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	TGA USE ONLY


This form, when completed, will be classified as 'For official use only'.
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>.
Medical Devices Regulatory Engagement Request Form
Any advice provided by the TGA during meeting is based on information provided PRIOR to the meeting, any additional information discussed during the meeting or new information submitted as part of an application to the TGA may change the advice. You should source your own independent legal or regulatory advice to ensure that all of your legislative requirements are met. 
Please ensure this form is completed prior to submission, incomplete forms may impact relevant dates and subject matter expert input. 
Applicant
	Company
	[bookmark: Text1]     

	Address
	     


Contact person
	Name
	     

	Position
	[bookmark: Text4]     

	Mailing address
	     

	Phone 
	[bookmark: Text6]     

	Email
	[bookmark: Text7]     


Proposed scheduling information
	Proposed date
	[bookmark: Text8]     

	Proposed time
	[bookmark: Text9]      AEST



Please consider a timeframe approximately 4 weeks/ 1 working month in advance from the date of your request form submission to the proposed meeting date.
Once we receive your initial completed meeting request, we will consider your request and then advise if it is appropriate for a meeting to proceed or whether the items can be appropriately addressed via email.
Please email your completed documentation, information and submission package to DevicesRegulatoryEngagement@health.gov.au. 
Proposed meeting type (tick preferred option):
☐ Face to face meeting
Face to face meeting at our Canberra offices located at; 
27 Scherger Drive, Canberra Airport, ACT, 2609.
Additional facilities required:
☐ Computer	☐ Other (please specify)
☐ Teleconference/videoconference only
A Teleconference/videoconference using MS Teams that the TGA will host for you. 
Refer to the published Teams Privacy and security notice for how we manage your information.
Please ensure you have provided all attendee email addresses, so that TGA can provide the meeting invitation to all attendees.

Requested meeting type
☐ Pre-submission meeting
For applicants seeking clarification for an upcoming device inclusion or conformity assessment application.
Clarifications and concerns relating to:
· ☐ Clinical data
· ☐ Regulatory Evidence

☐ Application support meeting
For applicants who are seeking initial or ongoing support with an application, they may or may not have had a scoping meeting. The meeting is designed to guide the applicant towards a pre-submission meeting. 

☐ Scoping meeting
For applicants who are seeking information before or during the development phase for a medical device and their inclusion into the Australian market (including conformity assessment options), that are not close to submission of application.

Medical Device for discussion
☐ Medical device (manufacturer)
☐ Medical device (sponsor)
☐ In vitro diagnostic medical device (manufacturer or sponsor)
☐ Disinfectant (manufacturer or sponsor)
☐ Software and/ or Artificial intelligence
☐ Other (please specify)
	     



Medical device
	Device name
	     

	GMDN Code
	     

	Device Classification
	     

	Device Description
	     

	Intended Purpose
	[bookmark: Text11]     

	Other relevant information
	     



	Name
	     

	Signature
	
	Date
	     




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.
Artificial Intelligence
[bookmark: _Hlk208997523]TGA may elect to record your meeting and to use Artificial Intelligence for the purpose of meeting transcription summary. Please nominate if you do or do not consent to this meeting being recorded for this purpose.
Refer to the published Teams Privacy and security notice for how we manage your information.
☐  I/ We consent to TGA recording and transcribing through Artificial Intelligence
☐  I/ We do not consent to TGA recording and transcribing through Artificial Intelligence
You will have time on the scheduled meeting date scheduled to reaffirm or change your selection.
Background information
Proposed agenda
Include here your proposed agenda and scope of your pre-submission meeting.

Overview of the product and its development program (quality, nonclinical, and clinical)
Include a brief background to the Device and any relevant regulatory history.
Purpose and objectives of the meeting
Include a:
· brief statement of the purpose and objectives of the meeting
· description of the issues underlying the agenda, and
· summary of:
· completed or planned studies
· clinical trials or data that the sponsor/applicant intends to discuss at the meeting
· the general nature of the critical questions to be asked, and
· safety data 
· where the meeting fits in overall development plans.

Although the statement should not provide detailed documentation of trial designs or completed studies and clinical trials, it should provide enough information to facilitate understanding of the issues, such as a small table that summarises major results.
List of questions
Include a detailed list of proposed questions, grouped by discipline (quality, non-clinical, clinical), with a brief explanation of the context and purpose of each question.
List of participants
Include a list of individuals, including titles and affiliations, you would like to attend. Please refer to the table below as an example. 
	Name
	Position
	Contact email

	
	
	

	
	
	

	
	
	

	
	
	


Full Briefing Package
Provide the briefing package electronically 2 weeks prior to the scheduled meeting. All email submissions should be below 15MB. In the event, it exceeds 15MB, send email in parts – and reference in subject line, for example 'Email 1 of 2’.
Minutes
You are responsible for taking meeting minutes. When you have completed the minutes, you will be required to send them to TGA for review and comment within 10 workings days from the date of the meeting. 
Submitting the request form
Checklist
☐ Final agenda
☐ Overview of the product and its development program (quality, non-clinical and clinical)
Include a brief background to the disease or condition that the product is intended for, the place of this product in the treatment algorithm and any relevant regulatory history.
For medical devices, include a brief background of the device description, mode of action, relevant regulatory history (including any approval overseas) and the intended purpose.
☐ Purpose and objectives of the meeting
Although the statement should not provide detailed documentation of trial designs or completed studies and clinical trials, it should provide enough information to facilitate understanding of the issues, such as a small table that summarises major results.
☐ List of final questions
☐ List of confirmed participants
☐ Meeting presentation (or as agreed)

This is to be provided no later than 10 working days before the scheduled meeting. 
Please email your completed submission package and documentation to DevicesRegulatoryEngagement@health.gov.au. 
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