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Access to Students as Research Subjects – Procedure 
Responsible Office:		MD Education 
Procedure Sponsor:		Peter Takizawa (Chair, Policy Subcommittee)
Effective Date:			09/11/2025


Scope
This procedure applies to research protocols that target and/or recruit students at the Yale School of Medicine (YSM) as study subjects or that use student data. This procedure does not apply to research protocols for which all members of the community (e.g., faculty, staff, students, community-at-large) are potentially eligible to participate or enroll. This procedure does not apply to program evaluation conducted by medical education faculty for curricular oversight and quality improvement unless it is being carried out for the purpose of research.

Procedure Purpose
Define the composition of the Committee to Review Students as Research Subjects and the process it will follow in reviewing and approving research proposals.	
Definitions
Committee
[bookmark: _Toc425171621]Committee to Review Students as Research Subjects (CRSRS)
[bookmark: _Toc427373286][bookmark: _Toc425171622][bookmark: _Toc425171625]Procedure Sections 
[bookmark: _Toc425171623]Review of Proposals
The review committee is comprised of the following members:
Committee Chair (YSM faculty member nominated by the deputy dean for education) 
Associate dean for curriculum for MD Program 
Associate dean for student affairs for MD Program 
Associate dean for PA education 
Associate dean for teaching and learning 
Two faculty members who serve on a rotating basis 
Two students (MD and/or PA) who serve on a rotating basis 
Proposals will be reviewed asynchronously via an online feedback tool on a rolling basis. The target turnaround time for committee feedback to researchers is 3 weeks following the submission of the proposal. 
Full committee meetings will be held via zoom twice a year to allow for real-time discussions and to address any overarching issues that require collective input and decision-making.
A researcher/PI seeking CRSRS approval for a study will contact the committee chair and/or the committee administrator. The researcher/PI will be provided with a list of materials required to submit in advance to the committee chair. These include: 
A written description of the research proposal (IRB application or exemption request), which includes all data collection instruments and the Informed Consent Document or Verbal/Online Script. 
An explanation of how issues of power dynamics that may exert undue influence on students’ participation will be handled. 
A copy of the invitation to the students to participate as well as advertisements, postings, etc. 
Other documentation as needed (e.g., letters of support from proposed research settings). 
Failure to provide these materials in advance of the scheduled review meeting will result in a postponement of the review. 
Prior to the review the materials will be circulated to committee members. These materials are to include the names of the proposals and researchers/PIs scheduled for review and the required documentation submitted by the researcher/PI as indicated above.  
Committee members are required to disclose any potential conflicts of interest regarding a proposal. The committee chair reserves the right to request that any member of the committee recuse themselves based upon any potential conflicts of interest. Members with conflicts will step out of the meeting prior to any discussion of the proposal and will not return until committee actions regarding the proposal have been completed.  
Based on the requirements to use YSM students or their data as study subjects as delineated in the policy, the committee will review the proposal and members will vote to either approve, reject, or request revisions. Each committee member will submit their vote via an online survey. A quorum requires 4 votes, including the chair, at least one associate dean, and at least one student. At least 4 votes of approval are required to approve a proposal. The chair may request revision to a proposal if the proposal is not aligned with institutional policies and standards.
Votes will be recorded with the identity of each committee member to ensure transparency and accountability. The timeline for approval or decline of requests will depend on the nature and availability of the requested materials. 
[bookmark: _1430.2_Shipping_Research/Clinical][bookmark: _3305.2_Banking_Arrangements][bookmark: _1503.3_Review_and][bookmark: _1301.3_Interim_Financial][bookmark: _1305.3_Authorization_and][bookmark: _1115.3_Requirements_for][bookmark: _1430.3_Relocation_Services][bookmark: _1430.4_Export_Control][bookmark: _1430.3_Export_Control][bookmark: _3305.3_Expenses_Funded][bookmark: _3510.2_Relocation_Expense][bookmark: _3305.4_Other_Expense][bookmark: _3510.3_Specific_Rules]The final decision will be communicated in writing to the researcher/PI.
Institutional Review Board Approval (IRB)  
Once approval is obtained, the researcher/PI then submits the study documents and approval letter from the Committee to the relevant IRB.
The IRB will review and issue one of the following:
A request for revisions to be addressed before approval or exemption are granted
Approval
Exemption from review
Decline to approve
Access to data
Committee approval and/or IRB approval is not intended to give permission to receive and/or use student data.
All requests for data not generated as part of the study must be made to the medical education office responsible for the data requested, i.e. Office of Admissions, Office of Curriculum, Office of Student Affairs, etc.
These requests will be honored or declined based upon the nature and use of the data and consistent with all governing restrictions, including FERPA, HIPAA and Yale institutional restrictions on data use.  

Special Situations & Exceptions
Exceptions to this procedure must be documented using the YSM Policy/ Procedure/ Guideline Exception Request - Form and presented to Jeremy Moeller (Chair, Education Policy and Curriculum Committee). 
Roles & Responsibilities

Contact Information 

Jeremy Moeller (Chair, Education Policy and Curriculum Committee) 
Jeremy.moeller@yale.edu
203-737-4190

Peter Takizawa (Chair, Policy Subcommittee) 
Peter.takizawa@yale.edu

Related Information
Access to Students as Research Subjects - Policy 
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Version History
· 9/10/2025: procedure split from policy
· 7/23/2026: quorum approval changed from 5 to 4
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