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Veterans      Administration
	Certification of Exemption 

	The VA NYHHS Subcommittee for Human Studies or Institutional Review Board (IRB) Standard Operating Procedures allows certain types of research to be exempt from the federal regulations as defined by the Department of Health and Human Services (DHHS and the Food and Drug Administration (FDA).  To qualify, the research must fulfill requirements as described in this form.  This form must be submitted with the Request to Review Research Proposal, an abstract, a complete narrative of the protocol, applicable budget and/or grant materials and Staff Credentialing forms as appropriate.  The IRB committee as a whole or a designated IRB reviewer will make a recommendation regarding exemption from IRB oversight to the R&D committee. Exempt research still requires review and approval by the VA R&D committee prior to initiation of research activities
.

HOW TO USE THIS FORM: This form is a Word document.  If downloading from the web, save the document first before filling it out. Use the “TAB” key to move to the next item.  Double click on checkboxes and click on “Checked” then OK.



	NAME OF PRINCIPAL INVESTIGATOR AND DEGREES HELD: 

Last Name, First Name
	TELEPHONE NO.  AND EXTENSION:

     


	Study Coordinator/Contact Person:  
(Check box if you prefer that all Correspondence be sent to this person)  FORMCHECKBOX 
  
     
	E-MAIL ADDRESS:(To be used for official correspondence)
     


	MIRB ID:       
	DATE:         
	ALTERNATE TELEPHONE/PAGER NO.:

     

	STUDY TITLE:        



A. Please indicate the category(ies) under which this research project qualifies for exemption based on the criteria below. 
Note that research involving prisoners as participants cannot be exempt from IRB review.  

Check Category:
  FORMCHECKBOX 
  1

 FORMCHECKBOX 
  2

 FORMCHECKBOX 
  3

 FORMCHECKBOX 
4

 FORMCHECKBOX 
5

 FORMCHECKBOX 
6

______________________________________________________________________________________

1. Category 1
1.1. The research is conducted in established or commonly accepted educational settings.

1.2. The research involves normal educational practices, such as:

1.2.1. Research on regular and special education instructional strategies.

1.2.2. Research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.

1.3. The research is not FDA-regulated.

2. Category 2 

2.1. The research involved the use of one or more of the following:

2.1.1. Educational tests (cognitive, diagnostic, aptitude, achievement).

2.1.2. Survey procedures.

2.1.3. Interview procedures.

2.1.4. Observation of public behavior.

2.2. If any disclosure of the participant’s responses outside the research could reasonably place the participants at risk of criminal or civil liability or be damaging to the participants financial standing, employability, or reputation.

2.2.1. Information obtained is not recorded in such a manner that participants can be identified, directly or indirectly through identifiers linked to the participants.

2.3. If the research is VA-regulated.

2.3.1. If any disclosure of the participants’ responses outside the research could reasonably place the participants at risk of loss of insurability.

2.3.1.1. Information obtained is not recorded in such a manner that human participants can be identified directly or through identifiers linked to the participants.

2.4. If the research involves children as participants:

2.4.1. The procedures do not involve any of the following:

2.4.1.1. Survey procedures.

2.4.1.2. Interview procedures.

2.4.1.3. Observation of public behavior where the investigators participate in the activities being observed.

2.5. The research is not FDA-regulated.

3. Category 3

3.1. The research is not exempt under Category 2.

3.2. Research involve the use of one or more of the following:

3.2.1. Educational tests (cognitive, diagnostic, aptitude, achievement).

3.2.2. Survey procedures.

3.2.3. Interview procedures.

3.2.4. Observation of public behavior.

3.3. Either of the following is true:

3.3.1. The participants are elected or appointed public officials or candidates for public office.

3.3.2. Federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.

3.4. The research is not FDA-regulated.

4. Category 4
4.1. The research involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens.

4.2. Either of the following is true:

4.2.1. The sources are publicly available.

4.2.2. The investigator records information in such a manner that participants cannot be identified, directly or indirectly through identifiers linked to the participants.

4.3. The research is not FDA-regulated.

5. Category 5

5.1. The project is a research or demonstration project.

5.2. The research is conducted by or Participant to the approval of federal Department or Agency heads.

5.3. The research is designed to study, evaluate, or otherwise examine one or more of the following:

5.3.1. Public benefit or service programs.

5.3.2. Procedures for obtaining benefits or services under those programs.

5.3.3. Possible changes in or alternative to those programs or procedures.

5.3.4. Possible changes in methods or levels of payment for benefits or services under those programs.

5.4. The program under study delivers a public benefit (e.g. financial or medical benefits as provided under the Social Security Act) or service (e.g., social, supportive, or nutrition services as provided under the Older Americans Act).

5.5. The research is conducted pursuant to specific federal statutory authority.

5.6. There is no statutory requirement that an IRB review the research.

5.7. The research does not involve significant physical invasions or intrusions upon the privacy of participants.

5.8. The research is not FDA-regulated.

6. Category 6

6.1. The research involves taste and food quality evaluation or is a consumer acceptance study.

6.2. Either of the following is true:

6.2.1. Wholesome foods without additives are consumed.

6.2.2. If a food is consumed that contains a food ingredient or an agricultural chemical or environmental contaminant, the food ingredient or agricultural chemical or environmental contaminant is at or below the level and for a use found to be safe by one of the following:

6.2.2.1. The Food and Drug Administration.

6.2.2.2. The Environmental Protection Agency.

6.2.2.3. The Food Safety and Inspection Service of the U.S. Department of Agriculture.

______________________________________________________________________________________________
B. Please explain in detail the following information:

If documented in the protocol, please note the section /page where the information is located for reference. 

1. Purpose of the research: 

 
     
2. Participant(s)’ role (if applicable) in the research: 
 
     
3. The nature of the data to be obtained. Indicate source of pre-existing data and the investigator’s access to it. Submit a copy of the data collection tool if any:

 
     
4. Describe risks of the study:

     
5. Describe potential benefits to the participants:

     
6. How confidentiality of research data and Participant information will be maintained throughout the research and thereafter. Include here procedures for data collection, de-identification and storage used.
     
7. Describe provisions for privacy of participants if applicable:
 
     
8. Check which of the following identifiers will be associated with research data.  (Note, this includes information about the subject, subject’s relatives, employers or household members used in the research. If identifiable information are to be used without written authorization by the individual, a request for Waiver of HIPAA Authorization must be submitted with this application.)

 FORMCHECKBOX 
 Names (includes initials only)

 FORMCHECKBOX 
 All geographic subdivisions smaller than a state 

 FORMCHECKBOX 
 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 when such ages and elements may be aggregated into a single category of age 90 or older.

 FORMCHECKBOX 
 Telephone numbers

 FORMCHECKBOX 
 Facsimile numbers

 FORMCHECKBOX 
 Electronic mail address

 FORMCHECKBOX 
 Social security numbers (includes scrambled last four digits only)

 FORMCHECKBOX 
 Medical record numbers (or employees numbers)

 FORMCHECKBOX 
 Health plan beneficiary numbers

 FORMCHECKBOX 
 Account numbers

 FORMCHECKBOX 
 Certificate/license numbers

 FORMCHECKBOX 
 Vehicle identifiers and serial numbers, including license plate numbers

 FORMCHECKBOX 
 Device identifiers and serial numbers
 FORMCHECKBOX 
 Web universal resource locators (URLs)

 FORMCHECKBOX 
 Internet protocol (IP) address numbers
 FORMCHECKBOX 
 Biometric identifiers, including fingerprints and voiceprints

 FORMCHECKBOX 
 Full-face photographic images and any comparable images

 FORMCHECKBOX 
 Any other unique identifying number, characteristic or code, unless otherwise permitted by the privacy rule for re-identification. 

If data collected is coded:

 FORMCHECKBOX 
  All coded information does not contain social security numbers, whether real or scrambled.

 FORMCHECKBOX 
  All coded information is not stored with the key to the code.

 FORMCHECKBOX 
  Once data is de-identified, I will have no access to the key to the code.

 FORMCHECKBOX 
  Key will be destroyed on this date: ​​​​​​​​​​​​___________________________.

9. List those individuals (co-investigators, fellows, research nurses, research coordinator), outside group (sponsor), agency (FDA), institution (NYU), organization who will require access to VA records and attach a completed Research Staff Credentialing Form. Note VA researchers may be provided VHA  IIHI as needed in the performance of his/her official VA duties under 5 USC 552a(b)(1).

	#
	Name of Individual
	Indicate if 

Non-VA employee
	Provide date of approval from CRADO


	
	     
	     
	     

	
	     
	     
	     


10. If sensitive research data is transmitted outside of VA, describe procedures for transmission.
 

     
11. Check all provisions employed for controlling access to sensitive data as applicable:

 FORMCHECKBOX 
  All VA sensitive information resides on VA-approved devices unless specifically designated and approved in advance.

 FORMCHECKBOX 
  Laptop computers that have VAPI are protected by VA-approved encryption software.

 FORMCHECKBOX 
  Portable electronic media devices used containing VAPI are always secured under lock and key when not in the immediate vicinity of the responsible individual.

 FORMCHECKBOX 
  Portable storage devices used are protected by FIPS 140-2 certified encryption software.

 FORMCHECKBOX 
  All electronic data resides on VA-owned computers that are password protected and on VA-owned servers on the VA network behind the firewall or I have received permission for alternative storage.

 FORMCHECKBOX 
  Backup of data resides on a VA server.

 FORMCHECKBOX 
  All sensitive hard copy of data are secured in a locked cabinet in a locked office on the VA property.

12. Records Retention by Local Facility
: 
Location of storage:      
List here any entities (e.g. Sponsor name and address) that need to be notified if there are any changes to the location of file storage.      
If Sponsor (or other authority) requirements for records retention differ from the Vas Record Control Schedule 10-1, provide details here:      
13. Information about Human Participants if applicable: (Check all statements below that applies to this research.)  

 FORMCHECKBOX 
    Participants under 18 years of age are not involved.
 FORMCHECKBOX 
    Participants confined in a correctional or detention facility will not be used in this research.
 FORMCHECKBOX 
    Pregnancy is not a prerequisite for serving as a participant.
 FORMCHECKBOX 
    Fetuses in utero will be not be used in this research.
 FORMCHECKBOX 
    All Participants are presumed to be legally competent.
 FORMCHECKBOX 
    Data from Participants (responses, information, specimens) are not directly or indirectly identifiable.

 FORMCHECKBOX 
    Material used in the research is obtained at autopsy.
 FORMCHECKBOX 
    Data is not damaging to Participants’ financial standing, employability, insurability or reputation.
Investigator Assurances
1. I certify that the information provided, regarding the proposed research project is complete and accurate.

2. The research project will be conducted in accordance with institutional policies and state and federal regulations.

3. I understand that I have overall responsibility for data safeguarding including responsibility for training and oversight of all members of the research team. Non-VA personnel will not be granted unauthorized access to VA data.

4. I am aware that I must report any security incidents involving personally identifiable information in electronic or physical form to the Information Security Officer as well as the Privacy Officer within one (1) hour of learning of the security breach. 

5. If any individually-identifiable health information is disclosed outside of the VA, I certify that appropriate authorization has been obtained prior to removing data from the premises.
6. Any proposed modification(s) to this research project, which may no longer qualify the research project to be exempt from applicable federal regulations and IRB oversight will be immediately reported to the VA NYHHS Research Office and the appropriate IRB and R&D Committee approvals will be sought prior to implementation. 

PRINCIPAL INVESTIGATOR





Date

RESPONSIBLE VA CLINICIAN (if PI is not a VA Clinician)


Date

Documentation of Review of Protocol MIRB ID # _______________________
For IRB Use only: 








 FORMCHECKBOX 
  The research proposed is not “human participants research” as defined in VA NYHHS HRPP SOP. 

 FORMCHECKBOX 
  This research project qualifies for an exemption from IRB oversight and review based on the categories of exempt research as stipulated in 38 CFR 16.101 (b). In accordance with VHA regulations, research can not be initiated without prior approval by the Research and Development committee (R&D). A continuing review of the research by the R&D must occur on an annual basis. The investigator is responsible for timely submission of a progress report.
 FORMCHECKBOX 
  Concur with PI’s determination of exempt category. (_________________)



 FORMCHECKBOX 
  For Exemption category 4, data to be used are currently existing and I have verified the following: 



 FORMCHECKBOX 
  The data sources are publicly available.



 FORMCHECKBOX 
  The investigator records information in such a manner that participants cannot be identified, directly or 

indirectly through identifiers linked to the participants.

 FORMCHECKBOX 
  This protocol does not qualify for IRB Exemption. Recommendations to PI were made in writing. 

_____________________________________________________

_____________________________


 

IRB CHAIR or  DESIGNEE SIGNATURE


Date of IRB-Exempt Determination




Over Printed Name

For ISO use only:   

 FORMCHECKBOX 
   The protocol is in compliance with the provisions of VA Handbook 6500.

 FORMCHECKBOX 
   Data Transfer Agreement is in place or is not required.

 FORMCHECKBOX 
   Access to data is authorized in accordance with the research protocol.

 FORMCHECKBOX 
   I have reviewed this protocol and approved the procedures for securing VA sensitive information.

 FORMCHECKBOX 
 The protocol is not in compliance with VA data security requirements and recommendations to PI were made in writing. 
_____________________________________________________

________________________


INFORMATION SECURITY OFFICER SIGNATURE




Date 

                   Over Printed Name

For Privacy Officer Use only:

 FORMCHECKBOX 
  The protocol is in compliance with all privacy and security requirements.
 FORMCHECKBOX 
  There is a written HIPAA Authorization to be used for the use of IIHI or an appropriate IRB Waiver of HIPAA Authorization has been granted.

 FORMCHECKBOX 
  The protocol is in compliance with all privacy and security requirements and recommendations to PI were made in writing.
_____________________________________________________

________________________


PRIVACY OFFICER SIGNATURE






Date 

                 Over Printed Name

This page need not be submitted with the application:
� If you have questions regarding whether or not your research may qualify for IRB Exemption, please call the IRB Manager at 212-686-7500 ext 4455 prior to submission of this form. All VA-approved research must be reviewed by the Research and Development Committee at least once a year until study closure.


� Approval of the Chief Research and Development Officer is required for access to VA records by non-VA employees.


� Note all non-routine transfer of data to other VHA organizations for research purposes require an internal data use agreement with a time limited agreement for return or destruction of the data. Research participants must be informed of all disclosures unless a waiver of HIPAA Authorization is obtained from the IRB.


� Indicate the maximum period required by all applicable regulatory agencies, outside sponsors and other authorized entities. VA requirements for Records Retention are described in the VA Records Control Schedule 10-1. Note that all research records are retained in the facility even if the Principal Investigator leaves the institution.












Page 1


VA NYHHS IRB Form # 002                 

Version  4  Revised: 8/7/2010




Page 2


VA NYHHS IRB Form # 002                 

Version 3  4/7/2009

