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Importance: High

 
 

From: LOMBARD, John <John.Lombard@health.gov.au> 
Sent: Monday, 19 October 2020 9:52 AM
To: GOH, Xin-Lin <Xin-Lin.Goh@health.gov.au>
Cc: Debbie Miller <debbie.miller@kiah.com>
Subject: FW: ACSQHC Response to the invitation to provide feedback on residual activity of
disinfectants consultation paper - TGA [SEC=OFFICIAL]
Importance: High
 
Hi Xin-Lin,
 
More feedback on the targeted disinfectant consultation.
 
Kind regards,
 
John
 

From: MELEADY, Kathy <Kathy.Meleady@safetyandquality.gov.au> 
Sent: Friday, 16 October 2020 6:15 PM
To: Device Reforms <devicereforms@tga.gov.au>; LOMBARD, John <John.Lombard@health.gov.au>
Cc: HAI <HAI@safetyandquality.gov.au>
Subject: ACSQHC Response to the invitation to provide feedback on residual activity of disinfectants
consultation paper - TGA [SEC=OFFICIAL]
Importance: High
 
Good afternoon,
 
The Australian Commission on Safety and Quality is pleased to provide commentary on the TGA’s
Consultation Paper on residual claims for disinfectants - stakeholder consultation. I hope the
following comments are of assistance:
 

a)    The lack of a definition for residual activity
 
A clear definition of “residual activity” is required to specifically describe the scope of
long-term disinfection claims. The following additions are suggested for consideration to
the TGA’s proposed definition:
 
“The capability of a disinfectant product to continue to produce a reduction in the number
of viable cells of relevant test organisms on a surface, under the specific use conditions
defined on the label of the product, for a specified period of time.”
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b)    The lack of standardised testing standards for residual activity claims
 
In the absence of a standardised methodology for demonstration of residual activity of
disinfectants, the Commission supports the adoption of the principles as set out in PAS
2424:2014 Quantitative surface test for the evaluation of residual antimicrobial
(bactericidal and/or yeasticidal) efficacy of liquid chemical disinfectants on hard non-
porous surfaces, with additional guidance on extension of the test requirements to cover
organisms other than bacteria or yeast, and periods of greater than 24 hours for residual
activity.

 
Additional guidance on extension of the test requirements to cover other organisms not
included in PAS 2424:2014 (e.g. SARS-CoV-2, viruses, other bacteria or yeast) should
also be considered.
 
This standard should only be applied to residual activity of liquid chemical disinfectants
applied to non-porous hard surfaces. The principles set out in PAS 2424:2014 are not
supported for adoption for non-liquid disinfectants, or disinfectants used for other
purposes (i.e. porous surfaces, air).
 

c)      The lack of acceptance criteria for residual activity claims
 

The Commission supports acceptance criterion for a claim of residual activity set:
·       at a 3-log difference between the test and the control
·       over a defined minimum dwell time
·       under test conditions that mimic the practical conditions in which the product is

designed to be used (i.e. in conjunction with physical/mechanical cleaning).
 

d)    Whether there should be a limit on the period over which residual activity is
claimed

 
The Commission supports the proposal that the period over which residual activity is
claimed should be substantiated by test data against the specific microorganism/s.
Claims of residual activity may lead to a decrease in cleaning frequency due to
consumer perceptions and security, thus unsubstantiated claims could impact patient
and consumer safety. Claims of residual activity are only valid if the disinfected surface
remains undisturbed.
 
e)    Whether residual activity claims should be restricted to general bacteria only

and other specific organisms
 
The terms “general bacteria” and “other specific organisms” do not provide sufficient
guidance, and need to be further defined. The Commission recommends that residual
activity claims against any microorganism/s can only be made if substantiated by test
data against that/those specific microorganism(s).
 
f)      Whether residual activity claims should be disallowed until such time when the

above could be clearly defined and resolved.
 
The Commission supports that, until such time as the aforementioned elements are
defined and resolved, claims regarding residual activity in disinfectants should be
disallowed.

 
If you have further enquiries, or the Commission can be of further assistance, please do not
hesitate to contact me
 
Thanks you



 
Kathy
Adj Prof Kathy Meleady PSM
Stream Director, AURA and HAI/IPC
Australian Commission on Safety and Quality in Health Care
GPO Box 5480 Sydney NSW 2001 | Level 5, 255 Elizabeth Street, Sydney NSW 2000
T (02) 9126 3640 | M 0419 220 816| www.safetyandquality.gov.au
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From: Device Reforms <devicereforms@tga.gov.au> 
Sent: Friday, 18 September 2020 2:25 PM
Subject: Invitation to provide feedback on residual activity of disinfectants consultation paper
[SEC=OFFICIAL]
 
Colleagues,
 
You are invited to provide feedback on the attached consultation paper on the residual activity of
disinfectants.
 
The TGA has received a number of enquiries that relate to residual activity claims for disinfectants. In
light of these enquiries, we seek your input through this consultation paper on whether an update to
the TGA Instructions for Disinfectant Testing and/or TGO104 is required.
 
At present, there is no definition of “residual activity” included in the TGA Instructions for Disinfectant
Testing or TGO 104. There are also no defined test methods or specified acceptance criteria for such
testing. These claims have been considered (and continue to be considered) on a case-by-case basis.
The approach adopted to date has been that it is up to the sponsor/manufacturer to formulate a test
method to justify the claims made. Any disinfectant sponsor/manufacturer is therefore free to make
an application for a product that includes claims of “residual activity”.
 
The key issues raised in the enquiries received by the TGA are:

1.       the lack of a definition for residual activity
2.       the lack of standardised testing standards for residual activity claims
3.       the lack of acceptance criteria for residual activity claims
4.       whether there should be a limit on the period over which residual activity is claimed
5.       whether residual activity claims should be restricted to general bacteria only and other

specific organisms
6.       whether residual activity claims should be disallowed until such time when the above could

be clearly defined and resolved.
 
Please send your feedback to devicereforms@tga.gov.au by COB Friday 16 October 2020.
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