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Human Subjects Committee
Lawrence Berkeley National Laboratory


LBNL APPLICATION COVER SHEET
	Instructions:  This form must be used with all new LBNL submissions.  Please type, using a different font than the one in this form.  Be sure to check off appropriate box(es) for Application Type below.  Signatures must be original and legible.  Submit applications to the LBNL HSC (MS 26RO143). Incomplete applications will substantially delay the review process and will be returned for completion.


Part I: PROJECT INFORMATION
	Protocol Title:
	     
	HSC #:
	     

	Lead Investigator:
	     
	E-mail: 
	     

	Status:  Scientist  FORMCHECKBOX 
 / Postdoc  FORMCHECKBOX 
 / Guest  FORMCHECKBOX 
 / Other  FORMCHECKBOX 

	     

	Division:
	     
	Mail Code #:
	     

	Mailing Address (home or onsite):
	     

	Phone :
	(     )      
	Fax :
	(     )      
	Employee ID #
	     

	Administrative Contact:
	     

	Phone:
	(     )      
	E-mail: 
	     

	
	
	
	
	

	Application Type:
	New  FORMCHECKBOX 

	Core/Training Grant  FORMCHECKBOX 

	Exempt Request  FORMCHECKBOX 


	Memorandum of Understanding (MOU) involved  FORMCHECKBOX 

	Notice of Intent to Rely form attached  FORMCHECKBOX 


	  UC System MOU  FORMCHECKBOX 

	UCSF/UC Davis/UCB/LBNL MOU  FORMCHECKBOX 

	Other MOU  FORMCHECKBOX 



Part II: KEY PERSONNEL (in addition to Lead Investigator)
	Name
	     
	     
	     
	     

	LBNL Status 
(staff, guest, etc.)
	     
	     
	     
	     

	Role (co-investigator, faculty advisor, etc.)
	     
	     
	     
	     

	Dept./ Division
	     
	     
	     
	     

	Address
	     
	     
	     
	     

	E-mail
	     
	     
	     
	     

	Phone
	     
	     
	     
	     

	Fax
	     
	     
	     
	     

	Employee ID
	     
	     
	     
	     


Attach additional page if more space is needed.
Part III: FUNDING (including gifts)  [MUST BE COMPLETED]
1.
Is project self-funded by Lead Investigator? No  FORMCHECKBOX 
 / Yes  FORMCHECKBOX 

2a.
Has funding for this research been awarded or applied for? No  FORMCHECKBOX 
 / Yes  FORMCHECKBOX 
 If yes, complete the following for funding received through the LBNL Sponsored Projects Office (SPO). If funding not received through SPO, complete #4 below:
	Funding Agency/ Source
	Title of Grant/Proposal 
(if different from CPHS title)
	Funding Agency
Proposal ID number
	SPO Proposal # and contact

	
	
	
	

	
	
	
	


2b. Will funding for this research be sought in the future?  No  FORMCHECKBOX 
 / Yes  FORMCHECKBOX 
 If yes, submit an amendment to add the funding source to this protocol when it has been awarded.
3a. Is name of Principal Investigator (PI) on grant different from Lead Investigator above? No  FORMCHECKBOX 
 / Yes  FORMCHECKBOX 
  If yes:
3b.
As the PI of this grant, I attest that the Lead Investigator named above has my permission to conduct human subjects research under the auspices of my grant.
	Grant Principal Investigator Name (type or print):
	     

	Grant Principal Investigator Signature:
	
	Date:
	


4.
If funding is not received through the SPO of LBNL (Lawrence Berkeley National Laboratory), please explain and provide name and phone number/e-mail of contact person at funding agency.

	     


Part IV: COLLABORATING INSTITUTIONS
1.
Are any institutions collaborating in this research? No  FORMCHECKBOX 
 / Yes  FORMCHECKBOX 
  If yes:
	Institution
Name
	Individual Contact/ Affiliate of Institution
	FWA #
	Local IRB Review?(Y or N)
	IRB Approval Date
	IRB Approval Expiration Date

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     


2.
Attach a copy of the most recent IRB or Ethics Committee approval.
Part V: SPECIAL CONSIDERATIONS  [MUST BE COMPLETED]
Check either “Yes” or “No” and provide information where requested.
1.
Do you intend to use ionizing radioactive materials or ionizing radiation-producing devices in your research? (e.g., injectable, oral, x-rays, etc.) No  FORMCHECKBOX 
 / Yes  FORMCHECKBOX 
 If yes, Radiation Work Authorization (RWA) #(s):      
2.
Do you intend to use any non-ionizing radiation sources (laser or magnetic sources) in your research?  


No  FORMCHECKBOX 
 / Yes  FORMCHECKBOX 
 If yes, Laser Use Registration #(s):      
​​​ and/or Magnetic Inventory #(s):       
​​​
3.
Do you intend to use human blood, body fluids, tissues, or cells (including cell lines) in the course of your research, by drawing samples, accepting samples already drawn, receiving samples from any source, or in any other way? No  FORMCHECKBOX 
 / Yes  FORMCHECKBOX 
 If yes, Lab Location:       Biosafety Safety Cmte #(s):      
4.
Do you intend to use any substance or device for which approval from or notification to the U.S. Food & Drug Administration (FDA) is required?  No  FORMCHECKBOX 
 / Yes  FORMCHECKBOX 
 If yes, IND # or IDE #:       or RDRC review date      
5.
Does this research constitute a clinical trial?  No  FORMCHECKBOX 
 / Yes  FORMCHECKBOX 
 If yes, you must have a clinical trial agreement negotiated through the LBNL sponsored projects office. Please supply a copy.
6.
Will proprietary drug or device testing be done?  No  FORMCHECKBOX 
 / Yes  FORMCHECKBOX 
 If yes, explain in protocol.
7.
Will any vulnerable subject populations (e.g., children, prisoners, pregnant women, fetuses, neonates, cognitively impaired persons, economically or educationally disadvantaged persons) be involved?  

No  FORMCHECKBOX 
 / Yes  FORMCHECKBOX 
 
8.
Will surrogate consent be sought?  No  FORMCHECKBOX 
 / Yes  FORMCHECKBOX 
 
9.
Will research take place outside of the U.S.? No  FORMCHECKBOX 
 / Yes  FORMCHECKBOX 
 If yes, where:      

10.
Are you creating, accessing, using, or disclosing Protected Health Information (PHI) as defined by the Health Insurance Portability and Accountability Act (HIPAA) regulations? No  FORMCHECKBOX 
 / Yes  FORMCHECKBOX 
 
Part VI: HUMAN SUBJECTS EDUCATION AND TRAINING CERTIFICATION
	Lead Investigator and Key Personnel 
	Type of Training (insert date completed)

	
	CITI (Collaborative IRB Training Initiative)
	General HIPAA
	HIPAA Security
	Other Online Training (title & date completed )
	Other “Face-to-Face” Training 
(talk title & date)

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     


Part VII: FINANCIAL CONFLICT OF INTEREST
Investigators must declare any potential conflict of interest by completing and submitting the LBNL forms for Financial Conflict of Interest: Human Subject Studies. (See form for instructions.)   FORMCHECKBOX 
 Attached
Part VIII: INVESTIGATOR ASSURANCE
· I certify that the information provided in this application is complete and correct.
· I acknowledge my responsibility for the conduct of this study and the protection of the rights and welfare of the human subjects directly or indirectly involved in this project.

· If any changes to this study are needed (e.g., risks to subjects increase; financial conflict of interest arises; any modification of the protocol or attached materials is considered), I will obtain review and approval or determination of exemption from the HSC before going forward with changes to the study.
· I will notify the HSC of any serious adverse or unanticipated events and report them according to HSC policy.
	Lead Investigator Signature:
	
	Date:
	     


Submit complete application materials with original, legible signatures to avoid delay of HSC review!
CHECKLIST FOR COMPLETE APPLICATIONS
Please check off all items included with your submission:
 FORMCHECKBOX 

HSC Application Cover Sheet (required with all submissions)
 FORMCHECKBOX 

LBNL Financial Conflict of Interest Form(s)
 FORMCHECKBOX 

Study Protocol (see Protocol Narrative Form)
 FORMCHECKBOX 

Request for Determination of Exempt Status

 FORMCHECKBOX 

Study Renewal/Continuation Form
 FORMCHECKBOX 

Study Amendment Form
 FORMCHECKBOX 

Core Grant/Training Program Form

 FORMCHECKBOX 

Informed Consent Document(s) (unless study is closed to enrollment or waiver of consent is requested)
 FORMCHECKBOX 

Assent Document(s) (usually required for minors and some adult subjects not competent to consent)

 FORMCHECKBOX 

Medical Research Subject’s Bill of Rights
 FORMCHECKBOX 

Data Collection Instruments (e.g., surveys, interview guides)
 FORMCHECKBOX 

Letter of Permission and/or IRB Approval from Off-Site Institution or Collaborating Institution
 FORMCHECKBOX 

Documentation of FDA Approval for Investigational New Drug (IND)/ Investigational Device Exemption (IDE)
 FORMCHECKBOX 

Advertisements/Recruitment Materials (e.g., letters, flyers, scripts for verbal recruitment)
 FORMCHECKBOX 

Copy of Grant Proposal (for all funded research received through LBNL SPO)
 FORMCHECKBOX 

Notice of Intent to Rely on Another UC IRB for Review (for applications submitted under UC MOU)
 FORMCHECKBOX 

Other documents included:
	     

	     

	     

	     


NUMBER OF APPLICATION COPIES TO SUBMIT

· New study (non-exempt):  10 sets (1 original, 9 copies) of HSC Cover Sheet, LBNL  Financial Conflict of Interest form(s), protocol narrative, consent documents, and other materials as appropriate (see “Checklist for Complete Application” above).
· Exempt application: 2 sets (1 original, 1 copy) of HSC Cover Sheet, Exempt application, and LBNL Conflict of interest form(s).
· All other application types:  7 sets (1 original, 6 copies) of HSC Cover Sheet, appropriate form (e.g., Study Renewal, Amendment, Request for Exempt Status) and other materials as indicated on the relevant form.
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