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	Regulatory Agency Audit / FDA Inspection Checklist




	
Information to Collect Upon Notification of a Regulatory Agency Audit / FDA Inspection


	Name of individual taking the call and the call date: 

	

	Inspector / Auditor Contact Information: 

	
Name: 

Title: 

Telephone #: 


	Names of Additional Members of the Inspection Team 

	

	Start Date of the Inspection: 

	

	Expected Duration of the Inspection: 

	

	Who/ what is being inspected?  

(Clinical Trial, PI, Sponsor, Other) 
	

	What is the reason for the inspection?  

	 ☐ Routine  
 
 ☐ Directed or For Cause  

 ☐ Follow-up, i.e. to 483    

 ☐ Other:                             

	Does the FDA Investigator / Auditor want specific personnel to be available?  
		
	

	Does the FDA Investigator  / Auditor want specific documents to be available? 
	






Preparatory Activities for Audit or FDA Inspection
	Notify all applicable parties:

	Completed 
	Comments 

	
	Yes
	No
	NA 
	

	[bookmark: _Hlk176794966]Sponsor 
	☐
	☐

	

	


	IRB
	☐
	☐

	

	


	Study Staff
	☐
	☐

	

	


	Investigational Drug Services  
	☒
	☐

	

	


	Department Chair 
	☐
	☐

	

	


	[bookmark: _Hlk175742327]Contract Research Organization
	☐
	☐

	

	


	Research Laboratories
	☐
	☐

	

	


	Other
	☐
	☐

	

	




	Designate an inspection team and assign responsibilities:

	Completed 
	Comments 

	
	Yes
	No
	NA
	

	Room reservation for inspection  
Note this room must not contain records or information other than that requested by the inspector.  Consideration should be given to having a second document or staging room for internal use where all study documents can be kept during the inspection.  
	☐
	☐

	

	

	Review of staff and clinic schedules 
Remind all staff in the area of the inspection/audit when and where the auditors/inspectors will be in the facility and that conversations near the inspection room should be limited. 
	☐
	☐

	

	

	Document Preparation: 

· Regulatory file

· Subject records

· Investigational product records

	

☐

☐

☐
	

☐

☐

☐
	

☐

☐

☐
	







	Compile the following: 

	Completed

Yes            No
	Comments


	A List of the PI’s currently active protocols 

	☐
	☐

	


	A general overview of the study to be reviewed for internal use, e.g. a protocol abstract, the # of subjects screened for enrollment, the # of subjects who received the test article, any associated reportable events, summary of previously known areas of non-compliance and corrective action plans implemented, etc.  
	☐
	☐

	




	If time permits, organize all Regulatory Files by General Heading and in Reverse Chronological Order:
	Completed 
	Comments 

	
	Yes
	No
	NA
	

	[bookmark: _Hlk176794456]Clinical Protocol (all versions approved by the IRB) along with the IRB approval letters) 
	☐
	☐

	

	


	Informed Consent Documents (all versions including screening consent forms) 
	☐
	☐

	

	


	IRB approved versions of all other documents (recruitment materials, questionnaires and participant facing documents)
	☐
	☐

	

	


	All versions of the IRB application, eg. PittPRO or other applicable application  
	☐
	☐

	

	

	Reportable Events 
	☐
	☐

	

	

	Protocol Deviations  
	☐
	☐

	

	

	Adverse Events   
	☐
	☐

	

	

	Applicable IRB Rosters and FWAs 
	☐
	☐

	

	

	DSMB summary reports and documentation of submission to the IRB  
	☐
	☐

	

	

	Sponsor Correspondence   
	☐
	☐


	


	



	[bookmark: _Hlk175643424]Organize all Regulatory Files by General Heading and in Consecutive Order:
	Completed 
	Comments 

	
	Yes
	No
	NA
	

	Any other correspondence pertinent to the study 
   
	☐
	☐


	


	

	Clinicaltrials.gov – make sure record is up to date and consistent with the current protocol  
	☐
	☐


	


	


	Delegation of Authority (DOA)/signature log   - Ensure the DOA is up to date, reflecting additions and removals of all staff 
	☐
	☐


	


	


	Financial Disclosure Forms for all involved in the treatment and evaluation of subjects   
	☐
	☐


	


	


	CVs   
	☐
	☐


	


	

	Licenses   
	☐
	☐


	


	


	Training records:   
· GCP

· Protocol Specific 
	
☐
☐
	
☐
☐
	
☐
☐
	


	Monitoring Visit Log / Reports    
	☐
	☐

	

	


	Subject Screening Log   
	☐
	☐

	

	

	Subject Enrollment Log   
	☐
	☐


	


	


	Randomization Log (if applicable)  
	☐
	☐


	


	


	Lab accreditation and reference ranges   
	☐
	☐


	


	


	
Organize all Regulatory Files by General Heading and in Consecutive Order:
	Completed 
	Comments 

	
	Yes
	No
	NA 
	

	Investigator’s Brochure/ Device Manual (All Versions) *FDA Regulated Study
	☐
	☐


	


	


	IND Safety Reports/ Unanticipated Adverse Device Effects   *FDA Regulated Study
	☐
	☐


	


	


	Form 1572/ Investigators Agreement (all versions) *FDA Regulated Study
	☐
	☐


	


	


	FDA submissions   *FDA Regulated Study
	☐
	☐


	


	







	Organize Research Subject Records and Ensure Availability of the Following:
	Completed 
	Comments 

	
	Yes
	No
	NA 
	

	Original signed and dated Informed Consent Documents for each research participant along with addendums as applicable and documentation of informed consent note

	☐
	☐


	


	


	Completed Case Report Forms  
	☐
	☐


	


	


	Supporting source documentation and clinic or hospital records to confirm that  the subject:
· Met all eligibility criteria 

· Received test article per protocol

· Had follow-up visits performed per protocol windows 

· Had laboratory tests per protocol and lab reports were acknowledged by the PI or designee

· Had other diagnostic tests as applicable per protocol 

· Was evaluated for and treated as applicable for AEs 
	



☐

☐

☐


☐





☐



☐


	



☐

☐

☐


☐





☐



☐


	



☐

☐

☐


☐





☐



☐


	


	Documentation for protocol exceptions or deviations  
	☐
	☐


	


	


	Ensure resolution of all queries   
	☐
	☐


	


	

	Documentation of early terminations  
	☐
	☐


	


	






	Organize and Ensure Completion of Investigational Product (IP) Binder:
	Completed 
	Comments

	
	Yes
	No
	NA 
	

	CV of key pharmacy personnel   
	☐
	☐


	


	


	Licenses of pharmacy personnel     
	☐
	☐


	


	


	Most recent version of the protocol     
	☐
	☐


	


	


	Most recent version of Investigator Brochure or package insert    
	☐
	☐


	


	


	Investigational Product supply agreement    
	☐
	☐


	


	


	Participant orders / prescriptions 
	☐
	☐


	


	


	Accountability logs  
	☐
	☐


	


	


	Ordering/ shipping receipts  
	☐
	☐


	


	


	Documentation of study drug transfers, returns or destruction 
	☐
	☐


	


	


	Organize and Ensure Completion of Study Specific Logs:
	Completed
	Comments 

	
	Yes
	No
	NA 
	

	Specimen logs (if applicable)  
	☐
	☐


	


	


	Temperature Logs for refrigerators / freezers 
(if applicable)  
	☐
	☐


	


	


	Equipment logs (if applicable)  

· Calibration 

· Inspection

· Training    
	


☐

☐

☐
	


☐

☐

☐
	


☐

☐

☐
	




	Review Relevant Documents:
	Comments 
	Comments 

	
	Yes
	No
	NA
	

	Protocol and Consent Form Subject to Inspection   
	☐
	☐


	


	


	Related Standard Operating Procedures 
	☐
	☐


	


	


	PI responsibilities per FDA regulations

PI obligations for the IND under Form 1572 (for investigational drug trials)

Sponsor 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)

	



☐


☐



☐


	



☐


☐



☐




	



☐


☐



☐
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