
Research Determination Request Form 

(Is it Research?  Is it Human Subjects Research?)
Instructions: All potential research activities (human subjects or basic research) must be reviewed and approved by the appropriate review committees prior to initiation.  If an investigator has any questions about whether an activity is research and/or human subjects research, please complete this form.  Page 4 is an additional reference tool.
	A. PROTOCOL INFORMATION

	Protocol Title: 
	      

	              Principal Investigator or Sponsor:       
	     

	Requestor (if different than above):
	      

	Preferred Mailing Address:
	      

	Email:
	      

	Phone:
	      

	Additional Contact Person:
	      

	Preferred Mailing Address:
	     

	Email:
	      

	Phone: 
	      

	B. TYPE OF REQUEST

	 FORMCHECKBOX 
 Initial Non-Human Subjects Research Determination 


	 FORMCHECKBOX 
 Ascertain whether a change in study activities affects a previous Non Human Subjects determination.   


	C. FUNDING SOURCE(S)  

	Is this activity funded?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 *No (Skip to Section D)
	Sponsor Name/Funding Agency:

	
	     

	D. RESEARCH  

As defined by Department of Health and Human Services’ (DHHS) regulations: “a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge.”
· If ALL boxes below are checked YES, the activities meet the DHHS definition of Research.
· *If ANY of the boxes are checked NO, then a further determination may be needed.  

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No        Is the activity an investigation? (Investigation: a searching inquiry for ascertaining facts; detailed or careful examination) 
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No        Is the investigation systematic? (Systematic: activity that is planned in advance and that uses data collection and analysis to answer a question) 
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No        Is the systematic investigation designed to develop or contribute to knowledge? (Designed: done with purpose and intent.  Develop: to elaborate or expand in detail.  Contribute: to be an important factor in; help to cause. Knowledge: truths, facts, information.)
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No       Is the knowledge generalizable? (Generalizable:  information that expands the knowledge base of a scientific discipline or other scholarly field of study) 

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No       Are the findings/results of this study designed to be used by others outside of the VA? 




	E. HUMAN SUBJECT 
As defined by DHHS regulations: “a living individual, about whom an investigator (whether professional or student) conducting research obtains (1) Data through intervention or interaction with the individual, or

(2) Identifiable private information.”

	The activity involves human subjects if EITHER of the following two sections is checked YES: 
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   Information will be gathered about living individuals through intervention OR interaction
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No     Physical procedures or manipulations of those individuals or their environment. (Intervention)
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No     Communication or interpersonal contact with the individuals. (Interaction)

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No    Will any of the information gathered be private AND identifiable (Personal Health Information, Individual Identifiable Information, Sensitive Information, etc)?
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No    The data includes information about behavior that occurs in a context in which an individual can reasonably expect that no observation or recording is taking place, and information which has been provided for specific purposes by an individual and which the individual can reasonably expect will not be made public (for example, a medical record). (Private)
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No    The participant’s identity is or may be readily ascertained by the investigator, or will be associated with the information.  (Identifiable)
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No    The research involves the use of coded** data/specimens (Identifiable)  
**Coded means a living individual’s identifiable information such as name or social security number has been replaced by a code, such as a number, letter, or combination thereof and there is a key to link the code to the identifiable information of that individual. Coded data are considered identifiable under the Common Rule.
If the activity involves the use of coded data/specimens, indicate which, if any, is true (leave blank if N/A):
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No    The private information or specimens were not collected specifically for the proposed research activity through an interaction or intervention with living individuals; AND

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No    The investigator will destroy the code before the research begins; 
OR
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No    The holder of the key and investigator enter into an agreement prohibiting the release of the key to the investigator under any circumstances, until the individuals are deceased. Provide a copy of this agreement (informal email exchange is sufficient); 
OR
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No    The investigator  has documentation of written policies and operating procedures from a repository or data management center that prohibits the release of the key to the investigators under any circumstances, until the individuals are deceased (provide this documentation); 
OR

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No    There are other legal requirements prohibiting the release of the key to the investigator, until the individuals are deceased

	F. HUMAN SUBJECT 
As defined by FDA regulations: “an individual who is or becomes a participant in research, either as a recipient of the test article or as a control.”

	Does the activity involve human subjects as defined by FDA regulations?  The activity involves human subjects if EITHER of the following is checked YES: 

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No    An individual will be a recipient of any test article (i.e. drug, medical device) or act as a control subject in a study.
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No    Will specimens collected from an individual be used to study a medical device?



	G. STUDY ACTIVITIES
Provide a brief description of proposed activities, including target population and intent of the activity.  Explain why the activity is not human subjects research as described above.  If clarification of a previous determination is requested, describe change(s) below.

	     
 


	H. PRINTED NAME & SIGNATURE

	_________________________________    
  _________________________________          ________
Printed Name
                                                       Signature                                                              Date
_________________________________    
  _________________________________          ________
Sponsor/Advisor’s Name (if applicable)
                Signature                                                              Date      


	I. DETERMINATION (for IRB/SIO use only- DO NOT FILL IN THIS SECTION)

	To request a written determination, please submit this form to the designated IRB reviewer for the AVAMC.  If a written determination is requested, following review, a copy of this form will be returned, along with the IRB determination.
 FORMCHECKBOX 
     Proposed study activities constitute human subjects research.  IRB review is required. Submit an initial application or contact the reviewer (see contact information below).
 FORMCHECKBOX 
     Proposed study activities do not meet the definition of human subjects research, and therefore are deemed to be non human subjects research.  This determination applies only to the activities described in this request.  Any changes that may alter this determination must be submitted to the IRB for review.
_____________________________________________________     
  ____________________

IRB Reviewer Name/Signature

                                                       Date 
Email: _________________________________

Tel:     _________________________________

 FORMCHECKBOX 
     Proposed study activities do not constitute human subjects research, but does meet the definition of research.  Atlanta VAMC R&D committee review is required.  Please submit to the AVAMC’s Science Information Office (SIO):  david.knight2@va.gov.

_____________________________________________________     
  ____________________

SIO Reviewer Name/Signature

                                                       Date 
Email: _________________________________

Tel:     _________________________________



 SHAPE  \* MERGEFORMAT 



This Operations Activity is NOT RESEARCH. 


Institutional Review Board (IRB) approval is not required.


Documentation of non-research status is (i) required prior to peer-reviewed publication, 


and (ii) encouraged whenever non-research status may be questioned.





Is the activity funded or supported as research?





     YES











*





This 


Operations Activity constitutes RESEARCH








*


INSTITUTIONAL REVIEW   BOARD (IRB) approval is required





*





Is the activity a clinical investigation 


as defined under Food and Drug Administration (FDA) regulations?





     YES





Does the activity include double-blind interventions?





   NO





Does the activity include prospective patient-level randomization


to a clinical intervention not tailored to individual patient benefit?





   NO





Is the Operations Activity designed (and/or implemented) for internal VA purposes in support of the VA mission(s)?





Is the activity designed for the purpose of expanding the knowledge base


of a scientific discipline or scholarly field of study?





Are the activity’s findings designed to be used by and within VA 


(or by entities responsible for overseeing VA)? 





    YES





Is the activity designed for the purpose of contributing to 


generalizable knowledge?





   NO





Does the activity include placebo controls?





   NO





    YES





   NO





   NO





   NO





   NO





   YES





   YES





  YES





Has the activity been supplemented or modified before, during, or after implementation in order to produce information to expand the knowledge base of a scientific discipline or scholarly field of study or otherwise contribute to generalizable knowledge?





  YES





  YES





   NO





   YES





Has the purpose of the activity changed so that it is now designed or intended to expand the knowledge base of a scientific discipline or scholarly field of study or otherwise contribute to generalizable knowledge?








   NO





   YES





   NO
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