MTN-025 Close Out Regulatory File Review Checklist 
and Essential Document Inventory
	CRS Name/DAIDS Site Number:
	

	Name of Reviewer:
	

	Reviewer Signature and Date:
	

	Name of IoR:
	

	IoR Signature and Date:
	


Note: This tool is designed to guide and document final review of site essential documents as part of study close out for MTN-025, and to serve as an essential document inventory. For each document/criteria listed, the reviewer is to confirm completeness and accuracy of required documentation as well as the filing location, as applicable. The IoR (and designated staff) have ultimate responsibility for ensuring accuracy and completeness of study essential documents.  
Please note the following guidance for completing this review tool:

· Mark “YES” if documentation is complete, accurate, and appropriately on file.  Indicate filing location.  

· Mark “N/A” if the listed criteria does not apply to your site.  If “N/A” is indicated, an explanation must be provided in the comments.  
· Mark “NO” if documentation is not on file, or if there is any issue with the accuracy or completeness of the documentation. Explain the issue in the comments, and include details on action taken and a resolution date in the comments/problems cell for each section. If issues with the documentation cannot be resolved (e.g. documentation is missing/incomplete, or has inaccuracies that cannot be corrected), consult the MTN-025 management team who may request that a note to file signed by the IoR should be put in place to explain the inability to resolve the issue.  
	#
	Section
	DOCUMENT/CRITERIA
	YES
	NO
	N/A 
	Document Filing  Location

	1.
	Protocol

	1a. Is v2.0 of the protocol on file, including signed protocol signature page(s) by the IoR(s)? 
	
	
	
	

	· 
	
	1b. Are all LoAs, and respective protocol signature pages for each LoA, on file?

LoA#1: dated 11APR2016

LoA#2: dated 28MAR2018

	
	
	
	

	· 
	
	1c. Are all Clarification Memos on file? 

CM#1: dated 5AUG2016

CM#2: dated 11NOV2016
	
	
	
	

	· 
	
	1d. Are all approved ICFs on file (current and archived)?  Please list version numbers and dates for each implemented ICF (note: a separate table may be included as an appendix with this information in lieu of listing here): 

Screening: 
Enrollment: 

Decliner: 

Specimen Storage (if applicable):
[Other site-specific ICFs]:


	
	
	
	

	· 
	
	1e. Is IRB/EC approval for the initial protocol submission and all continuing reviews on file? 
	
	
	
	

	· 
	
	1f. Are IRB/EC approvals for all versions of the ICFs in place? 
	
	
	
	

	· 
	
	1g. Are IRB/EC approvals for all LoAs in place?

LoA#1: dated 11APR2016

LoA#2: dated 28MAR2018


	
	
	
	

	· 
	
	1h. Is DAIDs protocol registration documentation on file (initial protocol registration, LoA#1, LoA#2)?
	
	
	
	

	· 
	
	1i. Is the Activation Notice from FHI 360 and final Activation Checklist on file?
	
	
	
	

	· 
	Comments/Problems [site to insert bulleted comments to explain items marked “NO” or “N/A”]:

· [Describe Issue(s), Action(s) Taken, and Resolution Date(s)]



	2.
	SSP Manual
	2a. Is a current copy of the SSP Manual on file? (Last Update: 28JUN2018)
	
	
	
	

	· 
	
	2b. Are all previous SSP versions on file (see final overview and control document dated 28JUN2018 for listing of all sections)?
	
	
	
	

	· 
	
	2c. Are all Data Communiques (#1-12) included in SSP Section 15 (or filed elsewhere)?
	
	
	
	

	· 
	Comments/Problems [site to insert bulleted comments to explain items marked “NO” or “N/A”]:

· [Describe Issue(s), Action(s) Taken, and Resolution Date(s)]



	3.
	Operational Guidance
	3a. Are all Operational Guidance documents on file?

· Op Guidance #1, 26JAN2017

· Op Guidance #2: 20APR2017

· Op Guidance #3: 26JUL2017
· Op Guidance #4: 14JUN2018

· Op Guidance #5: 11JUL2018

· Op Guidance #6: 6SEP2018
	
	
	
	

	· 
	Comments/Problems [site to insert bulleted comments to explain items marked “NO” or “N/A”]:

· [Describe Issue(s), Action(s) Taken, and Resolution Date(s)]



	4.
	IRB Waiver/ IRB Submissions
	4a. Is the IRB Waiver (dated 16MAR2012) on file and submission to IRB documented?
	
	
	
	

	· 
	
	4b. Are all versions of the Investigators Brochure for the duration of study implementation been submitted to relevant IRBs?  

V10.0, March 9, 2016
V11.0, July 26, 2017
	
	
	
	

	· 
	
	4c. Other (check approval for the following written material provided to participants, as applicable):

· HOPE Factsheets 

· Interviewer-administered CRFs/ACASI/Eligibility Worksheets/qualitative interview scripts (if applicable, and if required by local IRB)
· Full CRF Packet (if required by local IRB)
· IC Comprehension Checklists

· Ring Insertion Instructions/Important Info

· Recruitment Materials (site-specific)
· Other site-specific information sheets/handouts (e.g. co-enrollment, recording counseling for QA, etc.)
	
	
	
	

	· 
	Comments/Problems [site to insert bulleted comments to explain items marked “NO” or “N/A”]:

· [Describe Issue(s), Action(s) Taken, and Resolution Date(s)]



	5.
	EAE/SAEs
	5a. Are all EAE/SAE reports on file and have they been submitted to IRB/EC? The following is a cumulative list of SAEs that have been reported (per the most recent SCHARP Safety Summary dated DD/MMM/YYYY): 

[To list for each site]
Note: EAE/SAEs are reported to the sponsor (IPM) electronically through the DAERs submission process.
	
	
	
	

	
	Comments/Problems [site to insert bulleted comments to explain items marked “NO” or “N/A”]:

· [Describe Issue(s), Action(s) Taken, and Resolution Date(s)]



	6.
	Protocol Deviations
	6a. Have all applicable Protocol Deviations for the duration of the study been submitted to the relevant IRB/EC per site standard practice?  If no, outline plans for final submission. Note that a listing of PDs can be requested from SCHARP using the Data Request Form.
	
	
	
	

	· 
	Comments/Problems [site to insert bulleted comments to explain items marked “NO” or “N/A”]:

· [Describe Issue(s), Action(s) Taken, and Resolution Date(s)]



	7.
	Critical Events
	7a. Review the list of critical events below.  Is the listing complete?

[to list]

	
	
	
	
	

	
	
	7b. Have all events been reported to OCSO and requested follow-up completed, documented, and filed (e.g. CAPA)?
	
	
	
	
	

	
	
	7c. Have all events been reported to IRB(s) as needed?
	
	
	
	
	

	· 
	Comments/Problems [site to insert bulleted comments to explain items marked “NO” or “N/A”]:



	8.
	SMC Summaries
	8a. Have all SMC summaries been submitted to appropriate regulatory bodies?  

SMC Dates: 

15MAY2017

14NOV2017

07MAY2018
	
	
	
	

	· 
	Comments/Problems [site to insert bulleted comments to explain items marked “NO” or “N/A”]:

· [Describe Issue(s), Action(s) Taken, and Resolution Date(s)]



	9.
	Clinical Site Monitoring (PPD)
	9a. Are all monitoring logs/sign in sheets on file?
	
	
	
	

	
	Comments/Problems [site to insert bulleted comments to explain items marked “NO” or “N/A”]:

· [Describe Issue(s), Action(s) Taken, and Resolution Date(s)]



	10.


	Site Monitoring (Other Groups)
	10a. Are all FHI 360 assessment reports and final action item tables filed?

[to list]

	
	
	
	

	· 
	
	10b. Are all reports and resolution of action items for any other management team or sponsor visits filed? 

SCHARP Monitoring Visit

[to list other visits as appropriate]

	
	
	
	

	· 
	Comments/Problems [site to insert bulleted comments to explain items marked “NO” or “N/A”]:

· [Describe Issue(s), Action(s) Taken, and Resolution Date(s)]



	11.
	SOPs
	11a. Are all current versions of SOPs on file?
	
	
	
	

	· 
	
	11b. Are all previous SOP versions archived/accessible? 
	
	
	
	

	· 
	
	11c. Does the site have an audit SOP in place?  
	
	
	
	

	· 
	Comments/Problems [site to insert bulleted comments to explain items marked “NO” or “N/A”]:

· [Describe Issue(s), Action(s) Taken, and Resolution Date(s)]



	12.
	Internal Staff Documentation 
	12a. Is all staff training documentation in place (HSP, GCP, SOP training, study-specific training, etc.) for staff on 1572?  Was training completed prior to the ‘start date’ on the Delegation of Authorities Log? This includes staff who were with the CRS at the start of implementation as well as new hires during the implementation period. 
	
	
	
	

	· 
	
	12b. Are current and archived DoAs on file and any associated memos in place (i.e. for updates made under direction of IoR, to explain major changes, etc.)?
	
	
	
	

	· 
	
	12c. Are all current and archived 1572s on file?
	
	
	
	

	· 
	
	12d. Are all clinical licenses for all staff on 1572 (as applicable) on file for the duration of the study?
	
	
	
	

	· 
	
	12e. Are all current and archived signed and dated CVs on file for PIs and sub-investigators listed on 1572?
	
	
	
	

	· 
	
	12f. Are all MTN (paper) financial disclosures in place for staff on 1572 (including end of study financial disclosures)?
	
	
	
	

	· 
	
	12g. Are all HANC financial disclosures (electronic) in place for staff on 1572?
	
	
	
	HANC Website

	· 
	Comments/Problems [site to insert bulleted comments to explain items marked “NO” or “N/A”]:

· [Describe Issue(s), Action(s) Taken, and Resolution Date(s)]



	13.
	Key Communications
	13a. Are all priority email responses on file?
	
	
	
	

	· 
	
	13b. Have other key communications (per SSP section 3.1) been filed? 
	
	
	
	

	· 
	Comments/Problems [site to insert bulleted comments to explain items marked “NO” or “N/A”]:

· [Describe Issue(s), Action(s) Taken, and Resolution Date(s)]



	14.
	Used Ring Destruction Log
	14a. Is all used ring destruction documented on the log?   
	
	
	
	

	· 
	
	14b. Has a destruction certificate been filed each time used study product was destroyed?
	
	
	
	

	· 
	Comments/Problems [site to insert bulleted comments to explain items marked “NO” or “N/A”]:

· [Describe Issue(s), Action(s) Taken, and Resolution Date(s)]



	15.
	Screening and Enrollment Log 
	15a. Complete review of the following:

· Confirm no 2 PTIDs listed twice without screening attempt designated (check dates and reason for previous screen failure)

· Check dates on screening and enrollment log and PTID link log match (1st screening date = date assigned PTID)

· Check 56-day screening window satisfied 

· If reason for screen fail = IoR discretion, confirm use of comments to explain
	
	
	
	

	
	Decliner Screening and Enrollment Log
	15b. Complete review of the following:

· Confirm no 2 PTIDs listed twice 

· Check dates on screening and enrollment log and PTID link log match (1st screening date = date assigned PTID)

· If reason for screen fail = IoR discretion, confirm use of comments to explain
	
	
	
	

	· 
	Comments/Problems [site to insert bulleted comments to explain items marked “NO” or “N/A”]:

· [Describe Issue(s), Action(s) Taken, and Resolution Date(s)]



	16.
	Participant name-PTID link log
	16a. Complete review of the following:

· Check legibility

· Initials complete

· Dates make sense 

· Total # ppts assigned a PTID = total screened per SCHARP
	
	
	
	

	· 
	Comments/Problems [site to insert bulleted comments to explain items marked “NO” or “N/A”]: 
·  [Describe Issue(s), Action(s) Taken, and Resolution Date(s)]



	17
	Laboratory
	17a. Confirm any archived/current laboratory certifications for labs listed on 1572 are filed.  
	
	
	
	

	· 
	
	17b. Confirm MTN Laboratory Center Activation Approval is present.
	
	
	
	

	· 
	
	17c. Confirm current laboratory normal ranges present for local labs (including back up labs if applicable)
	
	
	
	

	· 
	
	17d. Confirm signed and dated CV of laboratory director present 
	
	
	
	

	· 
	Comments/Problems [site to insert bulleted comments to explain items marked “NO” or “N/A”]:

· [Describe Issue(s), Action(s) Taken, and Resolution Date(s)]



	18.
	Pharmacy
	18a. Confirm records of drug receipt are complete and organized (for site)
	
	
	
	

	· 
	
	18b. Confirm records of drug dispensing are complete and organized (for site)
	
	
	
	

	· 
	
	18c. Confirm records of drug disposition or return are complete and organized (for site)
	
	
	
	

	· 
	
	18d. Confirm Product label on file 
	
	
	
	

	· 
	
	18e. Confirm documentation of all requests to Catalent are on file
	
	
	
	

	· 
	
	18f. Confirm documentation of all pharmacy staff training and signed and dated CVs for PoR and pharmacy staff
	
	
	
	

	· 
	Comments/Problems [site to insert bulleted comments to explain items marked “NO” or “N/A”]:

· [Describe Issue(s), Action(s) Taken, and Resolution Date(s)]



	19.
	Other Key Documents
	19a. If required, are certificates of clinical trial insurance on file (current and archived versions; ensure no gap in coverage)? 
	
	
	
	

	· 
	
	19b. Composition of ethics committee on file, as well as ‘effective dates’ that include the span of HOPE (current and archived rosters)
	
	
	
	

	· 
	Comments/Problems [site to insert bulleted comments to explain items marked “NO” or “N/A”]:

· [Describe Issue(s), Action(s) Taken, and Resolution Date(s)]



	20.
	CQMP
	20a. Are all QA reviews conducted per site CQMP on file (including documented findings and corrective actions)? 
	
	
	
	

	· 
	Comments/Problems [site to insert bulleted comments to explain items marked “NO” or “N/A”]:

·  [Describe Issue(s), Action(s) Taken, and Resolution Date(s)]



	21.
	File Storage
	21a. Does the site have adequate storage and plans in place for storage of study files, including screen fails, enrolled participants, all informed consents, clinic/regulatory essential documents, laboratory documents, and pharmacy records?
	
	
	
	

	· 
	Comments/Problems [site to insert bulleted comments to explain items marked “NO” or “N/A”]:

· [Describe Issue(s), Action(s) Taken, and Resolution Date(s)]




Study Document Inventory 

Instructions: Sites to review and inventory the storage location of all study documents. Essential documents are inventoried as part of the checklist above.  Include an inventory of other study documents in the table below.  For example, a location for all documents bearing participant names or PTIDs, all study-specific laboratory documentation, and all study product receipt, dispensing, accountability, and final disposition documentation.  Sites are encouraged to use the table below to complete inventory of study documents listed in bold; alternatively, an inventory may be included in an attachment to this checklist.

	Study Document Description
	Study Document Location

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	


�Add in SCHARP dates for respective sites: 


MUJHU: Feb 8-10, 2017 


Blantyre: Feb 15, 2017 and May 24-25, 2017


Lilongwe: Feb 16-17, 2017


Emavundleni: Feb 15-17, 2017


WRHI: Feb 20-22, 2017


Seke South: May 29-30, 2017


Spilhaus: May 30-May 31, 2017 


Zengeza: June 1-2, 2017


eThekwini: June 20, 2017


Chatsworth: June 21, 2017


Tongaat: June 26, 2017


Verulam: June 23, 2017


Isipingo: June 28, 2017


Botha’s Hill: June 27, 2017
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