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LCS LISTED MEDICINE REVIEW CHECKLIST

1 Guidance for using the review checklist 

1.1 Saving this document into TRIM 
• Save a copy in TRIM within the relevant review container.

1.2 Recording your evaluation 
The information recorded in this checklist will be an official record of the evaluation and thought process that occurred in this 
compliance review. This information will support the release of compliance review outcomes to the public (see ) and any 
regulatory decisions made in relation to the product under review. This information may be under scrutiny by a range of 
audiences (FOI, s60 Delegate, Federal Court Judge, ANAO audit, etc.) at any time. As such, it is critical that the flow of logic, 
rationale behind conclusions, materials considered during evaluation must all be documented in this evaluation checklist 
and understandable by any reader of this document. 

The checklists below (label, manufacturing) must contain the information described in the table below. Comment bubbles and/or 
tracked changes may be used as a means of communication between the Evaluator and Reviewer during the evaluation process 
but must not be present at the time of finalising the initial review checklist (i.e., at the end of the Evaluation #1 stage). Once 
you start drafting a regulatory notice (if applicable), this checklist must be free of tracked changes and comments. If necessary, 
move information in comment bubbles into the columns. 

TRIM Container 

ARTG Number (AUST L) 

Product Name 

Sponsor 

Reviewed by 

Date: 
Peer reviewed by (If nessecary) 

2nd reviewed by 

Tick the applicable 
information reviewed 

Manufacturing ☐ Label ☐

Advertising ☐
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2 Assessment of medicine compliance and recommended enforcement strategy 
 

PLEASE READ IN CONJUNCTION WITH :  
The purpose of this section is to document the recommended enforcement strategy for non-compliance(s) identified during a compliance review, taking into consideration the type of non-compliance 
and sponsor compliance history. You should complete this section with reference to , which provides an overview of the principles to consider when developing an enforcement strategy.   

How to complete this section 

Before beginning your evaluation: 

• A1-A3 must be completed. 

After completing your evaluation: 

• A4 and A8-A9 (A9 for reviewing officer only) must be completed.  
• If you identified one or more safety-related deficiencies, you must complete A5. 
• If you identified one or more compliance deficiencies, you must complete relevant aspects of A6.   
• If you identified one or more compliance deficiencies that are safety, quality or efficacy related, you must complete relevant aspects of A7. 

Please ensure all text you have entered is black before this table is completed.  

Medicine under review 

Active                      ☒  

Cancelled               ☐ 

Medicine cancellation date (if relevant):   Click or tap to enter a date. 

Last certification date (if relevant):  Click or tap to enter a date. 

 

 

Sponsor under review 

Date of first listing:  Click or tap to enter a date. 

Number of current listings:  

Non-compliance rate:  

s.22
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Number of past compliance reviews:  

Type: Project: 

             Random: 

          Targeted:  

A2. Signals/data/intel utilised to inform this review 

 
 

Provide a summary of the initiating signal, data, intelligence, project, etc that lead to the initiation of this 
review.  

If available, provide TRIM link(s) to relevant background documents such as ARTG scanning discussion 
notes, internal referral, project brief and scope, or investigation folder.  

A4. Provide a summary of the compliance issues identified during this 
review 

Summarise the identified compliance breach(es), including a plain language 
summary and the proposed breach of the legislation. If no compliance 
breaches are identified, enter ‘N/A’ for this question and jump down to 
A7.  

 

 

 

The below table can be used to organise the information.  

Question 
in 
checklist 

Plain language description Identified non-compliance (include relevant 
section of the legislation) 

L8 The label for the medicine is missing the 
mandatory warning statement ‘Contains 
crustacea’, which is required by 
paragraph 8(1)(j) of TGO 92 and 
Schedule 1 

Failure to comply with an applicable standard 
(which may constitute an offence under section 
14(9AA) of the Act, and/or grounds for 
cancellation under paragraph 30(2)(e) of the 
Act). 
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Prevention Notice                          
☐ 
Infringement Notice                      
☐   
Contact Recalls                                
☐   
Other type of correspondence    
☐   
Specify the type:      
    

A9. Reviewing officer 
consideration 

Agree with recommendation         ☐    

Disagree with recommendation    ☐     Include any other matters or points you have considered if they are not already 
mentioned above.  
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LISTED MEDICINE REVIEW CHECKLIST 

TRIM Container 

ARTG Number (AUST L) 

Product Name 

Sponsor 

Guidance for using the review checklist 
Saving this document into TRIM 

• Save a copy in TRIM

Recording your evaluation 

The information recorded in this checklist will be an official record of the evaluation and thought process that occurred in this 
compliance review. This information will support the release of compliance review outcomes to the public (see ) and any
regulatory decisions made in relation to the product under review. This information may be under scrutiny by a range of 
audiences (FOI, s60 Delegate, Federal Court Judge, ANAO audit, etc.) at any time. As such, it is critical that the flow of logic, 
rationale behind conclusions, materials considered during evaluation must all be documented in this evaluation checklist 
and understandable by any reader of this document. 

The checklists below (label, manufacturing and evidence, if applicable) must contain the information described in the table below. 
Comment bubbles and/or tracked changes may be used as a means of communication between the Evaluator and Reviewer 
during the evaluation process but must not be present at the time of finalising the initial review checklist (i.e. at the end of the 
Evaluation #1 stage). Once you start drafting a regulatory notice (if applicable), this checklist must be free of tracked changes and 
comments. If necessary, move information in comment bubbles into the columns. 

s.22

Document 3



Document 3



LCS Review Checklist V4.0 (April 2020) TRIM Ref: D20-142206 Page 3 of 21 

What to do when safety-related deficiency is identified 

When a safety-related deficiency is identified, you will need to consider the level of risk the deficiency poses on consumers or anyone that may come into contact with the medicine. This is 
particularly crucial for non-compliant stock that are out on the market or are ready to be released to the market. If you are unsure, consult your supervisor to determine whether to request advice 
from the Adverse Events and Medicine Defects Section (AEMDS) in Pharmacovigilance & Special Access Branch (PSAB). 

The advice may be used to inform the review pathway you should take after Evaluation #1 (e.g. the type of regulatory notice sent such as a Proposal to cancel or Deficiencies Notice), how to 
pursue the safety-related deficiency or whether additional information needs to be requested from the sponsor (e.g. number of non-compliant units of the medicine remaining with the sponsor, 
wholesalers/distributers, retailers and consumers). In serious circumstances, PSAB may advise you to consider contacting the Recalls Section in the Manufacturing and Quality Branch to 
determine whether recall and non-recall actions for non-compliant stock are necessary. 

As such, you will need to consider at what point during the review the seeking of advice is necessary. In most circumstances it is preferable that you include information about existing stock 
levels in any requests to PSAB. This information may need to be requested during the initial evaluation for significant safety related issues or may be done at the time of sending a regulatory 
notice. However, advice can also be sought from PSAB without this information. 

s.37
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• Publications from various international regulatory authorities 
• Texts that are relevant to the traditional paradigm 
• Well-recognised evidence-based reference texts 
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 OFFICIAL

Does the medicine's name clearly 
suggest a likely therapeutic use, 

and/or refer to its formulation or 
component of its formulation?

Note: when the intention of the name is 
unclear, you may clarify it through ARTG 

record, sponsor's website or external website

If indication, state the 
therapeutic target

If formulation, state the 
ingredient(s)

Note: state therapeutic target(s) first and 
then the ingredient(s), use comma and 
semicolon to separate. E.g., eye, kidney; 

vitamin c, iron, turmeric powder

Was this medicine 
discussed during 
ARTG Scanning 

meeting?

Was this 
medicine flagged 
as a signal of non-

compliance?
Note: If you identify 

potential compliance 
issues that are not 

directly linked to the 
new medicine, do not 

TRIM Link to the 
week's Discussion 
Notes for signals

Note: only include the TRIM 
Link in the row of the signal

The responsible 
officer for 

actioning the 
signal

AUST L Medicine Name Sponsor Name Date Listed Year & Week Listed What the name suggests? Explanatory Notes Potential compliance issues Likelihood Explanatory Notes2 Assessed? Signal? Discussion Notes
Work Process 
Manager

These columns are filled by the responsible LCS officer for all the new medicines  (please consult 'Scanning Policy' tab)

ARTG Scanning Tool and Signals Database
These columns are filled by SET after extracting the list of new medicines

Basic information of the new medicines

What are the potential compliance issues (and their likelihood) indicated/predicted by the name 
of the medicine?

Note: in the case where you clarified the medicine name through the sponsor's website, you may also note here the advertising breaches 
on the sponsor's website about the medicine. 

 OFFICIAL
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 OFFICIAL#

REFERENCE
The cells in this sheet are protected. To unprotect the sheet and make edits the password is 'REFERENCE'

Variable Description (shows in drop-down lists) Notes

What the name suggests? Unclear

What the name suggests? Indication

What the name suggests? Formulation

What the name suggests? Combination (Indication & Formulation)

Potential compliance issues None 

Potential compliance issues
Name suggesting ingredients not in the 
ARTG/Determination

Potential compliance issues
Name suggesting indications not in the 
ARTG/Determination

Potential compliance issues Name suggesting restricted/prohibited representations

Potential compliance issues Name is confusing/misleading

Potential compliance issues
Advertising breaches on sponsor's website about this 
medicine

Potential compliance issues Multiple/Other issues 

Likelihood N.A.

Likelihood Unlikely

Likelihood Possibly 

Likelihood Probable

Likelihood Highly Likely

Assessed? Y yes

Assessed? N no

Signal? Y yes

Signal? N no

# OFFICIAL
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Analysis of educational correspondence sent as part of signal investigations 
Date of meeting 10 June 2026 
Period analysed 
Date of analysis 
Attendees 

Minutes (pre-drafted by Signal team members, finalised by Signal team members on 15 July 2026) 

• The following documents were consulted for the creation of these minutes:

s.22
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OFFICIAL 

Team discussion: 
Team agreeable to the above 

2 Reference number: 
Product name: 
Sponsor: 
Signal owner: 
Action taken: Warning letter  
Background:  
Internal referral from RCB regarding product (not exhaustive): 
- having incorrect warning statements displayed on website
- making claims beyond permitted indications
- making comparator claims
- endorsement by health professionals
making several statements/claims

- being delivered in a large sachet than a glass jar which is what is depicted on the website that appears to lack critical
health information

Note for 
- Actual product itself appears to have relevant warning statements therefore NFA with regards to this
- Warning letter sent in relation to non-compliant aspects of advertising
- The TGO 92 requirement to display active ingredients in a tabulated format appears to only apply to registered goods not
listed goods therefore NFA with respect to this

Outcome of initial correspondence: 
On  sponsor advised they updated their website however not all compliance issues were found to be 
addressed 

On sponsor was advised of the outstanding compliance issues with their website 

On , sponsor advised it engaged a consultant to inspect the entirety of their website and they will be making 
changes ASAP with updated website to be live by

On sponsor advised they made additional changes on their website and on examination on the same day it 
appears to be compliant. 

Proposed post-assurance action: NFA 

Positive Yes s.22
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Reason for Proposed post-assurance action: 
Sponsor has brought the website into compliance 
 
Team discussion: 
Team agreeable with the above 

3  Reference number:
Product name:  
Sponsor:  
Signal owner:  

Action taken: Obligation Notice  

Background:  

• ARTG Scanning identified the medicine had the following incompatible indications: 

• 

• 

Outcome of initial correspondence:  

• In response to an Obligation Notice issued , the sponsor advised they would remove the following 
indication from the listing:  

• The sponsor updated the listing on  (Product ID: ). The removal of the above indication is 
taken to confirm that the medicine is intended to have a therapeutic use of . 

• No advertising for the product could be located on 19 and 28 May 2026. 

Positive Yes s.22
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Proposed post-assurance action:  

• Option 1: Push advertising review until next assurance meeting. 

• Option 2: Request explanation of the meaning of the name and potentially the label as well, in hopes that this 
signal can be closed out more quickly. 

Reason for Proposed post-assurance action:  

• While the concern raised in Obligation Notice was addressed (incompatible indications), the medicine still has the 
following accepted indications: 

• A medicine presented for supply as having a therapeutic use of  along with 
therapeutic uses related to  are at risk of having unacceptable presentation. The medicine Is also at risk of 
having unacceptable presentation if it makes or implies any representations related to . 

• Further, despite being listed on , the product does not appear to be advertised.  
 

 

•  
 

 
  

 
 

Team discussion: 

Closure email to be sent to the sponsor outlining obligations in regard to presentation and the need for this to be 
consistent with public health campaigns as per the Advertising Code 
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