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NIMH Clinical Research Education, Support, and Training (CREST) Pre-Interim Monitoring Visit (IMV) Checklist 
Purpose: Use this checklist to prepare for your scheduled CREST IMV. Please ensure all study documentation and required systems access are ready by the date of the visit. Send this checklist and any requested pre-visit documents to your assigned CREST monitor by the due date (typically 2 weeks before Day 1). This checklist is intended to support IMV preparation; not all items apply to every protocol (e.g., device or investigational product sections).
1. Key Information
	Item
	Details

	Visit Dates
	

	Visit Type
	☐ Remote       ☐ On-site       ☐ Hybrid

	Study Title
	

	Grant Number
	

	Site Name/Number
	

	Site Address / Meeting Room / Arrival Instructions
	

	Pre‑visit Document Due Date 
	

	Contact Principal Investigator (PI)
	

	Primary Study Coordinator
	

	Point of Contact (if different from Primary Study Coordinator)
	

	Electronic Data Capture (EDC) System (e.g., REDCap, Medidata, custom)
	

	EDC / Information Technology (IT) Point of Contact for Access/Training
	

	Pharmacy Contact (if applicable)
	

	Location of Regulatory Files (paper and/or electronic)
	

	Other Key Contacts (if applicable)
	


	
2. Pre‑visit Documents Requested (by due date)
☐ Current IRB‑approved study protocol (current version)
☐ Current IRB‑approved informed consent form(s) (current version)
☐ Manual of Procedures (MoP) and/or Standard Operating Procedures (SOP) (current version)
☐ Updated recruitment summary / enrollment status (as applicable)
☐ EDC access instructions and/or screenshots for remote demonstration (if applicable)
3. Visit Logistics & Access
☐ Schedule confirmed for daily monitoring activities and availability of key staff 
☐ Workspace reserved for regulatory/source review and closeout meeting (if on-site)
☐ Wi-Fi or LAN access confirmed for monitor laptop (if on-site)
☐ Visitor access/escort procedures confirmed; parking/building entry instructions provided (if on-site) 
☐ Remote/hybrid readiness verified (if needed): VPN, screenshare capabilities, secure file transfer, etc. 
☐ Monitor has access to EDC for review and/or a demo is scheduled with study team
4. Regulatory Approvals and Documentation
Most of the documents listed below should be organized in the site’s Regulatory Files (paper and/or electronic). For documents maintained outside these files (e.g., in an institutional office), please ensure the regulatory files contain a cross-reference (e.g., placeholder tab or Note to File) indicating their location. A Note to File template is available at the NIMH Clinical Research Toolbox.

A. Regulatory Oversight Documents & Processes
☐ Current and previous IRB-approved versions of the protocol are on file
☐ Current and previous IRB-approved versions of the informed consent and/or assent form(s) (ICF) are on file
☐ IRB approvals on file for continuing reviews (if applicable) and all protocol/consent/assent amendments
☐ IRB approvals for recruitment materials/scripts (if applicable)
☐ IRB approval letters specify the approved document versions (version number/date)
☐ IRB roster/membership (or documentation of non‑release policy and written confirmation that the IRB is appropriately constituted)
☐ Data and Safety Monitoring Board (DSMB) or Independent Safety Monitor (ISM) approval letter (if applicable)
☐ Previous monitoring reports are filed, and action items are resolved or tracked to resolution
B. Other Institutional Files 
☐ Current Federal‑Wide Assurance (FWA) documentation
☐ All required local, state, or special authorizations (e.g., radiation safety, biosafety, controlled substances, data sharing agreements)
5. Investigational New Drug Application (IND)/ Investigational Device Exemption (IDE) (if applicable)
☐ U.S. Food and Drug Administration (FDA) Form 1572 on file (required for drug studies)
☐ Investigator of Record (IoR) agreement on file (required for device studies)
☐ IND/IDE submissions and correspondence on file
☐ Current Investigator’s Brochure or package insert on file; IRB submission documented (if applicable)
☐ Investigational Product (IP) prescription/order template (e.g., medication order form) includes all fields required by state and institutional regulations (e.g., subject address, prescriber name, pharmacy address).
☐ Sample IP container label available; label meets applicable labeling requirements
☐ IP/Device shipping records (dates, quantities, lot numbers) on file
☐ IP/Device inventory reconciles with shipping records and master accountability log
☐ Master IP accountability log template available
☐ IP/Device dispense log template available for individual subject records (e.g., subject binder or electronic study chart).
☐ Certificates of analysis on file (if applicable)
☐ Drug destruction policy on file
☐ Emergency unblinding Standard Operating Procedure (SOP) on file (with backup contact)
☐ Calibration/maintenance logs for devices on file
☐ Staff ordering/dispensing IP/Device are appropriately qualified per applicable regulations (e.g., required training, licensure, and/or certifications on file, as applicable)
6. Study Staff Qualifications
☒ Delegation of Authority (DOA) log current and accurate
☐ Signed & dated Curriculum Vitae (CVs)/biosketches for PI and delegated staff up to date
☐ Current professional licenses for PI and co‑investigators on file
☐ Financial disclosure/conflict of interest (COI) documentation per institutional policy
☐ Human Subjects Protection training documentation is current for relevant personnel (per NIH/IRB policy)
☐ Good Clinical Practice (GCP) training documentation complete (per NIH/IRB policy)
☐ Occupational Safety and Health Administration (OSHA) / International Air Transport Association (IATA) training for staff shipping specimens (if applicable)
☐ Study‑specific training documentation up to date for all relevant personnel
7. Study Operations & Facilities Oversight
☐ Manual of Procedures (MoP) and/or SOPs current
☐ Internal correspondence is present and current (e.g., weekly study meeting minutes)
☐ External correspondence is present and current (e.g., NIMH Program Officer (PO), DSMB/ISM, FDA, NIMH CREST monitor, collaborating sites)
☐ Facilities remain appropriate for conduct of the study (e.g., private location for conducting informed consent, exam space, pharmacy, data storage, etc.)
☐ PI oversight is documented and appropriate (e.g., PI review/sign-off of eligibility determinations, protocol deviations, safety events, and study team communications/meetings)
☐ Study supply inventory is adequate and not expired
☐ Laboratory certifications/accreditations (e.g., College of American Pathologists (CAP); Clinical Laboratory Improvement Amendments (CLIA); The Joint Commission (TJC)) on file, if applicable.
☐ Reference ranges for protocol‑required tests current and complete (units, lab name, date)
☐ Signed ICFs available and complete for monitor review
8. Study Logs & Forms
☐ Screening log is present and accurate
☐ Enrollment log is present and accurate
☐ Confidential Subject ID code key is up to date and stored securely
☐ Protocol deviation/violation logs (subject‑level and study‑wide) are available and up to date
☐ Adverse event (AE)/ serious adverse event (SAE) logs (subject‑level and study‑wide) are available and up to date
☐ Retained body fluids/tissue log is available (if applicable)
☐ Randomization documentation is accurate and consistent with the master randomization code (if applicable)
☐ Reports are on file for any events that required expedited reporting to regulatory authorities (as applicable)
9. Data Quality & Electronic Systems
☐ Case Report Form (CRF) templates include title, version/date, page numbers, subject and visit identifiers
☐ EDC remains compliant with 21 CFR Part 11 (if applicable)
☐ EDC user accounts provisioned; only trained staff have access
☐ EDC captures all protocol‑required data fields
☐ Subject data is centralized for tracking AEs, protocol deviations, and GCP adherence
☐ QA/QI processes are in place and being followed to ensure data quality and operational compliance
☐ For multi-site studies: processes/SOPs support consistent data collection across sites
☐ Partial verification of the electronic dataset readiness (as applicable for the visit)
10. Safety Oversight & Reporting
☐ Process for recording and reporting AEs/SAEs is documented and followed
☐ Process for recording and reporting Unanticipated Problems is documented and followed
☐ Process for recording and reporting protocol deviations/violations is documented and followed
☐ Documentation available for monitor review of AEs/UPs/PDs (study-wide and subject-level)
☐ Safety oversight body roster/charter on file (DSMB or Independent Safety Monitor (ISM), as applicable)
11. Subject-Level Source Document Review Readiness (as applicable)
☐ Source documents and corresponding CRFs are available for monitor review
☐ Informed consent/assent documentation available for reviewed subjects; all required fields complete
☐ Informed consent/assent signature dates/times (as applicable) are complete and consistent across documents
☐ Eligibility is supported by source documentation for reviewed subjects
☐ Randomization assignment (if applicable) is documented and consistent with the master randomization list
☐ Concomitant medication documentation is complete and consistent with protocol requirements (at entry and throughout participation)
☐ Protocol-required clinical/lab evaluations are present and complete
☐ Protocol deviations/violations and unanticipated problems are documented and reported as required
☐ AEs/SAEs documented and reported appropriately
☐ Documentation practices align with ALCOA-C principles (Attributable, Legible, Contemporaneous, Original, Accurate, and Complete; e.g., dated/signed entries with corrections made per policy)
☐ EDC data accurately reflects source/CRF documentation
☐ Study tasks were performed by staff appropriately delegated on the DOA log
☐ Lab reports are reviewed and signed by study clinician/PI per protocol/site process (e.g., within required timeframe)
☐ Subject status is documented (active/completed/withdrawn/lost to follow-up, as applicable)
☐ IP/device accountability documentation is complete and consistent with study records (as applicable)
12. Recruitment & NIMH Recruitment Milestone Reporting (RMR)
☐ Enrollment status and recruitment progress available for monitor review
☐ RMR record is current (targets and actuals updated through the most recent reporting cycle) 
☐ Designated staff are prepared to discuss recruitment progress and monitoring period accrual
☐ Internal reconciliation process in place for RMR with screening/enrollment logs (as applicable)
13. Additional Comments
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