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DEPARTMENT OF VETERANS AFFAIRS

Syracuse VA Medical Center

800 Irving Avenue

Syracuse, New York 13210

Request for Amendment of an IRB-Exempt Research Project

Project Title:       
Principal Investigator:       
Co-Principal Investigators:       
Research Staff:       
Funding Source:       
Check all protocol amendment types that apply:
         FORMCHECKBOX 

Editorial / Administrative Changes
         FORMCHECKBOX 

Scientific Changes
         FORMCHECKBOX 

Data Collection / Storage (submit updated Data Security Checklist for Principal Investigators with required signatures)
Attach updated protocol materials with explanation to this form. 
Investigator must select which category of Exempt Research is applicable:
Exempted 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:

· research on regular and special education instructional strategies, or

· 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:

· information obtained is recorded in such a manner that human participants can be identified, directly or through identifiers linked to the participants, 

· 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, or loss of insurability. 

 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:

· the human participants are elected or appointed public officials or candidates for public office, or

· 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.)

 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 Research of Development, the Office of Research Oversight, the Office Of General Counsel, and other experts, as appropriate. 

The IRB Chair cannot make this exemption determination.

         
• The project is a research or demonstration project   
_____Yes _____No
• The project is designed to study, evaluate, or otherwise examine one or more of the following:

--Public benefit or service programs;     _____Yes _____No
-- Procedures for obtaining benefits or services under those programs;  _____Yes _____No

-- Possible changes in or alternatives to those programs or procedures;  _____Yes _____No

--Possible changes in methods or levels of payment for benefits or services under those programs_____Yes _____No
--The project is conducted by or subject to the approval of Department or Agency heads           
_____Yes _____No

--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)  _____Yes _____No
--The project is conducted pursuant to specific federal statutory authority _____Yes _____No
--The project has authorization or concurrence by the funding agency.
_____Yes _____No

--The project does not involve significant physical invasions or intrusions upon the privacy of     participants’           
_____Yes _____No
--There is no statutory requirement than an IRB review the project. _____Yes _____No

 FORMCHECKBOX 

(6) Taste and food quality evaluation and consumer acceptance studies: 38 CFR 16.101 (b)

· if wholesome foods without chemical additives are consumed, or

· 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.

The services provided by staff members are within their normal duties and do not exceed standard of care procedures.



 Yes

 No

Investigator’s Assurance:

I understand that all research conducted at the Syracuse/Canandaigua/Bath Veterans Affairs Medical Center must be reviewed by the Syracuse Research and Development Committee annually.  I certify that the information provided in this form, and in any attachments, is complete and accurate.

_____________________________________



___________________

Principal Investigator






Date

 _______________________________________________________________________________

FOR IRB CHAIR/Designee:

I have reviewed this request and confirm that this research project continues to meet the criteria for exemption #  FORMCHECKBOX 
from Institutional Review Board review.

________________________________________________________

_____________________


Signature:  Chair, Institutional Review Board or Designee
 

Date



FOR R&D CHAIR/Designee:

I have reviewed this request and confirm that this research project continues to meet the criteria for exemption #  FORMCHECKBOX 
from Institutional Review Board review and it is now approved.

Signature: Chair, R&D Committee or Designee



Date
Exempt Amendment Form-November 2011
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