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	CLOSURE FORM FOR ALL STUDY ACTIVITIES


	For IRB use only

	PERMANENT STUDY CLOSURE DATE 

The signature below acknowledges review and approval by the IRD’sInstitutional Review Board for the Permanent Study Closure of the study listed below. 
IRB Chair/Designee Signature**:                        Date of Study Closure       


	


	SECTION A – STUDY INFORMATION

	Complete this form if:
 
IRB Approval for this research study has lapsed

 
The PI wants to close the study

 
The IRB approved the research study, but it was never initiated

	IRD-IRB #:                        IRB Approval Expiration Date:      

	Study Title:’      


	Principal Investigator:
	Name:      

	
	Phone:                               E-mail:      


	Other Study Contact, Updated information:

(if applicable)
	Name:      

	
	Phone:                                E-mail:      



	SECTION B – CLOSE-OUT

	1. Please mark all that apply for why this study is being closed. (Click box to check all that apply) 

	 FORMCHECKBOX 
 Study’s IRB approval lapsed

	 FORMCHECKBOX 
 All study activities, including data analysis, are complete. Original research records are  secured and will be retained or destroyed in accordance with policy

	 FORMCHECKBOX 
 Recruitment goals not met (describe below)

	 FORMCHECKBOX 
 Sponsor closure due to safety issues (describe below)

	 FORMCHECKBOX 
 Over-enrollment (describe below)

	 FORMCHECKBOX 
 Closure due to lack of funds

	 FORMCHECKBOX 
 Study never started ( skip to Section E

	 FORMCHECKBOX 
 Other (describe below)

	a. Please clarify all marked boxes which request additional information.

     



	C. STUDY POPULATION
	
1.

Total number of participants approved by IRB:      
2.

Number of  participants who signed a consent form, gave oral consent, or were studied under a waiver of consent
During current IRB approval period
     
Since original approval
     
2a
SCREEN FAILURES:  Indicate the total number of participants who were consented but later screened out due to exclusionary criteria
     
EARLY WITHDRAWAL:  
2b
Indicate the total number of participants withdrawn by the PI  
     
2c
 Indicate the total number of subjects who voluntarily dropped 
out (loss to follow-up are included in this category) 
     



	D. STUDY ACTIVITIES, ADVERSE EVENTS, DEVIATIONS AND UNANTICIPATED PROBLEMS

	1.
Have any subjects withdrawn voluntarily or been withdrawn from the study by the investigator?

          FORMCHECKBOX 
N/A         FORMCHECKBOX 
No            FORMCHECKBOX 
Yes, explain:      


	2. During the period since the last IRB approval, have there been any participant withdrawals from the study or complaints about the study?            FORMCHECKBOX 
N/A         FORMCHECKBOX 
No            FORMCHECKBOX 
Yes, explain:      


	3. Protocol deviation: During the period since last approval period, have there been any protocol deviations (administrative or minor departures from IRB approved study)?

 FORMCHECKBOX 
N/A      FORMCHECKBOX 
 No deviations to report           FORMCHECKBOX 
Yes, explain:      


	4.  Adverse events:  During the period since last approval period , have any adverse events, as well as any problems involving research participants, research staff or others, occurred?
          FORMCHECKBOX 
N/A         FORMCHECKBOX 
No            FORMCHECKBOX 
Yes, explain:      



	SECTION E – Signature

	Signature of PI:

	     
	
	     

	Principal Investigator – Typed name is acceptable
	    Date

	For electronic submissions, a check in this box will constitute a written signature  FORMCHECKBOX 



****End of closure form. Please submit a soft copy of your proposal, questionnaire(s) and final consent/assent form electronically to irb@ird.global*****
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