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ABBREVIATIONS

ADR Adverse Drug Reaction

aRMM Additional Risk Minimisation Measures
CAPA Corrective and Preventative Action

DLP Data Lock Point

DMRC Defective Medicines Reporting Centre
EMA European Medicines Agency

ECE Evaluation of Effectiveness

EU European Union

GPRM Global Pharmacovigilance and Risk Management
GVP Good Vigilance Practice

ICH International Conference on Harmonisation
ICSR Individual Case Safety Report

LLT Lower Level Term

MAH Marketing Authorisation Holder

MedDRA Medical Dictionary for Regulatory Activities
MRP Mutual Recognition Procedure

PSC Product Specific Convention

PSMF Pharmacovigilance Systerm Master File
PSUR Periodic Safety Update Report

PT Preferred Term

QPPV Qualified Person responsible for Pharmacovigilance
RMP Risk Management Plan

SDR Signal of Disproportionate Reporting

SOC System Organ Class

SOP Standard Operating Procedure

UK United Kingdom
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B.3 Documents submitted prior to the inspection

The company submitted a PSMF (version 18.0, 31 January 2020) to assist with inspection
planning and preparation. Additional documents were also requested by the inspection team
and provided by the company prior to the inspection, details of which are contained within
document request sheet A.

B.4 Conduct of the inspection

In general, the inspection was performed in accordance with the Inspection Plan.

A closing meeting was held via teleconference to review the inspection findings on 30 June
2020.

A list of the personnel who attended the closing meeting is contained in the Closing Meeting
Attendance Record, which will be archived together with the inspection notes, a list of the
documents requested during the inspection and the inspection report.
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SECTION C: INSPECTION FINDINGS

cA Summary of significant changes and action taken since the last inspection

Not applicable as this was the first MHRA pharmacovigilance inspection of the company.

C.2 Definitions of inspection finding gradings

Critical (CR): a deficiency in pharmacovigilance systems, practices or processes that
adversely affects the rights, safety or well-being of patients or that poses a potential risk to
public health or that represents a serious violation of applicable legislation and guidelines.

Major (MA): a deficiency in pharmacovigilance systems, practices or processes that could
potentially adversely affect the rights, safety or well-being of patients or that could potentially
pose a risk to public health or that represents a violation of applicable legislation and
guidelines.

Minor (MI): a deficiency in pharmacovigilance systems, practices or processes that would not
be expected to adversely affect the rights, safety or well-being of patients.

Comment: the observations might lead to suggestions on how to improve quality or reduce
the potential for a deviation to occur in the future.

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.

Findings from any inspection which are graded as critical or major will be shared with the
EMA, other EU competent authorities and the European Commission.
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APPENDIX | REFERENCE TEXTS

¢ Directive 2001/83/EC, as amended.

e Commission Implementing Regulation (EU) No 520/2012.

e Guideline on good pharmacovigilance practices (GVP).

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

e EMA/CHMP/ICH/287/1995; ICH guideline E2B (R3) on electronic transmission of
individual case safety reports (ICSRs) - data elements and message specification -
implementation guide.

o CPMP/ICH/3945/03: E2D "Post-Approval Safety Data Management: Definitions and
Standards for Expedited Reporting”.

e CPMP/ICH/5716/03; E2E “Pharmacovigilance Planning”.

e Eudralex Volume 4, Part |, Chapter 8: The Rules Governing Medicinal Products in the
European Union — EU Guidelines to Good Manufacturing Practice. Medicinal Products for
Human and Veterinary Use, August 2014
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Closing meeting: date tbc

A closing meeting will be held via teleconference. The date and timing of this meeting will be communicated in due course by the lead
inspector.
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