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This form is used by investigators to request an exemption from the requirements of VHA Handbook 1200.05 and further Stratton VAMC IRB review.  Note:  If the research involves vulnerable populations to include prisoners, children, the mentally disabled, those with impaired decision-making capacity, or the economically disadvantaged, it will not be considered for exemption by the Stratton VAMC IRB.  If the research is FDA-regulated research, it is only eligible for exemption under Category 6.

I.   Project and Principal Investigator/Study Chair General Information 
	
	[bookmark: Text15]Title of Project:       

	

	[bookmark: Text1]Principal Investigator/Study Chair:      

	Where will you be conducting this research (Address, Office location)?      


EXEMPTON NUMBER CLAIMED  (Check Category Claimed in Section V):

     1 |_|        2  |_|      3 |_|        4 |_|       5 |_|     6  |_|







II.   Checklist
	
	The following mandatory materials are included as part of this Request for Exemption in separate attachments:


	|_|  Copy of Protocol
	
	|_| Request to Review Research Proposal I 
	

	|_|  Abstract

|_|  Training Materials & CVs

  |_| Conflict of Interest Form for all staff

  |_| Verification of Research Credentialing
	
	|_| Request to Review Research Proposal II

|_| Consent & HIPAA Waiver Memo

|_| Data Security Checklist

|_|  Completion Certificate for R&D training 


	

	If applicable, check items you are including if used as part of the research project:

	

	[bookmark: Check5]|_|  Survey Instruments	
	
	[bookmark: Check9]|_|  Cover Letters / Administrative Letters
	

	[bookmark: Check6]|_|  Recruitment Advertisements
	
	|_|  Scopes of Practice (if staff involved)

|_|  If new investigator – VA Form 10-5368
	

	[bookmark: Check7]|_|  Questionnaires
	
	[bookmark: Text38]Other:       
	

	[bookmark: Check8]|_|  Interview Questions
	
	
	






III.   Project Objectives 
	
Briefly describe your project objectives and the research questions to be answered.

[bookmark: Text19]     





IV.   Project Population and Confidentiality of Data   
	Please respond to all of the below.  Indicate N/A if not applicable.

1. Describe the population to be included in this project.
[bookmark: Text24]           





2. Describe recruitment procedures, if applicable, include inclusion and exclusion criteria and attach any surveys, questionnaires, recruitment materials, or cover letters.  If participants are students or employees, describe how you avoid undue influence.
             |_|  N/A 
[bookmark: Text25]                  




3. Describe the research risks to the participants and steps taken to minimize risks. 
[bookmark: Text26]                  



4. How will the privacy and confidentiality of the participants and their data be maintained and protected?  Include how the data will be collected, analyzed, coded, stored, and transmitted to others.
[bookmark: Text27]           





5. [bookmark: Check11][bookmark: Check12][bookmark: Check33]Will a link be maintained to identify participants?    |_|  Yes      |_|  No    |_|  N/A
             If yes, please identify the link, justify its use, and detail who will keep and have access to the   
             link.

[bookmark: Text20]                  

6. [bookmark: Check13][bookmark: Check14][bookmark: Check34]Will participants receive any payment for participating in the study?   |_|  Yes  |_|  No   |_|  N/A
             If yes, please describe type and amount of payment.
               
[bookmark: Text21]                  

            




V.  Exemption Category Justification – (Check and complete the category section(s) under which you are requesting an exemption.

		[bookmark: Check15]|_|  Category 1 


	
	· Research is conducted in established or commonly accepted educational settings, involving normal educational practices, such as:
a. Research on regular and special education instructional strategies, or
b. Research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.


	[bookmark: Check16]|_|  Category 2

	
	· Research involves the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior unless:
a. Information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and
b. Any disclosure of the subjects’ responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, or reputation.
.

	|_|  Category 3

	
	· Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement) survey procedures, interview procedures, or observation of public behavior that is not exempt under Category 2, if:
a. The subjects are elected or appointed public officials or candidates for public office, or
b. Federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information must be maintained throughout the course of research and thereafter.


	|_|  Category 4

	
	· Research involving the collection or study of existing data, documents, records, pathologic specimens, or diagnostic specimens, if these sources are publicly available, or if the information is recorded by the investigator in such a manner that participants cannot be  identified directly or indirectly through identifiers linked to the subjects.


	|_|  Category 5

	
	· Research and demonstration project is conducted by, or subject to, the approval of department or agency heads, and that are designed to:
a. study, evaluate, or otherwise examine public benefit or service programs, 
b. procedures for obtaining benefits or services under such programs, 
c. possible changes in or alternatives to such programs, 
d. and possible changes in methods or levels of payments for benefits or services under such 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.


	|_|  Category 6
      
Please Note:  If your project involves FDA-regulated products, Category 6 is the only    
category of  exemption that can be submitted for a determination of exemption by the Stratton VAMC IRB. 

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

	
	   |_|  Wholesome foods without additives will be consumed.

	
	   |_|  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


	
	   |_|  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.


	
	1. Describe the setting where the research will take place.
[bookmark: Text35]           


	
	2. Does the consumption of the food have any potential risks such as indigestion or vitamin deficiencies?     |_|  Yes    |_|  No


	
	3. Does this research involve the consumption of alcohol, vitamins, or other types of dietary supplements?     |_|  Yes    |_|  No










VI   Investigator Assurance and Certification
	
As the Principal Investigator/Study Chair for this project, I certify the following:  


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


	[bookmark: Check23]|_|
	If the Stratton VAMC IRB determines that the submitted project is exempt, I as the Principal Investigator/Study Chair maintain responsibility for the ethical conduct of the research and for safeguarding the rights and welfare of all involved human participants.


	|_|
	This research does not focus on pregnant women or involve prisoners.


	[bookmark: Check24]|_|
	I will not modify the project without contacting the Stratton VAMC IRB to ensure the project remains exempt.


	[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 human subjects 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 Stratton VAMC IRB upon completion of the project.


	



	
	
	


Signature of Principal Investigator /Study Chair                                                         Date  


	
	
	


Printed Name of Principal Investigator/Study Chair





Page 1 of 5

