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This form, when completed, will be classified as 'OFFICIAL'.
For guidance on how your information will be treated by the TGA see: Treatment of information provided to the TGA at <https://www.tga.gov.au/treatment-information-provided-tga>.
GMP pre-submission meeting request form
Any guidance provided at the meeting is general in nature, given without prejudice, and does not bind the TGA. It may become outdated or be superseded over time, and you should ensure that you remain up to date with current regulatory requirements. You should obtain your own independent legal or regulatory advice to ensure that all legislative requirements are met.
Applicant details
	Company name
	[bookmark: Text1]     

	Role of Participants
	|_| Sponsor     |_| Manufacturer    |_| Agent

	Contact Name
	     

	Position
	     

	Phone number
	     

	Email address
	     



Please ensure that all information set out below is provided with the initial request. 
Note: a meeting cannot be scheduled until all necessary information has been provided.
Manufacturing site (or supply chain) details
	Manufacturer name
	Site address
	LI / CE / CL number (if available)
	Relevant manufacturing activities
	Inspection history in last 3 years (for CE/CL, if applicable)

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Proposed meeting scheduling information
	Proposed date
	[bookmark: Text8]     

	Proposed time
	[bookmark: Text9]     

	Proposed meeting length
	[bookmark: Text10]      (1 hour maximum, unless agreed otherwise) 



Proposed meeting type
|_| Teleconference / videoconference only (recommended option)
|_| Face-to-face meeting at the TGA – please justify below:
	Please include here the reasons a face-to- face meeting is required:
     
TGA Office location for face-to-face meeting (please select): 
|_| Canberra     |_| Melbourne    |_| Sydney   |_| Brisbane
Note: Request will be considered subject to staff availability at the selected office. 


Subject matter for discussion
|_| GMP Licensing application
|_| GMP Certification application
|_| GMP Clearance application 
|_| Other (please specify)
	     


Therapeutic goods category
(select all that apply)
|_| Biologicals
|_| Prescription medicine
|_| Non-Prescription (Over the Counter) medicine
|_| Listed or complementary medicine
|_| Other (please specify)
	     




Meeting Information
Purpose and objectives of the meeting
Include a:
a. brief statement of the purpose and objectives of the meeting
b. description of the issues underlying the agenda
	     



List of questions
Include a list of proposed questions.
	     



List of participants
Include a list of all individuals from the applicant’s organisation, as well as any consultants (if applicable), who will attend the proposed meeting
	Name
	Role / Position / Affiliation
	Contact email

	     
	     
	     

	     
	     
	     

	     
	     
	     



Include any requests for specific TGA staff or disciplines to participate in the proposed meeting. These people may not attend but are represented.
	     



Other relevant documentation and information
If not available at the time of submitting this form, this information can be provided electronically at least one week prior to the scheduled meeting
|_| More details to be provided via email after submission of this form? 
Information could include:
· Proposed agenda
· Slide deck
· Available reliance inspection details
· Compliance concerns if applicable
· Timelines of product registration
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