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Curriculum Vitae for Andrew Corrieri

Personal Information

Nationality Maltese
E-mail andrew@pharmaconsulta.com
Phone (primary) +356 7930 3202
Phone (secondary) +356 2749 3332
Fax -
Work address Pharmaconsulta Ltd, Arclight Building,

62, Gharbiel Street, Swieqi SWQ 3251, Malta.

Brief Biography

Founder/Managing Director and Regulatory Affairs (RA) consultant at Pharmaconsulta Ltd.
Leading a team of RA consultants to provide advice on Global regulatory GxP (Good
Manufacturing/Distribution/Laboratory Practice) matters ensuring compliance with the
regulations as defined by the relevant regulatory bodies worldwide, the European Medicines
Agency and the laws pertaining to the business.

The firm's associates are contract responsible persons, laboratory analysts and qualified
persons for manufacturing and pharmacovigilance. Pharmaconsulta Ltd deals with
manufacturers, distributors, marketing authorisation holders and laboratories both in and
outside the EU carrying out full on-site audits and preparation for EU inspection. Through
relevant regulatory bodies and the Malta Medicines Authority, our consultants assist with
applications for GMP licences, GMP certificates, medicinal product batch release and
certificates of pharmaceutical products.

Pharmaceutical wholesale dealers contract Pharmaconsulta Ltd for GDP services. From
efficient supply chain planning, document creation, preparation of SOPs, maintaining
records, store preparation and maintenance, to newly obtaining, maintaining and/or renewal
of a wholesale dealer’s GDP licence to buy and sell pharmaceuticals.

New Product first time registration and life cycle management for a number of medical
products, food supplements, medical devices are all part of the daily mandates of the Firm.

Finally, EU QPPV services, LCPPV services covering local literature tracking and monthly

reporting for a number of Marketing Authorisation Holders, Pharmacovigilance compliance,
variation application submission and DHPC review and distribution services.
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Local PV Expertise

2020 June to present

2019 to present

2012 to present

2009 to present

Professional PV Experience

2020 June to present

2019 August to October

2012 - present

( I PharmaConsulta

EU QPPV for range of medicinal products - Efisciens Ltd.
EU QPPYV for orphan molecule undergoing clinical trials.
Local Qualified Person for Pharmacovigilance

Regulatory Affairs Consultant

EU QPPV for Efisciens Ltd
EU QPPV for GMP-Orphan SA.

Local QPPV for PrimeVigilance s.r.o.

(formerly European PharmInvent Services s.r.0.)

Professional GDP/GMP Experience

2020 February

2020 February

2020 February

2018 November to
2019 October

2018 October

Auditing of medical cannabis plantation (Lesotho-South Africa)
and creation of QMS for certification of EU GACP site.

Assisted GMP Audit of Sparta Pharmaceuticals (Johannesburg -
South Africa) for the production of food supplements.

Assisted an on-site audit of Class Optical - manufacturers of
optical lenses.

Assigned Responsible Person for GMP-Orphan Ltd (Wholesale
dealer licence for medicinal products)

Assigned Person Responsible for Quality on Efisciens Ltd
(trading/importation of active pharmaceutical ingredients).
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2018 October

2018 June

2018 May

2018 April

2018 May

2018 January

2018 January

2017 May

2016 September

2016 September

2014 October

2014 May

2012 June

2012 May

( I PharmaConsulta

Audit of DSV s.r.0. - Slovakia, for storage and transportation of
medicinal products as per EU GDP guidelines.

EU GMP inspection (Mediator) - Oman 5 full days - National
Pharmaceutical Industries - Muscat, Oman

1-day audit of Express Trailers Ltd for storage and
transportation of medicinal products as per EU GDP guidelines.

Assigned Responsible Person for Cevomed Ltd (Wholesale
dealer licence for medicinal products)

5-day full GMP audit of National Pharmaceutical Industries -
Muscat, Oman

2-day site audit of Nippon Bells Matrix Ltd, Bulgaria, for WDL
as per EU GDP guidelines.

Assigned Responsible Person for KPG Ltd (ex-Kokich Ltd)
(Wholesale dealer licence for medicinal products)

2-day audit of BAS Ltd for transportation of medicinal products
as per EU GDP guidelines.

Director and assigned Responsible Person for Meditpharma Ltd
(Wholesale dealer licence for medicinal products)

1--day audit of Express Trailers Ltd for storage and
transportation of medicinal products as per EU GDP guidelines.

Audit of UTI Logistics s.r.o. - Czechia, for storage and
transportation of medicinal products as per EU GDP guidelines.

Audit of Deka Spedition GmbH - Austria, for storage and
transportation of medicinal products as per EU GDP guidelines

Assigned Responsible Person for Propharma International Ltd

(Wholesale dealer licence for medicinal products)

1-day audit of Farmacia Salus SAS Fossombrone - Italy for the
storage of medicinal products as per EU GDP guidelines.

Key Training Courses and Events Attended

22-AUG-2019 (latest)

22-AUG-2019 (latest)

Pharmacovigilance Training Evaluation Sheet based on the
Malta Subsidiary Legislation 458.35 Pharmacovigilance
Regulations.

Pharmacovigilance Training Evaluation Sheet based on
COMMISSION IMPLEMENTING REGULATION (EU) No
520/2012 of 19 June 2012 on the performance of
pharmacovigilance activities provided for in Regulation (EC)
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2013 to present

Academic Qualification

2001-2007
2007-2009
2012-2013
2013- present

Language SKkills

Maltese
English
Italian

Other Skills

Pharmacovigilance

Computer Skills

( I PharmaConsulta

No 726/2004 of the European Parliament and of the Council
and Directive 2001/83/EC of the European Parliament and of
the Council.

Carried out various Primevigilance e-learning exercises on
various policies and procedures, as per Appendix A.

University of Malta, Bachelor of Pharmacy, Honours Degree.
University of Malta, M.Sc. Pharmacy, Postgraduate Degree.
University of Malta, M.Pharm, Postgraduate Degree.

MTOPRA - Member of the Organisation for Professionals in
Regulatory Affairs

Native
Native
Very Good

Reporting of LLS and monthly literature reconciliation,
ICSR browsing and reporting.

Confident user of Windows operating system and
software based on this system which includes Microsoft
Office.

Malta Medicines Authority Training Summary of Products Characteristics & ADR Reporting,

Supporting the National Pharmacovigilance System.

Malta Medicines Authority/TOPRA  Regulatory Sciences as applicable to medicinal cannabis

and research (May-2019).

Malta Medicines Authority/TOPRA  European Medical Device Leadership: Advanced Training

Course (Oct-2019).
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The information contained in this document is accurate and complete to the best of my
knowledge and I agree to the distribution of information contained herein for company business
purposes only.

AUTHENTICATION

Date of signature: Wednesday, 19 April 2023

Name: Andrew Corrieri

Signature:
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No.

A W N P

O 00 N O U

10
11
12
13

14
15

16
17

18

Appendix A. Pharmacovigilance Training

Date training
passed

30-12-13
06-06-15
28-04-15
18-05-15

12-11-14
10-04-14
23-10-15
16-01-16
16-01-16
16-03-16
29-04-16
29-04-16
29-04-16

18-07-16
25-08-16

03-10-16
10-11-16

01-12-16

Attribute

Quality Management
Acino

Quality Management
PV NTW-Vertex

Quality Management
Quality Management
PV NTW-CTRS

PV NTW-Vertex

PV NTW-Vertex

PV NTW-CTRS

PV NTW-MediWound
MediWound

PV NTW-Vertex

Quality Management
PV NTW-General

PV NTW-Vertex
PV NTW-Vertex

PV NTW-General

Document code
SOP-PV-EU-01
SOP-10-07-023
SOP-PHV-NTW-001

SOP-PV-EU-02
WI-SOP-PV-EU-02-01

SOP-PHV-NTW-002

Document title

SOP-PV-EU-01 Local PV Support ver 2.0
SOP-10-07-023_ICSR Follow-up_ACINO v. 01
SOP-PHV-NTW-001 Local PV Support v 3.0

Policy 510_Vertex AE Reporting Policy_ver. 1
SOP-PV-EU-02_Local Literature and National Safety Web-Portals
Monitoring ver. 4

WI-SOP-PV-EU-02-01 Work instructions for Local Literature_v1
Orphacol - Authorisation Details & Product Information Overview
Kalydeco (ivacaftor) Product Training Slides - Vertex

Orkambi Product Training Slides - Vertex

CTRS Memo — Local Literature searches, v3.0, 26Feb2016
NexoBrid - refresher training for LCPPVs

NexoBrid - product information and therapeutic area

Policy 510_Vertex AE Reporting Policy_v2.0
SOP-PHV-NTW-002_Local Literature and National Safety Web-Portals
Monitoring_v5.0_20160722

Minutes from LCPPV meeting and Q&A session — Q3 2016

Vertex - SOP-0227 v7.2 - Market/Product Withdrawals, Product
Recalls, Stock Recovery and Corrections

Memo to File - Vertex - LCPPV Access to PSMF

Minutes from LCPPV meeting and Inspection readiness training — Q4
2016
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Issued by

PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning

PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning

PrimeVigilance elearning

PrimeVigilance elearning
PrimeVigilance elearning

PrimeVigilance elearning
PrimeVigilance elearning

PrimeVigilance elearning



19
20
21
22
23

24

25

26

27

28

29

30

31
32
33

34

35
36

37

05-01-17
30-01-17
17-02-17
17-02-17
17-02-17

01-03-17

01-05-17

17-05-17

31-07-17

16-08-17

11-10-17

11-10-17

11-10-17
30-10-17
22-11-17

05-12-17

14-12-17
12-02-18

12-02-18

PV NTW-Vertex
PV NTW-CTRS
PV NTW-General
PV NTW-Vertex
PV NTW-Vertex

PV NTW-Vertex

WIN-SOP-PHV-NTW-002-
Quality Management 001
PV NTW-Vertex
PV NTW-General
PV NTW-General
PV NTW-Vertex
PV NTW-Vertex Vertex SOP-0765

PV NTW-Vertex
PV NTW-MediWound
PV NTW-General

Vertex WI-0459

SOP-PHV-NTW-001
PV NTW-General SOP-PHV-NTW-001

Vertex
PV NTW-General

PV NTW-Vertex Vertex SOP-0765

Memo - Vertex - Local literature search frequency re-evaluation
19-Dec-2016

CTRS - Introduction and product training for LCPPVs - 01-Sep-2016
Minutes from LCPPV meeting — Q1 2017
Vertex - Kalydeco Product and Disease Overview 08-Feb-2017

Vertex - Orkambi Product Training 08-Feb-2017

Vertex - POL 790.000 - Identification and Reporting of Product
Complaints v18.0

WIN-SOP-PHV-NTW-002-001 Work instructions for Local Literature
v2.0

Vertex - SOP-0227 - Market/Product Withdrawals, Product Recalls,
Stock Recovery and Corrections v.8.0

LCPPV meeting and training Q2 2017 - Literature monitoring and ICSR
management

Minutes from LCPPV meeting and Inspection readiness training — Q3
2017

Vertex - SOP-0227 - Market/Product Withdrawals, Product Recalls,
Stock Recovery and Corrections v.9.0

Vertex - SOP-0765 - Pharmacovigilance Regulatory Intelligence
Surveillance v3

Vertex - WI-0459 - Global Patient Safety Maintenance of Global Safety
Reporting Requirements v.4

Memo to File: Local Literature Search Frequency Period

SOP-PHV-NTW-001 Local PV Support v 4.0 - LCPPV
SOP-PHV-NTW-001 Local PV Support v 4.0 - Training session
attendance

Memo - Vertex - Harmonisation of reporting of AEs _Other Safety
Information _Product complaints and MIRs to Vertex_20171207

LCPPV Q4 2017 Meeting Minutes and Regulatory Intelligence Training
Vertex - SOP-0765 - Pharmacovigilance Regulatory Intelligence
Surveillance v4 02-Feb-2018
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PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning

PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning

PrimeVigilance elearning
PrimeVigilance elearning

PrimeVigilance elearning
PrimeVigilance elearning

PrimeVigilance elearning

PrimeVigilance elearning

PrimeVigilance elearning



38

39
40
41

42

43
44
45

46
47

48

49
50
51

52
53
54

55

56
57
58

27-02-18

27-02-18
27-02-18
20-03-18

20-03-18

26-04-18
26-06-18
20-08-18

20-08-18
28-08-18

28-08-18

29-08-18
29-08-18
29-08-18

12-09-18
12-09-18
28-09-18

28-09-18

22-10-18
25-10-18
12-11-18

PV NTW-Vertex

PV NTW-Vertex
MediWound
PV NTW-General

PV NTW-General

PV NTW-Vertex
PV NTW-General
PV NTW-General

PV NTW-General
PV NTW-Alnylam

PV NTW-Alnylam

PV NTW-Alnylam
PV NTW-Alnylam
PV NTW-Alnylam

PV NTW-Alnylam
PV NTW-Alnylam
PV NTW-Zentiva

PV NTW-Zentiva

PV NTW-Alnylam
PV NTW-Alnylam
PV NTW-CTRS

Vertex WI-0459

SOP-PHV-NTW-002
WIN-SOP-PHV-NTW-002-
001

SOP-NL-009

SOP-00539

SOP-00594
SOP-00356
POL-00010

SOP 00623

SOP-00548

Vertex - EPO-0002 v1.0 - Adverse Event Reporting Policy

Vertex - EPO-0001 v3.0 - Identification & Reporting of Product
Complaints

NexoBrid - product information update_20171115

Q1 2018 LCPPV Meeting_06-Mar-2018

Q1 2018 LCPPV Meeting_06-Mar-2018_ICSR Management and
Literature Monitoring

Vertex - WI-0459 - Global Patient Safety Maintenance of Global Safety
Reporting Requirements v.5

Q2 LCPPV Meeting and Training - Recurring activities - 12-Jun-2018
SOP-PHV-NTW-002 Local Literature Screening v6.0 15-Aug-2018
WIN-SOP-PHV-NTW-002-001 Local Literature Screening v3.0
15-Aug-2018 — Revised

Alnylam_lssue and Recall Management SOP-NL-009, v.2, 27-Apr-2018
Alnylam_Post-Marketing Safety Data Collection and Management
SOP-00539, v.1, 8-Jun-2018

Alnylam_Management of Medical Information Inquiries SOP-00594, v.
1, 1-May-2018

Alnylam_Product Complaints SOP-00356, v.7, 13-Aug-20178
Alnylam_Adverse event policy POL-00010
Alnylam_Memo_Harmonisation of reporting of AEs, Other Safety
Information, PQC and MIRs_27-Aug-2017

Alnylam_Post-Marketing ICSR Follow-up_v_1_SOP 00623

Zentiva - Joint Operating Guideline_v.1 effective 1-Oct-2018

Zentiva - GDL-00140_The role and responsibilities of the local PV
contacts_V.6.0

Alnylam_Risk Management Plan Initiation and
Maintenance_v1_SOP-00548

Communication pathways

CTRS_LCPPV Project Plan ver.1.25-Aug-2018.docx
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PrimeVigilance elearning

PrimeVigilance elearning
PrimeVigilance elearning

PrimeVigilance elearning
PrimeVigilance elearning

PrimeVigilance elearning
PrimeVigilance elearning

PrimeVigilance elearning

PrimeVigilance elearning
PrimeVigilance elearning

PrimeVigilance elearning

PrimeVigilance elearning
PrimeVigilance elearning

PrimeVigilance elearning

PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning

PrimeVigilance elearning

PrimeVigilance elearning
PrimeVigilance elearning
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59
60

61

62
63
64
65
66

67

68
69
70

71

72

73

74

75
76
77
78

16-11-18
24-01-19

24-01-19

24-01-19
24-01-19
24-01-19
24-01-19
22-02-19

28-03-19

28-03-19
28-03-19
29-03-19

08-04-19

16-04-19

18-04-19

22-04-19

22-04-19
22-04-19
08-05-19
22-05-19

PV NTW-MediWound
PV NTW-Vertex

PV NTW-Vertex

PV NTW-Vertex
PV NTW-Vertex
PV NTW-Vertex
PV NTW-Vertex
PV NTW-Vertex

PV NTW-Alnylam SOP-00712

PV NTW-Alnylam WIN-00147
PV NTW-Alnylam
PV NTW-CTRS

PV NTW-Vertex

Vertex
PV NTW-Zentiva
PV NTW-General

PV NTW-General

PV NTW-MediWound
PV NTW-Acino

PV NTW-General

PVL-PVOG-028_rev03

PVL-PVOG-036

PVL-PVFORM-177

MediWound_LCPPV Project Plan v.01_15-Nov-2018
Vertex - SOP-0061 - Disease areas safety teams_v8

PharmaConsulta

PrimeVigilance elearning
PrimeVigilance elearning

Vertex - SOP-0227 - Market Product Withdrawals, Product Recalls,

Stock Recovery and Corrections_v10

PrimeVigilance elearning

Vertex - SOP-0527 - Recall of Pharmaceuticals (Marketed Products)

v6.8

Vertex - SOP-0729 - Executive Safety Committee_v3

Vertex - SOP-0761 - Management of International PV_v4

Vertex - EPO-0002 - Adverse Event Reporting Policy v3.0

Vertex - Symkevi product training v2

PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning

PrimeVigilance elearning

Additional Risk Minimisation Measures Implementation SOP-00712, v.

1

PrimeVigilance elearning

Management of Additional Risk Minimisation Measures for Patisiran

WIN-00147, v. 1

PrimeVigilance elearning

Retraining: Memo to File - Harmonisation of reporting Adverse Events  PrimeVigilance elearning

CTRS_LCPPV Project Plan ver.1.25-Aug-2018 re-fresh training

PrimeVigilance elearning

Vertex - SOP-0227 - Market Product Withdrawals, Product Recalls,

Stock Recovery and Corrections_v11

PrimeVigilance elearning

Memo - Vertex - Harmonisation of reporting of AEs _Other Safety
Information_ Product complaints and MIRs to Vertex_20171207 -

Re-training

PrimeVigilance elearning

Zentiva - Joint Operating Guideline_v.1 effective 1-Oct-2018 re-fresh

training
Local Contact Person for

Pharmacovigilance_PVL-PVOG-028_rev03_31-Mar-2019

Screening of Non-Indexed Local

Literature_PVL-PVOG-036_rev03_31-Mar-2019
Refresher MediWound_LCPPV Project Plan v.01_15-Nov-2018

Local PV Plan vO1_PVL-PVFORM-177

PVL-GENOG-016 rev01_Third Parties Training
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79
80
81
82
83
84
85
86
87

88
89
90

91

92
93
94
95
96
97

98

99
100

24-06-19

24-06-19
23-07-19
26-08-19
26-08-19
26-08-19
26-08-19
26-08-19
28-08-19

16-09-19
24-09-19
16-10-19

25-10-19

25-10-19
25-10-19
25-10-19
25-10-19
25-10-19
25-10-19

25-10-19

25-10-19
25-10-19

MediWound

PV NTW-Alnylam
PV NTW-Vertex
PV NTW-Vertex

PV NTW-Vertex
PV NTW-Vertex
PV NTW-Vertex
PV NTW-Vertex
PV NTW-Vertex

PV NTW-Zentiva

PV NTW-Alnylam

PV NTW-Vertex

PV NTW-Vertex

PV NTW-Vertex
PV NTW-Vertex
PV NTW-Vertex
PV NTW-Vertex
PV NTW-Vertex
PV NTW-Vertex

PV NTW-Vertex

PV NTW-Vertex
PV NTW-Vertex

SOP-0441
SOP-0596

SOP-0596

GDL-00140

MediWound_NexoBrid - EPAR - Product
Information_12/10/2018

PVL-PVFORM-177 rev01 Local PV Plan_Alnylam
Vertex - EPO-0002 - Adverse Event Reporting Policy v5.0
Global Dear Health Care Provider (DHCP) Letters
WI-0312 Literature Review and Reporting
WI-0316 Management of Confidential Safety Information
SOP -0597 - Urgent Safety Restriction Procedure
Interaction with EU Qualified Person for Pharmacovigilance

Global Dear Health Care Provider (DHCP) Letters (version 2.0)
Zentiva_GDL-00140_Corporate guideline on the role and
responsibilities of the Local PV Contact_V.7.0

POL-00012 product Complaint Reporting Policy v1.0

Vertex - LCPPV Project Plan 1-Nov-2019 v.1

Vertex-SOP-0745_6.0_SOP-0745 - Maintenance of the Pharmacovigilance System
Master File and Summary of the Pharmacovigilance System
Vertex-SOP-0209_10.0_SOP-0209 - Preparation, Review and Transmission of
Regulatory Submissions to Health Authorities

Vertex-SOP-0211_8.0_SOP-0211 - Contact with Health Authorities
Vertex-SOP-0287_7.0_SOP-0287 - Material Review Board
Vertex-SOP-0333_12.0_SOP-0333 - GPS Internal Continuous Quality Management
Vertex-SOP-0593_4.0_SOP-0593 - Post-Authorization Safety Studies
Vertex-SOP-0767_3.0_SOP-0767 - Risk Minimization Measures
Vertex-WI-0018_12.0_WI-0018 - Distribution and Submission of Individual Case
Safety Reports

Vertex-WI-0251_7.0_WI-0251 - Global Patient Safety Global Safety Database
Business Continuity Plan

Vertex-WI-0317_5.0_WI-0317 - GPS Translation Management
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PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning

PrimeVigilance elearning
PrimeVigilance elearning

PrimeVigilance elearning
PrimeVigilance elearning

PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning

PrimeVigilance elearning
PrimeVigilance elearning

PrimeVigilance elearning

PrimeVigilance elearning



101

102

103

104

105
106

107

108
109
110
111
112
113
114
115
116
117
118
119
120
121
122
123
124

25-10-19

25-10-19

25-10-19

09-11-19

09-11-19
22-11-19

17-12-19

26-12-19
03-01-20
03-01-20
27-01-20
24-03-20
01-04-20
17-04-20
19-05-20
01-06-20
01-06-20
02-06-20
02-06-20
02-06-20
03-06-20
03-06-20
03-06-20
03-06-20

PV NTW-Vertex
PV NTW-Vertex

PV NTW-Vertex
PV NTW-MediWound
PV NTW-Alnylam
PV NTW-Zentiva n/a

PV NTW-Vertex

PV NTW-Vertex

PV NTW-Alnylam
PV NTW-Alnylam
PV NTW-Zentiva
PV NTW-Alnylam
PV NTW-Alnylam

PV NTW-Alnylam SOP-00356
PV NTW-Acino

PV NTW-Alnylam SOP-00522
PV NTW-Alnylam STD-00019
PV NTW-Alnylam SOP-00660
PV NTW-Alnylam QAL-0035
PV NTW-Alnylam SOP-00354
PV NTW-Alnylam SOP-00357
PV NTW-Alnylam SOP-00517
PV NTW-Alnylam SOP-00656
PV NTW-Alnylam SOP-00722

Vertex-WI-0318_5.2_WI-0318 - Risk Management Plan (RMP) Initiation and
Maintenance

Vertex-WI-0345_8.0_WI-0345 - GPS ICSR Expedited Report Submission Monitoring
and Management

Vertex-WI-0539_3.0_WI-0539 - Pharmacovigilance Agreement and
Pharmacovigilance Delegation Agreement Management

Mediwound Local PV Plan effective 1 Nov 2019
POL-00010 v2.0 Adverse event Reporting Policy
Zentiva - Joint Operating Guideline_v.2 effective 25-Nov-2019

Vertex_WI-0516_Management_Submission_and/or Distribution of Special Circumstance

Safety Information_V.3

Vertex - SOP-0227 - Market Product Withdrawals, Product Recalls, Stock Recovery and

Corrections_v12

Alnylam PASS protocol

Alnylam_Global Data Privacy Policy/ Personal Data Retention and Disposal
Zentiva_AE form v.5

Givlaari Risk Management Plan

Givlaari (givosiran)

Alnylam_Commercial Product Complaints SOP-00356, v.8
Acino_Project_Local_PV_Plan_v01_April2020

Commercial Product Recall

Data Integrity Standard

Escalation of Critical Risks and Management of Quality Alerts

Global Patient Safety & Risk Management Glossary of Terms

Good Documentation Practices

Government Regulatory Inspections

Managing Company Core Data Sheets (CCDS) and Country Product Information (CPI)
Interaction with EU Qualified Person for Pharmacovigilance
Pharmacovigilance Agreements and Safety Data Exchange Agreements
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PrimeVigilance elearning
PrimeVigilance elearning

PrimeVigilance elearning

PrimeVigilance elearning
PrimeVigilance elearning

PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning
PrimeVigilance elearning

PrimeVigilance elearning



125
126
127
128
129

03-06-20
03-06-20
05-06-20
05-06-20
05-06-20

PV NTW-Alnylam
PV NTW-Alnylam
PV NTW-Alnylam
PV NTW-Alnylam
PV NTW-Alnylam

QAL-0038

SOP-00549
QM-00002
SOP-00920

Record Retention Requirements for Safety Documents
Safety Signal Detection and Management

Quality Manual

Lifecycle Safety Risk Management

Alnylam Anti-Bribery, Anti-Corruption Policy
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