26 March 2021

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

WODEN ACT 2606

Subject: Feedback on the Proposal for clarifying regulatory requirements for residual claims for disinfectants

Dear Madam / Sir,

In response to the Stakeholder Consultation on the Proposal for clarifying regulatory requirements for residual
claims for disinfectants, Diversey Australia Pty Limited wishes to make the following submission.

Diversey is a global leader in cleaning and disinfection committed to development and delivery of validated infection
prevention chemistry and technology. We combine world-class products and best in class procedures to optimise
results and help our Healthcare customers solve their biggest challenges: HAI prevention, operational efficiency,
safety throughout the facility and patient protection.

Diversey wishes to thank the TGA for the opportunity to respond to the proposal re. residual claims for disinfectants.
Diversey supports the efforts of the TGA to implement best practice regulation and offer opportunities to

standardize regulatory requirements for residual claims for disinfectants.

Proposal 1: Definition of residual activity
We agree with the stated definition.

Proposal 2: Testing standards
For testing purposes, we support adopting the principles set out in PAS 2424:2014 as the preferred methodology
for demonstration of residual activity of disinfectants.

We also support the recommendation that additional guidance be developed to extend the test provisions to cover
organisms other than bacteria and yeast (eg. virus).

In addition, we propose to include a provision and guidance to accept new evolving standard methods.

However, we do not support the proposed residual activity period of greater than 24 hours but rather propose to
limit the duration of residual activity to <24hours. This aligns: (1) with the PAS 2424:2014 methodology; (2) with
the practical application where most environmental surfaces in public facilities likely to receive hand contact should
be cleaned and disinfected at least every 24 hours; and (3) with a ‘Residual Disinfectant’ claim allowed by US EPA
with a 5logao efficacy in 24 hours after initial kill. The US EPA allows claims longer than 24 hours (eg. 30 days or 90
days) under a ‘Supplemental Residual Antimicrobial’ classification which require regular cleaning and disinfection
for continuous disinfection. A ‘Supplemental Residual Antimicrobial’ has an efficacy of 3-logio kill in 2 hrs with no
initial kill requirements and makes no public health claims.
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Proposal 3: Acceptance Criteria
We agree with the proposal that the acceptance criteria for a claim of residual activity be set at a 3-log difference
between the test and the control.

In addition, we propose to set an acceptance criteria for initial bactericidal and virucidal efficacy that meets the TGA
definition of a disinfectant or aligns with the acceptance criteria of the alternative acceptable test methods (such as
EN or ASTM test methods) for general disinfection.

Proposal 4: Limitations on claimed residual activity period

We do not agree with the proposal that no limitations be placed on the period over which activity is claimed.
Rather, we propose to limit the duration of residual activity to <24hours which aligns: (1) with the PAS 2424:2014
methodology; (2) with the practical application where most environmental surfaces in public facilities likely to
receive hand contact should be cleaned and disinfected at least every 24 hours; and (3) with a ‘Residual Disinfectant’
claim allowed by US EPA with a 5-logio in 24 hours after initial kill. The US EPA allows claims longer than 24 hours
(eg. 30 days or 90 days) under a ‘Supplemental Residual Antimicrobial’ classification which require regular cleaning
and disinfection for continuous disinfection. A ‘Supplemental Residual Antimicrobial’ has an efficacy of 3-logio kill
in 2 hrs with no initial kill requirements and makes no public health claims.

Proposal 5: Restricting residual activity claims to specific organisms
We agree with this proposal that residual activity claims can be made against bacterial and/or specific organisms, if
substantiated by test data (per our comments re. Proposal 2).

Proposal 6: Allowing residual activity claims
We disagree with this proposal since there is no transparency with what was allowed in the interim assessments
which creates doubt and confusion among end-user and may be a risk to public health.
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