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I. Study Information  (To be completed by VA Central IRB Manager)
	Project Number
	     

	Title of Project
	     

	Check One of the Boxes
	 FORMCHECKBOX 
 New Study   FORMCHECKBOX 
  Amended Study



	Designated Reviewer
	     


II.  Specific Exemption Categories and Questions  (To be completed by IRB Reviewer) 

	Select the exemption category, and subcategory if applicable, that applies to the submitted study and complete any specific questions and other forms as specified for that category if required.



	 FORMCHECKBOX 
  Category 1 
Research, conducted in established or commonly accepted educational settings, that specifically involves normal educational practices that are not likely to adversely impact students’ opportunity to learn required educational content or the assessment of educators who provide instruction.  This includes most research on regular and special education strategies, and research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods. 
 FORMCHECKBOX 
  Category 2
Research that only includes interactions involving educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior (including visual and auditory recording) if at least one of the following criteria is met:  
 FORMCHECKBOX 
  (1) The information obtained is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained, directly or through identifiers linked to the subjects.
 FORMCHECKBOX 
  (2) Any disclosure of the human subjects’ responses outside the research would not reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, educational advancement, or reputation.
 FORMCHECKBOX 
  (3) The information is recorded by the investigator in such a manner that the identify of human subjects can be readily ascertained, directly or through identifiers linked to subjects.  Limited IRB review and completion and review of VA Central IRB Form 103, Request for Waiver of HIPAA authorization required.
Additional required questions for this category:
Does this project involve the use of children?    FORMCHECKBOX 
 Yes See below   FORMCHECKBOX 
  No

    Does the research using children only involve the observation of public behavior?
       FORMCHECKBOX 
 Yes See below   FORMCHECKBOX 
  No  Does not qualify for an exemption under this category
Is the investigator(s) participating in the observations of public behavior?

        FORMCHECKBOX 
 Yes   Does not qualify for an exemption under this category     FORMCHECKBOX 
  No  
 FORMCHECKBOX 
  Category 3
Research involving benign behavioral interventions in conjunction with the collection of information from an adult subject through verbal or written responses (including data entry) or audiovisual recording if the subject prospectively agrees to the intervention and information collection.
 FORMCHECKBOX 
  (1) The information obtained is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained, directly or through identifiers linked to the subjects.
 FORMCHECKBOX 
  (2) Any disclosure of the human subjects’ responses outside the research would not reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, educational advancement, or reputation.
 FORMCHECKBOX 
  (3) The information is recorded by the investigator in such a manner that the identify of human subjects can be readily ascertained, directly or through identifiers linked to subjects.  Limited IRB review and review and completion of submitted VA Central IRB Form 103, Request for Waiver of HIPAA authorization required.
Benign behavioral interventions are brief in duration, harmless, painless, not physically invasive, not likely to have a significant adverse lasting impact on the subjects and the investigator has no reason to think the subjects will find the interventions offensive or embarrassing.   Examples include having the subjects play an online game, solve puzzles under various noise conditions, or have them decide how to allocate money between themselves and someone else.

Additional required questions for this category:
Does the nature of the benign behavioral intervention described in the study documents meet the definition above?   

  FORMCHECKBOX 
 Yes  See below      FORMCHECKBOX 
  No  Does not qualify for an exemption under this category

Is the information obtained recorded by the investigator in such a manner that the identity of human subjects can be readily ascertained, directly or through identifiers linked to the subjects? 
  FORMCHECKBOX 
  Yes  Review and complete VA Central IRB Form 103 and go to next question.   
  FORMCHECKBOX 
  No    See below
If no is checked, will any disclosure of the human subjects’ responses outside the research reasonably place the subjects at risk of criminal or civil liability, or be damaging to the subjects’ financial standing, employability, educational advancement, or reputation?

         FORMCHECKBOX 
  Yes   Does not qualify for an exemption under this category     FORMCHECKBOX 
  No
Does this research involve deceiving the subjects regarding the nature and/or purposes of the research?  

 FORMCHECKBOX 
  Yes  See below      FORMCHECKBOX 
  No
Do the study documents contain information on how the subjects will authorize the deception through a prospective agreement to participate in the research in circumstances in which the subject is informed that he/she will be unaware of or misled regarding the nature or purposes of the research? 
 FORMCHECKBOX 
  Yes  See below      FORMCHECKBOX 
  No  The study team must include this information prior to 

                                                  granting the exemption or this category cannot be used.
 FORMCHECKBOX 
  Category 4
Secondary research uses of identifiable private information or identifiable bio specimens if at least one of the following criteria is met:

 FORMCHECKBOX 
  (1) The identifiable private information or identifiable bio specimens are publicly available.

 FORMCHECKBOX 
  (2) Information, which may include information about bio specimens, is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained directly or through identifiers linked to the subjects, the investigator does not contact the subjects, and the investigator will not re-identify subjects.

 FORMCHECKBOX 
  (3) The research involves only information collection and analysis involving the investigator’s use of identifiable information when that use is regulated under 45 CFR parts 160 and 164, subparts A and E, for the purposes of health care operations or research as those terms are defined at 45 CFR 164.512(b).

 FORMCHECKBOX 
  (4) The research is conducted by, or on behalf of, a Federal department or agency using government-generated or government-collected information obtained for non-research activities; if the research generates identifiable private information that is or will be maintained on the information technology that is subject to and in compliance with section 208(b) of the E-Government Act of 2002, 44 U.S.C. 3501note; if all of the identifiable private information collected, used, or generated as part of the activity will be maintained in systems of records subject to the Privacy Act of 1974, 5 U.S.C. 552a; and, if applicable, the information used in the research was collected subject to the Paperwork Reduction Act of 1995, 44 U.S.C. 3501 et seq.
Additional required questions and/or actions:

If (1) and/or (2) is checked above, review and complete submitted VA Central IRB Form 103.
If (3) is checked above, is all data collection and use of the data in the study covered under HIPAA?

 FORMCHECKBOX 
  Yes  Review and complete VA Central IRB Form 103

 FORMCHECKBOX 
  No  Does not qualify for an exemption under this category

If (4) is checked above, is the analysis of data on behalf of a federal agency or department – as opposed to an investigator-initiated analysis of federally supplied data, and was he data collected for non-research purposes?
  FORMCHECKBOX 
  Yes Review and complete VA Central IRB Form 103 
  FORMCHECKBOX 
  No  Does not qualify for an exemption under this category

 FORMCHECKBOX 
  Category 5
Research and demonstration projects that are conducted or supported by a Federal department or agency, or otherwise subject to the approval of department or agency heads (or the approval of the heads of bureaus or other subordinate agencies that have been delegated authority to conduct the research and demonstration projects), and that are designed to study, evaluate, improve or otherwise examine public benefit or service programs, possible changes in or alternatives to those programs or procedures, or possible changes in methods or levels of payment for benefits or services under those programs.

NOTE:  The determination of exempt status for these research and demonstration projects must be made by the Under Secretary for Health on behalf of the Secretary of the Department of Veterans Affairs, after consultation with the Office of Research and Development, the Office of Research Oversight, the Office of General Council, and other experts, as appropriate.

 FORMCHECKBOX 
  Category 6

The research involves a taste and food quality evaluation and consumer acceptance studies if one of the following is true.

    FORMCHECKBOX 
  Wholesome foods without additives will be consumed.

    FORMCHECKBOX 
  A food will be consumed that contains a food ingredient at or below the level to be safe   

         and for a use found to be safe

    FORMCHECKBOX 
  A food will be consumed that contains an agricultural chemical or environmental 

         contaminant at or below the level found to be safe by the FDA or approved by the EPA 

         or the Food Safety and Inspection Service of the U.S. Department of Agriculture.
Category 7   Note:  The VA Central IRB is not currently accepting studies for review under this Category as it is not yet reviewing and approving the use of broad consent forms.  Currently, this category cannot be used.
Storage or maintenance for secondary research for which broad consent is required.  Storage or maintenance of identifiable private information or identifiable bio specimens for potential secondary research.  Note:  Limited IRB review is required for this exemption. 

 FORMCHECKBOX 
  Category 8
Secondary research for which broad consent is required.  Research involving the use of identifiable private information or identifiable bio specimens for secondary research use. 
Check each box below if both criteria for use of this exemption category have been met.

 FORMCHECKBOX 
  Broad consent for the storage, maintenance, and secondary research use of the identifiable private information or identifiable bio specimens was obtained.  

 FORMCHECKBOX 
  The research plan for this project does not include returning any results to subjects.  This provision does not prevent an investigator from abiding by any legal requirements to return any individual research results.  

Additional required questions for this category:

Was a VA Central IRB Form 103 submitted along with a copy of the original broad informed consent form used to collect the data?

  FORMCHECKBOX 
  Yes Review and complete VA Central IRB Form 103 and additional questions below.
  FORMCHECKBOX 
  No  Documents must be obtained before review under this category
Were all data obtained solely for the purpose of research under a process of broad consent and was the broad consent documented for all data and specimens without waiver or alteration?

  FORMCHECKBOX 
  Yes

  FORMCHECKBOX 
  No  Does not qualify for exemption under this category

Is the planned research within the scope of the broad consent signed by the participant?

  FORMCHECKBOX 
  Yes

  FORMCHECKBOX 
  No  Does not qualify for exemption under this category




II.  General Questions/Limited IRB Review  (To be completed by Designated Reviewer)
	The designated reviewer must answer each question by checking one of the boxes and then follow the instructions below this section.


	YES
	NO
	N/A

	1. Were the background, objectives, description of the research and the role of participants and investigators clear so an informed decision could be made regarding whether the study qualified for an exemption?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	2. Does the investigator provide adequate justification to support determination of exemption based upon the exemption category cited?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	3. Do the risks to the participants in this project meet the regulatory definition of “minimal risk ?”
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	4. If pregnant women and/or children are involved in the research, does the investigator provided enough clarity to ensure that all criteria for the use of these populations under the applicable exemption category have been met?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. If applicable, has a VA Central IRB Form 103, Request for Waiver of HIPAA Authorization, been submitted and does it contain adequate justification to make a determination that the waiver approval criteria are met?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6. If applicable, have other required documents been submitted based on the category under which the exemption is being requested?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7. When appropriate, are there adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	If the answer to any of the above questions is “No” provide comments below to be sent to the study team:




IV.  Reviewer Recommendation  (The Designated Reviewer must check one of the below boxes.)
	 FORMCHECKBOX 

This project is NOT eligible for exemption.  

Please indicate reason for determination: 
      

 FORMCHECKBOX 

This project is eligible for exemption under the category(ies) indicated in Section III.
 FORMCHECKBOX 

This project’s exempt determination status is unclear.  A determination decision is being deferred pending response by study team to comments made above.
 FORMCHECKBOX 

I have a conflict of interest and am returning this form without making a determination.



	
	Signed
	
	Date
	


Determining Whether Human Research is Exempt/Limted IRB Review 
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