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Sample Study Close-Out Checklist

· In accordance with IRB/EC requirements, inform all responsible IRBs/ECs of study closure. Forward required protocol de-registration documents to [HPTN CORE CRM name].

· Complete and submit to SCHARP DataFax all required DataFax forms.

· Resolve all outstanding data QC notes.

· Resolve any pending monitoring findings/queries.

· Complete and submit to SCHARP DataFax all required Participant Data Verification Form(s).

· Ship all pending biological specimens to the HPTN Central Lab [or other designated lab].

· Collaborate with the HPTN SDMC and Central Lab to resolve any discrepant laboratory test results and finalize endpoint-related documentation.

· After all protocol-specified laboratory testing is completed, archive or destroy all remaining stored specimens (specimens obtained from participants who did not provide informed consent for post-study specimen storage and possible future research testing must be destroyed). 

· In accordance with instructions provided by the DAIDS PAB Protocol Pharmacist, or designated VPRP Protocol Pharmacist, return or dispose of all investigational drug/product supplies.

· Review and assemble for long-term storage all required essential documents, including

· Administrative and regulatory documentation

· Log linking participant names and ID numbers (which also serves as the completed participant identification code list required by ICH GCP guidelines)

· All study documents bearing participant names

· All study documents bearing participant ID numbers

· All study drug/product receipt, dispensing, accountability, and final disposition documentation

· Updated financial disclosure if any relevant changes occur in the course of the study or for one year following completion of the study, if applicable

· Final report by investigator to IRB/EC where required, and where applicable to the regulatory authority(ies)

· Clinical study report

To the extent possible, organize and categorize all study documentation according to ICH GCP guidelines (ICH E6, Section 8.4).  Prepare a written inventory of all documentation and storage locations. Documents must be stored securely and with adequate protection of participant confidentiality for a period of [insert appropriate timeframe for IND or non-IND study], unless otherwise instructed by DAIDS.  

· Prepare for and take part in a study close-out visit to be performed by the DAIDS Clinical Study Monitoring Group (PPD); resolve all visit findings/queries; and file all visit documentation with other study documentation.

· Complete, sign and date this checklist.  File original with other study documentation and fax a copy to [HPTN CORE CRM name and number]. 
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