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Medical Devices Reform Unit
Medical Devices Branch
Therapeutic Goods Administration
PO Box 100

WODEN ACT 2606

Email: devicereforms@tga.gov.au

Dear Sir/Madam,

Accord is pleased to provide this submission on the Proposal for clarifying regulatory
requirements for residual claims for disinfectants (the Proposal).

Accord is the peak national industry association representing the manufacturers and
marketers of formulated hygiene, personal care and specialty products, their raw material
suppliers, and service providers. Accord member companies make and/or market fast-moving
consumer and commercial goods including hygiene, cosmetic, personal care and specialty
products, sunscreens, food contact sanitisers, industrial and agricultural sanitisers, household
pesticides, disinfectants and specialty commercial products. Member companies include
large global consumer product manufacturers as well as small dynamic Australian-owned
businesses. A list of Accord member companies is available on our website:
http://accord.asn.au/about/members.

Headline statistics’ for our industry’s economic footprint include:

* Accord’s membership is approximately 100 companies.

» Collectively, Accord member companies directly contribute more than 12,000 full-time
equivalent jobs.

+ Nationally, more than 175 offices and more than 65 manufacturing sites are operated
by Accord member companies.

+  80% of member companies export products overseas.

In general, Accord supports regulatory approaches that promote certainty and predictability,
while being flexible to encourage introduction of innovative, effective products to market. We
welcome the discussions contained in the Proposal; if implemented well, there is potential to
increase certainty and predictability for industry seeking approval for residual efficacy claims
for their disinfectants, remove unnecessary bureaucratic discretion and potential variability,
and ensure efficacious products are available to end users. Our specific comments under
each of the proposals, provided as Attachment 1, attempt to increase clarity of the
requirements for industry and robustness of the evidence behind any claims allowed.

We note that this consultation on the Proposal appears to be the first step in the process and
further consultations e.g. on test protocols will follow. We look forward to continuing
engagement with the TGA on this issue.

' Results from Accord Industry Size and Scale Survey 2018
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We additionally request that the TGA further consider residual claims for disinfectants intended
for use on ‘soft’ surfaces such as clothing and upholstery. These may include initial treatment
for the fabric/textiles as well as washing/cleaning agents.

Thank you for the opportunity to provide this submission. If you have any queries regarding
our submission, please feel free to contact me.

Yours sincerely,
<unsigned for electronic submission>

Catherine Oh
Director, Regulatory & Supply Chain Strateqy

26 March 2021
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Attachment 1

Proposal 1: Definition of residual activity

Accord supports the development of the definition of residual activity. For consistency, the
definition should link to the test criteria agreed.

While we are not opposed to including the conditions on the label, there should be agreed,
standard set of conditions to choose from to avoid creating confusing plethora of similar but
different claims. For example consumers would not necessarily spend the time to consider the
nuanced difference in use conditions for two products making 24hr residual efficacy claims.

Proposed amended definition reads as follows:
The capability of a disinfectant product to continue to produce a reduction in the
number of viable cells of relevant test organism on a hard, non-porous surface under
conditions defined in TGO104/TGA Instructions for Testing.?

We note that the definition as proposed by the TGA (and our proposed definition) does not
capture residual claims for bacteriostatic products. The Proposal also does not contain any
consideration of appropriate test protocols for residual bacteriostatic claims.

Bacteriostatic claims are not specific claims and products making bacteriostatic claims are
either Exempt or not regulated by the TGA. Bacteriostatic claim is an implied residual action
claim by its nature i.e. inhibits growth of bacteria for a duration of time. Noting this, we request
that the TGA clarify that residual bacteriostatic claims are non-specific claims and allow
residual bacteriostatic claims on Exempt disinfectants, as well as disinfectants that are not
regulated by the TGA. There should be an expectation that the company holds data to
substantiate their residual bacteriostatic claims regardless of the regulatory pathway.

Proposal 2: Testing standards

Accord supports the proposal to use PAS 2424:2014 and the development of additional
guidance to extend the test provisions to other organisms. Additional flexibility that may be
considered include:
e the number of hours for the residual claim both above and below 24 hrs e.g. set at 2hr,
6hr and/or 12hr,
o different number of abrasions — these may be useful to define the difference between
‘high touch point” and ‘low touch point’, and
o different test surfaces, which may then link to the claims of residual efficacy.

Any extension of residual efficacy claim should be supported by the same rigorous test criteria
over the extended timeframe e.g. to claim 48 hr residual efficacy, there should be double the
inoculations and abrasion cycles as 24 hr residual efficacy. Similarly, efficacy claim over a
shorter duration of time should allow reduced abrasion cycles and inoculations.

2 This assumes that the TGA will include the agreed test criteria in TGO 104, or a separate Instructions for
Testing.
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The TGA should also consider acceptance of the US EPA residual sanitiser efficacy test
method, Protocol #01-1A, Protocol for Residual Self-Sanitizing Activity of Dried Chemical
Residues on Hard, Non-Porous Surfaces. The acceptance of appropriate alternative methods
allows Sponsors to leverage data generated to support overseas registrations and reduces
unnecessary regulatory barriers.

Protocol #01-1A is a protocol for disinfectants even though it is titled a sanitiser protocol. It
has the same acceptance criteria as PAS 2424, and like PAS 2424, uses 5 re-inoculations
with repeat abrasion cycles under a wiping weight.

While we note that there are some differences between the PAS and US EPA methods, the
TGA may be able to devise a method that can utilize the data that is already generated under
either the PAS or US EPA methodology.

Some of our members have noted that if PAS or the US EPA method is extended to other
organisms, that the applicability of the method for the specific test organism should be
considered with scientific community validation. Some viruses are inactivated by the drying
step of the PAS/US EPA methods and may give false negative results.

Proposal 3: Acceptance criteria

Accord agrees with the TGA that a 3-log difference between the control and treatment is
appropriate. The same acceptance criteria should be used if the method is modified for viruses
(with consideration for cytotoxicity).

Proposal 4: Limitations on claimed residual activity period

There should be some limitation on the claimed residual activity period, based on the likelihood
that any product would be tested for that duration and pass the test. For example, to claim 365
days of residual activity, the test should involve 365 times the number of inoculations and
abrasions of the 24 hr residual activity test. It is unlikely that such a test would be conducted
over that duration.

The TGA should also provide clarity that to claim residual activity for a length of time e.g. up
to 30 day residual action, the product must produce 3-log difference between control and the
treatment at any time up to day 30.

Where the product also makes a log reduction claim and it is greater than log 3 reduction, then
either the residual efficacy evidence should support the greater log reduction, or the
information to consumers/end users should make it clear that the greater log reduction does
not apply to residual efficacy.

Unqualified residual activity claims such as ‘long-lasting protection’ or ‘protects for extended
period of time’ should not be allowed.

Any claims that discourage cleaning of soiled surfaces should not be allowed, noting that once

the surface is visibly soiled, the residual disinfectant on the surface is unlikely to reach past
the soil. Additionally, if any ordinary cleaning or other ordinary activity is likely to negate the
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effect of the residual action e.g. wiping with soapy water, then this should be noted alongside
the residual efficacy claim.

Proposal 5: Restricting residual activity claims to specific organisms

Residual claims should be allowed against a spectrum of organisms provided that the data to
support the claims is generated utilising a scientifically robust test protocol, ideally peer
reviewed or validated by a relevant expert scientific community. The regulatory criteria to allow
claims using such methods should be developed following the usual regulatory process,
including public consultation.

Proposal 6: Allowing residual activity claims

Accord supports the TGA developing an appropriate and robust mechanism to assess the
veracity of residual activity claims for disinfectants, and allowing those claims to be made on
products. Once there is an agreed standard for residual efficacy for disinfectants, then it should
be applied to all products on the market i.e. retrospectively, with appropriate transition time.
This would create level playing field.

We support the TGA continuing to allow residual activity claims on a case-by-case basis until
the finalisation of the standard. Companies applying for residual activity claims should be
informed that a standard criteria is being developed and there will be expectation of
compliance to that requirement, with appropriate transition time.
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