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DESCRIPTION: 

IRBs review studies 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? Help us learn so that we can better help and serve you and others in the future.  

WHEN:

Approval is automatically over as of 11:59 PM on the expiration date unless you act to keep it active.  A final report is appreciated to prevent us from continuing to contact you after you consider your study to be closed.

· Form 59D is specifically for investigators in FDA-regulated multi-site studies.  
· Data queries that do not involve further subject interaction may follow study closure.

· If federal grant funds are involved, the study must remain open as long as identifiable private information is available for analysis.

MAKE A COPY FOR YOUR STUDY CORRESPONDENCE FILE.

Send completed package to submit@eandireview.com.
	A. Identification

	A.1.   The Study

	

	E&I Assigned Number
	     

	Company 
	     

	Study Title
	     

	A.2.   The Investigator

	Name
	     

	Coordinator Name 
	     

	If we have questions, whom should we call?
	Name:      
Phone:       
Email:        


	B. Closure & Completion Information

	B.1.   Reason for closure

	Study Completion - All subject intervention, follow-up are concluded
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	Date of last visit, test, interaction or intervention:
     

	
	
	 FORMCHECKBOX 
 N/A  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  If federally funded, has all data been de-identified?

	Research never commenced at this site
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	Reason:      

	Sponsor or agency is closing this study


	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Due to DSMB decision or  FORMCHECKBOX 
 FDA action.or  FORMCHECKBOX 
 Other Please explain       

	Sponsor or agency is closing our site
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	Please explain:      

	Other:      
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	Explain:      

	B.2.   Enrollment Numbers

	Please read these questions CAREFULLY and complete all questions as instructed.  Failure to complete this section correctly will result in additional reporting requirements.

	
	Sample
	Numbers from last approval period
	Final overall total
	 

	A
How many people signed consent forms?
	53
	     
	     
	

	1
Screen failures (people who agreed but did not qualify)
	-  0
	     
	     
	Any comments about lines A - 3?
     

	2
Number being screened now
	-  3
	     
	
	

	3
Enrolled
	= 50
	     
	     
	

	4
Active:  in interventional phase
	 30
	     
	
	Final comments on lines 6, 7 or 8?

     

	5
Active:  in follow-up only
	+ 10
	     
	
	

	6 
Gone:  removed by investigator
	+ 4
	     
	     
	

	7
Gone:  subject withdrew
	+  2
	     
	     
	

	8
Gone:  Lost to follow-up
	+  2
	     
	     
	

	9
Completed
	+  2
	     
	     
	

	10
Add 4 to 9.  Total must equal the number enrolled 
	= 50
	     
	     
	


NOTE:  the numbers in the following three sections are expected to be approximations.

	B.3.  Recruitment Sources

	Subjects recruited by each method (numbers)
	Total must = line 10 above)
	From Practice
	Referral
	Advertising

(attach)
	Word of Mouth
	Other /

Unknown

	
	     
	     
	     
	     
	     
	     

	B.4.  Recruitment Equity

	Number enrolled 
	Total must = line 10, above
	Caucasian  (non Hisp)
	Hispanic

Latino
	African-American
	Asian/SE Island
	Native American
	Other or

 Unknown

	
	     
	     
	     
	     
	     
	     
	     

	Does the distribution differ significantly from the population from which it was drawn?
	 FORMCHECKBOX 
 Yes
Explain:
     
 FORMCHECKBOX 
 No

	B.5.  Gender Equity

	Subjects recruited by each method (numbers)
	Total must = line 10 above)
	Males
	Females
	Unknown or

Other
	Never asked
	

	
	     
	     
	     
	     
	     
	


	C.   Next Steps

	In preparation for closure, what steps have or have not been done?

	C.1.   Future Contact

	Where and how could we contact you, should we need to contact you within the next year?
	 FORMCHECKBOX 
 No changes expected or:      

	C.2.   Archiving and Storage

	Where are identifiable forms and codes to be stored until they are destroyed?
	     

	When will identifiable information be destroyed and who is in charge of destruction?
	     

	C.3.   Promises to and Future contact with Participants

	Have any promises been made to participants such as sending them study results or making referrals?
	     


	Future contact, beyond what was already agreed to, is rarely allowed except for subject safety.  
	 FORMCHECKBOX 
 Consent was gained for future contact.
 FORMCHECKBOX 
 Consent was not gained for future contact. 


	D.   Evaluation

	This section calls for a reflection on the experience.  The IRB has reviewed this study at least once if not multiple times.  Please help them learn about what happened.

	D.1.   Results

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

	To be useful, information needs distribution. Has it been published?   Is it leading to another study? Are the results on a clinical trial results registry?
	 FORMCHECKBOX 
 None or   FORMCHECKBOX 
 Attached or      

	D.2.  Consent Process

	Was any lesson learned about how best to conduct a consent process?
	 FORMCHECKBOX 
  No or explain:      

	D.3.   Consent Documents

	Could the consent form have been easier or simpler or more usable?   
	 FORMCHECKBOX 
  It was fine or discuss suggestions:      

	D.4.   Risk and Discomfort Evaluation

	Is there any overall observation about risks, discomforts or study issues?
	 FORMCHECKBOX 
 None or      

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

	D.5.   Benefit  Evaluation

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

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


	E.   Review of IRB Review

	This is your opportunity.

	E.1.   Results

	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. 
	     
If it’s nice, can we use it publicly?  FORMCHECKBOX 
  Yes

	Please rate your experience on a scale of 
	Responsiveness
	 FORMCHECKBOX 
 Low      FORMCHECKBOX 
 1      FORMCHECKBOX 
 2      FORMCHECKBOX 
 3      FORMCHECKBOX 
 4      FORMCHECKBOX 
 5      FORMCHECKBOX 
 Best

	
	Review Speed
	 FORMCHECKBOX 
 Low      FORMCHECKBOX 
 1      FORMCHECKBOX 
 2      FORMCHECKBOX 
 3      FORMCHECKBOX 
 4      FORMCHECKBOX 
 5      FORMCHECKBOX 
 Best

	
	Review Quality
	 FORMCHECKBOX 
 Low      FORMCHECKBOX 
 1      FORMCHECKBOX 
 2      FORMCHECKBOX 
 3      FORMCHECKBOX 
 4      FORMCHECKBOX 
 5      FORMCHECKBOX 
 Best

	
	Documentation Quality
	 FORMCHECKBOX 
 Low      FORMCHECKBOX 
 1      FORMCHECKBOX 
 2      FORMCHECKBOX 
 3      FORMCHECKBOX 
 4      FORMCHECKBOX 
 5      FORMCHECKBOX 
 Best

	Other comments 
	     


	Signatures
	Principal Investigator
	Person who prepared the form if not PI

	The above is my or our opinion at the conclusion of this study.

	Signature
	
	

	Printed name
	     
	     

	Title
	     
	     

	Date
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