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Date:

MEMORANDUM FOR 89MDG IRB



                                          

FROM: 

SUBJECT: Annual Final Report Research Protocol Name
1.  Status of study:  Include status of study and a brief summary of any results (preliminary or final) obtained in the study.  If the study is part of a multi-center trial, this should be clarified and any available results provided.  Explain any problems or changes with the study i.e. informed consent obtainment/documentation, new information since last review. 

2.  Number of subjects participating in the study.   Include the number of male and female subjects accrued to date since activation of the study.  If none, please explain.  Number of subjects accrued by ethnic origin and explanation of subject accrual demographics if there appeared to be inequitable recruitment of subjects.

3.  Status of subjects entered into the study.     Include the status of subjects entered into the protocol (benefits/adverse reactions). The number and description of unanticipated adverse event(s) from initial approval of the study to the present (even if these occurred at other multi-center locations).  The number of subject withdrawals from the study and the reasons for the withdrawal.

4.  Current risk/benefit assessment of the study.  Has anything happened since the last IRB review?  Were there any  unanticipated risks which may have altered the risk/benefit relationship?    Any significant new findings that may relate to the subjects’ willingness to continue participation should be provided to the subjects in accordance with 21 CFR 50-25 (b)(5).

    Include a copy of the consent form currently in use and submit it with this report as Attachment.

5.  Status of resources allotted for the study.    Include comments on funds and equipment received from the Surgeon General's Research Oversight Committee, if any.

6.  Estimated completion date of the study and percent completed.

7.  For final reports, include the following:

   A statement as to whether the objective of the study was met.

   A summary of the entire study to include how the findings may benefit the Air Force.

   If the study was terminated prior to completion, explain why.

8.  Include a copy of the consent form currently in use and submit it with this report (label attachment 1- ICD)

9.  Publications and presentations made (Attach a copy).

                                                             SIGNATURE BLOCK OF PRINCIPLE INVESTIGATOR

Attachments:

1. ICD

2. Publication/Presentation (for final reports)
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