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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:      
DECISION:

 FORMCHECKBOX 
 Approved
based on  FORMDROPDOWN 
 *.  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 
 Noted. Activity  FORMDROPDOWN 
 definition of research. The activity does not meet definition of human subjects research.  Research and Development Committee approval requirements and full research credentialing requirements are  FORMDROPDOWN 
.


 FORMCHECKBOX 
 Noted. Activity meets criteria for quality assurance and quality improvement projects and is not considered research (A QA/QI checklist is required). Research and Development Committee approval requirements and full research credentialing requirements are not applicable.
 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; 

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.  

**[NOTE: This exemption was not originally intended for research conducted in a hospital setting.  Although included in the exemption list, VA policy requires that prior approval of its use be approved by the Chief Research and Development Officer (CRADO).]
6.  Taste and food quality evaluation and consumer acceptance studies if:

a. wholesome foods without chemical additives are consumed, or

b. a food that contains an ingredient or contaminant at or below the level considered safe but for a use found to be safe by the Food and Drug Administration, 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.
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