[bookmark: _GoBack] Changes to the CUNY HRPP Standard Operating Procedures

Please note the following changes, effective immediately, to the CUNY HRPP Standard Operating Procedures.

Determinations of Exemption from IRB Review (Section 7.3)
Research activities in which the involvement of human subjects will be limited to one or more of the categories outlined at 45 CFR 46.101 are exempt from IRB review. Researchers conducting human subjects research that may qualify for exemption from IRB review must submit their protocols to their respective college’s HRPP office for a determination of exemption. The determination of whether a human subjects research protocol is exempt from IRB review is made by the HRPP Coordinator of the CUNY college with which the Principal Investigator of the protocol has primary affiliation. The HRPP Coordinators works in consultation with the University Director for Research Compliance and the IRB members of their campus.

Human Subjects Research Determination (Section 7.2)
To determine whether a research protocol constitutes human subjects research, CUNY uses the definitions provided at 45 CFR 46.102. Researchers who are unsure of whether their research meets these definitions, and therefore requires exemption or approval from the IRB, must submit a request for human subjects research determination to the HRPP Office of the college with which they have primary affiliation. The determination of whether a project constitutes human subjects research will be made by the HRPP Coordinator of the respective CUNY college.  The HRPP Coordinators works in consultation with the University Director for Research Compliance and the IRB members of their campus.

Human Subjects Research Conducted by CUNY Graduate Students 
CUNY graduate students must submit their research protocols involving human subjects research to the HRPP Office at the CUNY College with which their faculty advisor has primary affiliation. 

Multi-CUNY-College Human Subjects Research (Section 7.6.8)
When a research project is to be conducted in collaboration between two or more CUNY colleges, the human subjects research protocol should be submitted to the HRPP Office at the CUNY college with which the Principal Investigator of the project has primary affiliation. The human subjects protocols should only be submitted to one CUNY HRPP Office regardless of the number of CUNY campuses collaborating on the project. Please note that this change ONLY concerns multi-site research involving multiple CUNY colleges. Please refer to the CUNY Human Research Protections Program Policies and Procedures for information regarding the review of multi-site protocols involving collaborations with non-CUNY institutions or investigators.


Translations of Consent Documents (Section 9.8.1)
When an investigator expects to enroll non-English speaking subjects, the investigator must submit translations of the English language consent form into all languages spoken by the expected subject population. Translations must be performed by one of the following:

· A certified translator; OR
· A bilingual member of the research team, who is fluent in both English and the language of the non-English speaking subject.

For translations performed by a certified translator, a certificate of translation must accompany the IRB submission.

For translations performed by a bilingual member of the research team, an explanation of the translator’s qualifications must be included with the IRB submission.
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