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INSPECTION OVERVIEW (IO)
A. Administrative information
A.1.  Products
A.2.  Marketing authorisation
B. Background and general information
B.1.  Scope of the inspection request 
B.2.  References texts 
C. Description of inspection findings (critical and major) 

	A. 
	Critical
	Major
	Comments(e.g. item not inspected)

	1. QPPV
	
	
	

	Qualifications
	
	
	

	Job description
	
	
	

	System oversight
	
	
	

	Back-up process and delegation
	
	
	

	Others
	
	
	

	
	
	
	

	2. PSMF
	
	
	

	Format
	
	
	

	Content
	
	
	

	Maintenance and submission
	
	
	

	Others
	
	
	

	
	
	
	

	3. Written instructions (SOPs, manuals, etc)
	
	
	

	Lack of Procedures
	
	
	

	Lack of details in procedures
	
	
	

	Procedures contain instructions contrary to legislation and guidance
	
	
	

	Process for SOP training
	
	
	

	Others 
	
	
	

	
	
	
	

	4. Contracts, agreements
	
	
	

	Lack of formal contracts
	
	
	

	Contracts lack sufficient detail with respect to safety data exchange
	
	
	

	Others
	
	
	

	 
	
	
	

	5. Periodic safety update reports
	
	
	

	PSUR scheduling
	
	
	

	Format and content not compliant with Module VII requirements
	
	
	

	Quality control of PSURs
	
	
	

	Timeliness of submission
	
	
	

	Assessment report comments
	
	
	

	Others
	
	
	

	 
	
	
	

	6. Risk-management system
	
	
	

	Risk-management plan format and content
	
	
	

	Compliance with risk- minimisation measures which are beyond routine pharmacovigilance
	
	
	

	Others
	
	
	

	 
	
	
	

	7. Management and reporting of adverse reactions
	
	
	

	Receipt of ICSRs from all sources and collection and collation at one point within the EU
	
	
	

	Assessments of seriousness, causality and expectedness
	
	
	

	Medical review and MedDRA coding
	
	
	

	QC process
	
	
	

	Submissions and follow up processes
	
	
	

	Reporting procedures for PSP, PASS, PAES, other non-interventional trials
	
	
	

	Literature screening
	
	
	

	Others
	
	
	

	 
	
	
	

	8. Computerised systems used for pharmacovigilance activities
	
	
	

	Process for ensuring computerised systems 
	
	
	

	Documentation of fitness for purpose
	
	
	

	Backup and disaster recovery process
	
	
	

	Process for migration of database 
	
	
	

	Others
	
	
	

	 
	
	
	

	9. Clinical trials
	
	
	

	SUSAR reporting
	
	
	

	Consistency between the IB and SPC when marketed products are used in CT
	
	
	

	Reconciliation of SAEs between clinical trial and pharmacovigilance databases.
	
	
	

	Others
	
	
	

	 
	
	
	

	10. Signal management
	
	
	

	Dataset used for conducting signal detection (inclusion of information from all relevant sources)
	
	
	

	Periodicity of data review 
	
	
	

	Cumulative review
	
	
	

	Process for further validation and investigation
	
	
	

	Timely update of SmPCs and PILs following signal confirmation
	
	
	

	Others
	
	
	

	 
	
	
	

	11. Product quality
	
	
	

	Review of quality complaints and trend analyses
	
	
	

	Reconciliation between the complaints and safety databases
	
	
	

	Others
	
	
	

	 
	
	
	

	12. Archiving
	
	
	

	Record management
	
	
	

	Archiving facilities
	
	
	

	Others
	
	
	

	 
	
	
	

	13. Quality management system
	
	
	

	Quality system and compliance management
	
	
	

	Facilities and equipment for pharmacovigilance
	
	
	

	Training of personnel
	
	
	

	Audit (internal- and external) and CAPA process
	
	
	

	Others
	
	
	

	
	
	
	

	14. Training
	
	
	

	Initial and on-going training
	
	
	

	Evaluation of training
	
	
	

	Maintenance of training records
	
	
	

	
	
	
	

	15. Regulatory Affairs
	
	
	

	Creation and updates of product information
	
	
	

	Answer to questions from competent authorities
	
	
	

	
	
	
	

	16. Medical information 
	
	
	

	Reconciliation between medical information request and safety database
	
	
	

	
	
	
	

	17. Additional issues if any
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


D. Summary and evaluation of findings and conclusions 
D.1.  Summary of findings
D.2.  Conclusions
D.3.  Recommendations
E. Signature and date
F. Appendices
F.1.  IR site 1
F.2.  IR site 2
F.3.  …….
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	Telephone

+44 (0)20 7418 8400

Facsimile

+44 (0)20 7418 8595 
E-mail

info@ema.europa.eu

Website

www.ema.europa.eu
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