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Human Subjects Research Determination Form 

[bookmark: _GoBack]
	HUMAN SUBJECTS RESEARCH DETERMINATION FORM


Clinical Research Glossary for definitions.  Password to unlock form is “benaroya”.  IRB questions to: IRB@benaroyaresearch.org  [IRB Staff]

	TITLE OF PROJECT PROPOSAL (PROTOCOL TITLE):      

	Investigator:     
	Study Coordinator/contact:     

	Dept. & Mailstop:     
	Dept. & Mailstop:     

	Phone:     
	Phone:     

	Email:     
	E-mail:     



Please complete the following questions to determine if the proposed research qualifies under DHHS guidance for research not involving human subjects per 45 CFR 46.102(f): 

1. Is there any possibility you could make a link to the identity of an individual even if you are using coded information?  
|_| Yes		|_| No (continue to question #2)	

2. Will any other investigator collaborating with you on this research be able to identify any human subject directly or indirectly through coding systems (this includes the provider of the data or samples only if they are not prohibited by regulation, policy, agreement, or contract from releasing the identifiers to you)?
|_| Yes 		|_| No   (continue to question #3)

3. Will the activity involve the use of a drug other than the use of a marketed drug in the course of medical practice? 
|_| Yes		|_| No (continue to question #4)

4. Will the activity involve determining the safety or effectiveness of a medical device? 
|_| Yes		|_| No (continue to question #5)

5. Will the specimens or information/data support the marketing of a FDA regulated drug, biologic, or device?  (Note: If the research is conducted under an IND or IDE, this answer would be “yes”)
[bookmark: Check4][bookmark: Check3]|_| Yes		|_| No (continue to question #6)

6.	Will genotypic and/or phenotypic data be submitted to dbGaP and/or any other public access repository?  
[bookmark: Check26][bookmark: Check27]|_| Yes	|_| No

	IRB Submission Instructions:
If you answered “Yes” to any of the six questions above, the proposed study is Research Involving Human Subjects and requires some level of IRB oversight.  Please submit the appropriate application (i.e. Exempt, Expedited (minimal risk) or Full Board (more than minimal risk) for IRB review.  If you need assistance regarding the appropriate application, please contact the IRB at irb@benaroyaresearch.org or contact IRB Staff.  (OHRP guidance: www.hhs.gov/ohrp/policy/checklists/decisioncharts.html#c2)   

If you answered “No” to each of these six questions, please submit the following documents for final IRB determination to the BRI IRB Manager at Mailstop D4-CRP: 
1. Project summary of the study or research to be conducted.
2. This completed Human Subject Research Determination Form and Research Not Involving  Human Subjects -  Determination Flow Chart (see page 2 of this form)
3. A letter of support from the provider of the source data/specimens, or a memo with the name and location of the provider.  Please include the provider’s approved consent form which originally obtained the data/specimens, if applicable.





1. Does the research study exclusively involve one or more of the following types of specimens of information/data? (Please check all that apply):

[bookmark: Check6]|_|  Specimens about which the accompanying information is publicly available.
[bookmark: Check7]|_|  Unidentifiable specimens or information / data obtained from a commercial provider
[bookmark: Check8]|_|  Unidentifiable specimens or information / data obtained from a provider that is prohibited from releasing identifiers by established regulations, policies, or contract.


[bookmark: Check9][bookmark: Check10]			|_| NO				|_| YES

2.	Is interactionNOT Human Subjects Research
2.  Is interaction or intervention with living individuals involved in the past or future collection of the specimens / data?



[bookmark: Check11]			            |_| YES
			


Human Subjects Research
Submit the appropriate New Application

[bookmark: Check12]              |_| NO


3.  Can the recipient link the specimens/data directly to identifiable living or deceased individuals?


[bookmark: Check13]|_| YES
5a. Is the provider collaborating further in recipient’s research?
5.  Does the provider meet the definition of an “Investigator” in the recipient’s research?


[bookmark: Check18]				  |_| YES
				  

[bookmark: Check14]|_| NO
[bookmark: Check16]                          |_| YES
                            
[bookmark: Check17]		            |_| NO4.  Can the provider link the specimens/data, directly or indirectly, to identifiable living or deceased individuals?

[bookmark: Check20]		           					                      |_| YES

						   5b.  Is the provider “solely providing”?

						    

Human Subjects Research
Submit the appropriate New Application


[bookmark: Check21][bookmark: Check19]|_| NO		        |_| YES

          
NOT Human Subjects Research


[bookmark: Check22]  |_| NO6.  Are the specimens/data provided with a code linking them to identifiable living or deceased individuals?

[bookmark: Check25]								|_| YES
							                

[bookmark: Check23]|_| NO		
[bookmark: Check24]	         |_| YES					
7. Can the recipient readily ascertain the identities of the individuals to whom the specimens/data pertain?  Examples of situations in which the recipient cannot link the specimens/data to living individuals include:

· The key to decipher the code is destroyed before the research begins; or
· The investigators and the holder of the key to the code enter into an agreement preventing the release of the key to investigators under any circumstances; or
· There are IRB-approved written policies in place preventing the release of the key under any circumstances; or
· There are other legal requirements prohibiting the release of the key under any circumstances

		         
		          					









FINAL IRB DETERMINATION (IRB use only)
“Non-human subjects” research per 45 CFR 46.102(f).  

 Approved as Submitted           Approved per stipulated revisions of ________________ (date of letter)


						  					  			
Name & Title					  	Signature				  	Date of Signature						
VALID ONLY FOR ACTIVITY REVIEWED UNDER THIS PROJECT
FWA00001994 (VMMC) / FWA00001995 (BRI) / IRB00000057
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