PARTNERS HUMAN RESEARCH QUALITY IMPROVEMENT PROGRAM

GUIDANCE FOR CLINICAL RESEARCH

STUDY CLOSE OUT
I. PURPOSE
The purpose of this guidance is to describe the recommended process to be followed by a site when a study closes:
II.  RECOMMENDATIONS
I.     Review all regulatory files for completeness.
i. Ensure that all regulatory documents are completed and available for review.
II. Complete the verification of all data recorded on case report forms (CRFs) with source documentation.
i. Ensure that all data queries (if applicable) received to date have been resolved.

ii. Complete any outstanding CRF corrections and notes-to file.
iii. Ensure that the appropriate patient medical records will be available for review.

III. Ensure that the study drug/device is either prepared for return to sponsor/CRO or disposed of at the site per the agreement with the sponsor.
i. Ensure Investigational Product accountability and associated records are complete.  

ii. Reconcile product accountability with research pharmacy (if applicable) in order to ensure accuracy. Inform the research pharmacist of the scheduled closed out date so that study drug can be inventoried and drug accountability records can be verified.
iii. File copies of study drug packing slips and shipment receipts as required.

iv. Ensure notes-to-file exist for any violations/deviations associated with the handling and use of the study product.

IV. If data is maintained electronically, determine when and if hard copies will be printed out for storage.

i. Ensure electronic data will be maintained in compliance with the guidelines outlined in 21 CFR Part 11 and Partners Record Keeping and Record Retention Policy
V. Inform the IRB that the study is complete/closed by submitting a continuing review form in Insight/eIRB and selecting the study complete/closed project status.
VI. Meet with the research study team to discuss the status of the following:

i. The final audit of the regulatory files.

ii. The final source data verification.

iii. The reconciliation of the study drug shipment and receipt records with drug accountability records.

iv. The possibility of a quality assurance and/or FDA audit.

v. The requirements for data storage.

vi. The requirements for publication of the study data (if applicable)

vii. The requirements and timelines for final payments (if applicable)

VII. Arrange for transfer/storage of study documents to a secured ‘Partners approved’ (agreement in place) storage facility.  

Note: Retrievex is Partners current preferred vendor. Contact the Partners Senior  

Account Manager, Steve Brown, at sbrown@retrievex.com -or - 888-869-2767

 ext. 3368.  
Attachments
A. Study Close-Out Checklist

B. Study Close-Out Team Meeting Agenda

ATTACHMENT A

Study Close-Out Checklist

	
Status
	
Task
	
Date
	Completed by (Name)
	
Comments

	(
	Regulatory files reviewed for completeness.
	
	
	

	(
	Final CRF/Source data verification.
	
	
	

	(
	For sponsor monitored studies: All data queries resolved and/or documentation exists for data discrepancies and unresolved data.
	
	
	

	(
	Study drug/device accountability is verified.
	
	
	

	(
	Study drug/device returned to sponsor/CRO or destroyed.
	
	
	

	(
	IRB notified that the study is complete/closed and a final report was submitted to the IRB.
	
	
	

	(
	“Final Approval” letter from IRB is received.
	
	
	

	(
	Sponsor (if applicable) copied on all IRB correspondence.
	
	
	

	(
	Final payment received and accounts payable reconciled.
	
	
	

	(
	Study files prepared for long-term storage.
	
	
	


ATTACHMENT B

Study Close-Out Visit Team Meeting Agenda
Date 


Time 


Location 

A. Status of review and collection of existing data
B. Follow-up data collection (outstanding data)
C. Investigational drug/device accountability

D. Status of study supplies (if applicable)
E. Status of Regulatory Documentation
F. Status of IRB Documentation

G. Investigator’s final study report
H. Final payments (if applicable)
I. Procedure for publication of data
J. Future studies

K. Record Keeping and Retention

L. Potential for future audit(s)
