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PROCEDURES OF QUESTIONNAIRE SUBCOMMITTEE
Questionnaire Subcommittee Coordinator – Cynthia Desir

1. All protocols must be submitted to the Research Review Committee (RRC).  The RRC then forwards all studies to the IRB Office for further action.  

2. If your study requires review from the Questionnaire Subcommittee, an IRB Coordinator will contact you in regards to providing study documents electronically. 
a. A table noting the name of each scale and the number of items in each scale should be included with the submission.  All pages should be numbered.

3. In order to have your study reviewed by this committee, all materials must be submitted to the IRB office 3 weeks prior to a scheduled Questionnaire Subcommittee meeting. Please note that the committee meets only on the first Tuesday of the month.  Please plan accordingly. 

a. Members will receive electronic study documents 1 week prior to a committee meeting. 

4..
Studies with questionnaires will be sent to the Questionnaire Subcommittee if:

· the total number of items is greater than 50.

· new and does not have established validity and reliability.

· there are multiple questionnaires.

· administered more than 3 times over the course of the study.

· include sensitive questions (e.g. sexuality, relationship with spouse, mental status, cognitive ability, etc.)

· questionnaires are being administered to vulnerable populations such as children, cognitively impaired adults, etc. 


Using this criteria, studies may be excluded from Subcommittee review if they 

involve a short, standardized questionnaire with limited administration.

5.
Two members of the Subcommittee will be assigned to review each protocol and questionnaire for scientific rationale, respondent burden, confidentiality, and informed consent.  Each reviewer will utilize the standard checklist and provide narrative comments.  All members will receive an electronic copy of the protocol materials.

6. The reviews will be presented to the entire Subcommittee at the monthly meeting. 

7. The Subcommittee will vote either:
a. Approve

b. Approve with  revisions

c. Return to IRB Chairperson (extensive changes required)
.
Questionnaire Subcommittee E-mail Review

1. In special circumstances, when an investigator requests it and the Subcommittee Chair agrees, the Committee will review a protocol by email.  All Subcommittee members will receive a copy of the protocol and two reviewers will be assigned as usual.  The reviewers will circulate their reviews to the Subcommittee by email; discussion and voting will occur by email.   All comments should be sent to Subcommittee Chair and to each member of the Committee.  An email review will be completed within one week of distribution of materials.  If questions arise regarding questionnaires in an email review, a discussion, via conference call, may be arranged. 

2. The Chair of the Subcommittee forwards an e-mail message to the PI stating the results of the Committee’s review.  Protocols that are recommended for approval by the Subcommittee can then be sent on to the IRB for final approval.  Protocols that are not approved will be sent back to the investigator with the reviewers’ comments.  Revisions to protocols that are not recommended for approval are the responsibility of the PI.  The revised consent form, along with a copy of the complete study should then be forwarded to the IRB Office to determine if revisions, as recommended, have been completed.

3. Disagreements between reviewers about a protocol will be decided at the full Subcommittee meeting.  The IRB Chair may be called in as a consultant.  One reviewer will be assigned to compile the review for the investigator.
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