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1 Purpose 
To provide guidance and instruction to the Listing Compliance Section (LCS) staff on the 
prioritisation, investigation and management of external and internal signals of potential non­
compliance for listed medicines in the form of complaints and referrals. 

2 Scope 
This SOP includes procedures for triaging and undertaking investigations of potential non­
compliant listed medicines referred to LCS by internal and external stakeholders. 

This SOP does not cover: 

• the establishment of records in Work Management for complaints or referrals 

• the establishment of investigations' files in TRIM for complaints or referrals 
• the allocation of complaints or referrals investigations to LCS staff 

• the prioritisation and management of other types of signals of non-compliance, such as 
s14 applications or Aristolochic Acids pre-clearance applications. 

The processes above are detailed in associated SOPs (please refer to Section 5) 

3 Definitions 

Term Meaning 

Case file The set of electronic documents pertaining to a compliance lead 
including emails, file notes, evidence, copies of labels, etc. 

Case record The electronic record for tracking the details and findings of a 
compliance lead fo r workflow management and reporting 
purposes. 

CLP Path Set of predefined tasks for a CLP in Work Management that define 
the steps to be undertaken during the progression of a compliance 
lead. For the purposes of this document. CLP tasks are written in 
italics, e.g. CLP -Awaiting investigation. 

CMib The Complementary Medicines Inbox (CMib) 
comi;2lementaQ:'.:,medicines@health.gov.au 

Compliance lead For the purposes of this document, a compliance lead is a signal, 
either in the form of a complaint or a referral, of perceived or 
alleged non-compliance of a listed medicine that is evaluated or 
investigated by the Listing Compliance Section. 

Compliance Lead Electronic case record for a compliance lead in eBS Work 
Process (CLP) Management. 
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Term Meaning 

eBS Electronic Business Services, the TGA software application that is 
opened using the IBM Notes software. 

Lead context A combination of the sponsor and medicine compliance history, 
and the lead quality and credibility. 

Leads Manager For the purposes of this document. it is LCS' responsible person for 
overseeing and coordinating compliance leads to ensure that they 
are all recorded and dealt with in a highly streamlined, consistent, 
risk-based, timely and efficient manner. 

Leads Scientific Officer For the purposes of this document. it is LCS' default responsible 
person for undertaking the compliance lead investigation and 
corresponding action. 

Leads Team Officer Leads Scientific Officer or Leads Manager. 

RFI Request for Information 

RTIC Risk assessment Tool and Investigation Checklist 

Work Management The part of the eBS application in which case records are created 
(WM) and workflow is managed. 

Work Process Compliance lead owner. Responsible person for managing the 
Manager overarching workflow of a compliance lead and the associated 

tasks in WM. 

4 Introduction/Background 
The LCS receives signals of potential non-compliance related to listed medicines in the form of 
complaints/allegations from consumers or industry, and referrals from other areas within the 
TGA or external stakeholders. We refer to these collectively as compliance leads. 

The LCS receives approximately 90 compliance leads each year with a third of these pertaining 
to more than 3 medicines. In approximately 90% of the cases the perceived non-compliance 
results in a confirmed breach and some of those pose/may pose a risk to consumer safety 
and/ or relate to lack of efficacy of the product. Therefore, a systematic and predictable handling 
of compliance leads that uses a risk-based selection and t imely completion of enforcement 
actions helps ensure that listed medicines are safe and fit for purpose. 

While handling a compliance lead several factors are considered and weighted up in order to 
assign the right priority, investigation process and subsequent resolutive actions. These factors 
are: 

the level of risk associated with the alleged breach. It is determined in accordance with 
the LCS' internal categorisation of the most common legislative breaches; 

the 'lead background', which is combination of the 
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 (a) sponsor compliance history from previous compliance reviews,  

 (b) relative frequency of leads related to that sponsor, and  

 (c) number of past investigations into the medicine that is the subject of the lead;  

– the credibility or level of confidence in the source of the lead; and 

– the level of certainty regarding the breach occurrence (lead quality). 

This SOP guides the investigator to interrogate the LCS’s databases and gather information 
related to the factors listed above to inform the investigation process. In the resolution phase, all 
the factors above are linked through a risk matrix (see TMP0020 Appendixes 1 and 2) which 
lays out the spectrum of options that are available under the Therapeutic Goods Act 1989 (‘the 
Act’) to enforce compliance.  

The following sections describe the steps and relevant information to investigate and action 
compliance leads.  

5 Associated Documents 
• POL0003 – LCS TRIM Naming Conventions 

• POL0008 – LCS Handling of complaints and referrals (not completed yet) 

• SOP0002 - Case and file management of compliance leads in Work Management 

• SOP0003 – Case record and file management for Listed Medicine Compliance Reviews 

• SOP00XX – SOP for triggering reviews (TBS with Nick) 

• TMP0010 – Compliance Review Email Standard words 

• TMP0020 – Risk assessment tool and Investigation Checklist 

• TMP0023 – Email templates associated with compliance leads.  

• TMP0026 – Obligations Notice derived from compliance leads 

• TMP0040 -  Sponsor compliance history assessment (D20-501611) 

• WI0001 - eBS Work Management for case record administration of compliance review 
and lead processes 

6 Roles and responsibilities 
6.1 Roles and responsibilities 
It is the responsibility of all staff in the LCS to understand and use this document when 
undertaking a compliance lead investigation.  

All staff of the section have a responsibility to identify issues with this document and bring them 
to the attention of the section’s Leads Manager for rectification. 
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investigation - Awaiting investigation task 

Work Process • To complete the CLP - Awaiting 
Manager investigation task once ready to 

commence the investigation 

Investigation & Work Process • To undertake compliance lead 
Risk Assessment Manager investigation using the RTIC 

• To gather evidence for the compliance 
lead investigation 

• If required, to prepare RFis for external 
parties, or prepare and send internal 

correspondence relating to the 
compliance lead 

• To file all correspondence-related files 

and collected evidence/information in 
TRIM 

• To enter basic information and complete 
the CLP - Investigation & Risk Assessment 

task 

Work Process • To prepare, seek clearance (if required) 
Manager and send out referrals 

• To enter basic information and complete 
the CLP - Referral task 

ELl/Leads • If required, to review and clear draft 
Manager referral correspondence 

BISS officer/Work • To save correspondence-related files in 
Process Manager TRIM 

Issue Work Process • To prepare and assign relevant 
Correspondence (if Manager correspondence for review ( e.g. 
required) Obligations Notices, responses to a 

complainant etc.) 

• To send out correspondence 

• To enter basic information and complete 
the CLP - Issue correspondence task 

ELl/Leads • To review and clear drafted 
Manager correspondence 

BISS officer/Work • To save correspondence-related files in 
Process Manager TRIM 

Awaiting Work Process • To enter basic information in CLP -
Compliance Review Manager Awaiting Compliance Review task 
(if required) • For compliance reviews to be initiated 

immediately, draft RFI under section 31 
of the Act and alert Leads Manager so that 
a compliance review is appropriately 

triggered 

Leads team officer • To complete the CLP - Awaiting 
Compliance Review task 
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Phase Stage Responsible Role 
person 

Finalisation Work Process • To enter basic information within the CLP 

~ 
Manager/ Leads - Finalisation task 

r.. team officer = Cl) 
C) Leads team officer • To complete follow-up and/ or closure 
C tasks (i.e. triggering a compliance review) 

• To complete the CLP - Finalisation task 

6.2 Target timeframes 
The following table provides a summary of target timeframes for the corresponding activities in 
the phases detailed above in Section 6.1. 

Progressing to the investigation phase for compliance leads 
triaged as 'standard' 

Progressing to the investigation phase for compliance leads 
triaged as 'urgent' 

Completion of the RITC for compliance leads triaged as 
'standard' 

Completion of the RITC for compliance leads triaged as 

Review of the RITC fo r compliance leads triaged as 'standard' 

Review of the RITC for compliance leads triaged as 'urgent' 

Completion of the recommended action and progression to 
the closure phase based on the priority for action determined 
in the investigation phase: 

1. Low 

2. Medium 

3. High 

4. Critical 

Completion of closure actions (e.g. triggering a compliance 
review) and completion of CLP - Finalisation task 

::::3 business days 

::::1 business day 

::::10 business days 

::::1 business days 

::::5 business days 

::::1 business day 

1. ::::60 business days 

2. ::::20 business days 

3. ::::10 business days 

4. ::::2 business days 

::::2 business days 

7 Undertaking a compliance lead 
investigation 

Compliance leads are received either through the complementary medicines mailbox 
(complementary.medicines@health.gov.au) or via email by the Leads Team. From there, a 
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member of the BISS team or Leads Team, respectively, establishes a CLP record in Work 
Management and saves the associated files into a dedicated TRIM folder. A member of the leads 
team then completes an initial triage of the lead to determine whether it is suitable for 
investigation, if it is spurious/illegitimate, or if it has been incorrectly designated to the LCS. If 
the lead is suitable for investigation, it is assigned a priority of 'standard' or 'urgent' depending 
on matter subject of the complaint/referr al, which determines the promptness to initiate and 
complete the investigation. The process described above is detailed in the associated SOP0002. 

A 
If the compliance lead is a referral from Advertising for an evidence 
assessment, the priority for resolution should correspond to the priority level 
of the advertising case. An investigation process is not necessary. Progress to 
section 9.5. 

By default, new compliance leads are assigned to the Leads Scientific Officer for investigation. 
However, in cases where the LCS' officers other than the Leads Scientific Officer are required to 
undertake a lead investigation, the Leads Manager will liaise with those officers before the 
allocation occurs. In any case, the officer designated to undertake the investigation becomes the 
Work Process Manager of that lead. 

New compliance leads will appear in the LCS dashboard in OUK Sense from where Work 
Process Managers to whom a compliance lead investigation has been assigned will be able to see 
in their portfolio. Please refer to the example below: 

" n) ea p .• a a 

-
" " 

0--1.a• 

Optll LHds lJ WPM $upwwl$OI' Opt11 U.,.l7 Act-TuaM,91 .. -. 
.§ :; 

! 

■ 
.,..,_ 

A(t ... fli1CW.O,Nf<U"'$-.:t 

Wo1Ul1>W ~tl•• Ccnl.-t Opt1101UII AUOetal 

Once the Work Process Manager is notified through email and/or QLIK as indicated above, the 
investigation should be completed within the timeframes outlined in Section 6.2 . 

7.1 Update WM case record to reflect commencement of 
investigation 

Stage: [Triage: Awaiting Investigation] 
Respons ibility: Wark Process Manager 

1. When ready to commence the assessment, complete CLP -Awaiting investigation. 
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2. Allocate CLP - investi9ation and risk assessment to yourself and proceed to complete 
the Risk Assessment Tool and Investigation Checklist (RTIC) as per Section 7.2 
below. 

7.2 Completion of RTIC/ Investigation of potential non­
compliance 

Stage: [Assessment: Investigation & Risk Assessment] 
Responsibility: Wark Process Manager 

A During the course of the investigation ensure that summary notes are kept up 
to date in WM. 

The following subsection should be read in parallel to TMP0020 (RTIC) as the guidance below is 
intended for the completion of sections 1 to 6 of that checklist. 

7.2.1 Initial screening of compliance lead- Section 1 
1. Analyse and summarise the compliance lead (Question 1) 

Ql. Details of the compliance lead Provide brief background of the compliance lead, like the date when it was 
received, complainant/referee details, information provided and summary of 

the issues described 

In responding to this question, please consider the following factors: 

• The type of compliance issue being raised ( e.g. manufacturing breach, labelling 
breach). 

• The complexity of the issue raised. For example if a lead is regarding many medicines 
( e.g. >3) the Leads Manager should be alerted. The seriousness of the issue raised. 
For example, if the complaint describes a medicine not being manufactured in a 
licenced facility or a site nominated on the ARTG, it is considered serious and the 
Leads Manager should be alerted. 

Include the date when the complaint was received, the source, what information was 
provided ( e.g. pictures of the label, searches of the internet, laboratory certificates, etc.) and 
a brief summary of the issue. 

A 
If the risk seems to be critical, discuss with the Leads Manager to whether an 
urgent compliance review ( or other appropriate action) is required to be 
initiated immediately 

2. Check basic information regarding the medicine( s) subject of the complaint 
(Questions 2, 3, 4 and 5). 
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Q2(. Medicine name/s (indude the e g 
ARTG number if relevant) 

ru, Medicine/s current on the ARTG? con ler whether this mvesligat10n 1s required or 1f the Cc sl:WIJIO.b.; 
~ to ECT/Advert1smg 

~ Sponsor/ Manufacturer 

Q5. Is there an open review or 
recently closed review related to the 
subject medicine? 

If yes, consider whether an investigation is required or if the issue 
can/should be referred to the evaluator undertaking the review 

If the complaint relates to a specific medicine: 

• Verify the listing status and sponsor of the medicine via QLIK 

• If no ARTG number is available ( e.g. the consumer only provided the name of the 
medicine), search the medicine by its name and try to determine if there is an active 
listing in the ARTG that could be the subject of the complaint. If there is more than 
one medicine which could be the subject of the complaint, contact the complainant 
and request either the AUST L number or else a picture of the label. 

• If the subject medicine has been recently cancelled, consider if the compliance lead 
still requires to be investigated or not ( e.g. stock in marketplace within expiry, the 
compliance lead refers to a medicine that was cancelled but has a re-listed version 
with the same/similar formulation, the new listing may have the same problem). 

• If the subject medicine has been cancelled and appears to remain being supplied or 
advertised, consider whether further investigation is required or if the case should 
be referred to ECT / Advertising. ( e.g. if there is an active website advertising the 
medicine, refer to Advertising). 

• Determine if the medicine is subject to an open or recently completed compliance 
review (within the last 36 months) via QLIK (see Appendix 9.4.1 for guidance). 

o If the medicine is subject to an open review, continue filling the RTIC keeping 
in mind that the compliance lead could potentially be resolved through the 
undergoing review. If it is the case, consider if it would be more appropriate 
to allocate the compliance lead to the review owner. 

o If the medicines was recently subject to a compliance review, continue filling 
the RTIC keeping in mind that the alleged potential non-compliance could 
have already been resolved through the compliance review. In such a case, no 
further action will be required after the completion of the RTIC. 

If the complaint relates to a sponsor/manufacturer/other issue: 

• Determine the affected medicines through a search of QLIK by filtering via the 
sponsor /manufacturer name and/ or any other relevant information, for example, an 
ingredient ( e.g. referral from CMES regarding changes to an ingredient that affect a 
multitude oflisted medicines, referral of GMP non-compliance for a manufacturing 
site that produces listed medicines or a complaint regarding a range of products 
marketed by a sponsor). 

• Once the affected medicines have been determined, complete the checks outlined 
above for specific medicines. 

3. Determine if there are any compliance leads that are similar / relevant to the 
investigation? (Question 6) 
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~ Are there any compliance leads 
that are similar/relevant to this 
assessment? 

Yes 

No 

0 Provide details below and consider consistent actioning 

D 

Search the compliance leads database via QLIK using relevant keywords ( see Appendix 9.3 
for guidance). For example, if the lead relates to a problem with a particular ingredient, 
search the name of that ingredient. If the lead relates to a specific manufacturer, search the 
manufacturer name, etc. 

If the search indicates that there are related compliance lead investigations ( completed or 
underway), consider the level of risk and the actions taken for resolution. 

If there are multiple similar open leads, consider consulting with the Leads Manager to 
determine if a wider approach to the issue might be more effective. 

4. Analyse the source compliance lead (Question 7) 

Q1, Source of compliance lead, 
credibility and quality 

e.g Referral from Laboratories, lab results provide breach has occurred. 
~ Tip off from industry that sponsor may not hold evidence, unable to 
confirm if breach has occurred 

in to make false all ations about a medicine 

The source, quality and credibility of the lead may greatly influence the speed at which the 
investigation advances as well as the action( s) to resolve the lead. Internal referrals are 
usually of high quality and easily verifiable, which may enable you to use the information 
provided as evidence and thereby take direct action. For example, if a referral from 
Laboratories shows that a listed medicine contains a prohibited substance, the lead can be 
transitioned to review without needing to request additional information to verify the 
breach. 

On the other hand, tip-offs from another sponsor or general complaints from consumers 
usually cannot be immediately verified and further research is required, for example by 
requesting evidence from the affected sponsor or further detail from the complainant. 

5. Request further information ifrequired (Questions 7a and 7b) 

~ Is further information required 
from the sponsor/complainant to 
progress the lead? 

Provide what information is being requested. 

Yes D Provide the date RFI sent 

No □ 

Q7b. Requested 
information provided? 

Yes D 
No □ 

In some cases, it is appropriate to request further information to progress the investigation, 

including: 
o When a complainant/referee has indicated that he/she holds supporting material 

It is not unusual that complainants indicate that they hold further evidence to 
support their complaint. In those cases, it is advisable to contact the complainant to 
request such information. Please see TMP0023 for guidance on such request. 
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Please note that in the standard complaint form (see example below) there is a 
question that provides whether the complainant holds supporting material. If yes, 
the information may be requested if relevant 

o No relevant evidence is available to verify a breach 

There are several scenarios where you may need to contact the affected sponsor to 
request information that enables to verify the existence or inexistence of the alleged 
breach. 

Examples of scenarios where an RFI could be warranted include (this is not an 
exhaustive list) : 
-A company insider or competitor indicates that there is certain misconduct in the 
manufacture of a product (manufacturing data should be requested); 
-A referral/complaint refers to a medicine with a suspicious name that suggests the 
product may be being advertised for indications other than the ones in its ARTG 
entry (label and link to sponsor's website should be requested); 
-A consumer complains blatant advertising but upon a cursory internet search the 
advertising is not found (it may be necessary to request label and link to sponsor's 
website from the sponsor); 
-A competitor or Regulatory affairs person complains about a product which lacks 
evidence to support indications ( evidence could be requested upon discussion with 
the Leads Manager). 

If an RFI is deemed necessary, it must done under Section 31 of the Act and 
following the template: TMP0023. See SOP0002 for further guidance on the 
management of correspondence if required. 

7.2.2 LCS Investigation - Section 2 
1. Evidence gathering 

Any relevant documents and correspondence relevant to the lead should be filed in the 
associated TRIM container ( and if already in TRIM, then saved as 'alternatively within' the lead 
container). This may include: 

• communication with the complainant/referee, 

• communication with the sponsor, 

• communication with other areas of the TGA. 

and any type of evidence based on the type of breach as described in the table below. 

Type of breach Type of evidence commonly used to confirm a 
potential breach 

Ineligibility for listing 

e.g. lack of warning required by 26BB, 
indications on label/website breaching the 
requirements of the Permissible Indications 
Determination 

Advertising 
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e.g. restricted representation on website, 
advertised claims inconsistent with the ARTG 

Labelling 

Manufacturing 

e.g. Manufacturer not having clearance 

Failed lab testing 

e.g. prohibited substance detected 

Website domain 

Copy or pictures of the label 

ARTG record summary (to determine the nominated 
manufacturers) 

Relevant manufacturing documentation if provided by 
the complainant/referee or requested to the sponsor. 

MQB compliance assessment if an issue has been 
referred to LCS as a result of a GMP compliance 
signal/ issue (This can be found by searching 'form 
10.2a' and the manufacturers name in TRIM). 

Example: 'Form 10.2a 

Referred lab report 

Evidence in support of therapeutic claims Evidence breaches are usually unable to be confirmed 
without requesting information from the sponsor. 

However, compiling information such as the type of 
indications (e.g. Specific Scientific), consistency 
between the advertised indications and the ones 
included in the ARTG and/or the targeted population, 
is an important step of the evidence gathering process. 

In addition, if the sponsor's compliance history in 
regards to previous evidence reviews is available, this 
should also be saved within the lead container. 

In cases where a compliance lead has been referred from another area of the TGA. the Work 
Process Manager should carefully read all the relevant material provided ( e.g. PSAB usually 
provides a link to their own investigation TRIM folder) before continuing with the investigation. 
Sometimes those other areas may have already requested relevant information from sponsors. 

A 
During the evidence gathering process, it is not uncommon to note other issues 
that are not the subject of the compliance lead. Although compliance lead 
investigations should be kept within the scope of the original issue, if those 
other issues are safety/ efficacy-related, these must be added to the case and 
taken into consideration during the investigation. 

2. Recording material considered during investigation and assessment of the 
existence/ inexistence of alleged breach (Question 8) 
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QS. Summary of LCS considerations 
during the investigation. 

Provide a brief description of the breach and/or a summary of reasons 
and evidence used to determine whether there are verifiable breach 
or if unable to verify the breach based on information held. 

Use this section to include website links, TRIM links to copies of 
labels, advertising captures, ARTG summaries, lab testing results and 
any other relevant evidence. 

Outline the information considered within the investigation and describe your assessment of the 
potential breach, which must correspond to an actual breach under the Act. 

In assessing unclear or complex issues, detailed commentary should be provided as to the 
nature of the issue and potential applicable legislation or reasoning for why the alleged breach 
does not constitute a breach under the Act. Please provide links to TRIM files used during the 
assessment, for example file notes where information was compiled. 

Examples of breaches related to legislation not relevant to the TGA may include: 

Issues with the storage of a medicine in a pharmacy (to be referred to state 
authorities); 
Inappropriate use of the 'Made in Australia' Logo (please see D20-163665 and 
determine if referral to ACCC is required), 
An issue related to a cosmetic (to be referred to NICNAS); and 

A complaint regarding a specific health professional (to be referred to AHPRA) 

3. Determining the outcome of the investigation actions (Question 9) 

Q9. Outcome of investigation? 
! Potential breach of TG Act identified O Progress to Section 3 

! Potential other breach O Likely to be referred, Progress to Section 5 

i No breach identified O Progress to Section 5 

Based on the information gathered and the assessed made in, decide whether there is: 

o Potential breach of the TG Act: progress to section 7 .2.3 
o No breach identified: progress to section 7.2.5 
o Potential other breach: progress to section 7.2.5 

7.2.3 Determining the risk from non-compliance - Section 3 
The 'Risk from non-compliance' relates to the potential issues with a medicine determined in the 
sections above and the risk it may pose if the non-compliance is verified. Under current LCS' 
framework. the following levels of risk are used to rate non-compliance: 

• Low risk, when none of the deficiencies identified are safety or efficacy-related, and 
generally corresponds to a 'minor' compliance deficiency. 

• Medium risk, when there is at least one efficacy-related deficiency. 
• High risk, when there is at least one safety-related deficiency. 
• Critical risk, when there is at least one safety-related deficiency that is likely to result in 

significant or imminent risk to consumers. 

Section 3 of the RTIC provides the following table which includes common breaches for each risk 
category: 
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Low □ 
Minor Nfldllftdn c,nly 
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Mondotcry label w1mln1 :)\otement:) o re lnoorrect AdvcrtJslngbc-coth th1t b l"'kcly to lcod to harm or 

or ml.sslrg risk public flealtt, 

Requirements for d\lld resistant packaslng hw e Other Hf•tv deflel•ney of• "•tur• or ext.nt that 
not been met rtpr111nts an lramlntnt concem for consumers, 

pfeast dew lbt: 
ThP med'cine ref en to a prohibited 0< ,napf'l('OVPd 
restricted Indication or dalm 

abllltyto appropriately use the medld.ne In tine Advertising that is likely to impac:.t thP c;on..c;.umPr's 
with lhclr l 'lh.'nd:d purpose ahll ry t(l ~ fPt,' uc;.p the goort.$ 

Ot:herefflc1cy n lated deficiency, pitas• describe: Other m tv rtlltld dtfklency, pllase desc:dbt: 

When a medicine has more than one deficiency, the overall level of risk is given by the deficiency 
with the highest level of risk For example, if a medicine has two minor labelling issues (low risk) 
and an ingredient that exceeds the limit stablished by the Permissible Ingredients Determination 
(high risk), the overall risk from non-compliance for this medicine would be 'high'. 

Record the assessed risk in Section 3 of the RTIC by marking an 'x' on the provided field and 
progress to section 7.2.4 . 

If the risk is critical discuss with the Leads Manager to whether an urgent 
compliance review ( or other appropriate action) is required to be initiated 
immediately. 

7.2.4 Determining the medicine & sponsor compliance profile -
Section 4 

Information relevant to the compliance history of the sponsor and the medicine must be 
gathered to inform the corrective action, the level of stringency of such action and the priority 
for its initiation. 

The factors that can affect the compliance history of a medicine/sponsor comprises at least five 
aspects: 

o previous/current compliance reviews; 
o previous/current non-compliance signals in the form of complaints or referrals; 
o previous/current non-compliance signals from TGA laboratories; 
o previous/current advertising cases; and 
o previous/ current adverse events/ defects /recalls cases 

1. Assessing the medicine compliance history (Question 10 and 11) 
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i) Medicine compliance history based on LCS compliance leads (Question 10) 
Search in QLIK for previous complaints or referrals for the same AUST L and do a 
separate search for the medicine name as cancelled versions of the same medicine are 
also of interest. Only include complaints or referrals received within the last 24 months. 
See Appendix 9.4.2 for guidance on QLIK searches.  

If a medicine has been the subject of previous compliance lead investigations, read 
through relevant material to determine if the previous compliance issue is relevant to 
the current compliance lead. If it is, this may increase the context rating of the lead and 
influence the priority of action.  

Examples of such situation are: 

• Three consumer complaints have been received for a single medicine not having 
clear ingredient information displayed on the label. The priority for resolution 
may be increased from low to medium.  

• An Obligations notice was issued during a previous compliance lead 
investigation, however, the new compliance lead indicates that that the breach is 
still unresolved. A higher level of compliance action should considered (e.g 
compliance review, P2C). 

In cases where a compliance issue from a previous compliance lead is not relevant, 
consideration should still be given as this may be an indicator of negative compliance 
behaviour or that a sponsor is unaware of their regulatory obligations.  

In the case where a compliance issue from a previous compliance lead was found to be 
unsubstantiated, this should not impact on the context rating of the current compliance 
lead.   

ii) Medicine compliance history based on LCS compliance reviews (Question 
11) 

Within section 1 of the RTIC, it was already determined whether there is an open or 
recently completed compliance review for the medicine. If there was, consider whether 
the breach(es) within the compliance lead can be addressed through the open 
compliance review or if it has been previously addressed. 

If a medicine has been the subject of a previous compliance review (within the last 36 
months), read through the relevant review material (proposal to cancel notice, review 
checklist etc.) to determine if the compliance issue subject to the complaint was existing 
at the time of the evaluation.  

In the case where the issue subject of the compliance lead was noted during a review and 
not pursued as a breach, consideration should be given as to the need of the 
investigation. For example, if a complaint is received regarding a potential breach for a 
sponsor not holding evidence to support a therapeutic claim, but it is noted that during a 
recent compliance review such therapeutic claim was found to be supported, it is likely 
that the issue subject of the compliance lead is not a breach.  

Q10. Are there any previous 
compliance leads received about 
this medicine in the last 24 
months? 

Q11. Are there any other relevant 
compliance signals for this 
medicine? 

Yes 

No 

Yes 

No 

□ 
□ 

□ 
□ 

Provide details and links if applicable_ 

Provide details and links if applicable_ 

e_g_ old or current compliance reviews, advertising cases, 

medicine defect reports or recalls 
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On the other hand, where a compliance deficiency is found to exist after it was pursued 
during a compliance review and then proposed to be rectified by the sponsor, this would 
potentially be an indicator of negative compliance behaviour and therefore may increase 
the context rating of the lead.  

iii) Medicine compliance history based on factors out of LCS’ framework 
(Question 11) 

Additional factors beyond the results of LCS compliance reviews and leads may be taken 
into consideration when assessing the compliance history of a medicine. These factors 
include recent/relevant issues such as advertising cases, medicine defect reports or 
recalls (See sections 9.4.3 & 9.4.4 for guidance on searching for this information through 
QLIK). 

General searches of the medicine name/AUST L in TRIM can also be of use to determine 
if the subject medicine has been or is being investigated by other areas of the TGA (e.g. 
GMP, PVI, etc.). In such cases, consider if liaising with that section is relevant for the 
current lead or if the potential breach is already being actioned by another section. 

Any relevant information found through the searches above should be considered to 
determine its impact on the context rating of the current compliance lead. 

Examples of such situation are: 

• If a complaint is received regarding a potential breach for advertising indications 
not included on the ARTG of the medicine and the above check provides that the 
Advertising Compliance Unit previously issued an Obligations notice to the 
sponsor for the same matter, this would increase the context rating of the lead. 

• It is noted that PSAB have an open investigation into an adverse report that was 
likely derived from the lack of appropriate allergen declaration on the label. In 
this case it may be suitable to liaise with PSAB to determine their actions to 
resolve the issue or if a collaborative effort will be required.  
 

2. Assessing the sponsor compliance history (Questions 12,13 and 14) 

 

i) Sponsor compliance history based on LCS compliance leads (Question 12) 

Search in QLIK for previous complaints or referrals for the same sponsor within the last 
24 months. See Appendix 9.4.2 for guidance on QLIK searches.  
 

012. Are there any previous 
compliance leads received about 
this sponsor in the last 24 
months? 

~ Does the sponsor have any 
notablefrelevant issues detected 
through compliance reviews? 

WA. What is the sponsor's 
compliance history? 

Yes 

No 

Yes 

No 

□ 
□ 

□ 
□ 

Good D 
Fair D 
Moderate D 
Poor D 

Provide a summary of the details and links if applicable. 

Provide a summary of the details and links if applicable. 
e.g. Multiple instances where labs have detected prohibited 
substances, medicine or range of products repeatedly 
reported for the same reason, sponsor previously 
admonished for the same reason 

Provide brief reasons for this outcome. 
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If a sponsor has had numerous compliance leads (including or not leads for related 
matters), this would potentially be an indicator of negative compliance behaviour and 
therefore may increase the context rating of the lead. 

This information should be considered when responding question 14, described below. 

ii) Sponsor compliance history based on LCS compliance reviews (Question 
13) 

Search in QLIK for previous compliance reviews undertaken on medicines of the subject 
sponsor within the last 36 months. See Appendix 9.4 .2 for guidance on QLIK searches. If 
possible, filter for reviews where similar issues were pursued and read through the 
relevant review material (proposal to cancel notice, review checklist etc.) to determine if 
the sponsor is being systematically non-compliant with certain aspect( s) of the 
legislation. 

If a sponsor has been pursued for related issues, consider discussing with the LCS' 
Compliance Assurance Manager as a more strategic approach to rectify the issue may be 
required. This can potentially be an indicator of negative compliance behaviour and 
therefore may increase the context rating of the lead. 

This information should be considered when responding question 14, described below. 

iii) Sponsor compliance history (Additional factors) (Question 14) 

The assessment of 'Sponsor compliance history' is determined mainly by examining the 
outcomes of past compliance leads and reviews ( discussed above). However, additional 
factors beyond LCS' past findings may be taken into consideration. These factors include: 

• Recent/relevant issues dealt by the Laboratories Branch, Advertising Compliance 
Unit and/or PSAB (See 9.4.3 & 9.4.4 for guidance on QLIK searches). 

• Recent/relevant issues dealt by other areas of the TGA ( cursory searches for the 
sponsor's name in TRIM may be sufficient to determine if such information exists). 

All the information compiled in relation to the compliance history of the sponsor should 
be considered and summarised on the RTIC. 

Example: 

Sponsor/Medicine history: 

• Product has been on the ARTG since 2014 

• No relevant product history (leads, complaints, advertising cases, ADR's, recalls etc. ) 

• Sponsor has a history of 75% non-compliance f rom 4 rev·ews - all broad w ith no safety issues 

• Sponsor has had 5 leads since 2014 - all labelling issues 

To rate the sponsor's compliance history, please refer to TMP0040 for further guidance. 

Rating; example: 

The sponsor has a 75% rating of non-compliance with all reviews having< 3 deficiencies, 
with no safety deficiencies noted. The compliance leads have all been minor labelling in 
nature. None of the medicines listed by this sponsor have been subject to 
advertising/laboratory/recalls cases, therefore, a compliance history of moderate 
should be assigned. 
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7.2.5 Determining the required action and priority - Section 5 
1. Determining the required action ( question 15) 

Provice summary of reasons for 
Refer Internally 

Q15. Based on your 
assessment select the outcome. Specify to what area: 

recommended actions 
Refer Externally 

Note multiple options may be Specify to what area: 
applicable. 

Issue Obligations Notice 
If recommending to queue for a 
compliance review please indicate here Issue other type of correspondence 

the recommended targeted review type. 
Queue for compliance review (largetedl 

LJ 

□ 

□ 

□ 

□ 

Initiate a priority compliance review (Targeted) I D 

No further action D 

IMPORTANT: If any of the actions in bold are selected, 

progress to section 6 and fill required notes once 
actioned. 

The appropriate enforcement action should be selected based on the associated risk of non­
compliance and the lead context. Attachments 1 & 2 of the RTIC provide a graphical guide on 
determining the appropriate action. 

Detailed explanatory notes are required to justify the recommended action for the resolution of 
the compliance lead. These notes should reference the decision tools and details of how such 
action addresses the identified deficiencies. 

Complex leads may require multiple actions or actions not specified in this SOP. Such cases must 
be discussed with the Leads Manager. 

Examples of some typical investigation scenarios are in the table below: 

. . Associated 
Scenano Example Action SOP t' 

The alleged breaches relate to the 
advertising material (not including 
labelling) 

The alleged breaches relate to a 
therapeutic good not listed on the 
ARTG 

The potential breach is thought to 
have arisen during manufacture, 
storage or handling (i.e. a defect of the 
medicine) 

The potential breach is related to not 
holding evidence to support 
therapeutic claims. Sponsor has a 
good compliance history 
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Minor labelling issues noted in an 
assessment by an internal area of the 
TGA 

The potential breach is related to not 
holding evidence in support of 
therapeutic claims. Sponsor has a 
poor compliance history 

The potential breach is related to 
labelling/presentation (not safety-
related) issues for a sponsor with a 
poor compliance history 

Queue compliance review 

8.3 

Testing from the laboratories branch 
found a prohibited substance in a 
listed medicine 

The claims and indications of a 
medicine (ARTG, label and website) 
refer to restricted representations 
and could impact a consumers ability 
to safely use the goods 

Initiate compliance review 

 

 

8.4 

If: 

• Referring to another area of the TGA, see sections 8.1 and 9.1 for further guidance on 
where and how issues should be referred. The RTIC is finalised at this point. Assign the 
RTIC for ‘clearance’ to the Leads Manager using workflow (‘clearance’) in TRIM and 
progress to section 7.4. 

• No potential compliance breach has been identified, no further action should be taken. 
The RTIC is finalised at this point. Assign the RTIC for ‘clearance’ to the Leads Manager 
using workflow (‘clearance’) in TRIM and progress to section 7.4. 

• The breach can be appropriately addressed through an educational/obligation notice or 
a compliance review, progress to point 2 below.  
 

2. Determining the priority for actioning (Question 16) 

 

In general, the priority level to initiate an enforcement action is determined on a case by case 
basis. However, the risk-based activity matrix presented in Attachment 2 of the RTIC provides 
guidance on the level of priority depending on the non-compliance risk, lead context and 
enforcement action.     

Apart from issues that pose immediate or potential health risks to consumers, the following 
issues should also be considered of high or critical priority: 

• Issues that can be significantly misleading to the Australian public, particularly in a way 
that could have a negative health impact on vulnerable consumers. 

• Issues that are of national or international significance, which may be reflected in 
anticipated sales volume, knowledge of adverse events, decisions of comparable 
regulators in other jurisdictions or other intelligence. 

Q16. Priority for action E.g. (Low, Medium, High, Critical) 
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• Topics that may attract adverse scrutiny from media or the public, such as inaction in 
response to specific complaints or concerns raised directly or indirectly with the TGA 
about listed medicines. 

Once the priority for action has been determined, assign the RTIC for 'clearance' to the Leads 
Manager using workflow ('clearance') in TRIM and progress to section 7.4. 

7.3 Review of Risk assessment tool & investigation 
checklist 

Stage: [Assessment: Investigation & Risk Assessment] 
Responsibility: Leads Manager 

Once you receive an email notification that the RTIC has been assigned to you in TRIM for 
clearance, follow the below actions: 

1. Review the RTIC including your comments and editions in track changes. 

2. If further work is required, assign the RTIC for amendment to the Work Process 
Manager using workflow ('amendment required') in TRIM. 

3. Repeat steps 1 and 2 as necessary. 

4. Once satisfied with the RTIC and recommended action ( s ), sign and date the checklist, 
then complete the 'clearance' action in TRIM. 

5. Assign the RTIC to the Work Process Manager using workflow ('for completion') in 
TRIM. 

7.4 Complete CLP - Investigation & Risk Assessment in 
WM 

Stage: [Assessment: Investigation & Risk Assessment] 
Responsibility: Work Process Manager 

1. Once the investigation has been completed and RTIC cleared, under CLP - Investigation 
& Risk Assessment ensure that all the task specific fields are filled as per Figure 1 below. 

2. The CLP pathway in eBS WM includes a variety of action tasks by default given that 
multiple actions can be necessary to handle a complaint or referral. Depending on the 
recommended action( s ), remove the applicable tasks as fo llows (please note that it is 
guidance only, you must consider if deleting the suggested actions is appropriate): 

Recommended Action Task(s) that should be removed 

Ref er Internally / Externally CLP - Issue Correspondence; and 
CLP - Awaiting Compliance Review 

Issue Correspondence/ Obligations CLP - Referral; and 
Notice CLP - Awaiting Compliance Review 

Initiate/ Queue Compliance Review CLP - Referral; and 
CLP - Issue Correspondence 

No Further Action All subsequent tasks up to and including CLP 
-Awaiting Compliance Review 
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Multiple actions ( e.g. Refer & Queue 
Compliance Review) 

Remove the unneeded tasks ( e.g CLP - Issue 
correspondence) 

3. In the next inactive task. enter the name of Work Process Manger in 'Assigned to'. 
Save and close. If the next inactive task is CPL- Finalisation, assign it to the Leads 
Team Officer. 

4. Complete CLP - Investigation & Risk Assessment task Progress to section 8. 

Figure 1. CLP - Investigation & Risk Assessment guidance table 

Task Specific Fields - CLP- Investigation & Risk Assessment (Numbers correspond to the field 
numbers in the table below) 

12. I Other t!l5b' commen!5: 
IJanaoemen! C-omment: I .. 

~ 

~ 

1. 1: Alleged b reaches by 
category 

I Show I 6. Total lead Risk Score: ? 
J 

2. I comments 
< ~ 

7. <Aicome al Investigation:• r Potertial breach of TG Ad. identlied r No breach idE 
2: l<lformatioo • ••••oed I r Potertial other breach r Prod.id is a fc 

3. Show I 
Comments < 

,!) 8. Potential Compliance Review r B r D r Not applicable 
Rating:' r e r F 

13: ::::r•nded action 4. 9. I PrioltyfOI' Resolution:• r 0tica1I r Low r Medum r H9l 
comments ? 

.J 10. Main i,vedient(s): ? 
J 

4: Type of good 
5. 

Show I 11. Dosage fOl'm: r Capsule /tablet C- Cream C- Powdet 

Comments ? 
r Gunvny C- Oral liqoo C- Oral spray 

Field usage and guidance summary 

Field Usage Does this field need to be 
completed? 

1. Alleged As determined within the assessment of the compliance Yes 
breaches by lead (Section 7.0) 
category 

2. Alleged Enter relevant keywords that describe the compliance Yes 
breaches by leads 
category Example- 'Restricted Rep', 'Microbiological testing', etc. 
(comment) This field is searchable within QLIK to help identify 

similar leads and provide guidance for consistent 
action. Carefully consider the keywords most relevant to 
the lead. 

3. Infor mation As determined within the assessment of the compliance 
Yes 

Assessed lead (Section 7.2.1 and 7.2.2) 

4. Recommended As determined within the assessment of the compliance 
Yes 

Action lead (Section 7.2.5) 

5. Type of Good Not applicable for complaints and referrals 
No 

6. Total Lead Risk Not applicable for complaints and referrals 
No 

Score 
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7. Outcome of As determined within the assessment of the compliance 
Yes 

Investigation lead (Section 7.2.2) 
8. Potential As determined within the assessment of the compliance 

Yes 
Compliance lead (Section 7.2.3) 
Review Rating For low, mark B 

For medium, mark C 
For high, mark D 
For critical, mark F 

9. Priority for As determined within the assessment of the compliance 
Yes 

Resolution lead (Section 7.2.5) 
10. Main Not applicable for complaints and referrals 

No 
ingredient( s) 

11. Dosage form Not applicable for complaints and referrals No 
12. Management Include brief notes that indicate the status of the 

Yes 
Comment assessment. 

Example : Risk assessment and investigation checklist 
comoleted. TRIM: D19-XXXXX 

8 Actioning the compliance lead 
Depending on the outcome of the investigation (Section 7), progress to the relevant section: 

Referring the compliance lead: Section 8.1 
Issuing correspondence/Obligations notice: Section 8.2 
Queueing the compliance lead for compliance review: Section 8.3 
Initiating priority compliance review: Section 8.4 

8.1 Referring the compliance lead 

This action is frequently used if the compliance lead cannot be resolved by the LCS and should 
be referred to an internal area within the TGA and/or an external agency. However, please note 
that in some cases an LCS action in addition to the referral may be necessary. 

8.1.1 Draft and send the referral email 
Stage: [Action: Referral] 
Responsibility: Work Process Manager 

1. Draft a referral email ( associated templates 'TMP0023' fo r referrals can be found in 
section 5). If necessary, seek clearance from your supervisor. 

2. Send the referral email to the internal or external stakeholder through your personal 
mailbox or the CMib, respectively, attaching all relevant information and requesting a 
read receipt to have certainty that the referral was received. Ensure that_the sent 
correspondence and read receipt are filed in the relevant TRIM folder. 

See Appendix 9.1 and 9.2 for a list of the most commonly used contact emails for 
internal and external referrals. 

3. Progress to section 8.1.2. 

8.1.2 Complete CLP - Referral in Work Management 
Stage: [Action: Referral] 
Responsibility: Work Process Manager 
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1. Once the referral email has been sent, under CLP - Referral ensure that all the task 
specific fields are filled as per Figure 2 below. 

2. In the next inactive task, enter the name of the Work Process Manager in 'Assigned to'. 
Save and close. 

3. Complete CLP - Referral 

4. If additional actions are required, please refer to sections 8.2, 8.3 or 8.4 accordingly. If 
not additional actions are require, progress to section 8.5. 

Figure 2 . CLP - Referral guidance table 

Task Specific Fields - CLP - Referral (Numbers correspond to the field numbers in the table 
below) 

2. I Other tam· comments: I 
Management Comment I 

.J 

Checklists 
Referred to I 

1. Referred to ...,......-1" Referred to 

Show I r trGA-AOverse Events & Meoicines Defee 

Comments 
r TGA - AOVertisilg Compiance Un« 

~. ~ :~ - ~~~.".':~~ary Me4aies EvalJatj 

Field usage and guidance summary 

Field Usage Does this field need to be 
completed? 

1. Referred to Select the most appropriate option in the checklist. Yes 
Example- If referring to ECT- select 'TGA - Regulatory 
Compliance Section' 

2. Management Example : Referral sent to ECT (TRIM: D19-XXXXX.) Yes 
comment Acknowledgment r eceived (TRIM: D19-XXXXX.) 

8.2 Issuing correspondence 

This action is used if the compliance lead can be resolved through either issuing an Obligations 
notice, sending general correspondence such as an educational email or other types of 
correspondence such as Cease and Desist letter. This task can also be used to indicate formal 
response to a complainant/referee. 

8.2.1 Draft the correspondence 
Stage: [Action: Issue Correspondence] 
Responsibility: Work Process Manager 
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8.2.1.1 Draft the obligations notice 
1. Based on the breaches and deficiencies you identified in the investigation of compliance 

lead, draft an Obligations notice using the associated template ‘TMP0026’ and save it in 
the relevant TRIM folder.  

2. Assign the notice for signature to the Leads Manager/EL1 using workflow (‘signature’ 
action) in TRIM. Amend document as required. 

3. Once the letter has been signed, progress to section 8.2.3.  

8.2.1.2 Draft the general correspondence 
1. Draft the email correspondence. If necessary, seek clearance via email from your 

supervisor/Leads Manager otherwise progress to section 8.2.3.  

8.2.2 Review the correspondence 
Stage: [Action: Issue Correspondence] 
Responsibility: Assistant Director/Leads Manager 

8.2.2.1 Review and sign the obligations notice 
Once the Wok Process Manager has drafted the obligations notice, you will receive an email 
notification that it has been assigned to you in TRIM for signature. Then, the following actions 
should be followed: 

1. Review the Obligations notice including your comments and editions in track changes.  

2. If further work is required, assign the obligations notice to the Work Process Manager 
using workflow (‘amendment required’) in TRIM. 

3. Repeat steps 1 and 2 as necessary.  

4. Once satisfied with the obligations notice, sign and date the letter, then complete the 
‘signature’ action in TRIM. 

5. Assign the obligations notice to the Work Process Manager using workflow (‘for 
completion’) in TRIM.  

8.2.2.2 Review the general correspondence 
Stage: [Action: Issue Correspondence] 
Responsibility: Assistant Director/Leads Manager 

1. Review the drafted email correspondence. Reply via email to the Work Process Manager 
with any required amendments/clearance. 

8.2.3 Send the correspondence 
Stage: [Action: Issue Correspondence] 
Responsibility: Work Process Manager 
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8.2.3.1 Sending the obligations notice 
1. Draft an email using the relevant correspondence template (associated templates can be 

found in section 5, e.g. ‘TMP0010’), attach the signed Obligations notice in PDF format, 
select the options to request a delivery and read receipt, and send it to the sponsor 
through the CMIb. 

2. File the sent correspondence together in the relevant TRIM folder.  

3. Once the obligations notice has been issued, under CLP-Issue Correspondence place the 
task on a stop clock for two weeks (or as otherwise indicated in the notice). Save and 
Close.  

4. If a response is received before the date for response has lapsed, update Section 6 of the 
RTIC to indicate that a response was received and under CLP-Issue Correspondence re-
start the clock. Progress to section 8.2.4. 

5. If no response is received within the date for response, under CLP-Issue Correspondence 
re-start the clock and update Section 6 of the RTIC to indicate that no response was 
received. Progress to section 8.2.5.  

8.2.3.2 Sending the general correspondence 
1. Send the drafted correspondence through CMIb ensuring that the LMP number is 

included in the subject and the options to request a delivery and read receipt are 
selected.  

2. File the sent correspondence in the relevant TRIM folder. Progress to Section 8.2.5. 
3. If a response is expected, under CLP-Issue Correspondence stop the clock and Progress to 

section 8.2.4. If no response is received within the date for response, re-start the clock 
and progress to Section 8.2.5. 

8.2.4 Reviewing the correspondence/Obligations notice response  
Stage: [Action: Issue Correspondence] 
Responsibility: Work Process Manager 

1. UUpdate commentary in WM to indicate that a response was received.  

2. If the sponsor provides additional information to demonstrate that the potential 
breach(es) described in the obligations notices never occurred, consider whether the 
information provided refutes the breach, does not provide evidence to refute the breach 
or indicates acceptance or corrective action.  

3. Inform the Leads Manager about the response and consider if the Compliance Assurance 
Manager or the Intelligence Manager need to be informed.  

4. Progress to Section 8.2.5. 

8.2.5 Complete CLP- Issue correspondence in WM 
Stage: [Action: Issue Correspondence] 
Responsibility: Work Process Manager 
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1. Under CLP - Correspondence ensure that all the task specific fields are filled as per Figure 
3 below. 

2. Under the next inactive task, enter the name of the Work Process Manager in 'Assigned 
to'. Save and close. 

3. Complete CLP - Correspondence. 

Figure 3. CLP - Issue Correspondence guidance table 

Task Specific Fields - CLP - Issue Correspondence (Numbers correspond to the field numbers in 
the table below) 

OCl'M tuu· cor,-,,-,e,-es CtP· .A.loc.!IOtl. co...-t ~ IOr 
dlffllaN!noa!Dnaio,.,.,....91 CCII 

I 
attaaau;~ 

I 2. ,., .. ~(ocm,el"( r -

1. I o.e~~ice~ • I ,,.1 I 
Field usage and guidance summary 

Field Usage Does this field need to be 

1. 

2. 

Date The date the correspondence is relayed to the sponsor. 
Correspondence 
Sent 

Management Example: Obligations notice sent to the sponsor (TRIM: 
Comment D19-XXXXX). Please include any details of the response 

to the ON, if applicable. Also, add comments in relation to 
any discussion held with the Leads manager and describe 
any further action required, if applicable. 

8.3 Queued for compliance review 
Stage: [Closure: Awaiting Compliance Review] 
Responsibility: Leads Team 

completed? 
Yes 

Yes 

This action is used if the compliance lead can be resolved through a non-priority compliance 
review. Therefore, it is important that any deficiency detected through the compliance lead 
investigation is not safety-related or poses a risk to the TGA (please consider the aspects 
raised in point 2 of section 7.2.5) . 

1. Under CLP - Awaitin9 Compliance Review and CLP - Finalisation (inactive at this point), 
enter the name of the Leads Team Manager in 'Assigned to'. Save and close. 

At this point. the Work Process Manager's job is completed. Please ensure that 
CLP -Awaiting Compliance Review remains active. Ensure that the 
compliance lead WM and TRIM records are up to date. 
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All investigations that are queued for review (i.e. the active WM task is CLP-Awaiting Compliance 
Review), remain queued together with other medium priority leads that LCS receives on a daily 
basis. The LCS leadership team will select to initiate new reviews from the medium priority pool 
as capacity arises within LCS. 

2. When an EL1 has selected a new review to be initiated and alerted the leads team, the 
leads team will assist him/her by completing the steps outlined in section 8.4.2 and then 
progressing to section 8.5.1. 

8.4 Initiate a priority compliance review  
Stage: [Action: Awaiting Compliance Review] 
Responsibility: Leads Team 

This action is used to resolve compliance leads investigations where the found deficiencies: 

• may result in an immediate or potential health risk to consumers; 
• could significantly mislead the Australian public, particularly where there is a health 

impact; 
• involve a new or emerging issue of concern; 
• are likely to become widespread if we do not intervene; 
• are the subject of public or media scrutiny and concern; 
• are of national or international significance; and/or 
• could lead to a loss of stakeholder confidence in the Government's regulatory scheme or 

in therapeutic goods (amongst others).   

8.4.1 Request for a review to be triggered 
Stage: [Action: Awaiting Compliance Review] 
Responsibility: Work Process Manager 

1. Once the Work Process Manager and Leads Manager have agreed on the need to initiate 
a priority compliance review, request the Leads Team Officer to trigger and allocate an 
ARTG Work Process in WM for the subject medicine. Progress to section 8.4.3. 

8.4.2 Initiation and allocation of compliance review 
Stage: [Action: Awaiting Compliance Review] 
Responsibility: Leads Team 

1. Trigger an ARTG Work Process in WM. If the compliance lead relates to more than one 
medicine, each medicine should have a separate process. 

1. Allocate the review owner as indicated in the review request. Follow the video 
instructions in D19-5525877. 

2. Under the new ARTG Work Process’ CRP-Allocation task, enter the associated CLP 
number and TRIM link of the RTIC. 

3. Complete Section 6 of the RTIC by providing the date the review was initiated and the 
associated Compliance Review Process number. 

4. Complete task CLP-Awaiting Compliance review. Progress to section 8.5.1 
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8.4.3 Drafting and sending a targeted request for information (s31) 
Stage: [Action: Awaiting Compliance Review] 
Responsibility: Wark Process Manager 

1. Locate the associated compliance lead RFI template 'TMP0023'. 

2. Draft the compliance lead RFI email based on the breaches and recommendations 
determined in the RTIC. If necessary, seek clearance from your supervisor, this includes 
if delegation is required. 

S. Send the RFI to the sponsor through the CMib. 

6. File the sent correspondence in the relevant TRIM folder. 

7. Progress to section 8.5.1 and continue the compliance review process as per SOP0003. 

8.5 Closure 

8.5.1 Fill CLP - Finalisation in Work Management 
Stage: [Closure: Finalisation] 
Responsibility: Wark Process Manager 

1. Under CLP - Finalisation ensure that all task specific fields are filled as per Figure 4 
below. Enter the name of the Leads Team Officer in 'Assigned to'. Save and close. 

Figure 4. CLP - Finalisation table 

Task Specific Fields - Finalisation (Numbe rs correspond to the field numbers in the guidance 
table below) 

Other task.s' comments: 
1. Lead Actions Taken J 

hlanacement Corment: (j' 
J 

1. Lead Actions T aken 

Checklists V r ~ducatiooal / Obligations Notiee issueg 

1. 1. lead Actions Tak< i 
r Compliance Review initiated 

Show I r Referred elsewhere 

r Resl)Onse provided to enouirer/co1111>lahan1 

Comment~ Ir r !lo further aclion 
,!) r Clearance/approval issued 

2. Compll!nee Review • Work 
Process 10 Nulllber: 

Ii' 
,ii Ir Refusal for clearanoe/consenl issued 

3. Reason for no Further Action: (" Product Canceled r Low pnority (" Resolved dheiwise I 

Field usage and guidance summary 

Field Usage Does this fie ld need to be 
completed? 

1. Lead Actions Select the appropriate option based on the actions taken to Yes 
Taken resolve the compliance lead (more than one option can be 

selected) 

2. Compliance If a pr iority compliance review was initiated to resolve the 
If applicable 

Review- Work detected deficiencies, enter the CRP number of the 
associated ARTG Work Process 
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Process ID 
Number For all others cases leave blank 

Reason for no Based on the actions taken during the lead select the 
If applicable 

Further Action associated reason for no further action 

Ma nagement 
Only use if relevant notes should be captured in this field No 

Comment 

( e.g. providing reasoning for no further action if 'Resolved 
Otherwise' is selected) 

8.5.2 Complete CLP - Finalisation in Work Management 
Stage: [Closure: Finalisation] 
Respons ibility: Leads Team 

1. Check that all fields within CLP - Finalisation are filled correctly as per the task guidance 
table above. 

2. If the compliance lead relates to one product (i.e triggered as an ARTG Work process) 
record a decision by following the steps depicted in: D19-5519471 LCS - eBS Work 
Management - Record a Decision on final Task Qeaving the field for 'delegate' in blank as 
this is not a delegate's decision) 

3. Save and complete the CLP- Finalisation task 

9 Appendix 
9.1 Referring to internal areas of the TGA 

Example of issue 

(Note: This is not an 
exhaustive list) 

The product should be, but 
is not, registered or listed 
on theARTG 

The product is potentially 
counterfeit 

The complaint describes an 
adverse event 

The complaint describes 
adulteration, contamination 
or a problem thought to 
have arisen during 
manufacture, stora e or 

Document Title/Version: 
Date effective : 

TGAarea 

Enforcement Coordination Team (ECT) 
ECT@health.gov.au 

Enforcement Coordination Team (ECT) 
ECT@health.gov.au 

Adverse Event & Medicine Defect (PSAB) 
adr.reports@health.gov.au 

Adverse Event & Medicine Defect (PSAB) 
adr.reports@health.gov.au 

Response 
expected from 
referral 

Yes, within 5 
business days 

Yes, within 5 
business days 

No 

No 
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Example of issue 

(Note: This is not an 
exhaustive list) 

handling (i.e. a defect of the 
medicine) 

Note: defects can include 
complaints that relate to the 
integrity of the packaging or 
quality of a product, including 
missing expiry date/ batch 
number, capsule integrity and 
tablet size, amongst others. 

The complaint relates to 
non-compliance of a 
manufacturer 

The complaint relates to 
advertising material ( not 
including labelling) 

Medicine Interface 
Assessment 

TGAarea 

Manufacturing & Quality Branch (MQB) 
GMPCompliance@health.gov.au 

Advertising Compliance Unit (ACU) 
advertising.compliance@tga.gov.au 

Food-Medicine Interface mailbox 
food-medincine.interface@health.gov.au 

Response 
expected from 
referral 

No 

No 

No 

9.2 Referring to external areas outside of the TGA 

Example of issue Organisation 

(Note: This is not an exhaustive list) 

The complaint relates to how medicines are 
stored, housed or sold within a retailer 

Contact details of State/Territory medicines & 
poisons regulation units 
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ACT 
Telephone: 02 5124 9208 
Fax: 02 5124 9309 
Email: hps@act.gov.au 

NSW 
Telephone: 02 9391 9944 
Fax: 02 9424 5860 
Email: pharmserv@doh.health.nsw.gov.au 

NT 
Telephone: 08 8922 7341 
Fax: 08 8922 7200 
Email: poisonscontrol@nt.gov.au 

QLD 
Telephone: 07 3708 5264 
Email: mrq@health.qld.gov.au 

SA 
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Example of issue Organisation 

(Note: This is not an exhaustive list) 

Telephone: 08 8204 1944 
Email: Health.MTPP@sa.gov.au 

TAS 
Telephone: 03 6166 0400 
Fax: 03 6173 0820 

VIC 
Telephone: 1300 364 545 
Fax: 1300 360 830 

WA 
Telephone: 08 9222 6883 
Fax: 08 9222 2463 

The complaint relates to 'Australia Made' Contact ACCC 

The complaint relates cosmetics or chemicals Contact NICNAS 

The complaint relates to a healthcare Contact AHPRHA 
practitioner 

9.3 Guidance for determining similar compliance leads 
To help with consistent actioning of similar compliance leads you are able to search and 
determine relevant compliance leads assessments. The steps to determine this information are: 

1. From the OUK Sense Hub access the LM Compliance Operations App. 

Qlik& 

Streams 

Sense 
Enrc,pnw. 

MPRG Published 

LMC0'11P ~l"'C'i 

Q>era:,ons 

SO'AIG Dashboard 
(,,el) 

• '-1 corro ,a nee 
~POrttr.o 

Bogillr,ci,- Tvtoria. 

~~ ~ f 

M11 
~thcnes•Proo.m 
P!Ol1e 

2. Select the 'Operational (All Detail) leads sheet. 
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O:>AR 

~ £ 
S{)EC.a Access 
Scheme (SAS) 
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3. Within the field ‘Breaches Comment’ you can then search keywords that relate to 
previous compliance leads assessments and actions. This page will provide an overview 
of the lead, its open stage, or if closed, the actions taken and breaches found.  

 

 

9.4 Guidance for determining medicine & sponsor 
compliance history 

This section aims to provide guidance on how to gather information to determine any relevant 
sponsor, medicine or issue history to allow the Work Process Manager to determine any 
relevant context as required throughout completing the RTIC. This information will 
subsequently be used in determining the correct action and priority for actioning the compliance 
lead.   

9.4.1 Checking if the subject medicine has an open review or a 
recently completed review 

1. From the QLIK Sense Hub access the LM Compliance Operations App 

Q Sht!t!tS Q Bookmark$ r:p Stories 

,.. Base sheets (34) 

1 I 11 1111 1111 1111 

Sp1asn Screen 
Operational Operational Operational 
(Landing) Leads (Landing) Review~ (Workftow) Leads 

1 I 11 1111 1111 1111 
Operational (All Operational (All 

listing (Overview) 
listin9 

Oetail)leads Detail) Reviews (Supplementary) 

WP Ma, 

~ Breaches Comments QI WP Mao 

similiar name, S8 ... -- i gn1 

Medicine name, restrictec Q. ~eorch in ,stbox i gn1 

ACU•evldence 

- All~ed breach ts :i.ga.inst TGO 78Scll ... ~· TL 

AMA. sunscreen testing 
nee 

I B6 -
Bre•ch o· p•ragraph 7(2)(.J o"TGO 92 d Is 

Breach oiTGO 92 Section !0(8)(al(vii ... Q Licence Name 
confl -ct.ing advertisement d 

!50 Velbexx-17 Topical Anal! 
Sc 

!82 To Save Face S~F 30 Fae country- of origin c:laims 

... - - --- - . d 
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Qlik& 

Streams 

Sense 
Enrc,pnw. 

MPRG Published 

LMC0'11P ~l"'C'i 

Q>era:,ons 

SO'AIG Dashboard 
(,,el) 

• '-1 corro ,a nee 
~POrttr.o 

Bogillr,ci,- Tvtoria. OOSR"'Porl O:>AR 

~~ ~ f 

M11 QlikS ~ £ 
~thcnes•Proo.m 

Qlk APIJS ls: ('13)'1) 
S{)EC.a Access 

P!Ol1e Scheme (SAS) 

2. Select the 'Operational (All Detail) Reviews sheet. 

Q snoct.: Q aootmaru ~Stor'°"' 

""'h'45heet,{34) 

1 I 11 1111 1111 1111 

$pl8Sh$(reen 
()pe:rot.ion.,,I Opc·nttional Ope:ro.t•on•I 
tandino) Leads (Landino} Rev1ewt (W-orkflow) L~$ 

1 I 11 1111 1111 1111 
Operat,onal (All OoeraUOnal (All 

1.1,\lno (O'veMew) Lisllllo 
Detail) Leads Detail} Re\liews (Supplementary) 

3. Within the field 'AUST L' you can then search the AUST L and see all open or closed 
compliance reviews for the medicine. This page will provide an overview of the review, if 
it is open or closed, the actions taken and breaches determined. 

All Reviews (1) 

I Acuons n,., Ill 

Document Title/Version: 
Date effective : 

lr:it.o 0. 
O~te fype 03te Date 

llf4/28l8 Ranoorr 

Tai~~ 0. EJO~ Q. 

=aa:L=ow=====l =1'=8/=2=0J=8 • 

Compl!ance Brochu (2) 

tO.c.(?)!c:o}·(CCOSJ· The M-1nu((lottu·~mcdic:i1econl6 n:.1n91ed~nu ih.,,tWn1>loo'nply with the 
11«.,fl<I requl remetrtt b• thllSeh,ryEd.ei,tfs) ~iee..,fdundttpatagraph 1~e{l)(b) 

3e{?Xe) ·1Ttl81 · ThegoQd:.do i,<,;tconfQrn lo~~~nd,,ir.l•llO~obleto thc9ood, 

Comp11-1nct Oetldtneles (2) 

Con pl +no., Oefic.n,its 

l Q\·1 • Oo.an11w,oroooruonotV:u;M1n norecuenl..s) ti 1ricorrectrn45JrorrO"l"l 1ate 
1,.\V$'4. \VUT'11"1'1.;U~rt;~J 1nc~l"q(tor ,.,,,~ungfrom l~tlo 
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9.4.2 Previous LCS compliance leads for the subject 
medicine/sponsor 

1. From the OUK Sense Hub access the LM Compliance Operations App 

Qlik& 

Streams 

Sense 
Enrc,pnw. 

MPRG Published 

LMC0'11P ~l"'C'i 

Q>era:,ons 

SO'AIG Dashboard 
(,,el) 

• '-1 corro ,a nee 
~POrttr.o 

Bogillr,ci,- Tvtoria. 

~~ ~ f 

M 11 
~thcnes•Proo.m 
P!Ol1e 

2. Select the 'Operational (All Detail) leads sheet. 

Q Shein, CJ looknu.ru Ct] Storie, 

T Bax,hecb(:14) 

I II I I II I 1111 I II I 
Spl.lS"- Screen 

OperauonaJ Oper.a.uonal Operat,onal 
(Landing) l eads (landing) Rev e-N~ (Workf!ow) Leads 

1 I 11 I I I I 1111 1111 
OPtr1.ttona1(A11 0J)frttiOOll {AJI 

Liatino{OIJeN ew) usuno 
OctaJl)Le.,<b Oetorl)Rcviem (SvpP'(m~WyJ 

OOSR"'Porl 

QlikS 
Qlk APIJS 1.s: ('13)'1) 

O:>AR 

~ £ 
S{)EC.a Access 
Scheme (SAS) 

3. Within the field 'Product Name' search the AUST Lor the name of the subject medicine or 
if searching for sponsor search the associated name within the field 'Company name'. 
This action filters for all the open or closed compliance leads for the subject 
medicine/sponsor (including Aristolochic Acid Assessments and section 14 
Assessments). This page will provide an overview of the lead, its open stage, or if closed, 
the found breaches and actions taken. 
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[~t ~ 0 1 
,., e ) leads 

Leads(l} 

'onnatlon AsMSMCI (2} 

.\Q1'Grr.f)' 

tiOl'IChOSffl(l) 

.. 
Rtftmd To f8) 

Q. Attr#T"1K 

"" 

., 

,. 

9.4.3 Advertising cases for medicine/sponsor 

ARTG Llctnett (1) 

LNdld 

St.11tD1t. Q. SOU'te 

6J9ntt9 Col'IS!JINI' 

Ausn o. l.1Ctne• sa~ 

231811 

Rwiews From bads (1) r,,.ofGood(8) 

lf"idkl 

1.MNtJt-eel72•1 

Q. Rtv.....,lo O. 

V,U••lilt-ffe34•1 

1. From the OUK Sense Hub access the LM Compliance Operations App 

Qlik& 

Streams 

Sense 
Enrc,pnw. 

MPRG Published 

LMC0'11P ~l"'C'i 

Q>era:,ons 

SO'AIG Dashboard 
(,,el) 

• '-1 corro ,a nee 
~POrttr.o 

2. Select the 'Other (Advertising Cases) sheet. 
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Q Sheets i:J Bookmarks C;J Stories 

.., Ba:e oheets (34) 

1111 I I I I 1111 I I I I 
Splash screen 

Operational Operational Operational 

(Landino) leads (landino) Review, (Workflow) leads 

I I I I I I I I 1111 1111 
Operational (All Operational (AH 

Listing (Ovel\ilw) 
listing 

Detail) leads Oeta·1J Reviews (Supplementary) 

1111 1 I 11 1111 I I I I 
Other (Ad•1ert1s1~g 

Other (Relistings) 
Other (Lab Help&lnto 

Cases) Samples) (Summary) 

3. Search specific medicines within the field 'AUST L' to see open or closed advertising 
cases and associated information. If searching for cases associated with a sponsor within 
the field 'Sponsor name' enter the applicable name. 

:f.l ::: f:j 
1 

EU CUSS t 61 
d • 

Case Status Cue Priori(} CaMActk>n 

ie1wie °"" 

" " " 
C.U.Oetall(~ 

Q 
Cue0"1C110"JO!'I 

Q _,,_., 0. Ati.onType ..... Rt.WtAfTACf,;£0 , ... NO~tJOl'ltal.M 
EMAIL 

R(FER ATTACl-l£0 <ow NotctlQnUl;ftl 
(MAIL 

~II'~ AtWlA"11Ct-UO 'leCS.\J"TI 
["!All 

0,81(1( RHEA .t.TTACHEO ... "" 
(MAJ\. 

9.4.4 Medicine Issues (Adverse events, defects & recalls) 
1. From the QLIK Sense Hub access the Medicines -Product Profile 

Q 
Outton'ltTYPf: 

c,,..,.,.. 

c. .. ~ 

" 

Q ... .,. 
"°"" 
.,.... 

Q 
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- Qlik ® Sense 
br~i'ot 

Ill tFRQMlll.ll•• 

"-- ARTG ~ ;:: It--~--- {iii 
S,:OMIIMPll"'1'JM insifl!!li. 

~'" ·-- ""' NtrGH•ll,)I'\,(~) uwao-.:i 80,,'IQGHr,:,c,.wo 
11+;, .... fl/l(Nj 

,:;. IW Mt:> .. , 
~S.Ctlt,!.,...-..0 --; ~c~ ~-....... - !~- (-'~ Et• ~ l, • •. if . ,.::,;:--

"'""'- ms Tr~O\IM(,?6) ow~,.,.. - ~ ... 

2. Select the 'Medicine Product Profile Dashboard' sheet. 

3. Within the field 'Licence ID' or 'Licence Name' you can search the AUST Lor name of the 
subject medicine and see any issues like adverse events, defects and/ or recalls. 

Medicine Product Profile Dashboard 

ARTG Count Sponsor ARTG Count Issue Count Recall Count 

1 1 0 0 

9.4.5 Previous LCS compliance reviews for the subject sponsor 
1. From the OUK Sense Hub access the LM Compliance Operations App 

Qlik& Sense 
Enrorpn~ 

HPRG Published 

Streams 

::: Brandl PIJblhhed 

::: HPftG P\ltilished 

E;: Shared Apptkatioo• 

SO'AIG Oashboard 
(\.'01) 

8119illr,Q,- Tvtoria 

~ @ ... (' Mn 
r-'e41Cll@S•PrOO,JCt 

Prone 

2. Select the 'Operational (All Detail) Reviews sheet. 
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3. Within the field ‘Sponsor’ search the name of the subject sponsor. This action filters for 
all the open or closed compliance reviews for the subject medicine/sponsor. This page 
will provide an overview of the reviews, its open stage, or if closed, the found breaches 
and actions taken.  

 

9.5 Managing Advertising referrals for evidence reviews 
Temporarily, please refer to SOP0015. 

• hsl-SMrts{3• ) 

1111 1111 1111 I II I 
ONtabOtlll ow.,-, ~l,ot\11 

Sp1M11Screeri 
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O.\tJUl..-c!• C)fail)~ 

IJWl'IQ (Ovtt'Y1tw) 
(S1,1ci~enu,y) 

30/9/2020 

30/ 9/ 2020 

2/9/2020 

5/ 9/ 2020 Medicine no 

longer on the 

ARTG 

Compliance Breaches (385) 

Compliance Breaches 

Not determined 

30(2)(aa)- (T0 13] - The presentation of the medic ine is unacceptable 

30(1A)(a) - [T007J- The medicine is not el igible for list ing 

Not 

deter ... 

30(2)(ea)-(T019] - The goods do not comply w ith an applicable provision of the Therapeutic 

Goods Advertising Code 

30(2)(e) - [T018I - The goods do not con form to a standard applicable to the goods 

28(5)(ab) - (0003] - The sponsor has advertised the medicine for an indication other than those 

Compliance Deficiencies (323) 

0. Re 

Sponsor Name --Q. Search In Ustbox 

(The) o~;els Associ;;ites of Australa ... 

$26Sm .les 
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