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Attachment 4
Excerpts from the Regulations

Schedule 4—Therapeutic goods required to be included in the part of the Register
for listed goods
(regulation 10)

Item No. Therapeutic goods

7 sunscreen preparations for dermal application, if:
(a) the claimed sun protection factor has been established by testing according
to the method described in Standard AS/NZS 2604:2012, as in force from time to
time; and
(b) the performance statements and markings on the label comply with that
Standard; and
(c) the sunscreen preparation only contains ingredients that are specified in a
determination under paragraph 26BB(1)(a) of the Act; and
(d) if a determination under paragraph 26BB(1)(b) of the Act specifies
requirements in relation to ingredients being contained in the sunscreen
preparation—none of the requirements have been contravened; and
(e) the sunscreen preparation only has indications that are covered by a
determination under paragraph 26BF(1)(a) of the Act; and
(f) if a determination under paragraph 26BF(1)(b) of the Act specifies
requirements in relation to the indications—none of the requirements have been
contravened

Schedule 5—Therapeutic goods exempt from the operation of Parts 3-2 and 3-2A
of the Act
(subregulation 12(1))

Column Column 2

1 Therapeutic goods
Item No.
8 the following goods, unless the goods are for the treatment, cure, prevention,

diagnosis or monitoring of, or testing susceptibility of persons to, a disease,
condition, ailment or defect:
(a) homoeopathic preparations more dilute than a one thousand fold dilution of
a mother tincture and which are not required to be sterile;
and which do not include an ingredient of:
(i) human origin; or
(i) animal origin, if the ingredient consists of, or is derived from, any of the
following parts of cattle, sheep, goats or mule deer:
(A) adrenal;
(B) brain;
(C) cerebrospinal fluid;
(D) dura mater;
(E) eye;
(F) ileum;
(G) lymph nodes;
(H) pineal gland;
(I) pituitary;
() placenta;
(K) proximal colon;

ComTech Forum Agenda Paper 9
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Column
1
Item No.

Column 2
Therapeutic goods

(L) spinal cord;

(M) spleen;

(N) tonsil;

(c) unmedicated anti-acne preparations having only a cleansing action or
purpose;

(d) medicated insect repellents for dermal use if the medication consists solely of
an antiseptic having a secondary role in the formulation, except those that are
included in a Schedule to the Poisons Standard;

(f) disinfectants, except those described in item 16 in Schedule 4;

(g) sunscreen preparations for dermal application, if:

(i) the claimed sun protection factor has been established by testing according to
the method described in Standard AS/NZS 2604:2012, as in force from time to
time; and

(ii) the performance statements and markings on the label comply with that
Standard; and

(iii) the sun protection factor stated on the label is less than 4, unless the
preparations include ingredients of human origin, or of animal origin if the
ingredient consists of, or is derived from, any of the following parts of cattle,
sheep, goats or mule deer:

(A) adrenal;

(B) brain;

(C) cerebrospinal fluid;

(D) dura mater;

(E) eye;

(F) ileum;

(G) lymph nodes;

(H) pineal gland;

(I) pituitary;

(]) placenta;

(K) proximal colon;

(L) spinal cord;

(M) spleen;

(N) tonsil

Schedule 7—Therapeutic goods exempt from the operation of Part 3-3 of the Act
unless supplied as pharmaceutical benefits

(regulation 17)
Column1 Column 2
Item No. Therapeutic goods

14

sunscreen preparations for dermal use that:

(a) are packaged in containers the labels of which include a statement that the
preparations have a sun protection factor below 4 or the equivalent category
description; and

(b) when tested as described in Standard AS/NZS 2604:2012, as in force from
time to time, are established to have a sun protection factor below 4 or the
equivalent category description

15

medicated throat lozenges, where the medication consists only of volatile oils
and their constituents either alone or in combination with ascorbic acid or its
salts
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Cheryl McRae (Chair) | Assistant Secretary, Complementary and OTC Item 2
Medicines Branch (COMB) ltem 3
Item 4.1

Item 4.3
Item 4.7

Item 4.2
[tem 4.4.1

Item 4.6

Item 4.8
Item 4.7

[tem 4.5

Apologies

Participant Organisation

N/A N/A
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Administrative items

Work plan and action items

2.1 Review of action items from previous meetings

3 TGA and ComTech member verbal updates

The First Assistant Secretary of MRD provided information on senior-level staffing changes for
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Discussion items
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441 TGA paper: TGA adoption of Sunscreen Standard AS/NZS

The TGA advised that, when published, the new Sunscreen Standard (Amd1 AS/NZS 2604 :2021)
will be adopted by the TGA. Public consultation will be required to amend the Therapeutic
Goods Regulations 1990 (the Regulations) to adopt the new Standard and an appropriate
transition time will be provided for industry to comply with the new requirements. The

consultation will commence shortly after the new Standard is published_

At the same time, the TGA intends to remove the category of ‘Exempt sunscreens’ from the
Regulations, (which exempts sunscreens with SPF<4 from being required to be in the ARTG),
given that such products are not compliant with the current (2012) and the new Sunscreen
Standard, which does not permit sunscreen indications of less than SPF4.

4.4.2 _
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4.9 Additional business: For noting

There was no additional business discussed.

The meeting was declared closed at 2.25pm

Therapeutic Goods Administration

PO Box 100 Woden ACT 2606 Australia
Email: ComTech.secretariat@health.gov.au Phone: (02) 6289 8347
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Administrative items

Work plan and action items

Action items:
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TGA and ComTech member verbal updates

4 Discussion items

4.1 TGA verbal: Update to assessed listed evidence guidelines
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4.3 TGA Presentation: Sunscreen issues including TGA adoption of
Sunscreen Standard AS/NZS and Toxicology review of sunscreen
ingredients

The TGA provided an overview of the current TGA public consultation proposing clarification
and updates to the regulation of sunscreens. The potential regulatory clarification and updates
include:

1. Adoption of the Australian/New Zealand Standard Sunscreen products - Evaluation and
classification AS/NZS 2604:2021 Amd 1:2022 (the 2021 Sunscreen Standard) which
specifies the current testing and labelling requirements for sunscreens.

2. Removal of the category of ‘exempt’ sunscreens and previous transitional arrangements
from the Therapeutic Goods Regulations 1990 (the Regulations) which enables
sunscreen products with less than SPF4 (that were supplied in the market prior to 9
November 2012) to comply with the superseded Australian/New Zealand Standard
Sunscreen products - Evaluation and classification AS/NZS 2604:1998 (the 1998
Sunscreen Standard) and be exempt from the requirement to be included in the ARTG.

3. Clarification on the indications (therapeutic uses) that sunscreens can make. Three
options are proposed in the consultation for stakeholder consideration.

Draft Record of Outcomes - ComTech 3rd May 2023 Page 7 of 12
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If the 2021 Sunscreen Standard is adopted, the TGA advised that this is anticipated to commence
1st January 2024. While this timeline may seem long, the TGA advised that changing legalisation
is a lengthy legal process.

The TGA is proposing a staggered transition for industry compliance with the 2021 Sunscreen
Standard. A 3-year transition is proposed for all sunscreens to comply with the new ISO
Standards testing requirements. Whereas a 1- year transition is proposed for the new labelling
requirements for aerosol and pump action sunscreens, as this is a safety issue.

In consideration of indications for sunscreens, the TGA acknowledged that there is an overlap
between cosmetic claims and therapeutic indications, advising that, if indications (that could be
considered cosmetic indications) are included the Therapeutic Indication Determination that
does not preclude them from being used as for a cosmetic product. Pending the outcome of the
consultation, clarification will be provided on cosmetic claims and therapeutic indications for
sunscreens in the Australian Regulatory Guidelines for Sunscreens (ARGS).

The TGA provided an update on the US FDA ‘s proposal to remove certain ingredients from the
Generally Recognised As Safe and Effective (GRASE) list. To date, there has been no further
update from the US FDA. The TGA is conducting its own internal review of the safety of certain
sunscreen ingredients, but at this stage, does not have a timeframe of when the review will be
finalised. A TGA exposure model is being refined internally which will be utilised in determining
the outcomes of the safety review.

In relation to benzophenone impurities in sunscreens, the TGA advised that they continue to test
sunscreens in the market for this impurity and will take action if they find that levels are too
high.

The TGA is also undertaking a review of the ARGS to reflect the changes in mandatory
application requirements for listed medicines and therapeutic sunscreens.

Once the outcome of the sunscreen consultation is realised, further updates to the ARGS will
occur as required and will be discussed at future ComTech meetings.

Finally, the TGA advised that future work is planned to review the Excluded Goods Order.

Draft Record of Outcomes - ComTech 3rd May 2023 Page 8 of 12
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4.4 TGA paper: Promotional listed sunscreens

The TGA presented a paper on promotional listed sunscreens with the same AUST L being
presented with different main labels and the potential that this practice is unlawful. The TGA
raised concerns that this trend was becoming more prevalent.

One of the concerns raised by the TGA was that consumers could not see the excipient
ingredients contained in the sunscreen and that this could be an issue for consumers with
sensitivities.

he TGA also mentioned that consideration will be given to developing additional
guidance for manufacturers, sponsors and distributors.

ACTION items:

Draft Record of Outcomes - ComTech 3rd May 2023 Page 9 of 12
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4.8 Additional business: For noting

The Chair thanked the members for their attendance and discussions.

There was no additional business discussed.

The meeting was declared closed at 2.25pm
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ComTech 11

Date: 3 May 2022

Subject: Promotional listed sunscreens
Speaker
Assistant Director, Listing Compliance Section

ISSUE

o The Listing Compliance Section (LCS) has observed an increasing number of listed
sunscreens (herein after referred as sunscreens) that are used as promotional products for
third parties that are not the sponsor. A single listing may then have tens or hundreds of
considerably different labels circulating in the Australian market (i.e., in-use labels) at any
given time.

o This practice breaches legislative requirements related to the presentation of listed goods
and may also breach advertising and manufacturing requirements. This practice also
significantly hinders the proper identification of the goods, posing risks to consumers who
may want to avoid certain sunscreen formulations as well as adverse event reporting of the
correct product.

OUTCOME SOUGHT
That members:
* NOTE that the listing of promotional sunscreens is unlawful.

* NOTE that the TGA has been and will continue taking enforcement action against this
practice.

* SHARE information with your members to raise awareness that this is unlawful.

+ DISCUSS
)] why the practice of listing sunscreens for promotional use is becoming popular
amongst sponsors of sunscreens
(i) possible strategies to reduce this issue and improve compliance.
BACKGROUND

e Compliant medicine labels are fundamental for the safe and effective use of listed medicines.
In the context of self-selected medicines, the written content and graphical design of a
medicine label is crucial for the correct identification and/or discrimination of a particular
product. A consistent content and display format helps consumers find the information they
need and minimises the potential for confusion and misinterpretation.

e The LCS has noted various cases where sponsors of sunscreens sell their product for
promotional purposes through their websites or third-party websites, giving the option to
third parties (other entities or consumers themselves) to customise the front panel of the
label with any logo/design they want. See attachment 1 for illustrative examples.
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Compliance review of some sunscreen labels have shown that about 80-90% of the area of
the front panel consists of information not relevant to the product itself or the sponsor. For
example, third party brand logos, brand names, graphic designs and texts, and/or contact
details (e.g. phone numbers, addresses and/or websites that are not the
sponsor/distributor’s details). While the remaining area of the front panel usually includes
the name and AUST L of the goods, it is located in a very discrete position and not displayed
in a conspicuous manner.

During our compliance activities, sponsors have revealed and provided evidence outlining
that a single listing may have tens or hundreds of significantly different labels at any given
time. Concerningly, some sponsors have reported that it is unknown to them how many
different labels could be in-use for their sunscreen at a given time.

In some cases, we have detected differences between back/side labels of the same product
across the various labels in relation to declaration of substances, directions for use and
advisory statements. This is of particular concern as having accurate and non-confusing
information about declarable substances and advisory statements as well as directions for
use that align with the AS/NZS Sunscreen Standard are critical to ensuring the safe use of
these listed sunscreens.

Sponsors are knowingly supplying sunscreens with generic labels, with the intention for
third parties to add information to these labels. They do not control or restrict the
information added by these third parties. Given this is the sponsor’s intended business
model, they are liable for these third-party modified labels breaching the law.

Examples of customised front panels of labels for single sunscreens that we have observed
include:

o brand logos/names of skin cancer clinics, dentists, hospitals;

o brand logos/names of State Governments, councils, members of parliament;

o brand logos/names of service businesses, banks, insurance companies, schools, colleges
(amongst others).

KEY CONSIDERATIONS

Relevant legislative requirements and potential compliance breaches

The label of a sunscreen, including any statement, pictorial representation or design in it, is
covered by the definition of 'presentation’ and 'advertise' in section 3 of the Act. It is
therefore subject to legislative requirements related to the presentation and advertising of
goods listed under section 26A of the Act.

Having multiple in-use labels for a single sunscreen with vastly different written content,
pictorial representations or designs can easily mislead or confuse a reasonable consumer as
to the proper identification of the goods. For example, certain texts of the promoted
brand/entity/service can be confused and taken to be the name or part of the name of the
sunscreen, which is different to name of the sunscreen appearing in the Certificate of the
Listing. It can also be hard for consumers to recognise that two bottles with very different
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labels are the same product. Therefore, this can result in the following issues for which the
sponsor is liable:

O

O

unacceptable presentation within the meaning of subsection 3(5) of the Act;

incorrect certification under paragraph 26A(2)(c) of the Act— that the
presentation of the medicine is not unacceptable;

be taken to be misleading advertisement under paragraph 8(1)(a) of the
Therapeutic Goods (Therapeutic Goods Advertising Code) Instrument (the
Code);

incorrect certification under subparagraph 26A(2)(da)(i) of the Act— that the
medicine complies with the applicable provisions of the Code;

e In-use labels containing statements and/or pictorial representations referring to:

O

a government, a government authority, a hospital, a healthcare facility, a current
or former health practitioner, a health professional, a medical researcher,
and/or an organisation that represents the interests of healthcare consumers
(amongst others), can be taken to be an endorsement for the sunscreen. This is
not permitted under subsection 24(6) of the Code.

the name and contact details of entities that are not the sponsor or distributor of
the sunscreen (including phone numbers, physical addresses, email addresses or
websites), can be taken to be unacceptable presentation within the meaning of
subsection 3(5) of the Act as it can be capable of mislead or confuse consumers
as to the proper identification of the goods (e.g. identification for the purposes of
recall or reporting issues with the product). Notably, having contact details on
the label that are not the sponsor’s or distributor’s can also breach
pharmacovigilance requirements as it may limit the sponsors ability to collect
safety information for that therapeutic good (please refer to the
Pharmacovigilance Guidelines).

The LCS has noted that in some instances customised labels are added to the product by

third parties and/or the sponsor itself while not being an authorised manufacturer (i.e. not
included in the ARTG entry for the goods) and/or not being a GMP licenced or certified
manufacturing facility to conduct the manufacturing step of labelling. This may (amongst
others) lead to the following issues which the sponsor is liable:

O

incorrect certification under paragraph 26A(2)(h) of the Act— that all the
manufacturers of the medicine are nominated as manufacturers in the
application;

incorrect certification under paragraph 26A(2)(e) of the Act— that if the
medicine has been manufactured in Australia—each step in the manufacture of
the medicine has been carried out by a person who is the holder of a licence to
carry out that step;
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o breach of a condition of listing under paragraph 28(5B)(a) of the Act — that
each step in the manufacture of the medicine that is carried out in Australia is
carried out by a person who is the holder of a licence to carry out that step;

o breach of a condition of listing under paragraph 28(5B)(b) of the Act — that
each step in the manufacture of the medicine that is carried out outside Australia
is the subject of a certification in force under subsection 26A(3) of the Act;

o All the breaches above can result in the cancellation of the goods from the ARTG under
section 30 of the Act and constitute offences under various sections of the Act that can lead
to financial penalties for the sponsor.

Potential risks of this practice

There are several possible scenarios relating to promotional sunscreens with multiple labels
that may pose risks to consumers, for example:

Certain sunscreen ingredients, such as fragrances (typically not declared on the label),
can trigger skin allergies or irritation reactions in some people. For some consumers, the
look of a sunscreen is the only discriminatory factor when they want to avoid its use
(especially when it has caused them a reaction in the past). A single product with several
vastly different labels may impede such discrimination.

Consumer level recall actions for promotional sunscreens may be significantly more
difficult as consumers may be unable to correctly identify the affected product when
several different in-use labels are circulating at the same time. Even more so when a
sponsor does not know all the labels that have been applied to their product.

Labels that display the name, logo and/or contact details of an entity unrelated to the
sponsor or distributor of the sunscreen, may confuse and/or mislead consumers
regarding who they should contact to report an adverse reaction or make a complaint
about the product. This significantly hinders a sponsor’s ability to fulfill their
pharmacovigilance responsibilities.
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Example of label released for supply

SPF 50+ Sunscreen Lotion

Indications/claims: xxx
Directions for use: xxx
Active Ingredients: xxx
Warnings: xxx
Contains: xxx

Batch number: xoc

Document 18

Expiry date: oo
SPF 50+ Sunscreen Lotion Sponsor/Distributor: o
4 hours water resistant
UVA/UVE Broad Spectrum
ALUST L 000000
Front Panel Back Panel

Examples of customised front panel

e

. 7
Hospital 7, ’
P , Bean’s
We care about you . Insurance
We act to promote your health
Bean’s Government Call Tod ay
1234 567 890
- 123 North Road
Department of Culture Sydney, NSW, 2000
SPF 50+ Sunscreen Lotion SPF 50+ Sunscreen Lotion
4 hours water resistant 4 hours waler;ses-sra'ntm
R e

Example 1 Example 2

09 .

Nz
%@@ 0

& S
www.beanss.com.au

0987 654 321

SPF 50+ Sunscreen Lotion

4 hours water resistant

UVA/UVE Broad Spectrum
AUST L 000000

Example 3
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TGA and ComTech member verbal updates

Discussion items
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4.3 TGA Verbal: Update on Sunscreens issues

The TGA first provided an update on the consultation on proposed clarification and updates to
the regulation of sunscreens which closed on 31 May 2023.

In relation to the three proposals that were included in the consultation:

1. Removal of exemption provisions for sunscreens with less than SPF 4: there were no
objections to this proposal and ministerial approval has been given. The regulatory
amendments are scheduled to commence in January 2024

2. Adoption of the new sunscreen standard: the TGA has received advice from the Office of
Impact Analysis that an Impact Analysis is required due to the potential burden to
industry and the first draft is currently with the Office of Impact Analysis (OIA). If that all
goes well the adoption of the new standard should be implemented in mid-2024

3. C(larification of indications permitted for sunscreens: the majority of consultation
responses supported maintaining the status quo, where sunscreens can only use
indications permitted for sunscreens. This will be clarified in the next update to the
Permissible Indications determination.

Update on Benzophenone safe limit in sunscreens

The TGA provided an update on the Low-negligible risk consultation issue surrounding setting a
safe limit for benzophenone in sunscreens - closed 14 September - noting that the consultation
responses are currently being reviewed

The TGA outlined that the consensus of the responses is that there does need to be a safe level
set for benzophenone, however the limit proposed (26 ppm) in the consultation was quite
restrictive and further work will need to be done in that space. The TGA noted that there is no
rush to set a safety limit and the aim is to keep sunscreens within the low-risk category.

Draft Record of Outcomes - ComTech 18th October 2023 Page 7 of 15
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The TGA noted that scientific information relating to dermal absorption of benzophenone is
being considered for establishing a more appropriate dermal absorption factor. With regards to
an appropriate daily sunscreen exposure rate, however, the TGA noted that the only
recommendation for a daily exposure rate currently available is that provided by the Cancer
Council and acknowledged that it can be considered to be an overestimation when applying that
to daily use for prolonged periods (i.e., 365 days of the year). On the other hand, the Scientific
Committee on Consumer Safety (SCCS) prescribes a very different amount of 18g/day. It is
important to note that this amount is not a recommendation by the SCCS but is based on habits
and practice type data which is very different to recommendations from government and public
health organisations in Australia as well as directions for use on Australian products. Moreover,
the locations and jurisdictions where that data has been gathered from may not be relevant to
Australia so further investigation into a more fit for purpose exposure model for the Australian
context is required.

The TGA confirmed that discussions will be had with industry members before a legislated safe
limit of benzophenone is established, however noted that the outcome of the Low-Neg risk
consultation may need to be deferred as a safe limit cannot be set in the absence of an
appropriate daily exposure rate. In terms of the exposure model,

ACTION items:

o TGA to consider options to consult on the exposure model currently being developed by
the TGA toxicology section.
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The Chair thanked the members for their attendance and opened discussion on any further
business.

The meeting was declared closed at 3.00pm
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410 ACCORD Presentation: Sunscreens work

The TGA reiterated that sunscreens are regulated within the listed medicines regulatory
framework and the data requirements for sunscreen ingredients are consistent with all other
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topical listed medicine ingredients. Further, recent consideration of the safety of certain
sunscreen ingredients, such as benzophenone, reinforces the position that the approval of any
new ingredients should be supported by appropriate safety and quality data. Industry replied
that sunscreens cannot be tested for unknown factors.

ACTION items:

. - to send their sunscreen presentation to the ComTech.Secretariat inbox.
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The Chair thanked the members for their attendance. The meeting was declared closed at 3pm.

Draft Record of Outcomes - ComTech 15 - 20 May 2025 Page 16 of 17
OFFICIAL



OFFICIAL Document 20

Therapeutic Goods Administration

PO Box 100 Woden ACT 2606 Australia
Email: ComTech.secretariat@health.gov.au Phone: (02) 6289 8347
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Department of Health and Aged Care
Therapeutic Goods Administration

Outcome Note

Date: 21 February 2024
Time: 10am to 12 noon

Location: TGA Fairbairn

Purpose of meeting:

¢ Increase in safety data requirements.
¢ New quality and compositional requirements.
e Application pathways.

External Participants

Participant Organisation

TGA Participants

Position

Nick Henderson First Assistant Secretary, Medicines Regulation Division

Cheryl McRae Assistant Secretary, Complementary & Over the Counter medicines Branch
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Discussion

1 Increase in safety data requirements

e Discussion on the increase in safety data requirements did not occur due to lack of time.
Discussion on actual data points was deferred to a future meeting.

e TGAresponse:
o In ameeting with - and Deputy Secretary, approx. 3 years ago, the TGA made
it clear they were reviewing the requirements for all ingredients to ensure consistency
across all evaluations (including for topical sunscreens and listed medicines). There
was no undertaking the review would be a clarification of existing requirements only.

o The safety of any ingredient is based on its hazard when exposed to skin, regardless
of whether it's intended to be an active or excipient. Safety requirements are lower if
not absorbed. The SCCS applies default absorption values if no data is provided, and
the FDA has verified that sunscreen active ingredients are absorbed and is calling for
further safety data.

2 New quality and compositional requirements

S O\ tcome Note February 2024 Page 2 of 5
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e TGAresponse

o

o

Sunscreens must be manufactured under GMP, which includes having established
specifications for each ingredient and validated test methods. This is specified in the
sunscreen GMP guidelines. If this is not done for cosmetic ingredients, they would be
non-compliant. Validated test methods ensure results are accurate/reliable and were
also specified in the previous ARGS. If applicants validate but don’t meet the ICH
guidelines, they can provide justification.

It is not a legal requirement that excipients (raw materials) must be manufactured in
compliance with GMP so there is no overlap. This was discussed with TGA GMP
inspectors during the industry working group meetings in 2020.

A basic tenet of GMP is that quality must be built into each batch of product, including
knowing the quality of the ingredients and controlling impurities. Carcinogenic
impurities such as benzene need to be controlled at the ingredient level because they
cannot be identified/tested in the final product if you don’t know to look for them. This
resulted in a safety recall of sunscreens due to benzene contamination derived from
excipients.

Premarket quality evaluation establishes what the ingredient is so it can be
manufactured under GMP according to what was evaluated/approved as safe.

In relation to how the SCCS evaluates active and excipients, a TGA officer stated that
the ‘SCCS notes of guidance for the testing of cosmetic ingredients and their safety
evaluation’ provides that there are basic and minimal quality specifications required to
evaluate a cosmetic ingredient. SCCS also requires validated methods. They, like
TGA state this is also important for assessing the safety of the ingredient.

The TGA acknowledged that many ingredients on the Permissible Ingredients
Determination may have been “grandfathered” when the Act came into force.
However, new ingredients are required to be evaluated and there is no continuation
of the “grandfathering process”.

Testing and requirements for hazardous impurities are considered based on the
quantity of the ingredient applied to the skin in the final product. Applicants justify
safety based on the circumstances.

The TGA will review whether annotation of 26BB can occur.

e Other specific issues were discussed as provided in the following table:

Table 1: Specific issues raised by industry and TGA response

Specific issues

requirements

Compositional

There are 2 ways of controlling quality for
ingredients (including excipients) used in listed
products:

e Full compliance of the ingredient with
a monograph in a default standard
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In the absence of a monograph the
TGA considers quality of the
ingredient. The compositional
guideline states what TGA evaluated
as being safe and establishes
specifications for GMP.

This allows market access without requiring

premarket evaluation of individual products as
is required for other products.

Stability of This is incorrect. Stability data is not a

excipients requirement for dermal excipients and this is
specifically not required based on consultation
feedback.

Assay of Assay is not required if the dermal excipient is

ingredients only used for its physical properties. This was

based on discussion with GMP inspectors
about what is required for GMP during
consultation workshops and subsequent
industry feedback resulting in tailoring of
requirements for excipients.

Multi ingredient
raw materials

There are some instances where an ingredient
can be a mixture of components and the
compositional guideline would specify the
composition of that ingredient as the name of
the ingredient is not sufficient. There is a
current sunscreen excipient application like
this.

However, ingredient pre-mixes are not
permitted as individual ingredients for
inclusion on the Permissible Ingredients
Determination — each ingredient must be
approved on its own.

3 Application pathways.

* Discussions on application pathways did not occur due to lack of time and was deferred to a
meeting to be scheduled in the future.

e TGA response:
o Agreed preference for all ingredient applications to come through s26BB as it had
defined timeframes and a legislative process for considering decisions and appeals.
The origin for the review of ingredient requirements was the Medicine & Medical
Device Regulation Review which recommended addressing significant issues with the
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previous r.16GA process that was used for all ingredients and was based on page
count, had no timeframes, no appeal rights etc.

Action items

)

e

e The TGA is open to considering amendments, or additions to our guidelines if there are areas
that aren’t clear, noting specific examples would support this process.

TGA to investigate how ingredients are currently annotated and investigate whether
sunscreen ingredients or dermal ingredients can have specific annotations.

TGA to hold further workshops to discuss safety data requirements and application pathways
noting that there was no time to discuss these issues at the meeting.

S O\ tcome Note February 2024
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From: HENDERSON, Nick

To:

Cc:

Subject: FW: Sunscreen working group meeting - next meeting [SEC=0FFICIAL]
Date: Tuesday, 23 July 2024 8:41:49 AM

Importance: High

Hi All

- has sent through the below ahead of tomorrow’s sunscreen meeting. | have
added some comments in green | was proposing to go back to her on as an initial response
we can talk to further tomorrow. Any further comments you suggest we add? It’s great she
has provided us their position statement ahead of the meeting and I’d like to get back to
her with some comments against he below early this afternoon.

Could | also get a copy of the table that highlights the evidence requirements and splits
about excipients. As discussed last week, I’d like to also send this on to- asI’m
keen to work through this table to clarify where their concerns continue to be in relation to
regulating excipients in a streamlined way and for us to explain where the lesser
requirements are for excipients and what we would expect to see.

Nick

rrom:

Sent: Monday, July 22, 2024 4:55 PM

To: HENDERSON, Nick <Nick.Henderson@health.gov.au>
Subject: RE: Sunscreen working group meeting - next meeting
Importance: High

Dear Nick
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. Australian Government

Department of Health and Aged Care
Therapeutic Goods Administration

Outcome Note

Date: 24 July 2024

Time: 2to 4 pm

Location: TGA Fairbairn and virtual
Purpose of meeting:

Further the discussions from the first , including the outstanding issues
from the previous meeting and to better understand the respective problems that Industry and TGA
face. Also, to discuss the following matters relating to the Australian regulatory guidelines for
sunscreens (ARGS):

e Encourage uptake of pre-submission meetings.
e Clarification that pre-market data requirements are not duplicative of GMP requirements.
e Annotations for sunscreen ingredients on the Permissible Ingredients Determination.

External Participants

Participant Organisation

TGA Participants

Name Position

Nick Henderson First Assistant Secretary, Medicines Regulation Division
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Discussion

The minutes, circulated on 23 July 2024, were accepted with edits on the representation of the SCCS
Note of Guidance. The accepted minutes are attached to the email.

and Nick Henderson made opening remarks, both agreeing that we need to first
better identify the respective problems for both Industry and TGA and then work together to resolve
them:

e Australia has the highest rate of skin cancer in the world. That's why we should all be trying to
make sure Australians have access to world class innovative sunscreen products.

o Simplifying how sunscreens are regulated will give Australians improved ingredients and
products, and greater choice, and ideally lead to increased sunscreen use but it was
important to balance what is known about ingredients in sunscreens, to ensure they are safe,
and that the effectiveness of sunscreens is not reduced.

e Greater choice of sunscreen ingredients would also benefit local formulators and

manufacturers, as well as those exporting products.

It was suggested that TGA's uplift in
education and guidance on evidence requirements, such that there has been a perception of
increase in requirements from this activity. It would be great to explore this together further.

o |deally, we should be working together to address these issues, and particularly ensure that
the TGA is seen as an enabler of change, and a solution provider, rather than a barrier, at the
same time ensuring the regulator does not compromise safety and supports consumer
confidence in sunscreens.

e The regulatory system, while recognising the importance of these products as therapeutic
goods, should be contemporary, efficient, risk proportionate, cost-effective and ideally
internationally aligned where possible, noting the different regulatory treatment here,
compared to that of EU.

e The regulatory system and processes should also not confound the issues of other types of
therapeutic goods e.g. through inadvertent use of those designed for oral products. Dermal
excipients are treated differently in relation to some evidence requirements, and it would be

useful to go through these differences to ensure a common understanding of what is required.

This being achieved i.e. the requirements being better fit for purpose, enables us to then
jointly consider the most appropriate streamlined regulatory process, cost recovery model and
application fees, also bettered nuanced between actives and excipients.

The TGA queried if the perceived trend of decrease in sunscreen excipient ingredients available in the
Australian market may be confounded by the general decline in numbers of such ingredients being
developed in the overseas market. In addition, the TGA was inclined to think that the surge numbers
in the 1990s and 2000s could potentially be associated with pre-approval ingredients when the
regulatory framework was changed. Industry has responded that in fact there was increasing global
innovation in sunscreen.

S O.tcome Note July 2024 Page 2 of 4
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1 Encourage uptake of pre-submission meetings

e The TGA believes that the ARGS is very well-written, however, not as well-articulated in the
application requirements for new substances in listed medicines (ARNS), and this results in
the sponsors’ perceiving an increase in requirements. The TGA attribute this to the ARNS
currently being written to comprehensively cover all possible scenarios, not exclusively for
sunscreens.

e To assist in clarifying data requirements for sunscreen ingredients, sponsors are encouraged
to take up the option of pre-submission meetings (PSM) that are conducted at no fee, prior to
submitting an application.

e The TGA reported that applicants of sunscreen ingredients have had positive engagement
with the TGA through PSM or further discussions in putting together their application package.

e Arecent example of a sunscreen excipient that made its entry on the Permissible Ingredients
Determination is ‘D-glucose, polymer with xylitol’ (see compositional guideline published on
the TGA website). This ingredient is a product of a chemical reaction resulting in an

inseparable mixture comprising several components.

2 Clarification that pre-market quality-related data requirements
not duplicative of GMP requirements

e There was discussion of pre-market ingredient evaluation quality-related requirements and
perceived overlapped with those of GMP.

e The TGA stated that GMP inspections are designed to verify manufacturing compliance for
quality assurance purposes. For a sunscreen manufacturer, amongst other extensive
requirements required for an inspection that is undertaken within a short span of time, the
majority of excipients are not inspected. Specifications for excipient ingredients are often of
very low standard and are meaningless during an inspection, limited to their physical
properties. Consequently, new ingredients that have been pre-market assessed with
accompanying compositional guidelines have made the inspection more meaningful.

e The TGA confirmed that their priority during audits would not be on low concentration
excipients. The example was given that even if the ingredient contained impurities, these
would not be at a large enough concentration in the final product to warrant further
exploration.

e The TGA also confirmed that the intent of GMP regulation, including audits, is to ensure
quality of therapeutic goods.

¢ In relation to the challenges of obtaining commercially confidential information from
manufacturers for commercial reasons - ARNS provide guidance that where a manufacturer
is unwilling to supply manufacturing details to the applicant, the information can be supplied
directly to the TGA with written authorisation from the applicant. Under the TGA approach to
disclosure of commercially confidential information (CCI) policy, the TGA is required to take

measures to protect all information, including commercially confidential information.
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e Greater clarification would be useful in relation to:
o mandatory application elements,
o mandatory compliance elements, and
o where justification is possible for quality standards where there is no evidence of
safety concerns.

3 Annotations for sunscreen ingredients in the Permissible
Ingredients Determination

«  Anaction item from the last KGR v2s for TGA to investigate how

ingredients are currently annotated and investigate if sunscreen or dermal ingredients can
have specific annotations in the Permissible Ingredients Determination.

e It was confirmed that all new sunscreen ingredients added on the Permissible Ingredients
Determination have standard wording, for e.g. the wording will cover the restrictions to be
used for dermal route of administration only, to not be directed for use in the eye and broken
skin, and a maximum permitted concentration in the medicine.

e The basis for implementing restrictions stems from a toxicological point of view. In general,
safety information for sunscreen ingredients for use in the eye and broken skin is not being
evaluated. The overarching principle is that in circumstances where the TGA do not have the
data or reasons for safety concerns, then TGA restrict the use of the ingredient to where we
have sufficient information to establish its safety.

e This ensures that when a sunscreen ingredient is added to the Permissible Ingredients
Determination, it cannot be used inappropriately e.g. in an oral dose form complementary
medicine, or in excessively high doses.

Action items

¢ Increase clarity of ARGS to ensure that sponsors are better aware what requirements are
mandatory and which ‘mandatory requirements’ can be replaced with justifications.
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. Australian Government

Department of Health and Aged Care
Therapeutic Goods Administration

Date: 19 November 2024; 2 to 4pm

Location: TGA Fairbairn/ Microsoft teams

Purpose: S

Accord Participants

Name Position

TGA Participants

Name Position

Nick Henderson First Assistant Secretary, Medicines Regulation Division

Avi Clarke Assistant Secretary, Complementary & Over the Counter medicines Branch

Discussion points

* The TGA noted that safety of sunscreen ingredient is another important factor identified. This is
achieved by ensuring new ingredients are sufficiently low risk to be used in Australian sunscreens.

Issues with sunscreen ingredient applications

* The TGA noted and clarified discrepancies in the data presented and relevant contextual
considerations.

Applications with multiple ingredients

e This data, in addition to recent applications with large number of excipients grouped as one
application, have prompted the TGA to investigate the history of ri6GA(1)(b).

e 16GA (1)(b) is tailored to historical grandfathering provision that is no longer applicable. 16GA
(1)(b) is applicable to a narrow set of circumstances, however there are currently no conditionally

_ Outcome Note November 2024 Page 1 of 2
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listed medicines on the ARTG. Advice from TGA’s legal team is that applications for multiple
ingredients must no longer be accepted unless they meet the provisions of 16GA (1)(b).
e Existing current applications will be completed, as they were accepted on face value in good faith.

Issues with ingredient data requirements

Mandatory requirements and ARGS

Ingredient application pathways

* Inresponse toffililJ] query about the FFPI pathway, the TGA acknowledged that the FFPI
inclusion process is historical and needs to be reviewed holistically at a future time. That given,
the current FFPI process is not proposed to change without further consultation.

¢ In relation to acceptance of IFRA standard for TGA assessment, the TGA have reviewed IFRA
during the MMDR reforms and found that it did not meet the criteria for inclusion on the
Comparable Overseas list. However, IFRA standards can be used as supporting information.

Action items

TGA

* Send information clarifying the ineligibility of the 16GA pathway for multiple excipient ingredients
in one application.

* Consider future alternative application pathways that may be better tailored for sunscreen
excipients under s26BD.

e Update ARGS to:

o Include examples of appropriate justifications in lieu of data (where acceptable).

o Further clarify the legal requirements around the CGs. And how they can be used for
ingredients manufactured by alternate suppliers, that do not strictly adhere to the CG
requirements.

o Clearly identify the main ‘critical’ safety studies and quality data that needs to be provided in
an application.

_ Outcome Note February 2024 Page 2 of 2
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. M Australian Government Office use only

#X“ PDepartment of Health and Aged Care
Therapeutic Goods Administration

Note for file

Date: 19 November 2024

Dateand | Time: 2 to 4pm
time

Location: TGA Fairbairn/ Microsoft teams

Type of
event (e.g.
meeting/

conversatio

Discuss industry issues to application requirements for evaluation of sunscreen
ingredients

External Participants

Participant Organisation

Participant | TGA Participants

3
Position
Nick Henderson | First Assistant Secretary, Medicines Regulation Division
Avi Clarke Assistant Secretary, Complementary & Over the Counter medic
Branch
Discussion points
Key points
Disincentives for consumer use of sunscreens
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TGA acknowledge that palatability and aesthetics are factors influencing
consumers use of sunscreens. However, another important factor is that
consumers want to be confident that ingredients used in sunscreens are safe.
That is achieved by ensuring new ingredients are sufficiently low risk to be
included in Australian sunscreens

Issues with sunscreen ingredient applications

Decrease in number of ingredients approved

The TGA noted discrepancies in Accord’s data compared with TGA records but
acknowledged the general downward trend of application approvals. The
reason for this would be multifactorial, including: changes in the regulatory
framework; potential decrease in development of such ingredients; quality of
applicant dossiers etc.

Increased time frame for approval

The TGA noted:

o discrepancies in the data compared to TGA’s records

o the data does not detail if the application pathway is s.26BD or
r16GA. So far, the TGA has not exceeded any legislative
timeframes for s.26BD applications.

o Timeframe can be affected by several factors — the time TGA takes
to assess and also time taken by applicants to address request for
further information.

Increased application costs

The TGA queried these figures. Currently, the cost for full evaluation under
s.26BD is $31,156, while an abridged evaluation under s.26BD is $18,331.
Currently the r16GA minimal fee is $12,431 when page count is under 50
pages.

Applications with multiple ingredients

The TGA thanks Accord for putting the data together. This data, in addition to
recent applications with large number of excipients grouped as one application
have prompted the TGA to investigate the history of r16GA(1)(b).

16GA (1)(b) is tailored to historical grandfathering provision that is no longer
applicable. 16GA (1)(b) is applicable to a narrow set of circumstances,
however there are currently no provisionally or conditionally listed medicines
on the ARTG. Advice from our legal team is that effective immediately,
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applications for multiple ingredients must no longer be accepted unless they
meet the provisions of 16GA (1)(b).

Any existing applications on hand will be completed, as they were accepted on
face value and in good faith.

Ingredients available in Australia compared to overseas

The TGA pointed out that a number of ingredients were included in the permissible
ingredients determination, and a number of others were included under
different synonyms and different hydration states.

If other ingredients are allowed in Australian cosmetic sunscreens and other
jurisdictions, applicants can utilise an AICIS, CIR or SCCS assessment reports
for their application to the TGA. Under the COB-based abridged process,
AICIS and CIR reports can be used to support the safety of a listed medicine
ingredient, while SCCS reports safety and quality.

Issues with ingredient data requirements

Change in data requirements in ARGS v 2.0 (July 2021) vs v 3.0 (May 2023)

The TGA contended that the rationale for aligning data requirements for
ingredients was discussed during the targeted consultation process from 2021-
2023. The principles of Risk = Exposure x Hazard has been emphasised. If the
exposure is negligible (i.e. not absorbed through the skin) x hazard (i.e. does
not react with the skin), then the data requirements are lesser.

These considerations were documented in the letter written by Dr Cheryl McRae
to ComTech on 14 September 2022, and will be sent as an action item for this
meeting.

Based on recent concerns relating to sunscreens, the TGA maintains that the
quality of sunscreen ingredients should be established pre-market as this
relates to their safety. The importance of appropriate testing at raw material
level has also been emphasised, as confirmed by Senior GMP inspector at our
last meeting.

Compositional quidelines

The TGA reiterated a compositional guideline is not required if a substance has a
monograph in the default standards. All other ingredients need a CG to
demonstrate what the TGA has evaluated to be safe and establish the
specifications for the purpose of GMP.

The CG, after it has been published, allows for flexibility for
sponsors/manufacturers, particularly as methods change or are updated.
The name says nothing of the identity and characterisation of the substance e.g.
what does plankton extract mean? Which algae or biological organism is it
derived from? Having this described in the CG enables clarity of what has

been approved as low risk.

The alternative is that 26BB includes specifications in the specific requirements,
which was not considered favourable by all participants.
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Need to provide all impurities and incidental components

The TGA stated that impurities of an excipient cannot be identified in a finished
product unless they are known at the input stage from the individual
ingredients. Examples were provided for benzene, benzophenone, dimethyl
sulphate, nitrosamines.

All impurities that need to be considered at the starting material/input stage to be

able to be detected or tested for if required in the end product - this prevents

recalling products on the market when unsafe levels detected as has been
occurring. After the testing is done and shows that the impurities and
incidental components are not present, these don’t have to be included in the

CG and there is no need for batch testing for impurities that are not included in

the CG.

Multi-ingredient raw material.

TGA evaluates individual ingredients such that a compositional guideline
accompanies each ingredient that has been assessed individually. To have
multiple excipients in a raw material mixture constitutes a proprietary
formulation, which does not align with the Permitted Ingredients Determination
framework.

Mandatory requirements

The TGA advised that the mandatory requirements are non-negotiable but are
agreeable to work with industry to clarify in the ARGS guidelines.

Ingredient application pathways

FFPI pathway

The TGA acknowledges that the FFPI inclusion process is historical and needs to
be reviewed holistically at a future time. That given, the current FFPI process
is not proposed to change without further consultation.
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Action items

TGA

Investigate the utility of IFRA standards for pre-market evaluation.

send information clarifying the ineligibility of the 16GA pathway for multiple
excipient ingredients in one application.

Consider future alternative application pathways that may be better tailored for
sunscreen excipients under s26BD.

Recirculate TGA letter dated 14 September 2022 discussing why each
requirement is needed and what sort of justifications may be accepted

Consider the AICIS tiered hazard based assessment approach for excipients
which are already available for use in cosmetic products in Australia.

Update ARGS to:

o Include examples of appropriate justifications in lieu of data (where
acceptable).

o Further clarify the legal requirements around the CGs. And how
they can be used for ingredients manufactured by alternate
suppliers, that do not strictly adhere to the CG requirements.

o Clearly identify the main ‘critical’ safety studies and quality data that
needs to be provided in an application. E.g. Skin absorption
studies/justification to address nil or negligible absorption is critical.

Author
details
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Draft Agenda

1. TGA explanation of why multi-ingredient assessment pathway is no longer
possible (TGA)

3. Agreed next steps from November 2024 meeting (TGASEIN

e Lookinto ways to make the Permissible Ingredients Determination more user friendly, potentially
including synonyms and CAS numbers

e Send information clarifying ineligibility of the 16GA pathway for multiple excipient ingredients in
one application

e Consider future alternative application pathways that may be better tailored for sunscreen
excipients under s26BD

e Consider IFRA Standards and how they are used to manage fragrance safety to understand
whether they can be adopted for regulatory purposes as itis in other international jurisdictions.

e Update ARGS to:

o Include examples of appropriate justification in lieu of data (where acceptable).
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o Further clarify the legal requirements around the CGs. And how they can be used for
ingredients manufactured by alternate suppliers, that do not strictly adhere to the CG
requirements.

o Clearly identify the main ‘critical’ safety studies and quality data that needs to be
provided in an application.

4. Actions post November 2024 meeting (TGAREN
TGA

e Publication of ASEM consultation outcome
e Publication of ASEM RIS
e Publication of sunscreen actives review

e Draft Australian Regulatory Guidelines for Sunscreens (with a changed name) — changes include
inflexible incorporation of ASEM, name change and addition of multiple paragraph seemingly
without a specific purpose

5. Other key issues in parallel (TGARIENG
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Meeting Outcome Note

_ - Sunscreen excipient assessment fees

Date: 12 February 2025
Time: 9.30 amto 11 am

Location: TGA Fairbairn

External Participants

Participant

TGA Participants

Position

Nick Henderson First Assistant Secretary, Medicines Regulation Division

Avinash Clarke Assistant Secretary, Complementary & Over the Counter medicines Branch

Discussion items

e Legalissues relating to the 16GA pathway for new ingredients.

e Applications for multiple ingredients (for sunscreens) under one fee no longer being
accepted.

e Datarequirements for the different pathways (16GA and 26BD).

e TGA consultation and communication.

e Need for clarity in guidance.

e Project planning required.

e Planning required for potential outcomes of scheduling consideration of active
sunscreen ingredients and the downstream effects on sunscreen supply.
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Meeting Outcome

1. Agreement that there should be a single pathway for new ingredients to be included in
the Permissible Ingredients determination. (currently 16GA is a legacy pathway 26BD is the
preferred pathway).

2. TGA to improve industry communication and consultation
a. Broader communication plan.
b. Consistent consultation plan and processes to be implemented.
C. Provide a comprehensive plan of future activities.
3. Future activities
a. TGA review of activity-based costing

(i) Willoccur as part of the TGA’s annual fees and charges review.
(i) Submissions should be made through this process.

b. TGA review of new ingredient application categories
(i) Further stratification of categories
(if) Activity-based costing
(iii) Potential legislation changes
(iv) Briefing paper to be provided to [N

C. Update guidance

(i) ARGS to remain as guidance for sunscreens

(ii) Provide links to legislation for sunscreen/application requirements

(iif) Outline specific data requirements for sunscreen ingredients

(iv) Outline flexibility — consider providing ASEM Excel spreadsheet as a tool
for industry

d. Discussion and planning for potential scheduling decisions on ingredients

(i) Prior discussion on any proposed changes
(ii) Consideration given to market impacts
(iii) Implementation planning

(iv) Transition allowance

Action items

TGA to:

e Improve general communication and consultations
* Provide a briefing paper to [ERi] on the review of ingredient application categories
(under 26BD pathway)
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Undertake further review of ARGS in consultation with SR
Provide plan for future activities related to sunscreens.
Consider implementation planning and discussions with industry on scheduling

changes.
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Meeting Outcome Note

_ - Sunscreen excipient assessment fees

Date: 12 February 2025
Time: 9.30 amto 11 am

Location: TGA Fairbairn

External Participants

Participant

TGA Participants

Position

Nick Henderson First Assistant Secretary, Medicines Regulation Division

Avinash Clarke Assistant Secretary, Complementary & Over the Counter medicines Branch

Discussion items

e Legalissues relating to the 16GA pathway for new ingredients.

e Applications for multiple ingredients (for sunscreens) under one fee no longer being
accepted.

e Datarequirements for the different pathways (16GA and 26BD).

e TGA consultation and communication.

e Need for clarity in guidance.

e Project planning required.

e Planning required for potential outcomes of scheduling consideration of active
sunscreen ingredients and the downstream effects on sunscreen supply.
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Meeting Outcome

1. Agreement that 16GA is a legacy pathway and 26BD is the appropriate pathway for new
ingredients to be included in the Permissible Ingredients determination.
2. TGA to improve industry communication and consultation
a. Broader communication plan.
b. Consistent consultation plan and processes to be implemented.
C. Provide a comprehensive plan of future activities.
3. Future activities
a. TGA review of activity-based costing

(i) Will occur as part of the TGA’s annual fees and charges review.
(if) Submissions should be made through this process.

b. TGA review of new ingredient application categories
(i) Further stratification of categories
(ii) Activity-based costing
(iii) Potential legislation changes
(iv) Briefing paper to be provided to Comtech

C. Update guidance

i) ARGS to remain as guidance for sunscreens

ii) Provide links to legislation for sunscreen/application requirements

iii) Outline specific data requirements for sunscreen ingredients

iv) Outline flexibility — consider providing ASEM Excel spreadsheet as a tool
for industry

(
(
(
(

d. Discussion and planning for potential scheduling decisions on ingredients

(i) Prior discussion on any proposed changes
(ii) Consideration given to regulatory impacts
(iii) Implementation planning
(

iv) Transition allowance

Action items

TGA to:

e |mprove general communication and consultations

e Provide a briefing paper to- on the review of ingredient application categories
(under 26BD pathway)

» Undertake further review of ARGS in consultation with SRz
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e Provide plan for future activities related to sunscreens.

e Considerimplementation planning and discussions with industry on scheduling
changes.

TGA Use only

Attachment 1: Minutes of meeting

TGA Legal discussion

e 16GA applies to goods already listed- it is a historical pathway that enabled
grandfathered products to transition to listed medicines in the ARTG. Itis not designed
to sit alongside the 26BD.

e New applications should use 26BD pathway- this reflects parliamentary intentions
and cancellation pathways under S30 of the Act, whereby products can only include
ingredients permitted through 26BD pathway

e |nrelation to fee waivers- these are generally quite specific and only apply in specific
circumstances, not applicable to 16GA pathway

Multiple ingredient applications no longer be accepted

TGA

e Thisissue has been raised by the TGA on multiple occasions since 2018

e We cannot accept multiple ingredient applications through r16GA(1)(b), but r16GA(1)(a)
remains open

e Notaprocessissue,itis alegalissue.
e |nformation relating to provisional approvals was removed from guidance
o We genuinely believe this has been communicated to industry

Unreasonable requirements for sunscreen ingredients
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TGA consultation and communication

Guidance

TGA

e TheAct states that there is a requirement for the Secretary to have regard to the safety
and quality of the ingredients and how to achieve this is specified in guidance

Evaluation pathways
TGA

e Undertaking a review of ingredient categories

e Further stratify application categories, look at activity-based costing

e Thisis a big project if- is agreeable to the proposed review - requiring legislation
changes and guidance update.

e Briefing paper to be provided to [N

Ingredient potential scheduling
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TGA

e Scheduling committee welcome information on reformulation, costings etc
e Minister well briefed
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From:_@health.gov.au>

Sent: Wednesday, March 26, 2025 10:47 AM

To: E C /R, Avinash
<Avinash.CLARKE@Health.gov.au>

cc:
S
R < " cov 2. R
- o -.>; I
subject: RE SHKNEGEGEGEGEEEE (scc-0FFICIAL

Hi

Thank you for your update. We acknowledge that there will be feedback and concerns from your
member companies, and we will strive to address these as best as we can.

We recommend consolidating relevant questions for discussion at the next_

I /< o/an to have representatives from the TGA Scheduling and media team
present to assist with scheduling-related inquiries and to provide an overview of the public
engagement strategy.

We'd appreciate if you could forward on the questions arising from your (NI Team

meeting, and | will coordinate the next_ with yourselves and

Kind regards,
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!omplementary Medicines Evaluation Section
omplementary and OTC Medicines Branch

Medicines Regulation Division | Health Products Regulation Group
Australian Government, Department of Health and Aged Care

T I | = N o0,
Location: Fairbairn, Gulgana Level 1 South East
PO Box 100, Woden ACT 2606, Australia

Gulgana First Aid Officer: On-site Tuesdays and Thursdays

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.

rrom: SR S

Sent: Thursday, 20 March 2025 12:32 PM
To: CLARKE, Avinash <Avinash.CLARKE@Health.gov.au>

c EE =<' < > D

R ¢ < " <o 2. R
N - - oo - S
subject: RE: (KNG (scc-orFICIAL

REMINDER: Think before you click! This email originated from outside our organisation. Only click links
or open attachments if you recognise the sender and know the content is safe.

Hi Avi,
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From: CLARKE, Avinash <Avinash.CLARKE@Health.gov.au>
Sent: Friday, March 14, 2025 11:18 AM

To: HENDERSON, Nick <Nick.Henderson@health.gov.au>; [ITTITITITTEEEEEEE
R R (.o

T e
B G h.cov.au>
subject: RE: XSG (scc-orFiCiALl

Hi All,

As discussed - please see a draft project plan around scheduling of sunscreen ingredients.
Appreciate any comments/suggestions.

Additionally, we are currently preparing a briefing paper for discussion at ComTech 15 —
scheduled for 20 May 2025. We are still at project conceptualisation stage —it will be on
further stratification of current IN ingredient application categories under section 268D,
including considering dermal ingredients that are demonstrated to not be absorbed and
not react with the skin.

Thanks, Avi

Avinash Clarke
025132 1436

From: CLARKE, Avinash
Sent: Monday, 3 March 2025 12:46 PM

To: HENDERSON, Nick <Nic|<.Henderson@health.gov.au>;_
[

N -\ - R
R - -

subject: GG (scC-0FFICIAL]


mailto:Avinash.CLARKE@Health.gov.au
mailto:Nick.Henderson@health.gov.au
mailto:Nick.Henderson@health.gov.au
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Hi AlL,

Apologies for the long delay. Please see attached draft outcomes/action items from last

month’s I - Vel also endeavour to set up a future meeting series

shortly.
Thanks, Avi
Avinash Clarke

Assistant Secretary
Complementary and Over the Counter Medicines Branch

Therapeutic Goods Administration
Australian Government Department of Health and Aged Care

T:02 5132 1436 | E: avinash.clarke@health.gov.au

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.

"Important: This transmission is intended only for the use of the addressee and may contain
confidential or legally privileged information. If you are not the intended recipient, you are
notified that any use or dissemination of this communication is strictly prohibited. If you receive
this transmission in error please notify the author immediately and delete all copies of this
transmission."


mailto:avinash.clarke@health.gov.au
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