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	MIRB #:
	     
	Date:
	     

	Title of Study:
	     

	PI:
	     


All research involving human subjects, samples, or records (whether the person is alive or not) must be submitted for review by the IRB.  However, selected categories of research are exempt from ongoing oversight by the IRB.  An investigator wishing to have a research proposal considered for exemption from IRB oversight will submit a request in writing, using this form and the instructions below.  The exempt status must be approved by the IRB Chair or designee, or by the full IRB, and then must receive approval by the VAWNYHS R&D Committee.  If exempt status is approved, the R&D will still require annual progress reports.
Instructions:  You may apply for exempt status only if the project meets the criteria for one of the six attached categories of research.  (Note that for chart reviews of medical records to be exempt, no personally identifying information can be collected by the investigator.  If the data is coded, the investigator may not have any access to the code, or any method of linking identifiers to the data.)

	Does the project meet the definition of human subject research?         
	 FORMCHECKBOX 
  YES      FORMCHECKBOX 
  NO

	Is an exemption prohibited?

The research involves prisoners or is focused upon pregnant women as participants.   
For categories 1 through 5, the research is subject to FDA regulations.                                               
	 FORMCHECKBOX 
  YES      FORMCHECKBOX 
  NO
 FORMCHECKBOX 
  YES      FORMCHECKBOX 
  NO


Applicability

Selected types of research are exempt from Institutional Review Board because they are considered to pose no risk to participants.  Research activities in which the only involvement of human participants will be in one or more of the no risk categories listed below are exempt from review by the VAWNYHS IRB. The exempt status must be approved by the IRB Chair or designee. When research is determined to be exempt by the IRB, the R&D Committee will be notified and will be responsible for the review of annual status reports. The exempt categories may be found in Title 38 Code of Federal Regulations (CFR) 16.101 (b).


Categories of research activities eligible for exempt review:
Exempt review is requested because human participant involvement is restricted to:
(Please indicate the category you are requesting)

	 FORMCHECKBOX 

	1.  Research 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.

	 FORMCHECKBOX 

	2.  Research involving 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 participants can be identified, directly or through identifiers linked to the participants, 

b) Any disclosure of the human participants' 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. The Department of Veterans Affairs (VA) also includes loss of insurability in this category.

	 FORMCHECKBOX 

	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 item 2, if:

a) The human participants 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 will be maintained throughout the research and thereafter.

	 FORMCHECKBOX 

	4.  Research involving the collection or study of existing data, documents, records, pathological 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 through identifiers linked to the participants.  (Such materials must already exist at the time the research is proposed and not involve prospective collection of such material.)
     **Please see attached for VHA Handbook 1605.1 Appendix B “De-Identification of Data”**

	 FORMCHECKBOX 

	5.  Research and demonstration projects: 

The project has been determined to be exempt by the Under Secretary of Health On behalf of the Secretary of Veterans Affairs, after consultation with Office of General Counsel, and other experts, as appropriate.                                                                                                                                  FORMCHECKBOX 
  Yes 
 FORMCHECKBOX 
  No
AND

a) The project is a research or demonstration project 
 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No
b) The project is designed to study, evaluate, or otherwise examine one or more of the following:
Public benefit or service programs;                     

Procedures for obtaining benefits or services under those programs; 

Possible changes in or alternatives to those programs or procedures;                  

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

 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No
c) The project is conducted by or subject to the approval of Department or Agency heads
 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No
d) 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)  

 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No
e) The project is conducted pursuant to specific federal statutory authority

 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No
f) The project has authorization or concurrence by the funding agency

 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No
g) The project does NOT involve significant physical invasions or intrusions upon the privacy of participants
 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No
h) There is no statutory requirement than an IRB review the project

 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No
                                  

	 FORMCHECKBOX 

	6.   Taste and food quality evaluation and consumer acceptance studies: 38 CFR 16.101 (b)
a) If wholesome foods without chemical additives are consumed, or

b) If a food is consumed that contains a food ingredient at or below the level of safety and for a use found to be safe, or agricultural chemical or environmental contaminant at or below a level found to be safe, by the Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture.


	To be completed by IRB Chair or Designee:


	Reviewer Conflict of Interest
Indicated by marking YES or NO if there are any financial conflicts of interest or arrangements of concern (describe below) that apply to the reviewer:

     
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No


	Does the project meet the definition of Human Subject Research?
*see regulatory definition of human subject research attached*



	 FORMCHECKBOX 
  Yes (continue)     FORMCHECKBOX 
  No (STOP)

	Is an exemption prohibited?

The research involves prisoners or is focused upon pregnant women as participants.

For categories 1 through 5, the research is subject to FDA regulations.


	 FORMCHECKBOX 
  Yes  (exemption NOT allowed)  

 FORMCHECKBOX 
  No   (continue reviewing)
 FORMCHECKBOX 
  Yes  (exemption NOT allowed)  

 FORMCHECKBOX 
  No   (continue reviewing)


Exemption from IRB review can be granted under category:       


Waiver or Alteration of Informed Consent Request
The PI requested a waiver of the informed consent process and was granted the waiver under the following criteria:

	The research involves no more than minimal tangible or intangible risk to the subjects;
	 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No

	The waiver or alteration will not adversely affect the rights and welfare of the subjects;
	 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No

	The research could not practicably be carried out without the waiver or alteration; and
	 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No

	Whenever appropriate, the subjects must be provided with additional pertinent information after participation.
	 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No


Each of the above criteria are met:     FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
- OR -
For 38 CFR 16.116(c), both 1 and 2 must apply; AND one of the checkboxes under 1 below must be checked.

 FORMCHECKBOX 

1. The research or demonstration project is to be conducted by or subject to the approval of state or local government officials and is designed to study, evaluate, or otherwise examine:
Check all that apply:
 FORMCHECKBOX 
 Public benefit or service programs;

 FORMCHECKBOX 
 Procedures for obtaining benefits or services under those programs;

 FORMCHECKBOX 
 Possible changes in or alternatives to those programs or procedures; or 

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

 FORMCHECKBOX 
      2. The research could not practicably be carried out without the waiver or alteration.
The required criteria under 38 CFR 16.116(c) are met:    FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
_________________________________________         


___________________________

                            Signature of IRB Chair or Designee   


                                          Date
	To be completed by R&D Chair or Designee:


	1.  Is the proposed research design consistent with the VA healthcare research mission?  
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
 No
If no, explain:       

	2.  Have the appropriate Impact Statements been submitted for all services at the Medical Center that will be impacted (i.e., use of space, personnel, equipment and supplies for the project)?
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
 No
If no, explain:       

	3.  Is/are the team of investigators qualified to conduct the proposed work in terms of relevant training and experience?  
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
 No
If no, explain:       

	4.  Are there any potential or actual conflicts of interest?
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
 No
 If Yes, explain how these will be handled:       

	5.  Has the Information Security Officer and Privacy Officer signed off on the protocol?
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
 No


_________________________________________         


___________________________

                          Signature of R&D Chair or Designee   


                                         Date

Definitions taken from VHA Handbook 1200.05  (May 2, 2012)

Research: Research means a systematic investigation including research development, testing, and evaluation designed to develop or contribute to generalizable knowledge. Activities which meet this definition constitute research for purposes of this policy whether or not they are conducted or supported under a program which is considered research for other purposes. For example, some demonstration and service programs may include research activities (38 CFR 16.102(d)).
Human Subject: This definition of human subject includes investigators, technicians, and others assisting investigators, when they serve in a “subject” role by being observed, manipulated, or sampled. 

(1) Title 38 CFR Part 16 defines a human subject as a living individual about whom an investigator (whether professional or student) conducting research obtains either: 

(a) Data through intervention or interaction with the individual; interaction includes communication or interpersonal contract between the researchers and the subject; or 

(b) Identifiable private information (38 CFR 16.102 (f)). 

(2) For research covered by Food and Drug Administration (FDA) regulations, human subjects means an individual who is or becomes a participant in a clinical investigation, either as a recipient of the test article or as a control. (21 CFR 50.3(g), 21 CFR 66.102(c)). 

(3) For research covered by FDA device regulations, subject means a human who participates in an investigation, either as an individual on whom or on whose specimen an investigational device is used or as a control. A subject may be in normal health or may have a medical condition or disease (21 CFR 812.3(p)).
Private Information 
(1) Private information must be individually identifiable in order for the information to constitute research involving human subjects (38 CFR 16.102(f)). 

(2) Private information includes: 

(a) Information about behavior that occurs in a context in which an individual can reasonably expect that no observation or recording is taking place, and 

(b) Information which has been provided for specific purposes by an individual and which the individual can reasonably expect will not be made public (e.g., a medical record).


VHA Handbook 1605.1  (May 17, 2006)
Privacy and Release of Information

 Appendix B:  De-Identification of Data
1. Individually-identifiable Health Information. Health information that does not identify an individual and to which there is no reasonable basis to believe that the information can be used to identify an individual is not individually-identifiable health information. 
2. De-identification. VHA would consider health information not individually-identifiable health information only if the steps outlined in subparagraphs 2a or 2b are met: 

a. A person with appropriate knowledge of and experience with generally accepted statistical and scientific principles and methods for rendering information not individually-identifiable applying such principles and methods: 

(1) Determines that the risk that the information could be used, alone or in combination with other reasonably available information, by an anticipated recipient to identify an individual who is a subject of the information is very small; and 

(2) Documents the methods and results of the analysis that justify such determination. 

b. VHA does not have actual knowledge that the information could be used alone or in combination with other information to identify an individual who is a subject of the information. The following identifiers of the individual or of relatives, employers, or household members of the individual are removed: 

(1) Names. 

(2) 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: 

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

(b) 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. 
(3) 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. 
(4) Telephone numbers. 

(5) Fax numbers. 

(6) Electronic mail addresses. 

(7) Social Security Numbers. 

(8) Medical record numbers. 

(9) Health plan beneficiary numbers. 

(10) Account numbers. 

(11) Certificate and/or license numbers. 

(12) Vehicle identifiers and serial numbers, including license plate numbers. 

(13) Device identifiers and serial numbers. 

(14) Web Universal Resource Locators (URLs). 

(15) Internet Protocol (IP) address numbers. 

(16) Biometric identifiers, including finger and voice prints. 

(17) Full-face photographic images and any comparable images. 

(18) Any other unique identifying number, characteristic, or code, except as permitted by paragraph 3. NOTE: Scrambling of names and social security numbers is not considered de-identifying health information for the purposes of this Handbook.
3. Re-identification 
a. VHA may assign a code, or other means of record identification, in order to allow information de-identified under subparagraph 2b, or to be re-identified by VHA, provided that: 

(1) The code or other means of record identification is not derived from, or related to, information about the individual and that the code is not otherwise capable of being translated so as to identify the individual; 

(2) The code, or other means of re-identification, is not used or disclosed by VHA for any other purpose; and 

(3) VHA does not disclose the mechanism (e.g., algorithm or other tool) for re-identification. 

b. The code or other means of record identification is not considered one of the identifiers that must be excluded for de-identification. NOTE: When disclosing de-identified data to non-VA entities this code needs to be removed. 
IRB Received:
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