Portland VA Medical Center 

Institutional Review Board

Certification of Exemption 

This form must be submitted with the Proposed Project Questionnaire (PPQ), abstract, and protocol. The Institutional Review Board Chair or a qualified designee will review and make a recommendation regarding exemption from IRB oversight. The Information Security Officer and Privacy Officer will also review the submission. If you have questions, please contact the research office at x55125.  

If the project involves any human subject participation or procedures not listed below or is FDA-regulated (except for category 6), this project does not qualify for exemption.  When deciding if a protocol is FDA-regulated, a determination must be made whether or not research results will be submitted to or held for inspection by the FDA. If so, then the research must be considered FDA-regulated. See the “Definitions” section of the PVAMC IRB SOP (at http://www.portland.va.gov/Research/Committees/irb/index.asp#policies) for the FDA’s definition of research.
Unless a waiver is obtained from VA Central Office, research involving children, or focused primarily on pregnant women, human in vitro fertilization or fetuses, is not allowed by the PVAMC and will not be considered for IRB exemption or approval. 

	Principal Investigator (PI):      
	Extension

     
	Mail Code

     
	E-mail

     

	Study Coordinator/Contact Person:  (All Correspondence will be sent to this person)
     
	Extension

     
	Mail Code

     
	E-mail

     

	Project Title:       


Protocol Details

Please explain in detail the following information.  If necessary, please attach your answers on an additional sheet(s) of paper. 

1. Purpose of the research:       
2. Subject(s)’ role (if applicable) in the research:       
3. The nature of the data to be obtained:       
4. How the privacy and confidentiality of research data and subject information will be maintained:       
	Determining Whether Human Research is Exempt from the Regulations

	KEY:
	Solid box: All items in the box must be true. Dotted box: One item in the box must be true.

	Section I

The only involvement of human participants will be in one or more of the following categories: (Check all of the following that are true.)
 FORMCHECKBOX 
Category 1 (All of the following are true):

 FORMCHECKBOX 
Research conducted in established or commonly accepted educational settings;                                                                                                                                                                                                                               

 FORMCHECKBOX 
The research involves normal educational practices, such as (i) research on regular and special education instructional strategies, or (ii) research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods;            

 FORMCHECKBOX 
The research is NOT subject to FDA regulation;1 

 FORMCHECKBOX 
The research does NOT involve prisoners as participants;

 FORMCHECKBOX 
The research meets the organization’s ethical standards governing the conduct of research (see below).
 FORMCHECKBOX 
Category 2 (All of the following are true):

 FORMCHECKBOX 
The research involves the use of one or more of the following:

 FORMCHECKBOX 
Educational tests (cognitive, diagnostic, aptitude, achievement)

 FORMCHECKBOX 
Survey procedures

 FORMCHECKBOX 
Interview procedures

 FORMCHECKBOX 
Observation of public behavior

 FORMCHECKBOX 
The research does NOT involve children as participants. 

 FORMCHECKBOX 
Information obtained is recorded in such a manner that either:

 FORMCHECKBOX 
Participants CANNOT be identified, directly or through identifiers linked to the participants.

 FORMCHECKBOX 
Both of the following are true:

 FORMCHECKBOX 
Participants CAN be identified, directly or through identifiers linked to the participants.

 FORMCHECKBOX 
Any disclosure of the participants’ responses outside the research could NOT reasonably place them at risk of criminal or civil liability or be damaging to their financial standing, employability, reputation or loss of insurability.

 FORMCHECKBOX 
The research is NOT subject to FDA regulation.1 
 FORMCHECKBOX 
The research does NOT involve prisoners as participants.

 FORMCHECKBOX 
The research meets the organization’s ethical standards governing the conduct of research (see below)
 FORMCHECKBOX 
Category 3 (All of the following are true):

 FORMCHECKBOX 
The research is NOT exempt under Category 2 above.

 FORMCHECKBOX 
The research involves the use of one or more of the following:

 FORMCHECKBOX 
Educational tests (cognitive, diagnostic, aptitude, achievement)

 FORMCHECKBOX 
Survey procedures

 FORMCHECKBOX 
Interview procedures

 FORMCHECKBOX 
Observation of public behavior

 FORMCHECKBOX 
Either of the following is true:

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

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

 FORMCHECKBOX 
The research is NOT subject to FDA regulation.1 
 FORMCHECKBOX 
The research does NOT involve prisoners as participants.

 FORMCHECKBOX 
The research meets the organization’s ethical standards governing the conduct of research (see below).
 FORMCHECKBOX 
Category 4 (All of the following are true):

 FORMCHECKBOX 
The research involves the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens (the reviewed materials currently exist and are NOT prospectively collected).

 FORMCHECKBOX 
At least one of the following is true:

 FORMCHECKBOX 
These sources are publicly available.

 FORMCHECKBOX 
Information* is recorded by the investigator in such a manner that both of the following are true:

 FORMCHECKBOX 
Participants cannot be directly identified.

 FORMCHECKBOX 
Participants cannot be identified through identifiers linked to them.

*The investigator should describe what information will be recorded and how it will be recorded..
 FORMCHECKBOX 
The research is NOT subject to FDA regulation. 1  

 FORMCHECKBOX 
The research does NOT involve prisoners as participants.

 FORMCHECKBOX 
The research meets the organization’s ethical standards governing the conduct of research (see below).
 FORMCHECKBOX 
Category 5 2 (All of the following are true):

 FORMCHECKBOX 
The project is a research or demonstration project.

 FORMCHECKBOX 
The project is conducted by or subject to the approval of Department or Agency heads.

 FORMCHECKBOX 
The project is designed to study, evaluate, or otherwise examine: (i) Public benefit or service programs; (ii) procedures for obtaining benefits or services under those programs; (iii) possible changes in or alternatives to those programs or procedures; or (iv) possible changes in methods or levels of payment for benefits or services under those programs.

 FORMCHECKBOX 
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 
The project is conducted pursuant to specific federal statutory authority.

 FORMCHECKBOX 
There is no statutory requirement that an IRB review the project.

 FORMCHECKBOX 
The project does not involve significant physical invasions or intrusions upon the privacy of participants.

 FORMCHECKBOX 
The research is NOT subject to FDA regulation. 1  

 FORMCHECKBOX 
The research does NOT involve prisoners as participants

 FORMCHECKBOX 
The research meets the organization’s ethical standards governing the conduct of research (see below)
 FORMCHECKBOX 
 Category 6 (All of the following are true):

 FORMCHECKBOX 
The research involves a taste and food quality evaluation and consumer acceptance studies.

 FORMCHECKBOX 
One of the following is true:

 FORMCHECKBOX 
Wholesome foods without additives will be consumed.

 FORMCHECKBOX 
A food will be consumed that contains a food ingredient and both of the following are true:

 FORMCHECKBOX 
The food ingredient is at or below the level to be safe.

 FORMCHECKBOX 
The food ingredient is for a use found to be safe.

 FORMCHECKBOX 
A food will be consumed that contains an agricultural chemical or environmental contaminant and one of the following is true:

 FORMCHECKBOX 
The agricultural chemical or environmental contaminant is at or below the level found to be safe by the Food and Drug Administration.

 FORMCHECKBOX 
The agricultural chemical or environmental contaminant is at or below the level approved by the Environmental Protection Agency.

 FORMCHECKBOX 
The agricultural chemical or environmental contaminant is at or below the level approved by the Food Safety and Inspection Service of the U.S. Department of Agriculture.

 FORMCHECKBOX 
The research meets the organization’s ethical standards governing the conduct of research (see below)


	The research meets the organization’s ethical standards for exempt research: (All must be true.)3
 FORMCHECKBOX 
The research presents no more than minimal risk to participants.

 FORMCHECKBOX 
The research does NOT involve pregnant women, fetuses, children or prisoners.

 FORMCHECKBOX 
The research does NOT involve vulnerable populations (frail, elderly, demented or mentally challenged persons, blind populations, medically incapacitated, terminally ill, etc.).

 FORMCHECKBOX 
Selection of participants is equitable.

 FORMCHECKBOX 
Either of the following are true:

 FORMCHECKBOX 
The research involves no interventions or interactions on participants.

 FORMCHECKBOX 
All of the following are true:

 FORMCHECKBOX 
There are adequate provisions for informed consent of participants.

 FORMCHECKBOX 
Provisions for protecting the privacy interests of participants are adequate.

 FORMCHECKBOX 
Either of the following are true:

 FORMCHECKBOX 
No private identifying data are collected.

 FORMCHECKBOX 
Provisions for maintaining the confidentiality of data are adequate.



	Section II

Study Personnel:  List all individuals meeting the following criteria:

a. All who will work onsite at the PVAMC, need access to CPRS patient records, will directly interact with PVAMC participations, and/or will see identifiable data for PVAMC participants must:

· have a VA-paid or Without Compensation appointment at PVAMC;

· complete all personnel forms required for an appointment through Research Service (see “Research Appointment Requirements”); and 

b. Exception: If this is a multi-site study and staff at other sites will see identifiable information about PVAMC participants, please list key staff members and submit documentation of IRB approval from those sites in lieu of appointment and credentialing forms.

c. If an individual already has an appointment and is listed in the Research Personnel Database, (currently or previously worked on another VA human research study) but has earned a degree or obtained licensure or certification since initial credentialing (Education Verification), please submit a new Education Verification form. 

d. Only students and other trainees (including residents and fellows) from schools with an academic affiliation may work on research to fulfill educational requirements within a VA facility or use data or human biological specimens that have been collected within VA for clinical, administrative, or research purposes. 

Name

Degree (see item d. above)

Study Role

Working at PVAMC either paid or WOC or needs CPRS access?

(Y or N)

Working with

PVAMC

Identifiable Subjects / Data?

(Y or N)

Required Education Components are Up to Date? (see link below)

(Y* or N)

     
     
PVAMC Principal Investigator
     
     
     
     
     
Responsible Clinician

(if applicable)

     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
* “Y” indicates that the applicable current Portland VA Medical Center Education requirements (for research and for use of VA computers, as needed) listed at http://www.portland.va.gov/Research/training/index.asp have been met. The certificates of completion should be either attached to this application or on file in the VA Research Office. 

Education must be up-to-date for every member of the study team prior to receiving approval for initial or continuing reviews.  Please direct any questions related to training and education requirements to Richard Lightfoot, extension 57813.

Has each person listed above, including the principal investigator, completed IRQ Appendix L (“Scope of Work Form”), EXCEPT as noted above for multi-site studies?     YES   FORMCHECKBOX 
      NO  FORMCHECKBOX 
  




 FORMCHECKBOX 
 OH

	U secured network

	 FORMCHECKBOX 
   other (specify):       

	If “network” option selected above, identify the network location/server name where the data will be stored (e.g. vhaporwhites):      

	 FORMCHECKBOX 
 In a database. If selected, identify the following.

Name of database:      
Where the database resides:      


	(NOTE: Keeping data on a computer desktop and/or hard drive does NOT equate to storing the data on a server.  Protected Health Information must not be transmitted via e-mail unless data and accompanying passwords or other mechanisms are properly secured. Microsoft Outlook is not a secure form of data transmission, unless information is encrypted.) 

8(2) For hardcopy data:


A. Identify the building and room # in which hard copy information will be stored:      

B. Also identify all of the following security measures that apply:

 FORMCHECKBOX 
   locked office

 FORMCHECKBOX 
   locked file cabinet

 FORMCHECKBOX 
   other (specify):       
9. Expiration Date or Event for Retention of Identifiers:
Currently, VA regulations require that all research records (including identifiers, code keys/crosswalks with identifiable data, etc.) be retained indefinitely. Please contact the Research Office if there are questions regarding this requirement.

Use of Social Security Numbers
10. Aside from use of social security numbers to write progress notes in CPRS and writing social security numbers on consent forms or authorization forms, note which of the following this study will utilize:

A.  FORMCHECKBOX 
 Real social security numbers

B.  FORMCHECKBOX 
 Scrambled social security numbers

C.  FORMCHECKBOX 
 Last four digits of social security numbers

D.  FORMCHECKBOX 
 None of the above

10(1) If you selected 10. A, B or C, please explain the security measures that will be used to protect instances of the social security numbers embedded within the study records. Do not include instances where the SSN is written on the consent form or HIPAA authorization or used to write CPRS progress notes.      
10(2) Is the use of Social Security numbers as identified above required to meet the specific aims of the research project? YES  FORMCHECKBOX 

NO 


10(3 Is the use of Social Security numbers as identified above required only to enter information into the subject’s health records? YES 

NO 




Investigator Assurances
1. I certify that the information provided, regarding the proposed research project is complete and accurate.

2. I certify to the best of my ability that this research project qualifies for exemption from IRB oversight and review.
3. The research project will be conducted in accordance with institution policies and state and federal regulations.

4. Any proposed modification(s) to this research project that might disqualify the research project for exemption from human subjects regulations and IRB oversight will be immediately reported to the PVAMC Institutional Review Board, and the appropriate IRB and R&D Committee approvals will be sought prior to implementation.
PRINCIPAL INVESTIGATOR






Date
Endnotes:
1 See IRB Policies and Procedures (http://www.portland.va.gov/Research/Committees/irb/index.asp#policies) & Responsible Conduct of Research at the VA Medical Center (http://www.portland.va.gov/Research/hrpp/index.asp#policies – select the HRPP tab).

2According to OHRP, this exemption is most appropriately invoked with authorization or concurrence by the funding agency.

3These requirements are not regulatory, but give criteria to meet ethical standards.

REVIEWER USE ONLY 

By completing this section of this form, and by signing below, I certify that I do not have a conflict of interest, real or apparent, with this request for exemption from additional IRB oversight or review.

This research project qualifies for an exemption from IRB oversight and review.

 FORMCHECKBOX 
 Yes
        FORMCHECKBOX 
 No – the IRB should review this study either through expedited procedures or convened review.

__________________________________________


__________________


INSTITUTIONAL REVIEW BOARD REVIEWER



Date
1
Rev. 8/29/12

