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Overview 

Prep Call Inspection Follow Up 



100% Preparation 
 You may expect an inspection 

 Pre-approval following submission of a new product application 

 Routine  

 For Cause 

 Always be ready 

 FDA Resources 

 Information Sheet Guidance for IRBs, Clinical Investigators, and Sponsors 

 Audit Preparation Resource and Checklist 

 Your Site 

 Have a clear and comprehensive QC plan 

 Have a clear and comprehensive data management plan 

 Maintain quality records, document all communications (email organization) 



General Prep 
 Unit SOPs 

 Travel plans 

 Who? When? 

 How will they get back if needed 

 Chain of notification at your institution 

 General inspection training for all team members 



Items of interest to the auditor 
 PI is versed in every aspect of the trials 

 Delegation logs (who performed different aspects of the study)  

 Training of all staff appropriate for delegated tasks 

 Protocol compliance, including deviations and amendments 

 100% clean consenting process 

 Data recording: accurate, timely, clear corrections 

 IRB communications 

 Vaccine accountability 

 Record retention 

 Monitoring communications 

 Volunteer compensation 

 



Common Indications of Fraud 
 Study staff exhibiting lack of knowledge about the study, seeming lack of 

equipment or resources when compared to audited work 

 Lack of any errors or corrections on CRFs 

 Participants who are perfectly compliant with study visits and evaluations  

 100% of all participants who were screened, enrolled and completed the study 

 Inconsistent sources of data 

 Lack of variation in handwriting, ink, or writing style 

 Study staff that are guarded or suspicious 

 



Pre-Inspection: Documents   
 Study 

 Protocol, all versions 

 Manual of Procedures, all versions 

 Pharmacy and Lab manuals, all versions 

 Regulatory and Admin 

 1572 

 Delegation/Signature Log 

 Institutional Review Board 

 Notes to File 

 Training Logs 

 Recruitment methods, screening and enrollment logs 

 Communication 

 All emails 

 



Pre-Inspection: Documents 
 Subject Binders 

 Signed ICF 

 Screening docs – Demographics, Med Hx 

 Enrollment docs 

 Dosing docs 

 Study days 

 Cumulative AEs 

 Concomitant Meds 

 Labs 

 

 

 



Pre-Inspection: Documents 
 CRFs 

 Process 

 Personnel responsible 

 Data 

 IP management 
 IB 

 Shipping, receiving, storage, chain of custody 

 Other 
 Financial disclosures 

 Data management plan, security 

 List of PI’s concurrently active protocols 

 Facility maps 

 

 



Pre-Inspection: Tasks 



Important Dates 



 Know what your monitors are doing at each visit – are they monitoring all 
charts, just a select percentage? 

 



Staff Training 
 How to interact with the inspector, what the inspector is looking for 

 Review of the study being inspected 

 Study design 

 Source docs 

 On inspection schedule, personnel responsible 

 Notify study personnel not still with your group 



Role Responsibilities Primary Back-Up 1 Back-Up 2 

Greeter Meet at ACC, greet, credential, bring to MedEd 201 CEL BK RC 

Investigator Primary responsibility for the study CEL BK CR 

Liaison Primary point of contact with Inspector: answer questions, relay material, coordinate with 
IC CJL RC MC 

Recorder Always accompany Liaison, take notes throughout DD MCW MB 

Escort Sit outside Inspector’s room; assist Liaison, Inspector NG DC SW 

Lab Respond to lab-specific questions MC ES BM 

Clinic/CRC Respond to CRC-specific questions JB CR KL 

Pharmacy Respond to Pharmacy-specific questions SZ MD DM 

Incident 
Command 

Coordinates Hub RC MB MCW 

Hub Admin Admin support for IC, maintains documentation on all requested material MB BM SW 

Courier Photocopying, printing,  SW DB MM 

Room Prep Preps Inspector’s room MB 



Pre-Inspection: Activities  
 Mock audit 

 Sponsor 

 Objective party with expertise 

 Contact list 

 Short presentation for inspector about site and study 

 

 



On Inspection 
 Institution-wide notifications 

 Room prep – Inspector’s, team 

 Ask for ID when inspector arrives 

 Record keeping / minutes 

 List of what got copied 

 Limit documents, speech, space to only what is asked for; keep it simple 

 





General Terms 
 FDA 482 – notice of inspection 

 FDA 483 - inspectional observations 

 Warning Letter – possible issues that may be followed up on 

 CAPA – Corrective and Preventive Action  

 



Follow Up 



PARTY 


