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Insert Study Name/Logo

[ Insert Day of the week, date, year]
Report from DSMB/alternative to HREC

Dear HREC Chair (insert name of HREC Committee)
The Data Safety and Monitoring Board (DSMB)/alterative for the [insert full name of clinical trial name and ERM project number] met on [meeting date] to review its progress and interim accumulating data. [list members] attended the meeting and reviewed the report.
The trial question remains important and based on the safety data reviewed at this stage, we recommend:
 FORMCHECKBOX 
 The trial should continue with modifications (e.g., protocol changes, terminate a particular clinic/centre, increase surveillance of specific adverse events, additional interim analysis suggested, extend recruitment and follow-up time)
 FORMCHECKBOX 
 The trial should continue without modifications (e.g., short reporting providing minor recommendations)
 FORMCHECKBOX 
 The trial should stop completely or partially stop (e.g., stop due to safety concerns, futility – small chance of showing benefit, lack of feasibility of trial coming to a sound conclusion, stopping randomisation of subgroup for x reason) 
(1) List Summarise feedback

i. Provide rationale 
We shall next review the progress and data in [provide approximate timing].

Your sincerely, 
[name and credentials of DSMB Chair]

Chair of [insert short trial name] Data Safety and Monitoring Board

On behalf of the DSMB (all members listed below)

DSMB members:

(1) Insert name and role

(2) Insert name and role

(3) Insert name and role
CC: 
Copy to Coordinating Principal Investigator & Clinical Trial Team, file in Trial Master Files
Copy to Clinical Trials Advisory Committee, GCHResearchMonitoring@health.qld.gov.au 
Report from DSMB to CPI/TMG/TSC with recommendation 
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