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ABBREVIATIONS

ADR Adverse Drug Reaction

AE Adverse Event

CAP Centrally Authorised Product

CAPA Corrective and Preventative Action

CHMP Committee for Medicinal Products for Human Use
CMO Contract Manufacture Organisation

DCP Decentralised Procedure

DHPC Direct Healthcare Professional Communication
DMRC Defective Medicines Reporting Centre

EMA European Medicines Agency

EU European Union

GVP Good Vigilance Practice

HCP Healthcare Professional

ICH International Conference on Harmonisation
ICSR Individual Case Safety Report

KPI Key Performance Indicator

MAH Marketing Authorisation Holder

MedDRA Medical Dictionary for Regulatory Activities
MRP Mutual Recognition Procedure

NAP Nationally Authorised Product

NCA National Competent Authority

PIL Patient Information Leaflet

PIQ Patient Information Quality Unit

PRAC Pharmacovigilance Risk Assessment Committee
PSMF Pharmacovigilance System Master File

PSUR Periodic Safety Update Report

PV Pharmacovigilance

PVA Pharmacovigilance Agreements

QA Quality Assurance

QMS Quality Management System

QP Qualified Person
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QPPV Qualified Person responsible for Pharmacovigilance

RMM Risk Minimisation Measures

RMP Risk Management Plan

SAE Serious Adverse Event

SDEA Safety Data Exchange Agreement

SmPC EU Summary of Product Characteristics

SOP Standard Operating Procedure

UK United Kingdom
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SECTION D: CONCLUSIONS AND RECOMMENDATIONS
D.1 Conclusions

The factual matter contained in the Inspection Report relates only to those things that the
inspection team saw and heard during the inspection process. The Inspection Report is not
to be taken as implying a satisfactory state of affairs in documentation, premises, equipment,
personnel or procedures not examined during the inspection. It is recommended that you
review whether the inspection findings also apply to areas not examined during the inspection
and take appropriate action, as necessary.

The responses to the inspection findings, which include proposed corrective and preventative
actions, do appear to adequately address the issues identified. No additional responses are
required at this time. When the company has adequately implemented the proposed
corrective and preventative actions, the pharmacovigilance system will be considered to be in
general compliance with applicable legislation.

D.2 Recommendations

The Lead Inspector has recormmended that the next MHRA inspection is performed as part of
the routine risk-based national inspection programme.
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APPENDIX | REFERENCE TEXTS

¢ Regulation (EC) No. 726/2004 (Title Il, Chapter 3), as amended
¢ Directive 2001/83/EC, as amended

e Commission Implementing Regulation (EU) No 520/2012

¢ Guideline on good pharmacovigilance practices (GVP)

e The Human Medicines Regulations 2012 (Statutory Instrument 2012 No. 1916)
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