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HUMAN SUBJECTS PROTOCOL RENEWAL FORM
	Instructions:  Submit this completed form with the, COI Checklist and one copy of your current protocol and recruitment and consent documents. Please type, using a different font than the one in this form. Signatures must be original and legible. Incomplete applications or responses will delay the review and re-approval of your protocol.
If a study renewal application is not reviewed and approved by the expiration date, all human subjects research activity on this protocol must cease.  It is the Principal  Investigator’s responsibility to ensure that the renewal application is submitted to the HARC office no less than three weeks prior to the expiration date.


	Lead Investigator:
	     
	E-mail:
	     

	Admin. Asst.:
	     
	E-mail:
	     

	Protocol Title:
	     

	HSC #:
	     
	Current Expiration Date:
	     


1.
Status (check all that apply):
 FORMCHECKBOX 

Inactive. Do you still plan to conduct the study? YES  FORMCHECKBOX 
 / NO  FORMCHECKBOX 


This study is currently awaiting funding. No human subjects research activities have occurred.

YES  FORMCHECKBOX 
 / NO  FORMCHECKBOX 

 FORMCHECKBOX 

Subject recruitment and/or interventions ongoing

 FORMCHECKBOX 

Data collection/subject interventions ended on (date):      

 FORMCHECKBOX 

Open for data analysis only. Expected end date:     

2.
Subject Information:

a)
Total approved sample size:      
b)
Total number of subjects who have participated in study since its inception:      
c)
Number of subjects who have participated in study during the past year:      
d)
Number of subjects who withdrew from study voluntarily during the past year:      
e)
Number of subjects withdrawn from study by investigator during the past year:      
f)
Number of subjects to be recruited in the coming year:      
3.
Anticipated completion date of the study:      

4.
If any subject voluntarily withdrew or was withdrawn from study during the past year, explain below:
	     

	     


5.
Describe any difficulties encountered in contacting, recruiting, or gaining the consent of subjects:
	     

	     


6.
Describe any complaints about the research received during the past year:
	     

	     


7.
Describe any serious adverse events, injuries to subjects, or other unanticipated problems involving risks to subjects or others during the past year:
	     

	     


8.
Do you know of any findings outside of your study, recent literature, or other relevant information, especially about risks associated with the research, since the study last received HSC approval? YES  FORMCHECKBOX 
 / NO  FORMCHECKBOX 

If yes, please attach documentation.   FORMCHECKBOX 
 Documents attached
9.
ATTACH A BRIEF SUMMARY/REPORT of any study findings from past year.   FORMCHECKBOX 
 Summary attached
10.
Proposed Study Updates

a) Are there any modifications or additions to your protocol narrative for the coming year? YES  FORMCHECKBOX 
 / NO  FORMCHECKBOX 

b) Are there any modifications or additions to your approved consent form(s) for the coming year?
YES  FORMCHECKBOX 
 / NO  FORMCHECKBOX 

c) Are there modifications or additions to your approved study instruments (e.g., surveys, interviews) for the coming year: YES  FORMCHECKBOX 
 / NO  FORMCHECKBOX 

d) Will the modifications have any effect on level of risk to the study’s subjects YES  FORMCHECKBOX 
 / NO  FORMCHECKBOX 
 
e) Will the modification(s) require the re-consent any currently enrolled subjects?
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO
If the answer to 10.a, b, c, d, or e is yes, please give a brief summary of the requested changes:

	     

	     

	     

	     

	     


   Attach copies of each relevant modified document with changes highlighted.
   Is this modification is consistent with the scope of research activities as described in the grant proposal, as received by the HARC office, approved and funded by       (insert name of funding agency).
          FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO
 FORMCHECKBOX 
 Not applicable (e.g., self-funded
If more space is needed to answer any of the above items, attach a separate sheet. If you have any questions about your study renewal, please contact the HARC office at 510-486-5399 or harc@lbl.gov.

	Lead Investigator Signature:
	
	Date:
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