

FDA Site Inspection Preparation Checklist

The Northwestern University IRB Office compiled this checklist template as an overview of steps to prepare for an FDA inspection. This is a general checklist based on standard inspections and may not be all inclusive of each investigator’s experience. 

Upon notification of an FDA inspection, the following steps are recommended in preparation for the inspection. Details about each of these steps can be found in the FDA Site Inspection Guidance for Investigators and Staff (HRP-1910) on the IRB website.
[bookmark: _Toc44587748]Record Initial Communication and Inspection Requests from the FDA
· Who received the notification and when 
· Estimated date and duration of the inspection
· FDA inspector(s) contact information
· Purpose and scope of the inspection
· Who/what is being inspected?
· Why is the inspection being done?
· The inspector’s requests for the inspection (specific personnel, documents, etc.)
· If any information is needed before the inspection, and if so, by when.
[bookmark: _Toc44587749][bookmark: _Toc44587750]Notify Stakeholders of the Inspection
· All study investigators and staff
· Department chair
· Northwestern IRB Office (all of the following)
· IRB Compliance Unit (irbcompliance@northwestern.edu)
· Alec Henderson, IRB Compliance Manager (alec.henderson@northwestern.edu)
· For biomedical studies: Lucas Sikorski, Biomedical IRB Manager (lsikorski@northwestern.edu) and Main Biomedical Office (irb@northwestern.edu)
· Sponsored Research (if the study is externally funded or grant funded)
· Department Grants/Contracts Officer or SponsoredResearch@northwestern.edu
· External IRBs (if you have ceded review to an external IRB or if participating site IRBs have ceded review to Northwestern IRB)
· Directors of clinics or centers (if applicable)
· Other relevant department/clinic/center staff and/or administrators (if applicable)
· Study sponsor or Contract Research Organization (CRO) (if externally sponsored/funded)
· Investigational Pharmacy (if utilized for the study)
· nminvestigationaldrugservice@nm.org
· Feinberg School of Medicine, Office for Research (if the PI is affiliated with FSM)
· Abby Cosentino-Boehm, IT and Clinical Research Operations (a-cosentino-boehm@northwestern.edu)
· Staff in clinic spaces that may be visited by the inspector (if applicable)
· Local ancillary support services, such as laboratories, imaging, diagnostic testing, pathology core, electronic systems, etc. (if applicable)

[bookmark: _Toc44587753]Principal Investigator (PI) Review of Investigator Obligations
· Review PI obligations per Northwestern IRB policies and procedures for human research detailed in Northwestern’s Investigator Manual (HRP-103).
· Review the delegation of authority (DOA) log
· Confirm that the log is up to date, reflecting additions and removals of staff
· Review roles and responsibilities for accuracy of tasks performed
· Ensure appropriate delegation of study-related tasks based on staff qualifications
· Validate that delegated tasks were initialed and dated by the PI before involving staff in the study
· Review the FDA’s inspection guidance
· FDA Inspections of Clinical Investigators: Information Sheet Guidance
· FDA Compliance Program – Bioresearch Monitoring
· Review PI responsibilities per FDA regulations
· PI obligations for the IND under Form 1572 (for investigational drug trials)
· Sponsor-Investigator obligations for the IND under Form 1571 (for investigational drug trials when the PI is also the IND holder)
· PI obligations under the IDE or Abbreviated IDE (for investigational device trials only)
[bookmark: _Toc44587754]Review Protocol(s) Identified for Inspection and Related SOPs
· Review and understand the current protocol(s), consent form(s), and SOPs
· Ensure the protocol, consent form(s), and/or SOPs are up to date and accurate
· Make a list of facilities and personnel providing laboratory, imaging, ECG and other services and external procedures for the study
· Make a list of all electronic systems used to generate, collect or analyze data or used to generate electronic signatures
· Include evidence of Part 11 computer system compliance
· Make a list or table of all the PI’s other active and archived FDA-regulated studies, including study titles and IND numbers
[bookmark: _Review_Study_Records][bookmark: _Toc44587755]Review Study Records Using the Following Checklists/Resources
· [bookmark: PAMChecklists]Applicable Post-Approval Monitoring Checklists found on the IRB website
· FDA Site Inspection Supplemental Checklist (see Appendix II of the FDA Site Inspection Guidance for Investigators and Staff)
· E6(R2) Good Clinical Practice: Guidance for Industry
· Electronic Source Data in Clinical Investigations
[bookmark: _Toc44587757]Organize Study Records
· Documentation should be easy to follow, easy to locate specific documents, and show a clear picture of the study progression
· Create Note-To-Files (NTFs) to describe where documentation can be found if it is stored in another location or stored only electronically	
Reconcile Missing and Incomplete Documentation within Study Records
· Identify items noted during prior audits or monitoring visits and ensure that those items have been appropriately and fully addressed
· Correct minor issues that can be corrected using appropriate methods
· Develop and implement a corrective and preventive action (CAPA) plan to address identified problems
· Create an itemized list of missing documentation, protocol amendments needed, and missing or inaccurate study data
· Pay close attention to documentation associated with the FDA’s common audit findings
[bookmark: _Toc38302016][bookmark: _Toc38379879][bookmark: _Toc38379941][bookmark: _Toc38381239][bookmark: _Toc38381302][bookmark: _Toc38302017][bookmark: _Toc38379880][bookmark: _Toc38379942][bookmark: _Toc38381240][bookmark: _Toc38381303][bookmark: _Toc38302018][bookmark: _Toc38379881][bookmark: _Toc38379943][bookmark: _Toc38381241][bookmark: _Toc38381304][bookmark: _Toc38302019][bookmark: _Toc38379882][bookmark: _Toc38379944][bookmark: _Toc38381242][bookmark: _Toc38381305][bookmark: _Toc38302020][bookmark: _Toc38379883][bookmark: _Toc38379945][bookmark: _Toc38381243][bookmark: _Toc38381306][bookmark: _Toc38302021][bookmark: _Toc38379884][bookmark: _Toc38379946][bookmark: _Toc38381244][bookmark: _Toc38381307][bookmark: _Toc38302022][bookmark: _Toc38379885][bookmark: _Toc38379947][bookmark: _Toc38381245][bookmark: _Toc38381308][bookmark: _Toc38302023][bookmark: _Toc38379886][bookmark: _Toc38379948][bookmark: _Toc38381246][bookmark: _Toc38381309][bookmark: _Toc38302024][bookmark: _Toc38379887][bookmark: _Toc38379949][bookmark: _Toc38381247][bookmark: _Toc38381310][bookmark: _Toc38302025][bookmark: _Toc38379888][bookmark: _Toc38379950][bookmark: _Toc38381248][bookmark: _Toc38381311][bookmark: _Toc38302026][bookmark: _Toc38379889][bookmark: _Toc38379951][bookmark: _Toc38381249][bookmark: _Toc38381312][bookmark: _Toc38302027][bookmark: _Toc38379890][bookmark: _Toc38379952][bookmark: _Toc38381250][bookmark: _Toc38381313][bookmark: _Toc44587752][bookmark: _Toc44587758]Make Administrative Arrangements for the Inspection
· Designate inspection coordinator(s) and inspection assistant(s)
· Reserve a secure room for the inspector for the duration of the inspection
· Reserve a separate “staging room” or “document room” for internal use only
· Notify all relevant staff of their inspection responsibilities 
· Ensure all staff are trained on interacting with the inspector
· Notify the PI and primary team members who will meet with the inspector upon their arrival of the location, date and time of the initial meeting
· Inform the inspector of where to arrive for the initial meeting and any other pertinent information they may need for their arrival (such as parking, etc.). 
· If a sponsor/CRO representative wishes to be present during the inspection, notify the inspector ahead of time
Final Preparations for the Inspector’s Arrival
· Prepare and share with study staff an internal inspection plan, inspection tracking logs, and an inspection file location and process (such as a shadow binder)
· Prepare a brief summary of the study, the study site (i.e. Northwestern University), and study facilities for the initial meeting
· Plan a tour of the study site facilities that gives the inspector a basic idea of the flow of a participant visit, making sure to notify facility staff ahead of time
· Ensure all study documents are readily available and accessible for inspection
· If you will not use over-the-shoulder review, print out or prepare an encrypted flash drive of any electronic files, such as participant EMR or eCRFs, to which the inspector cannot have direct systems access
· Remind all staff in the area of the inspection when and where the FDA will be in the facility, and that they should put away all documents and limit conversations in shared areas and near the inspection room
· Do a sweep in the area near the inspector’s room to make sure no study documents, participant charts, sticky notes with passwords, medications, etc. are visible. 


This Institution has an approved Federalwide Assurance with the Department of Health and Human Services: 
Assurance ID#: FWA00001549
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