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Aims of this presentation
Understand the purpose of audits

Identify types of audits/inspections

Examine best practices for audit preparation

Describe the audit process and expectations

Outline common audit findings

Discuss resources for preparation



Purpose for audits
◦ To ensure patient rights are protected

◦ To confirm data reliability

◦ To analyze study compliance



How do you get audited
◦ Routine – “random” 

◦ For cause – specific purpose

Site factors

◦ Amount of adverse events

◦ Number of protocol deviation / protocol compliance

◦ Enrollment (relative to overall study or site)

◦ Complaints

◦ Other site/sponsor audited



Activity – From: Surprise! You’re having an FDA Inspection 

Your site has 15 subjects over a period of 2 years 
which is half of the overall study-wide enrollment. 
Your site has 18 deviations and 13 SAEs in total 
which is also above the overall study-wide average. 
You get a notification for an FDA inspection. 

Why?



What is an Audit? Inspection? Monitoring?
The ICH E6 Guidelines defines each as:

◦ Audit - A systematic and independent examination of trial related activities and documents to determine 
whether the evaluated trial related activities were conducted, and the data were recorded, analyzed and 
accurately reported according to the protocol, sponsor's standard operating procedures (SOPs), Good 
Clinical Practice (GCP), and the applicable regulatory requirement(s).

◦ Inspection - The act by a regulatory authority(ies) of conducting an official review of documents, 
facilities, records, and any other resources that are deemed by the authority(ies) to be related to the 
clinical trial and that may be located at the site of the trial, at the sponsor's and/or contract research 
organization’s (CRO’s) facilities, or at other establishments deemed appropriate by the regulatory 
authority(ies). 

◦ Monitoring - The act of overseeing the progress of a clinical trial, and of ensuring that it is conducted, 
recorded, and reported in accordance with the protocol, Standard Operating Procedures (SOPs), Good 
Clinical Practice (GCP), and the applicable regulatory requirement(s) 

Source: http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Efficacy/E6/E6_R2__Step_4_2016_1109.pdf

http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Efficacy/E6/E6_R2__Step_4_2016_1109.pdf


Types of audits/inspections/monitor
◦ Sponsor

◦ FDA/Other regulatory

◦ Internal



FDA Inspection Process
◦ Announcement (not required)
◦ Notify parties 

◦ Sponsor, IRB, lab, clinic, department, pharmacy, research unit

◦ Prepare/review documents
◦ Train staff on audit process
◦ Inspection

◦ Notice of inspection issued (Form 482) – ask for credentials
◦ You will be asked to state your role
◦ Inspection (photography may be used)
◦ Exit interview

◦ Respond to Form 483 (if applicable) within 15 business days
◦ Final report issued to inspected site and applicable parties
◦ FDA Establishment Inspection Report issued to inspected site
◦ Outcomes: No action indicated (NAI), Voluntary action indicated (VAI), Official action 

indicated (OAI)
◦ Warning letter



Form 482 Sample



Form 482 Sample

Source: https://www.fda.gov/regulatory-
information/search-fda-guidance-documents/exhibits



Form 482 Sample

Source: https://www.fda.gov/regulatory-
information/search-fda-guidance-documents/exhibits



Form 482 Sample

Source: https://www.fda.gov/regulatory-
information/search-fda-guidance-documents/exhibits



Best practices for audit preparation
◦ Think like an auditor/inspector/monitor

◦ Organize your documents in a consistent 
manner

◦ Be prepared for an audit since day 1 of 
study initiation

◦ Ensure all CITI, lab safety, CVs, medical 
licenses, and other training/study 
certificates are up to date 

◦ Ensure all logs are up to date and any 
necessary signatures captured.

◦ Have a source for every data point –
DOCUMENTATION!



Activity – From: Surprise! You’re having an FDA Inspection 

During your inspection, who do you think the FDA 
inspectors would want to meet with? 

What follow-up items/actions can you expect at the end 
of the day?

Why?



FDA Audit Expectations
◦ Access to EMR, EDC, IRB, other study records

◦ Ability to operate study systems (ex: EDC)

◦ Assess understanding of study protocol(s)

◦ Site-specific study details
◦ Enrollment

◦ Deviations

◦ AEs / SAEs



Working with the FDA
◦ Reserve a quiet, private conference room for the inspectors (9am to 5pm)
◦ Inspection days may not be the entire day as inspectors may need to report 

back to their office before end of business day (10am-3pm)
◦ Ask for credentials
◦ Record what happens throughout each day and what documents were given 

to inspectors (make copies of each document and file in a binder)
◦ Only involve necessary parties
◦ Ask if there are any outstanding questions before end of the day
◦ Escort the inspectors wherever they go
◦ Promptly answering questions or retrieving documents is important
◦ Be confident when answering questions
◦ Stay truthful





Activity – From: Surprise! You’re having an FDA Inspection 

◦During your audit, the FDA inspector asks you to 
show them the EDC system. Why might they want 
to see this? 



Activity – From: Surprise! You’re having an FDA Inspection 

◦Once you login, what is your next step?

Source: https://www.project-redcap.org/ 



Activity – From: Surprise! You’re having an FDA Inspection 

◦Assuming the sponsor refuses to give the FDA 
inspector access to the EDC (citing that it is too high 
risk given that the study is still active), how do you 
proceed in responding to this request?
What alternative(s) can you provide?



Activity – From: Surprise! You’re having an FDA Inspection 

oYou’re asked during the inspection why a specific subject qualified 
for the study. What should you do?

oThe inspector wants your response to the previous question, rather 
than reaching out to the investigator.  Why might the inspector want 
to know this?

oThe FDA inspector states that you seem tired during the interview. 
How do you respond and how is this relevant to their inspection?



Activity – From: Surprise! You’re having an FDA Inspection 

oDuring the inspection, you state that there are 
currently 15 subjects enrolled in the study, but the 
FDA inspector states that they were only informed of 
7 subjects. What can possibly happen?



What is happening in the cartoon below?



Common findings in biomonitoring research
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Resources for preparation
◦ Yourself

◦ Investigators

◦ Other study personnel

◦ Other sites that underwent audits

◦ Sponsor

◦ FDA website

◦ Institutional 

◦ BU/BMC: CRRO, pharmacy

◦ UVM: OCTR



FDA 483 Breakout



FDA 483 Breakout Questions

o How do you prevent observation 1? How do you rectify observation 1? If you 
came onto the study in September 2015, does this affect you?

o How do you prevent observation 2? How do you rectify observation 2? If you 
had retrained the investigators and documented it, could you still get cited? 
Does this stop you from performing retraining?


