, Cesar Zaidman, Gustavo Lopardo, Bernardo Goecke, Rosa María Feijooó 
Seoane, Sayed Faisal Mahmood, Ejaz Ahmed Khan, Jayed Akram, Salma Abbas, Naseem 
Salahuddin, Elena Rozhkova, and Tatyana Zubkova. 2021. 'Final efficacy analysis, 
interim safety analysis, and immunogenicity of a single dose of recombinant novel 
coronavirus vaccine (adenovirus type 5 vector) in adults 18 years and older: an 
international, multicentre, randomised, double-blinded, placebo-controlled phase 3 
trial', The Lancet. 

 
5 https://www.prnewswire.com/news-releases/cansinobio-announces-approval-for-its-single-dose-
covid-19-vaccine-convidecia-in-hungary-301252978.html 
 

https://www.prnewswire.com/news-releases/cansinobio-announces-approval-for-its-single-dose-covid-19-vaccine-convidecia-in-hungary-301252978.html
https://www.prnewswire.com/news-releases/cansinobio-announces-approval-for-its-single-dose-covid-19-vaccine-convidecia-in-hungary-301252978.html
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Appendix 1.6 Vaxzevria/Covishield 
 

 

 

 

Vaxzevria/Covishield: countries deployed 
Vaxzevria is approved for use in 123 countries and is WHO listed for emergency use. 

Covishield is approved for use in 46 countries and is WHO listed for emergency use. 

Afghanistan Antigua and 
Barbuda 

Argentina Bahamas Bahrain 

Bangladesh Barbados Bhutan Bolivia Botswana 

Brazil Cabo Verde Canada Cote 
d’Ivoire 

Dominica 

Egypt Ethiopia Ghana Grenada Honduras 

Hungary India Jamaica Lebanon Madagascar 

Maldives Morocco Myanmar Namibia Nepal 

Nicaragua Nigeria Saint Kitts and 
Nevis 

Saint Lucia Saint Vincent and the 
Grenadines 

Seychelles Solomon Islands Somalia South 
Africa 

Sri Lanka 

Suriname Syrian Arab 
Republic 

Togo Tonga Trinidad and Tobago 

Ukraine     

 

Product Vaxzevria 

Product Developer AstraZeneca 

Country of origin UK 

Vaccine Type Adenovirus 

Schedule 2 doses, day 0 and week 4-12 
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Vaxzevria/Covishield: main clinical efficacy and effectiveness data using standard 
schedules 

Study Population Strain Schedule Primary Endpoint VE 

ASy  

VE 

 Sy 

VE 

Hos 

VE 

Death 

(Voysey et al. 
2021) 

Pooled analysis of placebo controlled studies 
involving 8597 adult recipients of ChAdOx1 
vaccine across four studies in UK, Brazil and 
South Africa. 

Not 
noted 

2 doses 

Day 0 and 
Week 12 

Symptomatic PCR confirmed 
COVID >14 days after the 
second dose 

 63.1%6   

(Cerqueira-
Silva et al. 
2021) 

PREPRINT 

Retrospective cohort study in approximately 
61 million recipients of Brazilian mass 
vaccination program  

Gamma 2 doses 

Day 0 

Week 12 

Symptomatic infection, 
hospitalisation, ICU 
admission and death 

 70% 86.8% 

(88.1% 
ICU) 

90.2% 

(Pritchard et al. 
2021) 

Random survey of 383812 >16 year old 
participants in UK to assess COVID status post 
vaccination 

Alpha 2 doses 

Day 0 

Day Week 
12 

Symptomatic and 
Asymptomatic infection > 
21 days after second dose 

58% 64%   

(Lopez Bernal 
et al. 2021) 

Case control study in 8300 adult subjects in 
UK. 

Alpha 
and Delta 

2 doses 

Day 0 and 
Week 12 

Symptomatic infection >14 
days after second dose 

  

67.0% 

(delta) 
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Vaxzevria/Covishield: data in non-standard schedules 

 
Table 14. Results (Voysey et al. 2021) 

The Evaluator notes that while Voysey reported an overall VE against infection of 70.4%, this 
figure included two different dose schedules of the vaccine (e.g. low dose/standard dose and 
standard dose/standard dose). The figure given is that for the standard dose (e.g. SD/SD).  

Vaxzevria/Covishield: main safety data 
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Table 15. Adverse events reported from pooled safety analysis in the TGA Prescribing 
Information for Vaxzevria 

Thrombosis with thrombocytopenia syndrome (TTS) occurs in approximately 2.4 cases per 
100000 vaccine recipients, most commonly after the first dose of vaccine. The onset of 
symptoms is usually within 4 to 42 days after vaccination and thrombosis can occur either in 
common sites (e.g. DVT or PE) or in unusual locations (e.g. cerebral venous sinus thrombosis). 
The Australian Technical Advisory Group on Immunisation (ATAGI) has provided an analysis of 
age specific rates of TTS7. 

Vaxzevria/Covishield: evaluator’s comments 
Vaxzevria is TGA-registered.  

Vaxzevria/Covishield: references 
 

 
7 COVID-19 vaccination – weighing up the potential benefits against risk of harm from COVID-19 Vaccine 
AstraZeneca, April 2021, accessed at https://www.health.gov.au/resources/publications/covid-19-
vaccination-weighing-up-the-potential-benefits-against-risk-of-harm-from-covid-19-vaccine-astrazeneca 
 

https://www.health.gov.au/resources/publications/covid-19-vaccination-weighing-up-the-potential-benefits-against-risk-of-harm-from-covid-19-vaccine-astrazeneca
https://www.health.gov.au/resources/publications/covid-19-vaccination-weighing-up-the-potential-benefits-against-risk-of-harm-from-covid-19-vaccine-astrazeneca
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Appendix 1.7 Comirnaty 
 

 

 

 

Comirnaty: countries deployed 
Comirnaty is approved for use in 101 countries and is WHO listed for emergency use. 

Product Comirnaty/BNT162b2 

Product Developer Pfizer 

Country of origin USA 

Vaccine Type mRNA 

Schedule 2 doses at day 0 and day >21 
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Comirnaty: main clinical efficacy and effectiveness data using standard schedules 
Study Population Strain Schedule Primary 

Endpoint 
VE 

ASy  

VE 

 Sy 

VE 

Hos 

VE 

Death 

Advantages Disadvantages 

(Polack 
et al. 
2020) 

Multinational RCT 
trial of 43548 
volunteers >16 
years of age 

Not 
noted 

2 doses 

Day 0 

Day 21 

PCR confirmed 
symptomatic 
COVID >7 days 
after second 
dose 

 95%   • (Polack 
et al. 
2020) 

• Multinational RCT 
trial of 43548 
volunteers >16 
years of age 

(Dagan 
et al. 
2021) 

596618 persons 
>16 years of age 
randomised 1:1 as 
vaccinated or 
control in 
observational 
study of mass 
vaccination 
program in Israel 

Mainly 
Alpha 

2 doses 

Day 0 

Day 21-
27 

VE 
Asymptomatic 
COVID, 
Symptomatic 
COVID Severe 
disease, 
hospitalisation 
and death >7 
days after 
second dose 

90% 94% % 92 

(severe 
infection) 

87% 

(hospital) 

 • (Dagan 
et al. 
2021) 

• 596618 persons 
>16 years of age 
randomised 1:1 as 
vaccinated or 
control in 
observational 
study of mass 
vaccination 
program in Israel 

(Haas 
et al. 
2021) 

Study calculating 
rates of COVID in 
vaccinated and 
unvaccinated 
residents of Israel 
>16 years of age 

Mainly 
alpha 

2 doses 

Day 0 

Day 21-
27 

VE 
asymptomatic 
COVID, 
Symptomatic 
COVID, Severe 
disease, 
Hospitalisation 
and Death 

93.5% 97.7% 98% 98.1% • (Haas et 
al. 
2021) 

• Study calculating 
rates of COVID in 
vaccinated and 
unvaccinated 
residents of Israel 
>16 years of age 
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(Lopez 
Bernal 
et al. 
2021) 

Case control study 
in 15800 adult 
subjects in 
England. 

Alpha 
and 
Delta 

2 doses VE 
Asymptomatic 

93.7% 
(alpha) 

 

88.0% 
(delta) 

   • (Lopez 
Bernal 
et al. 
2021) 

• Case control study 
in 15800 adult 
subjects in England 

(Chung 
et al. 
2021) 

Case control study 
in 324033 PCR 
confirmed cases of 
COVID in Canada 

Mainly 
Alpha 

2 doses VE Symptomatic 
infection and 
(hospitalisation 
or death) 
composite >7 
days after 
second dose 

 91% 98% (or 
death) 

98% (or 
hospitalisation) 

• (Chung 
et al. 
2021) 

• Case control study 
in 324,033 PCR 
confirmed cases of 
COVID in Canada 

 

 

Study Population Strain Schedule Primary 
Endpoint 

VE 

ASy  

VE 

 Sy 

VE 

Hos 

VE 

Death 

Advantages Disadvantages 

(Frenck 
et al. 
2021) 

Placebo controlled trial in 
subjects 2264 12-15 years 
of age randomised 1:1 to 
receive Comirnaty 
(n=1134) or placebo 
(n=1130) 

Not 
noted 

2 doses  

Day 0 

Day 21 

Symptomatic 
PCR confirmed 
COVID >7 days 
post second 
dose 

 100%   • (Frenck 
et al. 
2021) 

• Placebo controlled trial in 
subjects 2264 12-15 years of 
age randomised 1:1 to receive 
Comirnaty (n=1134) or 
placebo (n=1130) 
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Comirnaty: data in non-standard schedules 
The efficacy of a third booster shot was assessed in (Bar-On et al. 2021). This study examined 
the rate of infection in 1137804 Israeli residents over 60 years of age during the booster 
program in 2021. Endpoints were assessed retrospectively to assess the rate of confirmed 
infection and severe illness in fully vaccinated people who had, or had not, received a 3rd dose of 
Comirnaty at least five months after completing primary 2-dose vaccination. The study reported 
a decrease in rates of infection and severe illness among recipients of the 3rd dose, with an odds 
ratio of protection against severe infection of 19.5. 

Table 16. Results from Bar-On, Goldberg et al. 

Comirnaty: main safety data 
 

Table 17. Common adverse events following Comirnaty administration, from ATAGI 
Clinical Guidance on use of COVID-19 Vaccine in Australia in 2021 using data from 
(Frenck et al. 2021) and (FDA 2020). 
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Myocarditis, pericarditis and myopericarditis have been reported following Comirnaty. The rate 
appears higher in young males (<30 years of age) at a rate of 71.5 per million vaccines in males.   

 

Comirnaty: evaluator’s comments 
Comirnaty is TGA-registered. 

Comirnaty: references 
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Mahmud, C. H. Righolt, L. W. Svenson, S. E. MacDonald, N. Z. Janjua, M. Tadrous, J. C. 
Kwong, and Investigators Canadian Immunization Research Network Provincial 
Collaborative Network. 2021. 'Effectiveness of BNT162b2 and mRNA-1273 covid-19 
vaccines against symptomatic SARS-CoV-2 infection and severe covid-19 outcomes in 
Ontario, Canada: test negative design study', BMJ, 374: n1943. 

Dagan, N., N. Barda, E. Kepten, O. Miron, S. Perchik, M. A. Katz, M. A. Hernan, M. Lipsitch, B. Reis, 
and R. D. Balicer. 2021. 'BNT162b2 mRNA Covid-19 Vaccine in a Nationwide Mass 
Vaccination Setting', N Engl J Med, 384: 1412-23. 

FDA, US. 2020. 'Pfizer-BioNTech COVID-19 Vaccine (Comirnaty, PF-07302048) Vaccines and 
Related Biological Products Advisory Committee Briefing Document', US FDA. 
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Walter, S. Senders, R. Bailey, K. A. Swanson, H. Ma, X. Xu, K. Koury, W. V. Kalina, D. 
Cooper, T. Jennings, D. M. Brandon, S. J. Thomas, O. Tureci, D. B. Tresnan, S. Mather, P. R. 
Dormitzer, U. Sahin, K. U. Jansen, W. C. Gruber, and C. Clinical Trial Group. 2021. 'Safety, 
Immunogenicity, and Efficacy of the BNT162b2 Covid-19 Vaccine in Adolescents', N Engl 
J Med, 385: 239-50. 

Haas, E. J., F. J. Angulo, J. M. McLaughlin, E. Anis, S. R. Singer, F. Khan, N. Brooks, M. Smaja, G. 
Mircus, K. Pan, J. Southern, D. L. Swerdlow, L. Jodar, Y. Levy, and S. Alroy-Preis. 2021. 
'Impact and effectiveness of mRNA BNT162b2 vaccine against SARS-CoV-2 infections 
and COVID-19 cases, hospitalisations, and deaths following a nationwide vaccination 
campaign in Israel: an observational study using national surveillance data', Lancet, 397: 
1819-29. 

Lopez Bernal, J., N. Andrews, C. Gower, E. Gallagher, R. Simmons, S. Thelwall, J. Stowe, E. Tessier, 
N. Groves, G. Dabrera, R. Myers, C. N. J. Campbell, G. Amirthalingam, M. Edmunds, M. 
Zambon, K. E. Brown, S. Hopkins, M. Chand, and M. Ramsay. 2021. 'Effectiveness of 
Covid-19 Vaccines against the B.1.617.2 (Delta) Variant', N Engl J Med, 385: 585-94. 
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Appendix 1.8 Spikevax 
 

 

 

 

Spikevax: countries deployed 
Spikevax is approved for use in 76 countries and is WHO listed for emergency use. 

Spikevax: main clinical efficacy and effectiveness data 
using standard schedules 

Study Population Strain Schedule Primary 
Endpoint 

VE 

ASy  

VE 

 Sy 

VE 

Hos 

(Chung et 
al. 2021) 

Case 
control 
study in 
324033 
persons 
>16 years 
of age with 
COVID 
symptoms 
in Canada 

Not 
noted 

 VE 

Symptomatic 
infection and 
severe 
outcomes 
(Hospitalisation 
or Death) >14 
days post 
second dose 

 Approx. 
95% 

(Note: 
Paper only 
presents 
data 
graphically) 

Approx. 
95% 

(Note: 
Paper only 
presents 
data 
graphically) 

(Nasreen 
et al. 2021) 

Case 
control 
study 
421073 
persons 
>16 years 
of age with 
COVID 
symptoms 
in Canada 

Alpha 

Beta 

Gamma 

Delta 

 VE 

Symptomatic 
infection and 
severe 
outcomes 
(Hospitalisation 
or death) >14 
days post 
second dose 

 91% 96%  

(>7 days 
after dose 
2)  

(Thompson 
et al. 2021) 

Case 
control 
study 

Not 
noted 

 VE 

Hospitalisation 

 ` 91% 

(hospital) 

Product Spikevax 

Product Developer Moderna 

Country of origin USA 

Vaccine Type mRNA 

Schedule Two doses, Day 0 and 28 
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41552 
admissions 
to 187 
hospitals 
and 221 
EDs in the 
USA. 

ED visit  

72% 

(ED) 

(Ali et al. 
2021) 

Placebo 
controlled 
trial in 
3732 12-17 
year olds 
randomised 
2:1 to 
Spikevax 
(n=2489) 
or placebo 
(n=1243) 

  VE  

Symptomatic 
infection >14 
days after 
second dose 

 92.7%  

 

Spikevax: main safety data 
Myocarditis, pericarditis and myopericarditis have been reported following Spikevax. The rate 
appears higher in young males (<30 years of age) at a rate of 37.7 per million vaccines in males 
18-24 years of age (Compared to 37.1 per million for Comirnaty in this age group). Most cases 
developed symptoms within a week of vaccination and required hospitalisation, but have had a 
mild clinical course8.  

Anaphylaxis to Spikevax has been reported at a rate of 2.5 per million doses, with the majority 
of cases occurring within 30 minutes of vaccination1. 

 

Table 18. Common adverse events following Comirnaty administration, from ATAGI 
Clinical Guidance on use of COVID-19 Vaccine in Australia in 2021 using data from (Ali et 
al. 2021) and (Baden et al. 2021). 

 
8 ATAGI Clinical Guidance on use of COVID-19 Vaccine in Australia in 2021 
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Spikevax: evaluator’s comments 
Spikevax is TGA-registered. The Evaluator notes that the average VE against hospitalisation in 
the trials in this review is 94%, probably reflecting the inclusion of studies against different 
strains than the NCRIS review referenced in the Executive summary. 

Spikevax: references 
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1273 SARS-CoV-2 Vaccine in Adolescents', N Engl J Med. 
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Ledgerwood, B. S. Graham, H. Bennett, R. Pajon, C. Knightly, B. Leav, W. Deng, H. Zhou, S. Han, M. 
Ivarsson, J. Miller, T. Zaks, and Cove Study Group. 2021. 'Efficacy and Safety of the mRNA-1273 
SARS-CoV-2 Vaccine', N Engl J Med, 384: 403-16. 

Chung, H., S. He, S. Nasreen, M. E. Sundaram, S. A. Buchan, S. E. Wilson, B. Chen, A. Calzavara, D. B. 
Fell, P. C. Austin, K. Wilson, K. L. Schwartz, K. A. Brown, J. B. Gubbay, N. E. Basta, S. M. Mahmud, C. 
H. Righolt, L. W. Svenson, S. E. MacDonald, N. Z. Janjua, M. Tadrous, J. C. Kwong, and 
Investigators Canadian Immunization Research Network Provincial Collaborative Network. 
2021. 'Effectiveness of BNT162b2 and mRNA-1273 covid-19 vaccines against symptomatic 
SARS-CoV-2 infection and severe covid-19 outcomes in Ontario, Canada: test negative design 
study', BMJ, 374: n1943. 

Nasreen, Sharifa, Hannah Chung, Siyi He, Kevin A. Brown, Jonathan B. Gubbay, Sarah A. Buchan, 
Deshayne B. Fell, Peter C. Austin, Kevin L. Schwartz, Maria E. Sundaram, Andrew Calzavara, 
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Natarajan, C. H. Bozio, N. Lewis, K. Dascomb, B. E. Dixon, R. J. Birch, S. A. Irving, S. Rao, E. 
Kharbanda, J. Han, S. Reynolds, K. Goddard, N. Grisel, W. F. Fadel, M. E. Levy, J. Ferdinands, B. 
Fireman, J. Arndorfer, N. R. Valvi, E. A. Rowley, P. Patel, O. Zerbo, E. P. Griggs, R. M. Porter, M. 
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Verani, A. Fry, M. Gaglani, E. Azziz-Baumgartner, and N. P. Klein. 2021. 'Effectiveness of Covid-19 
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Appendix 1.9 COVID-19 Vaccine Janssen 

 

 

 

 

Janssen: countries deployed 
Deployed in 71 countries and WHO recognised for emergency use. 

Janssen: main clinical efficacy and effectiveness data 
using standard schedules 

Study Population Strain Schedule Primary 
Endpoint 

VE 

ASy  

VE 

 Sy 

VE 

Hos 

(Sadoff, 
Gray, et al. 
2021) 

44,325 adults >18 years 
of age, mostly <60 years, 
recruited Latin America, 
USA, and South Africa 

Beta  

Gamma 

Single 
dose 

Moderate to 
severe COVID 
>14 days after 
dose 

 66.1% 85.4 

Janssen: data in non-standard schedules 
(Sadoff, Le Gars, et al. 2021) is a pre-print of a study that examined immunogenicity of a second 
booster dose of COVID-19 Vaccine Janssen. A total of 73 participants were >18 years of age and 
drawn from several phase I/II studies in which they had received a primary dose of vaccine and 
were offered a booster dose at 6 months. Neutralising GMTs were assessed 7 and 28 days after 
the booster dose, in addition to after the primary dose in the respective phase I/II trials. 
Participants showed a 9-fold increase in GMT at day 28 post-booster dose.  

Janssen: main safety data 
Table 19. Adverse reactions to COVID-19 vaccine Janssen in pooled trials, from TGA 
Product Information  

Product COVID-19 Vaccine Janssen 

Product Developer Johnson and Johnson/Janssen 

Country of origin Netherlands 

Vaccine Type Non-replicating adenovirus 

Schedule One dose 
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Janssen: additional information  
In early August 2021, Johnson and Johnson reported that the results of the Sisonke phase III 
trial in 477,234 South African healthcare workers. The company reported that the vaccine 
demonstrated 67 and 71% protection against infection with the Beta and Delta variants 
respectively, and 91-96.2% effectiveness against mortality. This data is not available for 
evaluation. 

Janssen: evaluator’s comments 
COVID-19 Vaccine Janssen is TGA-registered. 

Janssen: references 
Sadoff, J., G. Gray, A. Vandebosch, V. Cardenas, G. Shukarev, B. Grinsztejn, P. A. Goepfert, C. 
Truyers, H. Fennema, B. Spiessens, K. Offergeld, G. Scheper, K. L. Taylor, M. L. Robb, J. Treanor, D. 
H. Barouch, J. Stoddard, M. F. Ryser, M. A. Marovich, K. M. Neuzil, L. Corey, N. Cauwenberghs, T. 
Tanner, K. Hardt, J. Ruiz-Guinazu, M. Le Gars, H. Schuitemaker, J. Van Hoof, F. Struyf, M. 
Douoguih, and Ensemble Study Group. 2021. 'Safety and Efficacy of Single-Dose Ad26.COV2.S 
Vaccine against COVID-19', N Engl J Med, 384: 2187-201. 

Sadoff, Jerald, Mathieu Le Gars, Vicky Cardenas, Georgi Shukarev, Nathalie Vaissiere, Dirk 
Heerwegh, Carla Truyers, Anne Marit de Groot, Gert Scheper, Jenny Hendriks, Javier Ruiz-
Guiñazú, Frank Struyf, Johan Van Hoof, Macaya Douoguih, and Hanneke Schuitemaker. 2021. 
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Appendix 1.10 Sputnik Light 
 

 
 
 
 
 
 
 
 

Sputnik Light: countries deployed 
Sputnik Light is approved for use in 24 countries and is not WHO listed for emergency use. 

Angola Argentina Armenia Bahrain 

Belarus Cambodia Egypt Iran 

Kazakhstan Kyrgyzstan Lao peoples Republic Mauritius 

Mongolia Nicaragua Philippines Republic of the Congo 

Russian Federation San Marino Tunisia Turkmenistan 

UAE Tanzania Venezuela West Bank 

 

Product Sputnik Light 

Product Developer Gamaleya Research Institute 

Country of origin Russia 

Vaccine Type Recombinant adenoviruses (rAd5) in single dose 

Schedule One dose 



Therapeutic Goods Administration 

69 
 

Sputnik Light: main clinical efficacy and effectiveness data using standard schedules 
 

Study Population Strain Schedule Primary 
Endpoint 

VE 

ASy  

VE 

 Sy 

VE 

Hos 

VE 

Death 

Advantages Disadvantages 

(González 
et al. 
2021) 

415995 
residents of 
Argentina 
aged 60-79 
years of age 
between Dec 
2020 and 
March 2021 

Not 
noted 

First dose Infection 
Hospitalisation 
and Mortality 

 78.6% 87.6% 84.4% • Large real 
world study 

• Includes 
hospitalisation 
data 

• Examines risk 
groups 

• No detailed 
safety 
endpoint 
reporting. 

• Strain not 
determined. 
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Sputnik Light: main safety data 
Safety data is mainly available on Sputnik V vaccine, and no evaluable safety data has been 
provided in this study. 

Sputnik Light: additional information  
In May 2021 the RDIF has announced that deployment of Sputnik Light in Paraguay suggests a 
vaccine efficacy of 79.4% against infection.9 
 

(Dolzhikova et al. 2021)has published a single dose efficacy study that reported a vaccine 
efficacy of 69.96% (95%CI 64.0-74.7) based on registry data from Moscow. This has the 
advantage of being a study conducted during a Delta COVID outbreak in the city, but the 
methodology appears to impute an unvaccinated rate from serology data. The Evaluator feels 
that this study is not critical and, due to the unusual methodology, has not included it in the 
analysis until a peer reviewed version is available. 

Sputnik Light: evaluator’s comments 
There is insufficient evidence on which to base a determination whether to Recognise Sputnik 
Light.  
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