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This form is used to request a determination whether an Activity/Project is considered research and/or human subjects research.  
I.   Activity/Project and Contact Information  

	Title of Activity/Project:       
Responsible Contact:       
Role:       
VA Facility Name:       
VA Facility Station Number:       
(If you are unsure, click here.)

Telephone:       
VA Facility Address:  

Line 1:       
Line 2:       
Line 3:       
Email:       
Fax:       



II.   Documents That Must Accompany This Form
	Please check below all documents submitted with this form
1. The following must be submitted with this form:

 FORMCHECKBOX 
 Written description of Activity/Project
2. The following must be submitted when applicable to the Activity/Project:
 FORMCHECKBOX 
 Survey Instruments


 FORMCHECKBOX 
 Grant Approval Letter

 FORMCHECKBOX 
 Recruitment Advertisements

 FORMCHECKBOX 
 Data/Information Collection Instruments
 FORMCHECKBOX 
 Questionnaires

 FORMCHECKBOX 
 Local Privacy Officer Determination
 FORMCHECKBOX 
 Interview Questions
 FORMCHECKBOX 
 Relevant Agreements 

 FORMCHECKBOX 
 Other Activity/Project documents 
     (Please specify):       



III.   Activity/Project Objectives 
	1. Briefly describe your Activity/Project objectives (500 words or less).
     



IV.   Project Team’s Opinion of Activity/Project:
	1.  FORMCHECKBOX 
  This Activity/Project IS NOT Research.
If checked, indicate the type of Activity/Project which you believe it falls under:
              FORMCHECKBOX 
 VHA Operations Activity
              FORMCHECKBOX 
 Case Report Activity/Project
              FORMCHECKBOX 
 Classroom or Student Activity/Project
              FORMCHECKBOX 
 Program Evaluation Activity/Project
              FORMCHECKBOX 
 Surveillance Activity/Project 
              FORMCHECKBOX 
 Other (please specify):       
2.  FORMCHECKBOX 
  This Activity/Project IS Research, but IS NOT Human Subjects Research 
      (if checked, go to section VI). 
3.  FORMCHECKBOX 
  The Project Team is not sure about whether this Activity/Project is research

4.  FORMCHECKBOX 
  This Activity/Project IS Research, but the Project Team is not sure about whether this
             Activity/Project is Human Subjects Research

5.  FORMCHECKBOX 
  Other (please specify):       



V. Characteristics of Activity/Project: 
	        (For guidance, click here or see page 6 of this document.)


	1. Does the Activity/Project use information collection and analysis activities to answer a question? 
  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

2. Check the types of activities or tools that will be employed in this project: 
               FORMCHECKBOX 
 Questionnaire or survey 

               FORMCHECKBOX 
 Observational 

               FORMCHECKBOX 
 Focus group 

               FORMCHECKBOX 
 Interview

               FORMCHECKBOX 
 Epidemiologic methodologies
               FORMCHECKBOX 
 Program evaluations

               FORMCHECKBOX 
 Medical chart review 

               FORMCHECKBOX 
 Interventional activities
               FORMCHECKBOX 
 Clinical trials  
               FORMCHECKBOX 
 Biological specimens
               FORMCHECKBOX 
 Personal information

               FORMCHECKBOX 
 Other (please describe):      
3. Will the Activity/Project expand scientific understanding or the knowledge base of a scholarly field of study? 
 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
 No

4. Is this solely a VA Operations Activity?   
 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
 No

If yes, check the type of activities which are included:
              FORMCHECKBOX 
 Performance evaluations 

              FORMCHECKBOX 
 Accreditation, certification, and licensing activities

              FORMCHECKBOX 
 Legal investigations 

              FORMCHECKBOX 
 Financial auditing activities

              FORMCHECKBOX 
 Fraud and abuse detection programs

              FORMCHECKBOX 
 Regulatory compliance programs

              FORMCHECKBOX 
 All-Employee Survey administration

              FORMCHECKBOX 
 Patient Satisfaction Survey administration

              FORMCHECKBOX 
 National Surgical Quality Improvement Program (NSQIP) data collection

	              FORMCHECKBOX 
 Inpatient Evaluation Centers (IPEC) data collection

              FORMCHECKBOX 
 External Peer Review Package (EPRP) chart reviews
              FORMCHECKBOX 
 System-wide Ongoing Assessment and Review Strategy (SOARS) reviews

              FORMCHECKBOX 
 Joint Commission visits

              FORMCHECKBOX 
 Root Cause Analyses (RCA)

              FORMCHECKBOX 
 Peer review activities

              FORMCHECKBOX 
 VHA Medical Inspector (MI) investigations

              FORMCHECKBOX 
 Research oversight investigations
              FORMCHECKBOX 
 Policy and guideline development activities
              FORMCHECKBOX 
 Other (please describe):      
5. Is the Activity/Project “designed” solely for VA’s internal purposes?
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

6. Is the Activity/Project “designed” to be generalized beyond VA (i.e., “designed” to expand scientific understanding or the knowledge base of a scholarly field)?
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No



	7. Check the types of design characteristics that will be employed to generate findings 
              FORMCHECKBOX 
 Randomization of individuals
              FORMCHECKBOX 
 Randomization of service units
              FORMCHECKBOX 
 Stratification
              FORMCHECKBOX 
 Matched pairs
              FORMCHECKBOX 
 Double blinding
              FORMCHECKBOX 
 Use of placebo
              FORMCHECKBOX 
 Assessment of an intervention that is not yet standard or accepted practice
              FORMCHECKBOX 
 Comparison of two more interventions
              FORMCHECKBOX 
 Collection of clinical information that is not medically necessary
              FORMCHECKBOX 
 An intervention that is not designed for direct benefit of the patient
              FORMCHECKBOX 
 Other (please describe):       



VI.  Involvement of Human Subjects:
	 (For guidance, click here or see page 6 of this document.)


	1. Does the Activity/Project involve obtaining information about a living individual through an intervention or interaction with the individual?

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

2. Does the Activity/Project use, study, or analyze identifiable private information or identifiable specimens?
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If yes, is the identifiable private information or identifiable specimens already in the possession of a team member on the Activity/Project?
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

3. Will coded information or specimens be used? 

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If yes, please complete the following:
3a.  Will private information or identifiable specimens be collected specifically for the
       currently proposed Activity/Project through an interaction or intervention with living
       individuals?
       FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
3b.  Are any of the  18 HIPAA identifiers associated with the coded information or
       specimens? (For guidance on HIPAA identifiers, click here or see page 10 of this
       document.)
       FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No      

3c.  Can anyone on the Activity/Project Team readily ascertain the identity of the
       individual(s) to whom the coded private information or specimens pertain?  
       FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

3d.  Can the coded information/specimens be linked to specific individuals? 
       FORMCHECKBOX 
  Yes    FORMCHECKBOX 
 No

3e.  If linked, list the information about who holds the key to the code:
     Name:            
     Title:      
     Institution:      
3f.  Do any of the members of the Activity/Project Team have access to the key code?
       FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No  
3g.  Check the box(es) below, if any of the following are in place:

       FORMCHECKBOX 
   The Activity/Project Team and the holder of the key entered into an agreement
             prohibiting the release of the key to the members of the Activity/Project under any
             circumstances, until the individuals (from whom the information/specimens
             pertain) are deceased.
       FORMCHECKBOX 
  There are IRB-approved written policies and operating procedures for the
             repository or data management center that prohibit the release of the key to
             the members of the Activity/Project team members under any circumstances, until
             the individuals (from whom the information/specimens pertain) are deceased? 
       FORMCHECKBOX 
  Are there legal requirements prohibiting the release of the key to the
            Activity/Project team members, until the individuals (from whom the
            information/specimens pertain) are deceased. 
4. Are anonymous/de-identified information or specimens used?

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If yes, please answer the following questions:

4a.  How are information/specimens anonymized/de-identified?      
4b.  Have you consulted with your Local VA Privacy Officer?

       FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No      If yes, attach the Local VA Privacy Officer determination
4c. Are any of the 18 HIPAA identifiers associated with the anonymous/de-identified
      information or specimens? (For guidance on HIPAA identifiers, click here or see page
      10 of this document.)
       FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No      

4d.  Can anyone on the Activity/Project Team readily ascertain the identity of the
       individual(s) to whom the anonymous/de-identified information or specimens pertain?  
       FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

5. Is there an “Honest Broker” system in place for this Activity/Project?
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
If yes, list the information about the Honest Broker:
Name:      
Title:      
Institution:      
Is this Honest Broker a member of the Activity/Project Team?  FORMCHECKBOX 
  Yes    FORMCHECKBOX 
 No

6. Will the Activity/Project use a Limited Data Set?

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
If yes, describe:      
7. Provide any other relevant information that will be useful in making a determination of Human Subjects Research ( e.g. information about using, studying or analyzing information or  specimens):       



VII.   Assurance and Certification

	I certify the information provided on this Request for Determination and all associated attachments is complete and accurate to the best of my knowledge.


	Signature                                                                                               Date  

Printed Name 


 DEFINITIONS & GUIDANCE ON RESEARCH DETERMINATION  

Definition of Research According to the Common Rule: Research is a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge (38 CFR 16.102(d)).

A systematic investigation is an activity (or project) that is planned in advance and that uses         data collection and analysis to answer a question.

Generalizable knowledge is information that expands scientific understanding or the knowledge base of a scholarly field of study. 
1. When do operations activities constitute research?
· A health care or other operations activity may or may not constitute research, depending on whether the activity meets the definition of research (i.e., “a systematic investigation designed to develop or contribute to generalizable knowledge”). 
· A systematic investigation is designed to develop or contribute to generalizable knowledge if the conceptualization, plan, or implementation of the activity is affected, in whole or in part, by consideration of the extent to which the activity would develop or contribute to (i.e., advance) scientific understanding or the knowledge base of a scholarly field.  For example:  If an operations activity is designed to include collecting “extra” data or performing “extra” analyses not needed for internal operations purposes in order to produce findings applicable beyond VA or more relevant to scientific understanding or the knowledge base of a scholarly field, then the activity constitutes research.  
· An activity that was not initially designed as research subsequently becomes research if it is modified for the purpose of developing or contributing to generalizable knowledge (i.e., for the purpose of advancing scientific understanding or the knowledge base of a scholarly field).  In such situations, the subsequent activities constitute research.  For example:  If identifiable patient data originally collected and analyzed for non-research operations purposes are subsequently accessed and analyzed in a different way in order to produce findings applicable beyond VA or more relevant to scientific understanding or the knowledge base of a scholarly field, the subsequent analysis constitutes research.
· The fact that a particular activity is mandated by Congress or another oversight body or authority has no bearing on whether or not the activity meets the definition of research.
2. What types of activities are always considered research? 
· Activities funded or otherwise supported as research by ORD or any other entity.
· Clinical investigations as defined under Food and Drug Administration (FDA) regulations.
· Systematic investigations or comparisons of FDA-regulated products, regardless of whether the investigation or comparison requires an Investigational New Drug Application (IND) or Investigational Device Exemption (IDE), and regardless of whether the investigation or comparison involves approved or unapproved (i.e., off‑label) uses.
3. Does intent to publish automatically constitutes research?
Publication or presentation outside VA of manuscripts based on findings from VHA health care or other operations activities does not, in and of itself, constitute research.
4. When should I obtain a consultation about this determination?
When in doubt about the research versus non-research status of an activity, the VA Central IRB members are encouraged to consult with the VA Central IRB Regulatory Affairs Advisors.  When necessary, ORO, ORD, and/or the National Center for Ethics in Health Care are available for consultation. 
DEFINITIONS & GUIDANCE ON HUMAN SUBJECTS DETERMINATION  

Definition of Human Subjects According to the Common Rule: Human subject means a living individual about whom an investigator conducting research obtains (1) data through intervention or interaction with the individual, or (2) identifiable private information. 
1. How does one determine whether information about a living individual is a human subject according to the Common Rule?

In the Common Rule, a human subject is a living individual about whom an investigator conducting research obtains data through intervention or interaction with the individual or identifiable private information.  The words about whom limit the involvement of human subjects about whom the investigators obtain data.  In analyzing a particular VA activity, it is important to focus on what is being obtained by the VA Investigators to determine if human subjects are involved. If the VA Investigators are not obtaining either data through intervention or interaction with living individuals, or identifiable private information, then the research activity does not involve human subjects. This is important when considering which individuals are involved as human subjects, as illustrated in the following examples:

· If a VA Research Investigator intervenes or interacts with nurses to obtain identifiable private information about living patients, then the patients are human subjects.  

· If VA Research involves asking nurses about their opinion about a treatment, the nurses are human subjects.  

· If a VA Research Investigator collects identifiable private information about a healthcare team and makes observations of their treatment while linking that information to patient outcomes the team members and the patients are subjects in the research.

2. How does the Common Rule define an intervention or interaction?

An intervention includes both physical procedures by which data are gathered (for example, 
venipuncture) and manipulations of the subject or the subject’s environment that are performed 
for research purposes. Interaction includes communication or interpersonal contact between 
investigator and subject. 
3. What is considered to be private identifiable information according to the Common Rule?

Private information 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 information must be individually identifiable in order for obtaining the information to constitute research involving human subjects.
Individually identifiable means the identity of the subject is or may readily be ascertained by the 
investigator or associated with the information  

Under the definition of human subject, the act of obtaining identifiable private information or identifiable specimens for research purposes constitutes human subjects research. Obtaining identifiable private information or identifiable specimens includes, but is not limited to:
· using, studying, or analyzing for research purposes identifiable private information or identifiable specimens that have been provided to investigators from any source; and
· using, studying, or analyzing for research purposes identifiable private information or identifiable specimens that was already in the possession of the investigator.
In general, the VA Central IRB considers private information or specimens to be individually identifiable as defined at §16.102(f) when they can be linked to specific individuals by the investigator(s) either directly or indirectly through coding systems.  Conversely, the VA Central IRB considers private information or specimens not to be individually identifiable when they cannot be linked to specific individuals by the investigator(s) either directly or indirectly through coding systems. For example, the VA Central IRB does not consider research involving only coded private information or specimens to involve human subjects if the following conditions are met: 

· the private information or specimens were not collected specifically for the currently proposed research activity/project through an interaction or intervention with living individuals; and

· the VA Research Investigator(s) cannot readily ascertain the identity of the individual(s) to whom the coded private information or specimens pertain because, for example: 

·  the investigators and the holder of the key enter into an agreement prohibiting the release of the key to the investigators under any circumstances, until the individuals are deceased (note that the IRB is not required to review and approve this agreement); or
· there are IRB-approved written policies and operating procedures for a repository or data management center that prohibit the release of the key to the investigators under any circumstances, until the individuals are deceased; or 
· there are other legal requirements prohibiting the release of the key to the investigators, until the individuals are deceased. 
4.  How does the VA define the terms: Anonymous, De-identified, Coded, and limited data set ?
· Anonymous means de-identified in accordance with both HIPAA and the Common Rule.

· De-identified data are data that have been de-identified in accordance with both HIPAA and the Common Rule.  Such data may also be known as “anonymous.” 
· Coded data are identifiable by the individual(s) who has access to the code. Coded data are not considered to be de-identified or anonymous.

· A limited data set is not de-identified information or data.  VHA may disclose a limited data set for research pursuant to a data use agreement.

5. What are the 18 HIPAA identifiers? (Refer to VHA Handbook 1605.1 for complete details)
· Names. 

· All geographic subdivisions smaller than a State, including street address, city, county, precinct, zip code, and their equivalent geocodes, except for the initial three digits of a zip code if, according to the current publicly available data from the Bureau of the Census: 

· The geographic unit formed by combining all zip codes with the same three initial digits contains more than 20,000 people; and 

· The initial three digits of a zip code for all such geographic units containing 20,000 or fewer people is changed to 000. 

· NOTE: The Veterans Health Administration (VHA) considers the de-identification standard of the HIPAA Privacy Rule for address acceptable or protecting Address under Title 38 United States Code (U.S.C.) 5701. 
· All elements of dates (except year) for dates directly related to an individual, including birth date, admission date, discharge date, date of death; and all ages over 89 and all elements of dates (including year) indicative of such age, except that such ages and elements may be aggregated into a single category of age 90 or older. 

· Telephone numbers. 

· Fax numbers. 

· Electronic mail addresses. 

· Social Security Numbers. 

· Medical record numbers. 

· Health plan beneficiary numbers. 

· Account numbers. 

· Certificate and/or license numbers. 

· Vehicle identifiers and serial numbers, including license plate numbers. 

· Device identifiers and serial numbers. 

· Web Universal Resource Locators (URLs). 

· Internet Protocol (IP) address numbers. 

· Biometric identifiers, including finger and voice prints. 

· Full-face photographic images and any comparable images. 

· Any other unique identifying number, characteristic, or code, except as permitted by paragraph 3 of VHA HANDBOOK 1605.1
Request for Determining Whether an Activity/Project is Research and/or Human Subjects Research  
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