	Exemption Request Form
2018 Common Rule Categories




This form is used by investigators to document how their study might meet criteria for EXEMPT review.  Some categories of research that otherwise qualify for exemption may require a limited IRB review.  

Each of the exemptions may be applied to research involving pregnant women.  Only some of the categories can be applied to research involving children.  Research involving prisoners can only be exempt if the research involves a broader subject population that only incidentally includes prisoners.   If the research is FDA-regulated research, it is only eligible for exemption under Category 6 for wholesome foods.

I. Project and Principal Investigator General Information 
	Name and Credentials of PI:
 
[bookmark: Text367]                                  
	[bookmark: Text368]PI Email:      

[bookmark: Text369]PI Telephone:       

	Title of Project:  
[bookmark: Text366]     


	PI VA Facility Location: (City and State)  

[bookmark: Text370]     
	1. Is this intended to be a multi-site study?
|_| Yes  |_|  No (if No, please proceed to question 2)  
|_| Unknown

a. If Yes, will any research activities take place at any proposed site? 
|_| Yes  |_|  No  |_|  N/A

b. Do any human subjects research activities at any sites fall outside of the criteria for one or more of the exempt categories below (i.e. do any research activities fall under expedited/convened criteria)?
|_| Yes  |_|  No  |_|  N/A

If Yes, STOP.  This multi-site study cannot be approved under the exempt criteria and will require IRB review.

2. Do you intend to share this determination?
|_| Yes  |_|  No  |_|  N/A

3. Has any institution made a determination of exempt or not exempt?
|_| Yes  |_|  No   |_|  N/A

[bookmark: Text377]If Yes, provide, if possible, the determination and name of institution.      


	Point of Contact if Other Than PI:

Name and Credentials:
[bookmark: Text371]     

POC Email:
[bookmark: Text372]     

POC Phone:
[bookmark: Text373]     

POC VA Facility Location:
[bookmark: Text374]     

	

	If this research involves one or more of the following populations requiring additional considerations, check the applicable boxes:
|_|  Children          |_|  Pregnant Women          |_|  Neonates         |_|  Prisoners        |_|  Non-Veterans


	What is your target start date?
[bookmark: Text375]     
	What is your target end date?
[bookmark: Text376]     


[bookmark: _GoBack]
II.  Exemption Category– Select the category/categories under which your study qualifies for an exemption.   If this is a multi-site study and activities are varying between sites, please only describe activities occurring at this site.  Please be sure to read the qualifying criteria and check all options as applicable.

		[bookmark: Check15]|_|  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. 


	[bookmark: Check16]|_|  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).  

A copy of any surveys or interview questions must be included with this submission.

Please answer the following questions to determine if the study meets the criteria for this category:

1.  What methods will be used in this study?  Check all that apply below:

|_| Educational Tests                |_|  Surveys
|_| Interviews                            |_|  Observations of Public Behavior

If observations of public behavior is checked above, is the investigator participating in the behavior being observed?

 |_| Yes    |_|  No
 
2. 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? 

 |_|  Yes    |_|  No 

If yes 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?

  |_|  Yes   |_|  No 

      Note:  Exempt Category 2: The exemption involving survey or interview procedures or observations of public behavior does not apply to research involving children, except for research involving educational tests or the observation of public behavior when the investigator(s) do not participate in the activities being observed. 
       
      Children cannot be included in research involving surveys or interviews under Exempt Category 2.



.

	|_|  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.

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.

Please answer the following questions to determine if the study meets the criteria for this category:

1. Describe the nature of the benign behavioral intervention(s) used in this study and how the prospective agreement is obtained or reference where in the protocol the description can be found:
[bookmark: Text378]     

2. Does this research involve deceiving the subjects regarding the nature and/or purposes of the research?  

|_|  Yes     |_|  No  

If checked yes, this exemption is not applicable unless the subject authorizes the deception through a prospective agreement to participate in 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.  Ensure this requirement is adequately documented in the protocol.

3. 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? 

 |_|  Yes    |_|  No  

If yes 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?

|_|  Yes    |_|  No 













	|_|  Category 4

	
	Secondary research uses of identifiable private information or identifiable biospecimens if at least one of the following criteria is met:

|_|  The identifiable private information or identifiable biospecimens are publicly available.

|_|  Information, which may include information about biospecimens, 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.

|_|  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).

|_|  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.


	|_|  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 research and demonstration projects under this category 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 (ORD), the Office of Research Oversight (ORO), the Office of General Council (OGC), and other experts, as appropriate. 

Research or demonstration projects approved under Exempt Category 5 must be published on a publicly accessible Federal Web Site.  

If this study involves Exempt Category 5, refer the study to ORD.










	|_|  Category 6


	
	The research only involves taste and food quality evaluation and consumer acceptance studies if one of the following criteria is met:

   One or both boxes must be checked below:


	
	   |_|  Wholesome foods without additives will be consumed.  Studies involving alcohol, vitamins, or
         supplements cannot be exempt under this category.


	
	   |_|  A food will be consumed that contains a food ingredient at or below the level found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe by the Food and Drug Administration (FDA) or approved by the Environmental Protection Agency (EPA) or the Food Safety and Inspection Service of the US Department of Agriculture.

	
	
If your project involves FDA-regulated food products, Category 6 is the only category that can be used to request exemption.  


		  Category 7  

Not currently implementable at the VA.  Current policy only allows for the use of broad consent when identifiable data or biospecimens are collected solely for research purposes.  However, due to our current system of records, we are unable to collect solely for research purposes.




	
	


	|_|  Category 8

		Secondary research for which broad consent is required.  Research involving the use of identifiable private information or identifiable biospecimens for secondary research use. 

All three boxes below must be checked for the study to meet this category and a copy of the broad consent form(s) used in the non-VA study or studies and a request for a Waiver of HIPAA Authorization, must also be submitted.  

|_|  Broad consent for the storage, maintenance, and secondary research use of the identifiable private information or identifiable biospecimens was obtained from a non-VA study or studies.


	|_|  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.  

|_|  Repository or original Investigator has attested that the broad consent process met the requirements of 38 CFR 16.116(a)(1-4);(a)(6); d – Attach 2.7A Attestation of Broad Consent





	
	







	
III.  Summary of Exemption 

a. Summarize here the category(ies) selected above:
|_|Category 1
|_|Category 2(i/ii)
|_|Category 2(iii) – requires limited IRB review 
|_|Category 3i (A/B)
|_|Category 3i(C) – requires limited IRB review 
|_|Category 4 
|_|Category 5
|_|Category 6
|_|Category 8 – requires limited IRB review 
b. Do all study activities fall within the exempt category(ies) selected above?
|_|  Yes
|_|  No – this activity cannot be approved as exempt and will require IRB approval.








[bookmark: _Hlk31206233]IV.  PROTECTED HEALTH INFORMATION

1. Will you need access to protected health information in order to conduct the research (see appendix for definition)?

|_|  Yes   |_|  No  (if No, proceed to section V)

2.If Yes, indicate which of the following are being submitted:

|_|  HIPAA authorization form 

|_|  Request for HIPAA authorization waiver

















V.  Information for Prospective Subjects 


1.Does the research involve interacting with human subjects or obtaining information by educational tests, survey or interview procedures, or behavioral interventions (i.e. exempt categories 1, 2, 3, 5 or 6)?

|_|  Yes    |_|  No   


a. If yes, the protocol must include an adequate plan regarding how all the following information will be provided to prospective subjects, either orally or in writing:

(i) The activity is research
(ii) Participation is voluntary
(iii) Permission to participate can be withdrawn
(iv) Permission for use of data can be withdrawn for exempt research activities involving the collection and use of identifiable data; and
(v) Contact information for the VA Investigator
(vi) Audio or video tape
(vii) Category 3 Only: If study involves deception, includes statement subjects may be misled.
	





VI.   Review Issues – Indicate in the below table where in the protocol each of 
                                    these issues are addressed or mark the issue as N/A.
	
	Exemption Issue   Note:  Unless an issue is not applicable, be sure all portions of the questions are covered in the protocol
	
Reference the protocol page and section. 
	If not referenced in the protocol, cite document type, page and section where it is referenced.
	Check this box if the issue is not applicable

	How is identifiable data, if applicable, being collected, recorded? 

	     
	     
	|_|

	What are the sources of any existing data that will be obtained?

	     
	     
	|_|

	If applicable, how are data being collected, used, and stored, and what type of equipment will be used to store and analyze the data?

	     
	     
	|_|

	What are the protocol procedures or benign interventions?

	     
	     
	|_|

	If deception is utilized, how will prospective agreement be obtained?

	     
	     
	|_|

	What safeguards are in place to maintain the privacy and confidentiality of identifiable data?

	     
	     
	|_|

	If interacting with participants, particularly vulnerable populations, what safeguards are in place to avoid undue influence and coercion?

	     
	     
	|_|

	International (1):  
Does this project involve any sites outside of the United States (US), its territories, or Commonwealths) – NOTE: Research conducted at U.S. military bases, ships, or embassies is not considered outside the United States?
|_|  Yes    |_|  No    

	     
	     
	|_|

	International (2):  
 Are any data or specimens from this research being sent of the United States (US), its territories, or Commonwealths) – NOTE: Research conducted at U.S. military bases, ships, or embassies is not considered outside the United States?
|_|  Yes    |_|  No    


	     
	     
	|_|

	Exemption Issue   Note:  Unless an issue is not applicable, be sure all portions of the questions are covered in the protocol
	
Reference the protocol page and section. 
	If not referenced in the protocol, cite document type, page and section where it is referenced.
	Check this box if the issue is not applicable

	International (3)
Are any data or specimens in this study originating from outside the United States (US), its territories, or Commonwealths) – NOTE: Research conducted at U.S. military bases, ships, or embassies is not considered outside the United States?
|_|  Yes    |_|  No    

	     
	     
	|_|

	If any answer to International questions 1,2,or 3 are Yes – Is the VA the lead site or coordinating site?
|_|  Yes    |_|  No    

	     
	     
	

	What measures are included in the protocol to minimize risk?

	     
	     

	|_|









VII.   Document Checklist 
	
	Check all items that are being submitted with this Request for Exemption:

[bookmark: Check4]|_|  Protocol (Mandatory)                                           |_|  Info. Sheet/Script for Prospective Subjects                                                 
                                                                                        (Categories 1, 2, 3, 5 or 6 only)

[bookmark: Check7]                                                                                   |_|  Survey/Interview Instruments/Tools etc.


	|_|  Approved Broad Consent document
      (Category 8)

|_|  Attach Attestation of Broad Consent
      (Cat 8)

	
	|_|  HIPAA Authorization (VA Form 10-0493)
	

	[bookmark: Check6]|_|   Request for a waiver of HIPAA
       Authorization

	
	|_|  Other:  List       

	









VIII   Investigator Assurance and Certification
	
As the Principal Investigator for this project, I certify the following:  


	[bookmark: Check22]|_|
	The information provided on this Request for Exemption and all associated attachments are complete and accurate to the best of my knowledge.


	[bookmark: Check23]|_|
	If it is determined that the submitted project is exempt, I as the Principal Investigator maintain responsibility for the ethical conduct of the research and for safeguarding the rights and welfare of all human participants involved in accordance with the Belmont Principles.


	[bookmark: Check24]|_|
	I will submit all modifications that may affect the exempt status or exempt category of this study for further review.


	[bookmark: Check25]|_|
	I will ensure a VA-approved educational training program on Human Research Subjects Protections is completed by all project team members involved in the conduct of this research project.


	[bookmark: Check26]|_|
	The research will be conducted in such a manner as to comply with all VA policies and procedures, as well as all applicable federal, state, and local laws regarding the protection of human participants, to include data security requirements.


	[bookmark: Check28]|_|
	I will notify the appropriate committee upon completion of the project and will respond to any requests as to the status of the study as requested.


	


	[bookmark: Text381]     
	
	[bookmark: Text380]     


Signature of Principal Investigator                                                          Date  


	[bookmark: Text379]     
	
	


Printed Name of Principal Investigator



Appendix:  Definition

Protected Health Information (PHI) is individually identifiable health information transmitted or maintained in any form or medium by a covered entity (VHA Directive 1605.01 para 3vv).

Individually-identifiable health information (IIHI) is a subset of health information, including demographic information collected from an individual, that: (1) is created or received by a health care provider, health plan, or health care clearinghouse (e.g., a HIPAA-covered entity, such as VHA); (2) relates to the past, present, or future physical or mental condition of an individual, or provision of or payment for health care to an individual; and (3) identifies the individual or where a reasonable basis exists to believe the information can be used to identify the individual (VHA Directive 1605.01 para 3ee).
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