Yale University Institutional Review Boards
Checklist 0000 CH.00 – New Protocol Review Checklist

	100 CH.5 New Protocol Regulatory Review Checklist – Social/Behavioral/Educational Research  
	


Meeting or Expedited Review Date:     /      /_____ 
Protocol #:











 

Reviewer:  







Principal Investigator:







 

Expedited Review category (if applicable): 




General Information 

PI Affiliation and Title:  






Faculty Advisor:  











· Training – required before approval:



Names of those requiring Human Subjects Protection Training: 
Names of those requiring HIPAA Training:
· Signatures or Routing Approval (when necessary), 

Names of missing approvals: 



· Funding Source:  








If funded through a grant or contract review documents as described in congruency procedure. 

Date of funding application review and agency or M number:   





Conflict of Interest

Names of research team members with potential protocol-specific CoI:
Name






CoI Form received (Y/N)
Vulnerable Populations - Choose all that apply:

	 FORMCHECKBOX 
 Children 
 FORMCHECKBOX 
 Impaired Consent Capacity 

 FORMCHECKBOX 
 Economically Disadvantaged
 FORMCHECKBOX 
 Employees
 FORMCHECKBOX 
 Females of childbearing potential*

	 FORMCHECKBOX 
 Non-English Speaking
 FORMCHECKBOX 
 Pregnant women and/or fetuses*
 FORMCHECKBOX 
 Prisoners
 FORMCHECKBOX 
 Students
 FORMCHECKBOX 
 Wards of the state


* Pregnant women or females of childbearing potential may be included without additional checklist requirements if they will only be incidentally involved, the research poses no additional risks related to pregnancy and the study is not funded by DHHS.
Appropriate provisions made?  
        YES 
NO            Attach appropriate checklist
Study Location

Identify the hospital, in-patient or outpatient facility, school or other agency that will serve as the location of the research.  

Indicate the location(s) within the hospital and/or Medical School and/or University where the research will take place:
· Documentation of site approval received.
· Embargoed country?  If so refer to Export Control group
Research Affiliates/Collaborators

Complete if the study will be carried out at sites or by individuals other than Yale-affiliated.  
· The site(s)  or collaborator(s) is not considered to be “engaged” in non-exempt research (see ORHP Guidance on Engagement in Research), no further action required.
· The site(s) or collaborator(s) is considered to be “engaged” in non-exempt research either (1) Collecting data through intervention or interaction with the individual, or (2) Collecting identifiable private information, or (3) Obtaining consent.
· All sites have an FWA in place.  FWA Number(s):




· Required IRB approval letter from the other site(s) received.
· Site(s) does not have an FWA.
· Research is not federally funded - use Collaborating Investigator Agreement.
· Research is federally funded
· Initiate research affiliate process if institutional involvement.
· Initiate Collaborating Investigator Agreement (specific people engaged but not institution)
Other Review Committees/Consultants for Scientific Review
Review is required by the following committees:  
	
	VA
	SSC
	PRC
	PPRC
	RSC
	MMRC
	Psych Pool
	Other

	Required
	
	
	
	
	
	
	
	

	Approved
	
	
	
	
	
	
	
	


· A consultant is needed by the IRB for scientific review.  
  
HIPAA 

Does the study involve:

· HIPAA Covered entities?  (e.g. health care providers, YNHH, YSM).  Note that VA-only studies will use VA HIPAA forms.  

· Note if conducted entirely at non-covered entities HIPAA does not apply (e.g. Haskins, Pierce).

· If research is conducted in non-covered entities, including international sites, HIPAA does not apply until and unless data are returned to YSM, YSN, YNHH or other covered entity.

· De-identified PHI or no PHI created, used, or disclosed, HIPAA does not apply
· PHI.  Study will use:
· Signed authorization 

· Compound Authorization

· Waiver of authorization and/or waiver of signature.  

· Recruitment will involve PHI prior to obtaining authorization.

·   Waiver of authorization for recruitment requested.

· Multiple RAFs are necessary:   ____Main Study       ____Storage for Future Research

                                           

 ____Non-English      ____Other:



Summary of items to be mentioned in letter to PI or meeting minutes. 
 Check all that apply:
· Human Subject Protections or HIPAA Training
· Grant Congruency

· Vulnerable Population findings 
· External IRB approvals
· Other Committee approvals
· Deception
· Third-party subjects
· Risk Assessment 
· Waiver of Informed Consent or Waiver of Signed Consent
· Waiver of HIPAA research authorization (distinguish between pre-screening waiver vs. recruitment waiver: the former does NOT require a completed request for waiver form from the PI, whereas the latter does).
· Other issue requiring resolution:   
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