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DSMB Agenda Template
	Date:
	Day month year
	Time:
	 00:00 timezone
	Venue:
	Location or Videoconference link

	Meeting Chair:  
Name and title of DSMB chair
	Secretariat/Ex-Officio Member: 
Name and title of secretariat  


	Attendees

	DSMB member name
	Job title
	initials

	DSMB member name
	Job title
	initials

	DSMB member name
	Job title
	initials

	Apologies

	DSMB member name
	Job title
	initials

	1.0
	Open Session 
	Person Responsible

	1.1
	Welcome 

Introduction of Chair and DSMB members

*A quorum of members (refer DSMB Charter) must be present for the meeting to proceed
	Chair &

All

	1.2
	Optional Brief training session:
· Terms of reference and DSMB Charter (voluntary participation, frequency of meetings, decision-making, quorum, management of disagreements, liability), current NHMRC safety reporting requirements for clinical trial involving therapeutic goods and regulatory implications, current protocol safety reporting requirements
	Principal Investigator.

DSMB Facilitator

	1.3
	Optional 

Confirmation of DSMB Charter  

After the trial considerations for DMSB:

·  Discuss when DSMB members may discuss their involvement on trial e.g. 12 months after primary trial results; If members and their affiliations will be named in main report; Query opportunity to read and comment on any publications before submission; Discuss constraints on divulging information 
	Chair 

	1.4
	Declaration of conflicts of interest (e.g. actual, perceived, pecuniary)

Comments on Relationships with PIs, other trial committees, Commercial Sponsors and regulatory bodies 
	All

	1.5
	Trial Summary:

· Protocol updates (if any)

· Objectives of trial

· Interventions being investigated

· Summary of trial design
	PI

	1.6
	Current Trial status:

· Recruitment

· Any issues specific to the disease under study 

· Any issues specific to the treatment under study

· Any specific regulatory issues 
	PI

	1.7
	Statistical methods for trial 

· Planned analysis summary

· Interim analysis plan (presence/absence)

· Stopping guideline (presence/absence)
	Statistician 

	2.0
	Closed Session

	Person Responsible

	2.1
	DSMB Discussion:

· Draft DSMB report 

· Review data related to trial conduct

· Review unblinded safety data by treatment group

· Review unblinded efficacy data by treatment group
	All

	2.2
	DSMB recommendation decision

Possible recommendations are: 

· Trial continues as planned

· Trial continues with modifications

· Trial stopped
	Chair

	
	
	

	
	Documentation from meeting (to be finalised):

· Finalise DSMB report 

· Minutes of meeting 

· DSMB recommendation letter to HREC

· DSMB recommendation letter to Coordinating Principal Investigator 


	Chair and secretariat




	Next Meeting:
	TBA, At request of DSMB Chair or within 12 months


List of Supporting documentation made available to members upon confirmation of attendance:
1.  Clinical Trial Protocol

2. Investigational Brochure/Reference Safety Material

3. E.g.: Listings of trial safety data 
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