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dd/mm/yyyy
Dear name
Address
Invitation: Data Safety and Monitoring Board (DSMB) Chair/Member
I am writing to formally invite you to Chair/become a member of the Data Safety Monitoring Board (DSMB) for the clinical trial titled – insert name sponsored by Gold Coast Hospital and Health Service. The Coordinating Principal Investigator of the Trial, insert name, Specialist in speciality, has identified you as a qualified expert in the field of speciality with the skills to assess the clinical aspects of safety and efficacy monitoring for the clinical trial. 
A DSMB is being established to safeguard the interest of study participants, ensure definite valid results are produced and enhance the credibility of the trial, following National Health and Medical Research Council Data Safety and Monitoring Boards (2018) Guidance and Gold Coast Hospital and Health Service (GCHHS) procedures for investigator-initiated clinical trials. Insert name will Chair the DSMB.
We are seeking the involvement and membership of two more DSMB members for a minimum of three DSMB members (odd number of board members sought:

· A speciality Specialist - qualified expert to assess the clinical aspects of safety and efficacy monitoring.
· A member with experience in clinical trials - Senior Medical Officer/ /Scientist/Senior Allied Health Practitioner/Pharmacist/Pharmacologist/Senior Nurse /Biostatistician /Methodologist/Principal Researcher
We anticipate insert frequency DSMB meetings; the first meeting has been tentatively scheduled for insert date. The first meeting will include a brief training session and an open session to review study documents and confirm members, this will include the Coordinating Principal Investigator for a discussion of the trial. Future closed sessions will review aggregate safety data, review unblinded data and formulate recommendations. 

Please reply to this letter, signing the attached signature page to accept the request. 
Please see attached confidential trial documents:

1. Clinical Trial protocol
2. Investigators Brochure 
3. Draft DSMB Charter. 
Yours sincerely

Name & role
address
email
Telephone:

Mobile: 


1 Hospital Boulevard, Southport 4215  


Telephone +61 7 5687 6447


http://www.health.qld.gov.au/goldcoasthealth/ 
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