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USE THIS FORM IF YOU THINK YOUR STUDY IS MORE THAN MINIMAL RISK

(Date)

From:


To:
Chairperson Institutional Review Board

Subj:
MEDICAL MONITOR

Ref:
(a)   RCRS Research Proposal, NNMC.0000.0000, “----Title----” 

1.
I have agreed to serve as Medical Monitor for the above protocol, reference (a).  My duties as the medical monitor include:

· To ensure that the enrollment of subjects is in compliance with the protocol’s inclusion and exclusion criteria.  This is to be documented within the investigator’s research files and signed by the medical monitor.

· Review all adverse events and principal investigator’s recommendations prior to submission to NNMC’s IRB.

· Review amendments to research protocol and comment on whether the amendment increases the risk level to subjects and/or increases the risk/benefit ratio.

· Will ensure that the replacement medical monitor will be briefed regarding pertinent situations in the study to date.  A transfer memo of responsibilities will be acknowledged in a signed memo to Responsible Conduct of Research Department and a copy placed in the protocol.

2.
My PRD (Projected Rotation Date) is  _________.

3.
Attached, please find a copy of my curriculum vitae.  Please do not hesitate to contact me at (000) 000-0000 should you require any additional information or assistance.

(Signature Block)                       ____________

                                                                                                               Date

