
VA PITTSBURGH HEALTHCARE SYSTEM IRB

EVALUATION FOR EXEMPT RESEARCH

INITIAL REVIEW
 FORMCHECKBOX 



RESPONSE TO COMMENTS  FORMCHECKBOX 

INVESTIGATOR:      
PROJECT TITLE:      
DATE RECEIVED:      
DATE REVIEWED:      
BRIEF DESCRIPTION:      
EXEMPT EVALUATION SCREENING (All conditions below must be met in order for the proposal to be considered for exemption)

I. Research presents no more than MINIMAL RISK to subjects (considering physical, psychological, social and economic risk)
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      


II. With the exception of research in which a category 6 exemption is being requested, the research does not involve an FDA-regulated product or if it does involve an FDA-regulated product the sponsor or sponsor investigator has obtained a waiver of IRB requirement from the FDA

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
III. Research does not involve prisoners
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
IV. Research is not focused on pregnant women

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      

Important: If the answer to any of the above answers is no, then the proposal cannot be considered for exempt status.

EXEMPT CONSIDERATIONS (VAPHS ETHICAL STANDARDS)

1. Is the scientific rationale appropriate? Are the specific aims of the study clearly stated and achievable based on the proposed study methodology?
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
2. Is the study population appropriate for the goals of the study (consider both the nature and size of the sample)?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
3. Are the scientific rationale and study design appropriate for the protection of human subjects?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
4. Does the study raise any ethical concerns? 

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
5. Does the protocol indicate that vulnerable populations will be included in the research (children, prisoners, pregnant women, mentally disabled persons, or economically disadvantaged persons)?  

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No



Comments:      


6. If vulnerable subjects (children, prisoners, pregnant women, mentally disabled persons, or economically disadvantaged persons) are reasons given for including these populations?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A

Comments:      


7. If vulnerable subjects (children, prisoners, pregnant women, mentally disabled persons, or economically disadvantaged persons) will be included, are appropriate safeguards included to protect the rights and welfare of vulnerable subjects?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A

Comments:      
8. Are data collection methods or tools used for data collection appropriate?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A

Comments:      
9. Is there a need for an informed consent process and is that process adequately described? 

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A

Comments:      
10. Does the description of the informed consent process include disclosures that the activity involves research, the participation is voluntary, a description of the procedures, and the name and contact information for the investigator?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A

Comments:      
11. If there is a recording of identifiable information, are there adequate provisions to maintain the confidentiality of the data? 

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A

Comments:      
DECISION:

 FORMCHECKBOX 
 Approved based on the following category for exemption (insert appropriate exemption category number from list below)       .  Criteria for waiver of authorization for use of protected health information  FORMDROPDOWN 
. Concurrence needed from R&D Chair or R&D Committee. 
 FORMCHECKBOX 
 Referred to full IRB. Request may not meet exempt criteria and/or authorization for use of protected health information is required. 


 FORMCHECKBOX 
 Further information or clarification is needed (Please submit within 6 weeks of this review)

Safety Committee approval is  FORMCHECKBOX 
 is not  FORMCHECKBOX 
 required.
     
/es/       (Date:      )

IRB Chairman/Designee

 FORMCHECKBOX 
 I have reviewed the protocol and agree that R&D Committee review is NOT required.

 FORMCHECKBOX 
I have reviewed the protocol. R&D Committee review and approval is REQUIRED

/es/      (Date:       )

R&D Committee Chairman

* Description of Exempt Categories

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.

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 subjects can be identified, directly or through identifiers linked to the subjects; and

b.  
Any disclosure of the subjects' responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability or reputation.  The Department of Veterans Affairs (VA) also includes loss of insurability in this category.

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 paragraph 2, if:

a.  
The subjects 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 course of research and thereafter.

4.  Research involving the use 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 subjects cannot be identified, either directly or through identifiers linked to the subjects.

5.  Research and demonstration projects that are conducted by or subject to the approval of department or agency heads, and that are designed to study, evaluate, or otherwise examine public benefit or service programs, procedures for obtaining benefits or services under such programs, possible changes in or alternatives to such programs, and possible changes in methods or levels of payment for benefits or services under such programs. 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).  The research is conducted pursuant to specific federal statutory authority.  There is no statutory requirement that an IRB review the research.  The research does not involve significant physical invasions or intrusions upon the privacy of participants.
  

*NOTE: In accordance with VA policy, the determination of exempt status for these research and demonstration projects must be made by the Under Secretary for Health on behalf of the Secretary of Veterans Affairs, after consultation with the Office of Research and Development, the Office of Research Oversight, the Office of General Counsel, and the other experts, as appropriate.  



6.  Taste and food quality evaluation and consumer acceptance studies if:

a. Wholesome foods without additives
 are consumed, or

b. A food that is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the 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.

Criteria for waiver of authorization for the use of protected health information (PHI) in exempt research:

1. The data is anonymized (Data to be gathered does not contain the following identifiers: names, SSN, geographic subdivisions smaller than a state, dates, age over 89, telephone numbers, fax numbers, email addresses, medical record numbers, health plan beneficiary numbers, account numbers, certificate/license numbers, vehicle identifiers, device identifiers and serial numbers, URLs, IP address numbers, biometric identifiers, including voice and finger prints, full face photographic images and any comparable images and any other unique identifying number characteristic or code)


OR

2. The information to be collected does not contain any individual health information


OR

3. Waiver of authorization is appropriate based on the following (All criteria must be met)


 FORMCHECKBOX 
 The research could not practicably be conducted without the waiver


 FORMCHECKBOX 
 The research could not practicably be conducted without access to the PHI


 FORMCHECKBOX 
 The use and/or disclosure planned involves no more than a minimal risk to a subject’s privacy.

 FORMCHECKBOX 
 Research involves a plan to protect the identifiers.


 FORMCHECKBOX 
 There is a defined plan to destroy identifiers at the earliest opportunity that’s consistent with the goals of the study, unless there is a health or research justification for retaining them.

 FORMCHECKBOX 
 There is a written assurance that the PHI will not be reused.


 FORMCHECKBOX 
 The waiver will not adversely affect the rights and welfare of the subjects



 FORMCHECKBOX 
 The risks are reasonable in relation to the anticipated benefits of research.

�This language is taken from the DHHS guidance on category 5 exemptions, but since the institution (VAPHS) cannot invoke this exemption and it must be done by the Under Secretary for Health, I don’t know if we need to state it. It’s not specifically stated in the regs. 


�We added the OHRP guidance to our SOPs. We either have to add them here or take them out of the SOPs. 


�Again, the old language about the CRADO didn’t match 1200.5. Also, I tried to clarify about the IRB’s authority to invoke this category. 


�Again, took out the word “chemical” as I did not see that in the regs..
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