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ABBREVIATIONS

ADR Adverse Drug Reaction

AE Adverse Event

CAP Centrally Authorised Product

CAPA Corrective and Preventative Action

DLP Data Lock Point

EMA European Medicines Agency

EU European Union

GVP Good Vigilance Practice

HCP Healthcare Professional

ICSR Individual Case Safety Report

KPI Key Performance Indicator

MAA Marketing Authorisation Application

MAH Marketing Authorisation Holder

MedDRA Medical Dictionary for Regulatory Activities
NCA National Competent Authority

NIS Non-Interventional Study

PBRER Periodic Benefit Risk Evaluation Report
PIL Patient Information Leaflet

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

QPPV Qualified Person responsible for Pharmacovigilance
RMM Risk Minimisation Measures

RMP Risk Management Plan

SAE Serious Adverse Event

SmPC EU Summary of Product Characteristics
SOP Standard Operating Procedure
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Section
40 & 43

SECTION A: INSPECTION REPORT SUMMARY

Inspection type:

Statutory national re-inspection

System(s) inspected:

ipsen. I

Site(s) of inspection:

Remote inspection

Main site contact:

Date(s) of inspection:

One day of re-inspection conducted by and

I o 05 November 2019.

Further re-inspection conducted over five non-

Lead Inspector:

Accompanying Inspector(s):

consecutive dais between 28 Airil and 12 June 2020

Previous inspection date(s):

03-06 September 2013
10-12 June 2014
26-28 October 2010
04-06 February 2008
29 June - 2 July 2004

Purpose of inspection:

Re-inspection to determine if appropriate action had
been taken from the previous inspection and to review
compliance with UK and EU requirements.

Products selected to provide
system examples:

As part of the review, the PSUR for CAP product ||l
(DLP 31 August 2019) was examined.

Name and location of EU
QPPV:

_ contact details as above.

Global PV database (in use at
the time of the inspection):

ARISg v 7.4.5.2 HF1 (Commercially available)

Key service provider(s):

Case processing services provided by Parexel.

Inspection finding summary:

03 Major findings
01 Minor finding

responses by MAH:

Date of first issue of report to | 03 July 2020
MAH:
Deadline for submission of 06 August 2020

Date(s) of receipt of
responses from MAH:

04 August 2020, 21 August 2020

Date of final version of report:

Report author:

01 Seitember 2020

01-Sep-2020
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B.4 Conduct of the inspection

On 05 November 2019, a reinspection day was conducted by the Lead Inspector to assess
progress with the 2018 CAPA. Due to the current COVID-19 pandemic, further re-inspection
was performed entirely remotely over five non-consecutive days. |n general, the inspection
was performed in accordance with the Inspection Plan. A closing meeting was held to review
the inspection findings via videoconference on 12 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 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.

D.2 Recommendations
The Lead Inspector has recommended that the next MHRA pharmacovigilance inspection to

review the remediation of the 2018 critical finding for the quality management system is
cohducted in the next 12 months.
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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.

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.

¢ EMA/CHMP/ICH/544553/1998: ICH guideline E2C (R2) on periodic benefit-risk evaluation
report (PBRER).

e CPMP/ICH/3945/03: E2D “Post-Approval Safety Data Management: Definitions and
Standards for Expedited Reporting”.
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Section
40 & 43

APPENDIX Il PHARMACOVIGILANCE INSPECTION PLAN

MHRA INSPECTION TBC INSPECTION

NUMBER TEAM

PHARMACOQVIGILANCE Ipsen DATES wic 27 April - May 2020
INSPECTION OF

Inspection plan

This inspection will be product-specific and will focus on data clean-up activities and the || submitted in November
2019.

As aremote inspection, an opening meeting will be held via teleconference. This will be followed by a period of inspector
document request and review; deadlines for providing document requests to the inspectors will be specified by the lead inspector
but will be no less than 7 days. The lead inspector will provide notification of when the remote inspection is complete and will
organise a closing meeting teleconference to provide feedback on any non-compliance identified.

Formal interview sessions with company personnel will not be conducted, however, we request that you provide a designated
contact point who can assist with any ad hoc questions from inspectors or arrange calls between inspectors and SMEs as
required.

Ipsen should complete the below with the names and job titles of those staff who will be dialling in to the opening meeting and the
designated contact point.

Ipsen designated contact point:

BACK-UFP:
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