Institutional Review Board Office

REQUEST FOR ADMINISTRATIVE REVIEW

Regardless of the funding source or where human subject contact occurs, all human subjects research projects require some level of review, either by the Institutional Review Board Office (administrative review) or by the Institutional Review Board, itself.  

Human subject means a living individual about whom an investigator conducting research obtains (1) data through intervention or interaction with the individual, or (2) identifiable private information.

If your research involves the use of human subjects in any way, the Institutional Review Board Office will determine whether the research is exempt from further review by the IRB.  If you think your research may qualify for administrative review, please complete this form and return it to the IRB Office at L-448.  The IRB Office will respond to your request within 3-5 days. [Investigators are strongly encouraged to review LLNL’s policies and procedures regarding types of research eligible for administrative review, expedited review or requiring full-board review before submitting this request.  Information is available at the IRB Web site, http://www.llnl.gov/HumanSubjects/ or by contacting the IRB Office at 422-8069. If the proposed activity involves fee-for-service activities in support of research, please submit a Request for Fee-for-Service Determination in lieu of this form.]


     


     


Principal Investigator (print name)
Date (M/D/YY)


     


     


Principal Investigator signature
Phone


     


L-     


     



E-mail
L-Code
Department

*****************************************************************************

To facilitate administrative review of your research, please respond to the following questions:

PROJECT TITLE:      
1.
Does the proposed activity 1) involve the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens, and 2) are these sources publicly available or is the information recorded in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects? Note: Research involving human ova (fertilized or not) does not qualify for administrative review. Please contact the IRB Office for further information.

Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

2.
Is the study subject to Health Insurance Portability and Accountability Act of 1996 (HIPAA) regulations?
Will protected health information (PHI) be obtained from the covered entity (a provider who bills health insurers, clearinghouse, or a health insurer)?
Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

Will the study involve the provision of healthcare in a covered entity? 
Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

If the study involves the provision of healthcare, will a health insurer or billing agency be contacted for billing or eligibility?

Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

If you answered “YES” to any of the questions above, your study is subject to HIPAA.

If the PHI is to be accessed at LLNL, you must complete the HIPAA worksheet (HSR-8) and submit it with your application. If the PHI is to be accessed at another covered entity, you will be required to provide the appropriate HIPAA compliant documents to the IRB or Privacy Board at that entity for review.

3.
Does the proposed research involve the use of survey procedures, interview procedures, educational tests (cognitive, diagnostic, aptitude, achievement), or observation of public behavior? Note: Research involving children does not qualify for administrative review. Please contact the IRB Office for further information.

Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

4.
Is the proposed research conducted in established or commonly accepted educational settings, involving normal educational practices?

Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

5.
Does the proposed activity involve research and demonstration projects 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?

Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

6.
Does the proposed research involve taste and food quality evaluation and consumer acceptance studies?

Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

In order to facilitate administrative review by the IRB Office, please attach a brief description of the research activity, purpose and objectives of the study, and a description of the involvement of human subjects or use of their private information.  As applicable, please indicate which additional documents are enclosed with your request for administrative review. 

 FORMCHECKBOX 

If a collaboration, a copy of the IRB approval or exempt determination from other participating institution(s). 

 FORMCHECKBOX 

Recruitment materials, i.e., advertisements, flyers, phone scripts, etc.

 FORMCHECKBOX 

A sample consent form or information sheet.

 FORMCHECKBOX 

Copies of surveys, educational tests or interview scripts.

For IRB Office Use Only

Date received:

  
Protocol #:



IRB Office review and approval by: 



Comments:  
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