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(September 2019) ISol?

Full members: 136
Associate members: 30

Total: 166
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Coalition of Interested Partners




Strengthening Regulatory Systemdsol”?

Current challenge
« Many organizations involved
* Lack of co-ordination

|

e Inefficient use of resources
e Duplication of efforts
e Inconsistent standards and actions




Strengthening Regulatory Systemdsol”?

Goal

 Establish a network of partners who will collaborate to achieve
better coordination, efficiency and outcomes in regulatory
strengthening in Member States or regions to achieve better
public health outcomes

e Coalition of Interested Partners (CIP)

— Wise use of resources, wealth of expertise
— Better outcome and impact

— Improved capacity and sustainability

— Sharing and adoption of best practices




WHO Global Medication Without Harm
Patient Safet
Challenge

e Campaign focusing on
medication error prevention

e Launched in March 2017

e Managed by Patient Safety

Programme

e Minimum coordination with
WHO pharmacovigilance
programme




Patient Safety: a global health priority 9 ® WOl'ld

On the first-ever World Patient Safety Day on 17 September 2019, WHO m PO'I' ie n'l' sqfeiy

will launch a global campaign to create awareness of patient safety and
urge people to show their commitment to making healthcare safer. Day 17 September 2019

Speak up for patient

safety!

Announced by World Health Assembly May 2019
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Uppsala Monitoring Centre - the sta§olP?
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As of 2019-04-23

VigiBase - Number of ICSRs
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Almost 20 million

Individual Case Safety Reports (ICSRs)

12



VigiBase - LMIC Contribution
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* Regulatory harmonization
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ICH Guidelines for PV

E2 A « Clinical Safety Data Management: Definitions and Standards for
Expedited Reporting

E2 B (R ) « Clinical Safety Data Management: Data Elements for Electronic
3 Transmission of ICSRs

E2C(R2) « Periodic Benefit-Risk Evaluation Report (PBRER)

E2 D « Post-Approval Safety Data Management: Definitions and
Standards for Expedited Reporting

E2E « Pharmacovigilance Planning

E2F « Development Safety Update Report
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PV regulations for pharma industry ISoP

EUROPEAN MEDICINES AGENCY =

SCIENCE MEDICIMNES HEALTH

Medicines Human regulatory Veterinary regulatory Committees v News & events v Partners & networks About us

Human regulatory

Overview Research and development Marketing authorisation

Post-authorisation Herbal products

Advanced therapies Good pharmacovigilance practices

Certifying medicinal Table of contents
products

Introduction
Final GVP modules
Final GVP product- or population-specific considerations

Changing the (invented)
name of a medicinal
product

Final GVP annex I - Definitions

https://www.ema.europa.eu/en/human-regulatory/post-authorisation 17



https://www.ema.europa.eu/en/human-regulatory/post-authorisation

Fora for regulatory harmonization ISoP

Asia-Pacific Economic Cooperation (APEC) ~ Eurasian Economic Union Gulf Central Committee for Drug
Registration (GCC)

\% ':;;;L i Tkl .
“‘“’1 ﬁ .= M.\p a3l Pan American Network for Drug
m~— :
Assoc|at|on of S’Outh East [X A COUNTRIES [* REGIONAL 4 REGULATORY Regmat(_)ry .
« " REGULATORY AGENCIES ) REGULATORY AGENCIES . AGENCY Harmonization (PANDRH)

Asian Nations (ASEAN)

African Medicines Regulatory Harmonization 18



Regional networks assessed in scient'ific
SoPP

(J
Riscarnaial: 22 Manch 2018 I Rrbwal: 23 Orlafeer 28 | Avraphatk: 3R Mosanbeer 3005
D0 10002 s 4717 I S
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Current status of pharmacovigilance regulatory structures,
processes, and outcomes in the Asia-Pacific region: Survey
results from 15 countries

Drug Safety (2018) 41:1285-1302
https://dol.org/10.1007/540264-018-0708-5

SPECIAL ARTICLE

@ CrossMark

Enhancing Pharmacovigilance Capabilities in the EU Regulatory
Network: The SCOPE Joint Action

Anna Radecka' - Louise Loughlin' - N Drug Safety
. o PR -4 -
Marina Dimov Di Giusti™- Marinales  htns://doi.org/10.1007/540264-019-00807-4

June Raine'

Hilda Ampadu et al. Globalization and Health (2018) 14:109

https://doiorg/10.1186/512992-018-0431-0 Globallzatlon and Health
RESEARCH Open Access
Organizational capacities of national ® o

Drug Saf @ Crossh
DOT 101007 s40264-017-0510-9

ORIGINAL RESEARCH ARTICLE

AN and Selected
ive Signal

Published online: 21 August 2018 REVI Ew ARTICLE

©The Author(s) 2018

Abstract
In November 2013, a team of European

updatas

e scom e Pharmacovigilance Systems in Arab Countries: Overview of 22 Arab

----- Countries

percent of ASEAN countries util

Thamir M. Alshammari'2® - Neslihan Mendi? - Khalidah A. Alenzi’ - Yazed Alsowaida'~ help detect signals from ADR ref

© Springer Nature Switzerland AG 2019

in the other non-ASEAN count
hat the development of a QSDA wi
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» Technological development
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New ways of collecting data T oP

Reporting APP

WEB - Partnership with WHO

 Introduced in Burkina Faso, Zambia,
A UAE, Ethiopia and others

e vwnm W KW Lol L ’

 iIALMED

Agorcin za Nekove

— | Other APP developed by Indian
i PvPIl
- » Offered to others in region

Kreirate svof radun
Zaboravil s loninku
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Real time data recording

ISoP

Wearables
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Real World Evidence ISol?

Introduction of electronic healthcare records globally
Health insurance claims data
Patient registers

Automatic extraction of case safety information
— Trigger tools and biomarkers

23



Big Data for pharmacovigilance ISQP

H Therapeutic Advances in Drug Safety Editorial

Left Tab
The hnnae hvne and realitv nf

@ Therapeutic Advances in Drug Safety Editor
Hypothesis-free signal detection in v 1018
healthcare databases: finding its value 22095 oceari
for pharmacovigilance

Andrew Bate"", Ken Hornbuckle, Juhaeri Juhaeri“s, Stephen P. Motsko



Social Media

Drug Safety

https://doi.org/10.1007/540264-019-00858-7

SPECIAL ARTICLE

Recommendations for the Use of
Lessons from IMI WEB-RADR

John van Stekelenborg'(® - Johan Ellenius? - Simo
Juergen Dietrich® - Sara Gama’ - David Lewis”® - Vi
Gregory Powell'! - Alicia Ptaszyriska-Neophytou

Munir Pirmohame

d‘l4,'|5

Key Points

General social media. as exemplified by sample data
from Facebook and Twitter, are not recommended for
broad statistical signal detection.

Social media channels may provide a useful adjunct

to pharmacovigilance activities in specific niche areas
such as exposure during pregnancy and abuse/misuse of
medicines.

Future enhancement of adverse event recognition algo-
rithms may broaden the scope and utility of social media
over time.



Technological development  ISoP

 Use of artificial intelligence and machine learning
» Natural language processing
* Robotic process automation

2nd ISoP Seminar

Boston, USA
3-4 December 2018

Intelligent Automation in
Pharmacovigilance

ISoP Seminar - Intelligent Automation in Pharmacovigilance
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Pre-service PV training for HCP
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Teaching Pharmacovigilance: the WHO-ISoP Core Elements
of a Comprehensive Modular Curriculum

Jurgen Beckmann « Ulrich Hagemann « Priva Babri © Andrew Bate « lan W, Boyd +

Gerald J. Dal Pan « Brian D, Edwards = 1, Ralph Edwards « Kenneth Hartigan-Go +

Marie Lindqguist « John McEwen © Yola Moride « Sten Olsson < Shanthi N, Pal «

Rachida Soulaymani-Bencheikh » Mareo Tuccori - Claudia P. Vaca - lan C. K. Wong Drug Saf 2018
huips://doi.ong/ 10.1007/540264-0 1 8-068 1 -7

CrossMa

D Springer Intermational Publishing Switzerdamd 2014

e i e e e » What Future Healthcare Professionals Need to Know About
The importance of phammacovigilance (PV) for safe med-  observed or further investigated adverse drug Pharmacovigﬂance: Introduction of the WHO PV Core

icines and their safe use has mereasingly been recognised  (ADRs) from all over the world creates a growing Curriculum fO]‘ University Teaching \Vith FOCUS on Clinical

Aspects

Rike van Eekeren'? (3 - Lean Rolfes? + Andries S. Koster® ) « Lara Magro* «

7 B N Gurumurthy Parthasarathi® - Hussain Al Ramimmy® « Tim Schutte”® © -
%@& Daisuke Tanaka’ - Eugéne van Puijenbroek'? - Linda Hiirmark'
“A ' Dy 1ISLWIISE LGl iuo

e

WHO Collaborating Centre for p ha FmaCOVI&I l.a nce

Pharmacovigilance in Education 7

and Patient Reporting cen t re l.a re



www.pv-education.org ISoPP

Pharmacovigilance
Education for
Universities

Home
Content
Teaching methods

E-learning

Educational Materials

Other materials

Contact

PV education for universities

Pharmacovigilance is about the safetv and safe use of medicines. For good

Netherlands Pharmacovigilance Centre Lareb, 's-Hertogenbosch, the Netherlands, E-mail: info@lareb.nl
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m Uppsala Monitoring Centre

Meotering 2,88 tn prenumeranter
Contre
HEM VIDEOR SPELLISTOR COMMUNITY KANALER oM Q >
Uppladdningar SPELA UPP ALLA — SORTERA EFTER

,:OOQ 00:
take®.
essoce toll o

0000 - pnpdsr

WHODrug Insight - Global WHODrug Koda - the coding Take & Tell - Version en 5th Asia Pacific
Chinese engine Espanol Pharmacovigilance Training...

https://www.youtube.com/channel/UC1SmOUUe6noAWVY4P2JEljw/videos

29


https://www.youtube.com/channel/UC1SmOUUe6noAWVY4P2JEljw/videos

- M1 EUCH
You are not connected) (il

FIND A COURSE BY TOPIC

Browse the Eu2P training programmes offer by Drug Safety
course domains. Follow the guide!

Partnership of 7 universities + 2 regulatory agencies + 15 pharma companies

30



e Patient involvement
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BBthe forefront of pharmacovigilance around the world

A Reneaissance of PV ISoP

Drug Saf
DOI 10.1007/s40264-016-0441-x

Patient reporting is the

CURRENT OPINION

Patient-Reported Safety Information: A Renaissance

of Pharmacovigilance?

future of pharmacovigilance

Patient-derived reports add a richness to our understanding
of medicine safety that would not be achieved by relying on

Linda Hirmark' (- June Raine’ - Hubert Leufkens® - I Ralph Edwards® - healthcare professionals’ reports alone. Pharmacovigilance

Ugo Moretti® * Viola Macolic Sarinic® - Agnes Kant'

© Springer International Publishing Switzerland 2016

Abstract The role of patients as key contributors in phar-
macovigilance was acknowledged in the new EU pharma-
covigilance legislation. This contains several efforts to
increase the involvement of the general public, including

e e Bl e Bl nd e i B e e 8l A AN e a i -

specialist Sten Olsson explains why.

similar associations and they give more detailed information
regarding quality of life including psychological effects and
effects on everyday tasks. Current methods used in phar-
macovigilance need to optimise use of the information

PRSI VIS I SN e MM cccibice b s X Cfliinn 82
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CIOMS WG XI - Patient Involveme%t/

in development and safe use of mediciehs

Working Group Xl - Patient Involvement

CIOMS has developed international guidelines in many key areas of safety of medicines for decades. While the patient is
recognized as a key stakeholder in CIOMS guidelines, their role in existing and previous guidelines has been defined
primarily by other stakeholders. However, some patient input experience was recently obtained by CIOMS when
formulating guidance in CIOMS Working Group (WG) IX on Practical Approaches for Risk Minimisation of Medicinal
Products.

CIOMS is now launching a Working Group with the purpose of elaborating pragmatic approaches for involvement of
patients as key stakeholders in the development and safe use of medicines. Specific aspects of this involvement will
include patient input to the development of medicines in areas of medical need; the collection and reporting of safety
information; input to benefit-risk assessment; the use of technologies involving patients for safety communication
between stakeholders including patients, healthcare professionals, pharmaceutical companies, regulators and academia.
The aim will be to formulate Points to Consider for the optimal consideration of patient perspectives and preferences to
support the safe and effective use of medicines throughout their life cycle. Such patient involvement from discovery to
clinical and market use of medicines, is expected to improve the health of individual patients and the public. The
ambition is to address a wide range of the challenges which we believe would benefit from further practical guidance and
advice

The task for the CIOMS group would be to develop criteria and guidelines on patient involvement in drug development,
pharmacovigilance and risk management as well as several other areas where harmonized and pragmatic patient-
centred approaches should be adopted.

The new WG will be composed of key stakeholders including patient organizations, industry, regulators and
academia, with potential additional representation from ethicists and Health Care Professionals groups, to address the
present challenges, knowledge and practice gaps related to patient involvement in development and safe use of
medicines in order to formulate pragmatic consensus-based recommendations. Furthermore, collaborative efforts aimed
at capitalizing on existing initiatives and avoiding duplicative efforts would strengthen the WG in order to provide output
that is as comprehensive as possible.

It is anticipated that the WG will operate for three years (from 2018 to 2021). In person meetings are contemplated 2-3
times per year. The first meeting took place 19-20 April 2018 in Geneva. Finalization of the vision about the concrete tasks
of the new WG work will take place during the first meeting of the WG in presence of all stakeholders.
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ISoP

* Preventive pharmacovigilance
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Precision pharmacovigilance ISol

° Segmentatign Of I’isks Precision Pharmacovigilance
in populations
 Predicting individual risks

Legisiation NN

oY

Precision "

Source: Vicky Edwards, EFPIA
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HLA Genotyping Results

IS

ol?

13/13 = 100%

S Cases |Controls| Odds Ratio ©
= (n=13) | (n=26) (OR)
Positive 13 3 181
HLA-B*1502 (8.7 to 3785)
Negative 0 23 p=6.9*10°
1 7
Sensitivity= Specificity=

23/26 = 88.5%

« Data from HSA's study supports strong association between CBZ-

Induced SJS and TEN and HLA-B*1502

*Power of study to reject null hypothesis of no association at 0.05
significance level is >99%
Sensitivity: test ability to identify true positives (those who will get SJS and TEN)

R eI test ability to identify, true negatives (those who will not get SJS and TEN)
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CBZ-induced SJS/TEN

W 25" Singapore Pharmacy Congress | = TEN
M Pioneering Care for Tomorrow ] W SIS/TEN
2015  12-13 september 2015 + Grand Copthorne Waterfront) apore DHCPL issued mSJS

-~ - 3 , on 30 Apr
suest-of-Honour ~

A/Prof Ben;amln Ong é A 2013

r of Medical Services. MOF

]
2009 2010 2011 2012 2013 2014 2015 2016 2017

Year

Awarded Mrs Tan Shook Fong — PSS Innovation and Scientific Research Award 2015




» Integration
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Integrating different sources of informigoR

Pharmaceutical '1 —
Industry ———
Paper forms
Online
reporting National ICSR Phone / call centers /
aE database SIS
Mobile apps M :
E-mail
Social N . . . .
media armonization of terminologies and formats

system 41



An integrated life-cycle approach ISol”?

Phase

Number
exposed

Patient type

Identifiable
risk

I IT IT1

10 100 1-2000

Healthy  Highly Selected
volunteer selected
S

1:1 1:10 1:100

IV

Millions

Real life

1:1000 to
1: 10 000

Total number of safety-rolated

labeling changes

230 1
200 1
180 +
160 4
140 4
120 4
100 4

80 -

&0 1

40
20

Composition of Safety-Related

Labeling Changes for All Drug Products
(chanpes made Oct 2002-Aup 2005, n=2645 label changes for 1601 NDA'BLA entries)

* Adapted [rom Prescription Drug User Fee Act (PDUFA IV) Febroary 16, 2007)

O Black Box Warnings
W Wamings
O Precautions

@ Contraindications

B Adverse Reactions

Years post-approval
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An integrated national pharmacovigil

S;ZSL'QIII

Pharmacovigilance
I
I | | I | |
Policy, Healthcare Pharma P Public Health Civil society,
regulations system industry FACEHS Programmes consumers

43



An integrated global PV system

ISoP?

WHO-
CC

Morocco
CAPM

|/ WHO-HQ National
Switzerland PV Systems
Geneva

WHO-CC
Sweden
UMC

Healthcare Patients Public Health

The public Programmes

Pharma
industry

Academia Donors
Organizations
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1 This ISoP event will be organised in Moscow in
collaboration with Roszdravnadzor.

[ Faculty from the EAEU region as well as Experts
from ISoP and other international institutions
will be involved as presenters and panellists. O

[1 This event will include a one-day symposium
tollowed by a two-day training course.

[J Registration will be starting at 08:30 on the
Symposium day. Sessions will be starting at 09:00

and ending at 17:50. Moving Pharmacovigilance

Forward in the Eurasian

[0 The venue will be announced later on the [SoP

website: www.isoponline.org. Economic Union (EAEU)
L] Practical information, programme and

registration forms will be available from the ISoP

140 Emmanuel Road, London SW12 OHS

Phone and Telefax: +44 (0)20 3256 0027 Moscow April 2020

E-mail: administration@isoponline.org

Website: www.isoponline.org. First Announcement

[SoP 2019.10.17
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