VA Portland Health Care System (VAPORHCS) 

Institutional Review Board

Certification of Exemption 

Instructions for Submission: Please submit this certificate of exemption request form and all required documents (with a version date, whenever possible), to pvamc-IRB@va.gov . Hard copies may not be submitted.  If unsigned documents are emailed, fax a signed copy of the signature page(s) to 503-273-5152 and indicate the PI and study title on a cover sheet.
Submission Requirements (check all included with submission): 

 FORMCHECKBOX 
 Abstract; must address the purpose of the research and how data will be used to meet research aims

 FORMCHECKBOX 
 Protocol; must address the purpose of the research, the subject(s)’ role (if applicable) in the research, the nature of the data to be obtained, and how the privacy and confidentiality of research data and subject information will be maintained
 FORMCHECKBOX 
 A copy of any/all data collection tools (e.g. case report forms, excel spreadsheet template, list of specific data points to be collected from a subject’s medical records, etc.) that will be used to collect/record information as part of this research study. 

 FORMCHECKBOX 
 A copy of any/all study materials that will be given to a subject of this research study (e.g. surveys, questionnaires, screenshots of online tests, etc.)

 FORMCHECKBOX 
 A copy of any/all advertisements that will be used for recruitment 
 Scope of Work Forms: For each person listed in the staff table, as well as the PI and the Study Coordinator, unless they are an individual at another site who will see VAPORHCS identifiable data, a completed IRQ Appendix L (“Scope of Work Form”) is required. Please include with your submission. 

  Conflict of Interest in Research Forms: If not previously submitted, please include a Conflict of Interest in Research form for each principal investigator, co-principal investigator, co/sub-investigator, and/or study chair. 

 Exempt Research Information Sheet/Script 
NOTE:  Studies involving interactions with subjects or obtaining information by educational tests, survey or interview procedures, or behavioral interventions must provide prospective subject the following information, as applicable, in writing or orally. Template for Exempt Research Information Sheet/Script located on research service website:
· The activity is research;
· Participation is voluntary;
· Permission to participate can be withdrawn;
· Permission for use of data can be withdrawn (for research involving the collection and use of identifiable data; and 
· Contact information for the VAPORHCS Principal Investigator

 HIPAA Authorization VA Form 10-0493 (if subjects will sign authorization as part of research study) 
All forms referenced here are available from the Research Service website: http://www.portland.va.gov/Research/piservices/rd_forms.asp
Basic Information/Study Personnel :





Date : 
Project Title:       
Principal Investigator (PI):      


Email      

Extension       

Note: PI listed must be eligible to serve as VAPORHCS PI, or responsible clinician, as defined in the VAPORHCS IRB P&P. 
Study Coordinator:      



Email      

Extension      
Note: All correspondence will be sent to this person (in addition to the PI)

	Staff Table:  List all personnel working on the study. If more space is necessary, use the same table from a clean Certification of Exemption form. List all individuals who will work onsite at the VAPORHCS, need access to CPRS patient records, directly interact with VAPORHCS participants, and/or see identifiable data for VAPORHCS participants. 

Name

Degree (see item d. above)

Study Role

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

(Y or N)

Working with

VAPORHCS
Identifiable Subjects / Data?

(Y or N)

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

(Y* or N)

     
     
VAPORHCS Principal Investigator
     
     
     
     
     
Responsible Clinician

(if applicable)

     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
Each of the individuals above, as well as the PI and the Study Coordinator must:
· Complete all personnel forms and training required for an appointment through Research Service (see “Research Appointment Requirements”); 
· Have a VA-paid or Without Compensation appointment at VAPORHCS, unless this is a multi-site study and staff at other sites will see identifiable information about VAPORHCS participants. In this case, please list staff members with access to the identifiable VAPORHCS information in the table above and submit documentation of IRB approval from those sites in lieu of appointment, training, and education and credentialing forms referenced in this section;
· Be up to date on all applicable VAPORHCS education requirements (for research and for use of VA computers, as needed) listed at http://www.portland.va.gov/Research/training/index.asp. Please direct any questions related to CITI education or other required training to Jennie Boster, extension 57040.
NOTE: Non-hybrid Title 38 employees with a clinical occupation code and coded as either Part Time (Employee Status 2) or Intermittent (Employee Status 3) are considered Transient Clinical Staff. These employees are required to complete Mandatory Training for Transient Clinical Staff listed at https://vaww.vets.vaco.portal.va.gov/sites/privacy/vhapo/Pages/training.aspx  
Also note:
· Only students and other trainees (including residents and fellows) who are from schools with an academic affiliation, or directly appointed to a VA training program that has no external institutional sponsorship, 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. 

· If this is a mentored project for which the PI is acting as a mentor for someone in training (e.g. a resident, fellow, student conducting an internship or externship), please attach to this IRQ a NIH biosketch for the mentor. If it is determined that the mentor is relatively new to conducting human subjects research, the PI (mentor) must either attend the IRB meeting at which the study is initially reviewed or receive training from the Research Administrative Office.





Sources of Subjects: 

Check all sources of subjects that apply:

 Veterans

 Non-Veterans (i.e., patient family members, general public, etc.) 

     NOTE: If subjects will include Non-Veterans, be sure the protocol includes justification. 

 VA employees (may be Veterans or Non-Veterans and are a targeted subject population)

 Active Duty Military Personnel

 Deceased Veterans or non-Veterans (i.e. targeted subject population and not incidentally included as part of a retrospective chart review) NOTE: If any decedent information will be used as part of this study, please complete the Research on Decedents' Information Application located at: https://www.portland.va.gov/research/documents/hrpp/hipaa-decedents-research.doc  
If VA employees will participate as a targeted subject population, indicate when participation will occur (check all that apply):
 N/A – study will not enroll VA employees 
 On their personal, non-work time

 On their VA time. NOTE: VA employee participation during work time should be related to major job 

          duties and supervisor approval is required. Please work with IRB analysts to determine if Union 

          approval is required prior to study initiation. 

 Participation will be related to their major job duties

 Participation will be approved by the supervisor (documentation of approval may be 

requested for IRB review)

Special Classes of Subjects:
Are any of the following subject populations actively recruited and/or directly involved?   
  YES 
  NO
If YES, please check the appropriate population(s). 

Children*



Fetuses (in-utero or ex-utero, and including human fetal tissue*)

Neonates*



Pregnant Women*



Prisoners*
 


Individuals with impaired decision-making capacity

Economical and/or educationally disadvantaged



          

*NOTE:  Please see the VAPORHCS IRB P&P located at: https://www.portland.va.gov/Research/documents/irb/irb-sop.doc for additional federal and/or VA requirements related to research involving these populations.  Please contact the Research Administrative office at 503-273-5125 and ask to speak to an IRB Analyst prior to submission.

Subject Identification Prior to Authorization:

Will any identifiable information be accessed or utilized in any way when identifying potential subjects and prior to a subject’s signed authorization or under a waiver of authorization and consent documentation (including using data from a “contact” repository)? NOTE: This does not apply to a study conducted under a complete waiver of consent and authorization (see Section III below).
  NO
https://www.portland.va.gov/research/documents/irb/partial-recruitment-waiver-2018.doc  YES - complete an 2018 Application for a Waiver of Authorization for Screening/Recruitment Purposes, located at:  NOTE: If study will identify potential subjects using data obtained from a repository, a Data Use Agreement (DUA) must be executed prior to accessing the data in any way. Please contact the Repository Director to initiate the DUA process.
	Determining Whether Human Research is Exempt from the Regulations

	Section I – Ethical and Regulatory Criteria: (All must be true.)
 FORMCHECKBOX 
   The research presents no more than minimal risk to participants.

 FORMCHECKBOX 
The research does NOT involve prisoners as participants, except for research aimed at involving a broader subject population that only incidentally includes prisoners.
 FORMCHECKBOX 
    Selection of participants is equitable. 
 FORMCHECKBOX 
The research does NOT involve interactions and/or procedures with subjects solely for the collection of    biospecimens.

 FORMCHECKBOX 
The research does NOT involve the disclosure of identifiable information and/or biospecimens about drug abuse, alcohol abuse, HIV infection and/or sickle cell anemia outside approved VA personnel (for this study) and VAPORHCS facility/network.
 FORMCHECKBOX 
The research is NOT subject to FDA regulation (applies ONLY to categories 1-5 below); 
 FORMCHECKBOX 
N/A – Research fits criteria for exempt category 6 below.
Section II – Type(s) and Source(s) of Information, Identifiers and/or Biospecimens: 

Protected Health Information (PHI) = health information + HIPAA identifiers 

A. Select which of the following 18 HIPAA identifiers will be accessed, received, used, collected as data and/or disclosed during the course of this study:
Identifier

Source(s) of Information

 FORMCHECKBOX 

Names

     
 FORMCHECKBOX 

All geographical subdivisions smaller than a State (including street address, city, county, precinct, zip code, and their equivalent geocodes, except for the initial three digits of the 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).
      (specify both type of subdivision and source)
 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 that such ages and elements may be aggregated into a single category of age 90 or older). 
      (specify both type of date and source)
 FORMCHECKBOX 

Telephone numbers

     
 FORMCHECKBOX 

Fax numbers

     
 FORMCHECKBOX 

Electronic mail addresses

     
 FORMCHECKBOX 

Social security numbers

     
 FORMCHECKBOX 

Medical record 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 finger and voice prints

     
 FORMCHECKBOX 

Full face photographic images and any comparable images

     
 FORMCHECKBOX 

Any other unique identifying number, characteristic, or code

     
 FORMCHECKBOX 

None of the above (ie: no personal identifiers/PHI obtained as part of this research study).
B. If not fully covered above (i.e. Section II, A), please describe all of the information and/or biospecimens and their source(s), obtained under this waiver, that will be used (e.g. employment status such as VAPORHCS PAC Nurse from VA publicly available directory, types of ICD-10 codes and/or disease(s)/condition(s) from Corporate Data Warehouse (CDW), VAPORHCS electronic health record, tumor tissue from VAPORHCS pathology lab, types of information from repository, specific health information from screening questionnaire, etc.,). NOTE: If fully covered above, please explain.        
Section III – Privacy and Confidentiality: 

1. Justify why the research and the use of PHI poses no more than minimal risk to the privacy of the subject: If no PHI will be used, please explain.        
2. Justify why the PHI to be used is the minimum necessary to accomplish the research objectives (e.g. if the research is about tinnitus justify why the study accesses and/or uses substance abuse information; if research is retrospective chart review of referral practices and average age of first colonoscopy, justify why the study collects all diagnosis from subjects, etc.). If no PHI will be used, please explain:       
3. If study includes a request for a complete waiver of authorization, explain why the research could not be practicably conducted without a waiver. NOTE: A waiver of authorization is commonly requested for retrospective/prospective records reviews where there is no subject interaction involved.      
 FORMCHECKBOX 
 N/A – waiver not requested (e.g. subjects will sign HIPAA authorization form)
4. Explain why the research could not practicably be conducted without access to and use of PHI indicated in Section II:      
5. Describe your plan to protect subject identifiers, including Social Security Numbers (SSNs), from improper use and disclosure (e.g., a detailed explanation about how this will be accomplished, including limitations of physical or electronic access to the information and other protections):       
NOTE: See Investigator Assurances at end of this form. A plan to destroy research-related data, including identifiers, must be held in accordance with the VA VHA records control schedule (RCS) 10-1 located at: https://www.va.gov/vhapublications/rcs10/rcs10-1.pdf  
6. Will this research use information and/or biospecimens about drug abuse, alcohol abuse, HIV infection and/or sickle cell anemia?   FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

If YES, to 6:

a. Will the information and/or biospecimens include identifiers? 
 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
b. Do you assure that the purpose of the information and/or biospecimens, obtained under this waiver, is to conduct scientific research and that personnel involved in the study will not identify, directly or indirectly, any individual subject in any report of the research, or otherwise disclose subject identities to anyone outside the IRB-approved VA personnel (for this study) in any manner?  
 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
7. Will de-identified (i.e. not linkable by the recipient) information and/or biospecimens be disclosed outside of the approved VA personnel for this study?   FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
NOTE: A Data Use Agreement will be required for any such disclosure.  

8. Disclosure of identifiable information outside of the IRB-approved VA personnel for this study is not allowed, except as required by law, for authorized oversight of the study, or for uses or disclosures otherwise permitted under applicable regulations and approved by the facility Privacy Officer and permitted by the HIPAA Privacy Rule.
NOTE: If PHI is to be disclosed, study teams must consult the VAPORHCS Privacy Officers, prior to submission, as they will need to approve such disclosures. A waiver of HIPAA authorization IS NOT sufficient to fulfill the requirements of other applicable privacy regulations such as the Privacy Act of 1974 (5 U.S.C.552a)
Will identifiable information be disclosed outside of the approved VA personnel for this study.  

 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO 
If YES to 8, please attach documentation of approval (e.g. email) from the VAPORHCS Privacy Officers and answer items a thru f below:
a. Specify the individual(s) and/or entity(ies) who will receive the information:       
b. Justify the need for the use by or disclosure to the individual(s) and/or entity(ies):       
c. Explain whether the information will be directly identifiable, or coded and linkable by the study team and/or recipient(s) when it is disclosed:      
d. List the data points (e.g. ICD-10 codes, types of health information, survey questions related to a particular condition or personal information, etc., and any identifiers specified in Sections A and/or B that will be shared:      
e. Explain how the identifiable information will be transmitted/delivered to the entit(ies) specified in item a above.      
f. Explain how the transmitted data will be stored, retained, destroyed, and/or further disclosed to the entit(ies):      
Section IV – Information Management & Security: 

1. Identify where any electronic data will be stored (including any databases with electronic data). For VA records stored on the VAPORHCS network, a folder will be created for this study by the VA Research Office. Please explain below what name you would like the network folder to have, using the naming convention “PI Last Name XXX”, where XXX indicates your brief method of identifying the study (i.e., study acronym, study ID number, etc.). 

 FORMCHECKBOX 
   VAPORHCS network folder

Network Folder Name:      
   OHSU secured network

Location at OHSU:      
   Other Location:       
NOTE: Keeping data on a computer desktop and/or hard drive does NOT equate to storing the data on a server.  Sensitive Information (including PHI) must not be transmitted via e-mail unless data and accompanying passwords or other mechanisms are secured/encrypted as per VA requirements. Microsoft Outlook is not a secure form of data transmission, unless information is encrypted. 

2. For hardcopy data and/or biospecimen(s):
 FORMCHECKBOX 
   N/A – no hardcopy data and/or biospecimens.

a. Identify the building and room # in which hard copy information and/or biospecimen(s) will be stored (indicate whether location is specifically for hard copy or biospecimen(s):      

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

 FORMCHECKBOX 
   locked office

 FORMCHECKBOX 
   locked file cabinet

 FORMCHECKBOX 
   other (specify):       
3. Will the study utilize any portable device(s) (e.g., audio recorder, video recorder, laptop, tablet, cellphone, digital camera, etc.) to electronically record voice and/or video and/or other biometric readings as part of the research study?  
YES  FORMCHECKBOX 

NO  FORMCHECKBOX 


If YES, please contact an IRB Analyst to request initiation for authorization to utilize a portable device to store research data (per VHA Handbook 6500, Appendix F). NOTE: If any identifiable research data will be transferred and/or transported outside of the VAPORHCS or the study utilizes a portable storage device (e.g., audio recorder, video recorder, laptop, tablet, cellphone, digital camera, etc.), the study must have written authorization.  Please contact an IRB Analyst at extension 55125 to initiate the process.
Section V - The only involvement of human participants will be in one or more of the following categories: Check the Category(ies) your study fits under (1 thru 6) and then all the boxes below the Category that are true, except where noted. For help determining what category(ies) your study may quality for please see the Exemption Subcommittee P&P located at: www.portland.va.gov/research/documents/irb/exemption-subcommittee-pp.docx 
 FORMCHECKBOX 
Category 1 (All 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 
Category 2 (All the following are true, except where noted):

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

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

 FORMCHECKBOX 
Survey procedures

 FORMCHECKBOX 
Interview procedures

 FORMCHECKBOX 
Observation of public behavior (including visual or auditory recordings)
 FORMCHECKBOX 
The research does NOT involve children as participants. OR;
 FORMCHECKBOX 
The research involves children as participants and the research involves educational tests or the observation of public behavior, but the investigator(s) do not participate in the activities being observed.
 FORMCHECKBOX 
 At least one of the following is true (check all that apply):

 FORMCHECKBOX 
Participants CANNOT be identified, directly or through identifiers linked to the participants.
 FORMCHECKBOX 
 Any disclosure of the participants’ responses/personal information outside the research would NOT reasonably place them at risk of criminal or civil liability or be damaging to their financial standing, employability, educational advancement, reputation or loss of insurability.
AND/OR;

 FORMCHECKBOX 
 Participants CAN be identified, directly or through identifiers linked to the participants, and the IRB conducts a limited IRB review to make the determination required for Exempt Category 2 (iii) per §46.111(a)(7); AND
 FORMCHECKBOX 
The research does NOT involve children as participants.
FOR IRB OFFICE USE ONLY:
 FORMCHECKBOX 
 Limited IRB review performed, and following determination made as required for Exempt Category 2 (iii) per §46.111(a)(7):
 FORMCHECKBOX 
 Adequate provisions are in place for protecting the privacy of subjects and maintaining confidentiality of data.
 FORMCHECKBOX 
Category 3 (All the following are true, except where noted):

 FORMCHECKBOX 
The research involves the use of benign behavioral interventions, and the following are true:
 FORMCHECKBOX 
Interventions are in conjunction with the collection of information from an adult subject through verbal or written responses (including data entry) or audiovisual recording, if the subject prospectively agrees to the intervention;
 FORMCHECKBOX 
Interventions are brief in duration, harmless, painless, not physically invasive, not likely to have a significant adverse lasting impact on the subjects, and the investigator has no reason to think subjects will find the interventions offensive or embarrassing; AND 
One of the following is true: 
 FORMCHECKBOX 
 The research does not involve deception; OR
 FORMCHECKBOX 
 The research involves deceiving the subjects regarding the nature or purposes of the research, and the subject authorizes the deception through a prospective agreement to participant and is informed that they will be unaware of or misled regarding the nature or purposes of the research.
 FORMCHECKBOX 
 At least one of the following is true (check all that apply):
 FORMCHECKBOX 
Participants CANNOT be identified, directly or through identifiers linked to the participants.
 FORMCHECKBOX 
 Any disclosure of the participants’ responses/personal information outside the research would NOT reasonably place them at risk of criminal or civil liability or be damaging to their financial standing, employability, educational advancement, reputation or loss of insurability.

AND/OR;

 FORMCHECKBOX 
 Participants CAN be identified, directly or through identifiers linked to the participants, and the IRB conducts a limited IRB review to make the determination required for Exempt Category 3(i)(c) per §46.111(a)(7)
FOR IRB OFFICE USE ONLY:
 FORMCHECKBOX 
 Limited IRB review performed, and following determination made as required for Exempt Category 3(i)(c) per §46.111(a)(7)
 FORMCHECKBOX 
 Adequate provisions are in place for protecting the privacy of subjects and maintaining confidentiality of data.
 FORMCHECKBOX 
Category 4 (All of the following are true, except where noted):
 FORMCHECKBOX 
The research involves secondary research for which consent is NOT required. Secondary research uses of identifiable private information or identifiable biospecimens, such as retrospective or prospective use of data, documents, records, pathological specimens or diagnostic specimens.
 FORMCHECKBOX 
At least one of the following is true:

 FORMCHECKBOX 
The identifiable private information or identifiable biospecimens are publicly available;
 FORMCHECKBOX 
Information is recorded by the investigator in such a manner that the subjects CANNOT be identified, directly or through identifiers linked to the participants, the investigator does not have any contact with the subjects, and the investigator will not re-identify data/subjects.
 FORMCHECKBOX 
The research involves only information collection and analysis involving the investigator's use of identifiable health information when that use is regulated under 45 CFR parts 160 and 164, subparts A and E, for the purposes of “health care operations” or “research” as those terms are defined at 45 CFR 164.501 or for “public health activities and purposes” as described under 45 CFR 164.512(b); OR
 FORMCHECKBOX 
The research is conducted by, or on behalf of, a Federal department or agency using government-generated or government-collected information obtained for nonresearch activities, if the research generates identifiable private information that is or will be maintained on information technology that is subject to and in compliance with section 208(b) of the E-Government Act of 2002, 44 U.S.C. 3501 note, if all of the identifiable private information collected, used, or generated as part of the activity will be maintained in systems of records subject to the Privacy Act of 1974, 5 U.S.C. 552a, and, if applicable, the information used in the research was collected subject to the Paperwork Reduction Act of 1995, 44 U.S.C. 3501 et seq.
 FORMCHECKBOX 
Category 5 (All the following are true, except where noted):
Either:
 FORMCHECKBOX 
The project is a research or demonstration project; OR
 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.  (Such projects include, but are not limited to, internal studies by Federal employees, and studies under contracts or consulting arrangements, cooperative agreements, or grants.)
 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.

NOTE: Exempt projects also include waivers of otherwise mandatory requirements using authorities such as sections 1115 and 1115A of the Social Security Act, as amended.

(i)  Each Federal department or agency conducting or supporting the research and demonstration projects must establish, on a publicly accessible Federal Web site or in such other manner as the department or agency head may determine, a list of the research and demonstration projects that the Federal department or agency conducts or supports under this provision. The research or demonstration project must be published on this list prior to commencing the research involving human subjects.”

NOTE: Per VHA Directive 1200.05: The determination of exempt status for research and demonstration projects meeting the criteria in paragraph e. in this Appendix must be made by the Under Secretary for Health on behalf of the Secretary of VA, after consultation with Office of Research and Development (ORD), Office of Research Oversight {ORO), Office of General Counsel {OGC), and other experts, as appropriate.
 FORMCHECKBOX 
 Category 6 (All the following are true, except where noted):
 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.




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. I will maintain subject confidentiality as approved by the VAPORHCS IRB, R&DC and any other applicable subcommittee and/or Privacy Board.

5. I verify that the requested information will be protected from improper use and disclosure.  I will not re-use or disclose protected health information to any other person or entity, except as required by law, authorized research oversight, or as otherwise permitted under applicable regulations and approved by the facility Privacy Officer. 

6. I certify that I will make every effort possible to protect the PHI accessed, used and disclosed in this research project. 

7. I certify my plan to destroy research-related data, including identifiers (see Section III, Q.5), will comply with the VA VHA records control schedule (RCS) 10-1.

8. 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 VAPORHCS Institutional Review Board, and the appropriate IRB and/or Exemption Subcommittee and/or R&D Committee approvals will be sought and obtained prior to implementation.

9. I will not begin work on this project until a determination of exemption is made and I have received written notification from the ACOS/R&D that the project has been reviewed by the R&D Committee. 
PRINCIPAL INVESTIGATOR






Date
REVIEWER USE ONLY: 

As determined/approved by: 

 IRB Co-Chair

 Exemption Determination Official (i.e. Exemption Subcommittee member, current IRB member and Qualified Designee)
This research project (check all that apply):

 Qualifies for an exemption from IRB oversight and review. NOTE: Work may begin only upon confirmation from the ACOS/R&D that the R&D Committee has reviewed and approved this exemption determination.
 *Does NOT qualify for an exemption from IRB oversight and review (initial review or as a result of submitted changes).

 Has submitted an updated Certificate of Exemption form that DOES NOT change previous exemption determination(s) and/or approval(s) of waiver of authorization.
 Requires HIPAA authorization to be signed by subject(s).

 Includes information sufficient to satisfy criteria for waiver(s) of authorization.
This Review Includes: (as documented by signature below):

NOTE: Do not check if previously approved/no changes.
  IRB Approval of a complete Waiver of Authorization
  IRB Approval of a screening Waiver of Authorization 
  Limited IRB Review (see additional documentation in Category(ies) 2 and/or 3 above)

__________________________________________


__________________


Signature of Reviewer (as checked above) 




Date
This signature of the reviewer serves as attestation that he/she has no conflict of interest, real or apparent,

with this request for exemption from IRB oversight or review.
*NOTE: If this study does NOT qualify for IRB exemption, the reviewer and/or Exemption Subcommittee Coordinator and/or IRB Analyst will notify the PI and study contact about the determination and provide guidance on options to achieve this proposed work under the appropriate oversight. 
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