SKIDMORE COLLEGE IRB REVIEWER REPORT FORM

Reviewer Name:

Protocol Number:

Protocol Title:

Principal Investigator:

I have reviewed the proposed project in accordance with Skidmore College’s IRB Policy and Procedures related to the protection of human subjects and the institutional assurance to HHS.  My comments and recommendations are furnished for use in arriving at the consensus and writing the minutes.


_____Full approval – no comments


_____Approved subject to the modifications noted below


_____Reconsideration


_____Disapproval

Protocol:

Background Information and Research Questions/Hypotheses: 

(issues around research design can also be considered)

____no modifications

____needs modification, identify issues below:

Human Participants:  (number, recruitment strategies, compensation)  

____no modifications

____needs modification, identify issues below:

Procedures:  

____no modifications

____needs modification, identify issues below:

Consent:  (consideration of waiver, issues with consent process)

____no modifications

____needs modification, identify issues below:

Debriefing:  (if applicable)

____no modifications

____needs modification, identify issues below:

Privacy and Storage of Data:  

____no modifications

____needs modification, identify issues below:

Overall Risk/Benefit Analysis:

Risk

Regulatory definition of minimal risk:  Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves that those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests (45 CFR 46.102(h)(i)).

Check the appropriate risk category:

_____The research involves no more than minimal risk to participants.

_____The research involves more than minimal risk to participants.



_____The risk(s) represents a minor increase over minimal risk, or



_____The risk(s) represents more than a minor increase over minimal risk.

Benefit

Definition:  A research benefit is considered to be something of a health-related, psychosocial, or other value to an individual research subject, or something that will contribute to the acquisition of generalizable knowledge.  Money or other compensation for participation in research is not considered to be a benefit, but rather compensation for research-related inconveniences.

Check the appropriate category:

_____The research involves no prospect of direct benefit to individual participants, but is likely to yield generalizable knowledge about the participant’s condition.

_____The research involves the prospect of direct benefit to individual participants.

Consent Form:

1.
INTRODUCTION

____no modifications

____needs modification, identify issues below:

2.
BACKGROUND
____no modifications

____needs modification, identify issues below:

3.
DURATION

____no modifications

____needs modification, identify issues below:

4.
PROCEDURES

____no modifications

____needs modification, identify issues below:

5.
RISKS/BENEFITS

____no modifications

____needs modification, identify issues below:

6.
CONFIDENTIALITY

____no modifications

____needs modification, identify issues below:

7.
VOLUNTARY NATURE OF THE STUDY
____no modifications

____needs modification, identify issues below:

8.
CONTACTS AND QUESTIONS

____no modifications

____needs modification, identify issues below:

9.  
COMPENSATION [This heading only needed for studies that have a risk of injury, such as physically invasive procedures.]

____no modifications

____needs modification, identify issues below:

