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	Leave blank for approval stamp

	Principal Investigator (Must be LLNL employee):

	Name and degree

     
	Department

     


	L-Code

     
	Phone Number

     
	E-mail Address

     

	Alternate Contact (Must be LLNL employee):

	Name and degree

     
	Department

     


	L-Code

     
	Phone Number

     
	E-mail Address

     

	Supervisor (Will receive notification of IRB approval of study)

	Name

     
	Phone Number

     
	L-Code

     

	Study Title:
	Application Type:

	     
	 FORMCHECKBOX 
 
New Application

 FORMCHECKBOX 
 
Renewal
Protocol #:      

Current expiration date:      


	Research Site(s) (check all that apply):

	 FORMCHECKBOX 
 LLNL
 FORMCHECKBOX 
 UC Merced (LLNL IRB of Record) 
 FORMCHECKBOX 
 Other DOE site
 FORMCHECKBOX 
 Other UC campus

 FORMCHECKBOX 
 Other Research Institution
 FORMCHECKBOX 
 Private Industry
 FORMCHECKBOX 
 Foreign Country

	Non-LLNL Collaborators: Please provide name/degree/address/phone/e-mail:

	     


	Special Considerations:

	Subject involvement includes (check all that apply):

 FORMCHECKBOX 
  Radiation Exposure:


 FORMCHECKBOX 
 Internal
 FORMCHECKBOX 
 External


 FORMCHECKBOX 
 Ionizing
 FORMCHECKBOX 
 Non-ionizing

 FORMCHECKBOX 
  Chemical Exposure:


 FORMCHECKBOX 
 Internal
 FORMCHECKBOX 
 External

 FORMCHECKBOX 
  Use of bodily materials:


 FORMCHECKBOX 
 Cultured in a laboratory


 FORMCHECKBOX 
 Collected from subjects


 FORMCHECKBOX 
 Existing samples used

 FORMCHECKBOX 
  Use of questionnaires, studies or surveys


 FORMCHECKBOX 
 Data collected from subjects


 FORMCHECKBOX 
 Use of existing data

 FORMCHECKBOX 
  Genotyping or phenotyping

IWS Number      
	 FORMCHECKBOX 
  DNA Sequencing

 FORMCHECKBOX 
  Chromosome Analysis

 FORMCHECKBOX 
  Medical device development or testing


Has a Non-Significant Risk (NSR) or Exempt determination been made for the device?      FORMCHECKBOX 
Yes


 FORMCHECKBOX 
No


For Significant Risk devices, FDA IDE No.:      
 FORMCHECKBOX 
  Environmental studies

 FORMCHECKBOX 
  Vulnerable populations


 FORMCHECKBOX 
  Minors (under 18 years of age)


 FORMCHECKBOX 
  Pregnant women or fetuses


 FORMCHECKBOX 
  Students or co-workers


 FORMCHECKBOX 
  Other (please specify):      


	How many subjects will be enrolled at LLNL?      
	Will subjects be paid? 
 FORMCHECKBOX 
Yes        FORMCHECKBOX 
No


	Health Insurance Portability and Accountability Act (HIPAA)   [Implementation date: April 14, 2003]

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	Will medical record information be accessed for this study?

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	Will medical record information be generated by this study?

	If you answered “YES” to either of the questions above, your study may be subject to HIPAA regulations. 

If the information is accessed or generated at LLNL, you must complete the HIPAA worksheet (HSR-8) and submit it with your application. If the information is being 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.

	Funding and Sponsor Information (complete all sections even if funding is pending):

	Is study currently funded?
 FORMCHECKBOX 
  Yes  (Please provide account #:      )


 FORMCHECKBOX 
  Pending  

Is this study grant funded?  FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No
If yes, please provide one copy of the proposal to the IRB with application. 

	Sponsor is (check all that apply):

 FORMCHECKBOX 
 Non-DOE Federal Agency


 FORMCHECKBOX 
 Campus/UC-Wide Program

 FORMCHECKBOX 
 State Funding



 FORMCHECKBOX 
 Other/Private


	 FORMCHECKBOX 
 DOE

 FORMCHECKBOX 
 DOE Direct Funded



 FORMCHECKBOX 
 LLNL/LDRD

 FORMCHECKBOX 
 LLNL/Other

	Name of sponsor:       
Grant/Award No. (if known):       

	Conflict of Interest:

	Have you or the LLNL Conflict of Interest Coordinator identified any real or potential conflicts of interest that involve you or other members of the research team?     FORMCHECKBOX 
 Yes    FORMCHECKBOX 
No    If yes, please provide an explanation on a separate piece of paper.

	The PI Pledge: 

· I have reviewed the Principal Investigator’s responsibilities as described on the LLNL IRB Web site:  http://www.llnl.gov/HumanSubjects/responsibilities.html
· I agree to conduct my experiment in compliance with Federal laws and regulations, LLNL’s commitments and policies, and standards of professional conduct and practice.  I understand that failure to comply with these regulations can result in loss of funding to do human subjects research or inability to do the research, even if funded.  I further understand that non-compliance by one investigator can affect the ability of all others at LLNL to do human subject research.  

· I agree to submit to the Institutional Review Board a written notice of proposed changes to this protocol.  I may not implement any changes until they have been approved by the IRB.  

· I agree to inform the Institutional Review Board Office, in writing within ten days of discovery, if any human subject experiences a health problem as a result of participating in this research project.



	Principal Investigator’s Signature:
Date:


Office Use Only


Review Type:
 FORMCHECKBOX 

 Full Board Review


 FORMCHECKBOX 

 Expedited Review 
Reviewer 1:







Reviewer 2:



Dosimetry required:
 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No
If yes, approval date:



Review date(s):




Action items completed on:



Comments: 
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