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Guidance:  template to be modified on a study specific basis.  Items marked as ‘if applicable’ can be removed from the agenda as needed.  Other items can be removed as needed  if not relevant to the stage of the study.
FIRST MEETING OF THE TMG ONLY

	A
	Trial Management Group Remit

	
	· Membership of the group

· TMG charter completion

	B
	Key Milestones / Pre-approvals

	
	· Anticipated regulatory submission dates
· Anticipated Sponsor RGL

· Anticipated start date (FPFV)- UK sites
· Anticipated start date (FPFV) – non-UK sites (if applicable)

	C
	Trial documentation dates

	
	· Protocol

· Patient Information Sheet / Informed consent form

· Others – add as applicable

	D
	Other study requirements

	
	Add as required – this could be lab requirements/ sample handling, data centre, imaging etc


	1.
	Review minutes / actions last meeting – date last meeting dd/mm/yyyy

	Action

Due Date



	2.
	Trial update

	
	· Recruitment: graph format

	
	· General trial update (CI) including any clinical or operational issues
· Milestone progress: 

Add table here***



	3.
	Key stakeholders

	
	3.1 Sponsor R&I Coordinator

· Regulatory Green Light 

· Contracts
· Trial documentation

· Regulatory 

· Amendments
· Trial risk assessment
· AOB

	
	3.2 Sponsor R&I Pharmacy

· Pharmacy site update (PV/IMP reconciliation)
· IWRS/IVRS

· Manufacture and supply of IMPs

· IMP related documentation

· IMP clinical use and safety

· AOB

	
	3.3 Sponsor Pharmacovigilance
· PV plan (remove from agenda when study opens as no further discussion needed)
· PV update
· SAE reports (if applicable; trial dependent and no fixed report.  Reports to be discussed as part of the risk assessment)
· DSUR date (for month before CTA anniversary until 60 days post CTA data, not relevant at other time points)
· AOB

	
	3.4 Governance Update

· Monitoring plan – stakeholder review (if required)
· Monitoring visits since last meeting
· Issues identified at sites
· Upcoming monitoring visits
· Early site closures
· Protocol deviations and trends
· Breaches / non-compliances
· AOB

	
	3.5 Data Centre Update

· eCRF build / validation / release
· Data management plan
· Data queries / trends
· Change requests
· SAP
· AOB

	
	3.6 Finance Update

· Financial milestones
· Site payments
· AOB

	
	3.7 Trial Management
· Site Set up – UK

· Site Set up – non-UK sites

· TSC update (if applicable)

· DMC update (if applicable)

· Website (if applicable)
· Co-enrolment (if applicable)
· Newsletter (if applicable)
· AOB

	
	3.8 Other study specific stakeholders

List any other study specific stakeholders as applicable (e.g labs imaging, podiatry etc)



	4.
	AOB

	
	

	5.
	DONM


Insert Study R&I Number here
(STUDY NAME) TMG Agenda  – (insert date of meeting)
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