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DESCRIPTION: IRBs review trials at regular intervals but rarely learn about the final outcome.  Please summarize what happened during this study.  Were our concerns close to or far from the mark?  Was the consent form usable?  Is the world a better place for having had this study occur?  Help us learn so that we can better help and serve you and others in the future.

Approval is automatically over as of 11:59 PM on the expiration date unless you act to keep it active.   If we don’t hear from you, we are likely to pester you and eventually write you a sharp closure letter!

MAKE A COPY FOR YOUR STUDY CORRESPONDENCE FILE.

	A. The Study

	E&I Study Number
	     

	Study Title
	     

	Protocol Version/Date
	     

	Sponsor or Agency
	     

	Study Item (e.g. drug)
	     

	Study Director
	     


	B. Principal Investigator

	E&I PI Number
	     

	Name
	     

	Address/City/State/Zip
	     


	C. Wrap-up and Future Plans

	C.1.
Future Contact information: Who will be available for future questions?

	Name
	     

	Title
	     

	Phone
	     

	Fax
	     

	E-mail
	     

	C.2.
Archiving and Storage


	Will archived records be identifiable?  If yes, where archived, or if coded, where is the key?
	 FORMCHECKBOX 
 No or   FORMCHECKBOX 
 Yes &  describe:      

	Where and how will the consent forms and the study records be archived?
	Consent forms:  FORMCHECKBOX 
 N/A or      
Paper: 
     
Electronic:        

	If there are stored samples, what will happen to them?
	 FORMCHECKBOX 
 None or      

	C.3.
Re-contact


	Were subjects asked for and did they give permission to be contacted later?
	 FORMCHECKBOX 
 No or      

	C.4.
 Promise to subjects


	Will subjects be sent any final information?  A thank you note?  A publication copy?  
	 FORMCHECKBOX 
 No or      


	D. Activity Summary 

	D.1.
Dates

	Enrollment Dates
	Last contact
	IRB Dates
	Protocol Version

	First subject

     
	Last subject

     
	Last subject

     
	Approval

     
	Expiration

     
	At start

     
	At end

     

	D.2.
Numbers – Note : all three totals should match.

	Enrollment by Gender
	Activity
	Diversity Group
	# or % of group

	Male
	     
	Completed 
	     
	Caucasian
	     

	Female
	     
	Withdrew or Lost
	     
	African American
	     

	Other
	     
	Removed from study
	     
	     
	     

	 Unknown
	     
	Other
	     
	     
	     

	TOTAL
	     
	TOTAL
	     
	TOTAL  
	     

	D.3.
Performance Sites: List all sites where subjects were seen for enrollment, testing or follow-up.  Provide a separate listing FOR more than 3 sites. 

	
	Site 1
	Site 2
	Site 3

	Name
	     
	     
	     

	Address
	     
	     
	     

	Phone
	     
	     
	     

	Fax
	     
	     
	     

	What was done at this site?
	     
	     
	     


	E. Results and Evaluation of Experience 

	E.1.
Results: 

	Please give us a short summary of the results or attach a reprint of an article or a report. Was there something interesting? A lesson?  A new fact? Summarize here or attach information.
	 FORMCHECKBOX 
 Attached or      


	To be useful, information needs distribution.  Is this study on a clinical trial results registry?  Has it been published?   Is it leading to another study?
	 FORMCHECKBOX 
 Attached or      


	E.2.
AUDITS & LESSONS Summarize here or attach information

	List all monitoring or inspection visits (FDA, Sponsor, CRO, etc) Describe the findings.
	 FORMCHECKBOX 
 Attached or      


	E.3.
CONSENT EVALUATION:  Summarize here or attach information

	What was one effective tool for helping subject comprehension?
	     

	Were there any issues about the consent process?
	 FORMCHECKBOX 
 No or      

	Did the consent form inform subjects adequately?  Describe any issues. 
	 FORMCHECKBOX 
 Yes or      

	E.4.
RISK AND DISCOMFORT EVALUATION Summarize here or attach information about events at your site:

	Were there any:

Serious or unanticipated adverse events that were [more likely than not] related?

Subject claims for research related injuries?  Might there have been?

Unanticipated non-physical harms to subjects or others that were [more likely than not] related?
	 FORMCHECKBOX 
 None or      

	What was the most common complaint from subjects?
	 FORMCHECKBOX 
 None or      

	E.5.
BENEFIT EVALUATION Summarize here or attach information

	What results will be given to subjects who participated?
	 FORMCHECKBOX 
 None or      

	What was the most common positive message from subjects? 
	 FORMCHECKBOX 
 None or      

	Have there been or will there be any publications?  (Please attach)
	 FORMCHECKBOX 
 None or      

	If there was therapeutic value, is it still available to subjects?
	 FORMCHECKBOX 
 None or      


	F. Review of IRB Review 

	IRB REVIEW EVALUATION Summarize here or attach information

	Did you submit this study to any other IRB?  Why?  Can we learn something from that review?
	 FORMCHECKBOX 
 None or      

	Please describe your views of E&I and of the IRB. (Use one or two adjectives or a note)
	     
If it’s nice, can we use it publicly?   FORMCHECKBOX 
 Yes

	Please rate your experience on a scale of 1 (low) to 5 (high)
	Responsive-

ness

     
	Review 

Speed

     
	Review 

Quality

     
	Documentation Quality

     

	Other comments
	     


	G. Signature and Assertion

	· The above information is true to my knowledge and will be updated as necessary.

	Signature


	Printed Name

     
	Date
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West Coast Board

E&I West Coast Board
100 Tamal Plaza, Suite 158
Corte Madera, CA 94925
Phone (415) 485-0717

Fax (415) 485-0328

E&I Midwest Board

14400 East 42nd Street, Suite 240
Independence, MO 64055

Phone (816) 421-0008

Fax (816) 356-2227
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