REVIEW DECISION BY THE HUMAN SUBJECTS COMMITTEE

FOR THE USE OF HUMAN SUBJECTS IN RESEARCH
TO: _____________________ DATE:____________________________
FROM: __________________ RESEARCHER: ____________________________________








(Last Name, First Name)

TITLE OF RESEARCH _______________________________________________________
DEPARTMENT/COLLEGE _______________________________________________
IS THE ABOVE RESEARCH TO BE FUNDED? ______  IF YES, BY WHAT AGENCY?

___________________________________________________________________
The attached proposal has been examined to provide assurances of the protection of the rights of human subjects.

Type of review: (check one)    _______Exempt
  _______Expedited
  _______Full

Review decision: (check one) _______Approved   
  _______Disapproved


Request for modifications or outside consultant (explanation in attached memorandum)

The approval of this research is based on the determination that the following requirements are satisfied:

1. If Exempt or Expedited Review was employed then risks to subjects are minimized.

a. by using procedures which are consistent with sound research design and which do not necessarily expose subjects to risk, and

b. whenever appropriate, by using procedures already being performed on the subjects for diagnostic or treatment purposes.

2. If there is more than minimal risk, then risks to subjects are reasonable in relation to anticipated benefits, if any, to subjects, and the importance of knowledge that may reasonably be expected to result.

3. Selection of subjects is equitable.

4. Informed consent will be sought from each prospective subject or the subject’s legally authorized representative, in accordance with, and to the extent required by 45 CFR 46.116.

5. Informed consent will be appropriately documented, in accordance with, and to the extent required by 45 CFR 46.117.

6. Where appropriate, the research plan makes adequate provision for monitoring the data collected to insure the safety of subjects.

7. Where appropriate, there are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data.

Signed: _____________________________________________
Title:  ______________________________________________
