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Requester’s Name:       
Extension:       
L-Code:  L-     
Directorate/Division:       
Organization/institution funding this activity:       
Based on federal guidance from the Office of Human Research Protections (OHRP) at the Department of Health and Human Services, the LLNL IRB has determined that LLNL employees are not considered to be "engaged" in human subjects research if:

•
their involvement is limited to performing commercial services for outside organizations or institutions (or performing other genuinely non-collaborative services meriting neither professional recognition nor publication privileges), and 

• 
they adhere to commonly recognized professional standards for maintaining privacy and confidentiality (e.g., an appropriately qualified laboratory performs analyses of blood samples for investigators solely on a commercial basis).

Please note that due to ethical and legal concerns regarding human subjects research in foreign countries, the LLNL IRB does not currently allow fee-for-service determinations if human subjects are recruited and samples or subject data are obtained from outside the United States.

If you believe you may be involved in a fee-for-service activity, please answer the following five questions, sign and return this form to the IRB Office at L-448.  As appropriate, please make sure to attach all requested documentation.  The IRB Office will provide you with a response to your request within 3-5 business days.  Questions should be directed to the IRB Office at 

422-8069.

-------------------------------------------------------------------------------------------------------------------



Yes
No

1.
Will this fee-for-service activity be performed in support of human subjects research at another institution?
 FORMCHECKBOX 

 FORMCHECKBOX 



If yes, please provide the title of study:      

2.
Are any LLNL employees involved in the conception or design of the study (i.e., deciding on the number of subject to recruit, the exposure agent to be studied or exposure doses, the research questions under investigation, or the number of samples collected from each subject)? 
 FORMCHECKBOX 

 FORMCHECKBOX 



If yes, please explain:      

3.
Are any LLNL employees involved in the recruitment plan (i.e., deciding on what specific population to study, location of the study or how to recruit participants)?
 FORMCHECKBOX 

 FORMCHECKBOX 



If yes, please explain:      

4.
Was the human subjects research reviewed by an Institutional Review Board with a federal-wide assurance (FWA or MPA)?
 FORMCHECKBOX 

 FORMCHECKBOX 



If yes, please provide a letter from the Chair of the reviewing IRB to the LLNL IRB Chair which includes the following information: 

-
Title of study.

-
Date of IRB approval.

-
Information regarding vulnerable populations (i.e., pregnant women, fetuses, children, prisoners or the decisionally impaired). Specifically, does the study involve vulnerable populations? If yes, the vulnerable population should be identified.

-
Acknowledgement that samples will be analyzed at LLNL as a fee-for-service activity.

-
IRB assurance number.

If the study has not been reviewed and approved by an IRB, please explain.      

5.
Does the human subjects research involve dosing study participants with radio-labeled compounds?
 FORMCHECKBOX 

 FORMCHECKBOX 



If yes, please provide verification from the Chair of the reviewing IRB that a Radioactive Drug Research Committee has reviewed and approved the research.

Requester’s Signature

Date

IRB Office Use Only

Date received by IRB Office:   _________________________

Request reviewed by:  ________________________________________________________

Check one:

 FORMCHECKBOX 

Activity qualifies for “Fee-for-Service” determination.

 FORMCHECKBOX 

Activity requires additional review by IRB. 


Signature

Date

Fee-for-Service Determination (HSR-7)

Revised 3/4/02


Page 2

