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Technical Alert 

Release of Consultation Document – Business processes relating to CM Reforms 

Release of updated GMP Clearance Forms 

Release of Consultation Document – New Assessment Pathways 

The TGA has released its ‘Consultation: Business process improvements supporting complementary medicines 

assessment pathways’. It details new business processes associated with regulatory reforms for 

Complementary Medicines, which are under implementation in response to the Medicines and Medical 

Devices Regulation (MMDR) Review. The consultation contains a broad amount of information relating to 

the TGA’s new ‘risk-based approach to regulating complementary medicines: three assessment pathways’, 

and includes the following topics and questions: 

Application category divisions for the following pre-market assessment of: 

- New ingredients  

- New “Listed Assessed” medicines (intermediate) pathway 

- Registered complementary medicines 

Application categories for Variations to: 

- Registered complementary medicines 

- Medicines in the ‘Listed Assessed’ pathway 

Requirements for pre-market submissions: 

- Minimum data requirements 

- Use of comparable overseas regulatory reports to support pre-market assessments 

- Sources of evidence for de novo assessments 

Proposed business processes for pre-market assessments 

- Pre-submission meeting; Submission; Screening; Evaluation; Decision phase; Implementation. 

Proposed legislated assessment timeframes  

Proposed new fee structure for pre-market assessment & Approach to fee calculation 

Enhanced post-market compliance monitoring scheme for listed medicines 

- Greater targeting of non-compliant sponsors: Improved identification & Enforcing penalties 

- Improving transparency about compliance review outcomes 

- Education and resources for product sponsors 

Phased implementation of the new business processes 
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Application categories for pre-market assessment pathways 

• Do you support the concept of risk-based categories for complementary medicines? 

• Do you agree with the proposed risk categories for new ingredients and medicines? 

• Do you agree with the proposals for application categories to enable use of overseas 
regulatory reports? 

Use of reports from comparable overseas regulators 

? 

https://www.tga.gov.au/consultation/consultation-business-process-improvements-supporting-complementary-medicines-assessment-pathways
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Interested parties may provide a submission by close of business Tuesday, 7 November 2017. The processes 

outlined in this paper will have a significant effect on future regulatory business processes of complementary 

medicine sponsors, CMA recommends all sponsors consider providing a submission. 

Release of updated GMP Clearance Forms 

The TGA has now released the updated GMP Clearance application forms. Members are now invited to 

submit GMP clearance, GMP licence and GMP Certification applications using the new system. 

The redesigned e-forms aim to improve the user experience, for example, displaying evidence required by 

application type and pre-populating client details; allow upfront fee payment; and allow for the submission 

of extension requests. For further information please click here. 

To support this change the TGA has also published updated guidance on GMP clearance and a Clearance 
Application Tool (CAAT). 

Questions may be directed to the Manufacturing Quality Branch. Please advise the TGA of any issues 

encountered by emailing gmpclearance@health.gov.au, providing a screen shot of the issue. 

ENDS 

• Are the proposed criteria for determining the suitability of overseas regulators 
appropriate?  

• Are the proposed criteria for determining the suitability of reports from comparable 
overseas regulators appropriate?  

Sources of evidence for de novo assessment 

• Is the proposed process for identifying alternate sources of evidence for  
de novo assessments appropriate?  

• Are the individual criteria appropriate? 

• On the basis of the above criteria, please propose other sources of evidence that you 
would like considered as acceptable for de novo assessment. 

Pre-market assessment process 

• Do you support the proposed assessment process and principles as outlined above?  

Legislated timeframes 

• Are the timeframes for the individual application categories appropriate? 

Proposed fees 

• We wish to obtain your feedback regarding the development of the new fee structure in 
the context of legislated assessment timeframes that will streamline approval 
processes. We seek your views on the proposed fees and any other details or 
requirements that you believe should be included. 

Enhanced post-market monitoring scheme 

• Do you agree with the proposed approaches to target repeat offenders? If not, please 
outline other approaches that could be used to target this behaviour? 

• Is the proposal to publish more information about compliance review outcomes 
appropriate? 

• Do you have any views on the educative tools, including methods of delivery and 
locations of roadshows, to improve rates of compliance? 

http://www.tga.gov.au/updated-gmp-clearance-application-forms
http://www.tga.gov.au/publication/gmp-clearance-guidance
http://www.tga.gov.au/clearance-application-assistance-tool
http://www.tga.gov.au/manufacturing-therapeutic-goods#contacts
mailto:gmpclearance@health.gov.au

