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SCOPE overview - outline Q SCOPE

 Aims and objectives of the Joint Action
e SCOPE achievements and highlights

 SCOPE outreach and sustainability
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SCOPE Joint Action O SCOPE

To maximise effective implementation of
EU Pharmacovigilance legislation

O SCG:E www.scopejointaction.eu

S el e To enable coordinated pharmacovigilance
Operating Pharmacovigilance in operations in the EU Network making best
E SCOPE) Joint Acti .

urope ( }Joint Action use of work-sharing and resources

To help ensure a consistent approach
across the Member States in identifying
and managing risks relating to medicines...




SCOPE Joint Action (j» SCOPE

Collaboration of Member States
70% funding from European Commission
30% funding from NCAs

Share expertise and best practice o

Deliver practical tools and guidance
Operate pharmacovigilance in Europe



Governance structure

Strategic level
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European Commission
Z

Lead Member State - UK
Project management,
Budgetary control,
Risk Register
Reporting
Communications

Executive level

General Advisory Board
Representative from the stakeholder
groups and the EC Chaired by Lead

Member State

Work Package Leaders Group

(Lead Member State + Work Package Leads)

Implementation
level

WP1 Coordination - UK

WP2 Dissemination - UK

WP3 Evaluation - PT




SCOPE Timeline O SCOPE

Stakeholder
Reports and Event and
development of . Training Events additional
Deliverables

recommendations Sept - Oct training/events

I

2014 2015 2016 2017
[ Ex:::r:ge

SCOPE Launch
Meeting

__Programme
March = July Pilot training NCA Flagship
SCOPE Surveys May -June Event
Awareness Week
Risk
Communication
Workshop
16-17 June




Work on SCOPE O SCOPE

60 face-to-
face
meetings

75

deliverables >9300 days
work by
partners




SCOPE Outputs O SCOPE

Survey Reports ﬁﬂ Risk Communication Workshop

e

| gl Training WPs 4, 5, 7 and 8

Pilot Training éﬁ %ﬂ

Guidance documents and ,
recommendations

ADR Awareness Campaign

ﬁ SCOPE Flagship Event
E-learning modules

D B

0 Stakeholder meetings

<. ADR Web-form one
0 r:' Pilot PV Exchange Programme

D

Publications

£l

i
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SCOPE “pyramid” of deliverables O SCOPE

ADR reporting




Quality Management SystemsO SCOPE

Deliverables:
e Based on surveys, site visits and EU network experience

e Toolkit for further development of a QMS —documents, reports
and 4 e-learning modules

e WQP7 training 4 October 2016 in Budapest
* Co-training with WP8 and WP4 |

Quality Management Systems

SCOPE Work Package 7
Quality Management Systems

Pharmacovigilance

Quality Manual
Quality Standards of Template
Pharmacovigilance

Assessment 2016

) scorE
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Quality Planning and
Quality Objectives

Introduction to Quality
Management Systems
e-learning

The Strengthening Collaboratio
for Op rating Pharmacovigilanc:
n Europe (SCOPE}




ADR Collection O SCOPE

\ |
b,
| | @scog,
° Surveys In European NCAS - Strategyguidanc:o;ir;creasing?
information was gathered to e £
. . | R Ty
understand national PV reporting © .- s

systems

e QOutputs: toolkit for raising awareness
of ADR reporting systems, best practice f
guidelines, e-learning modules, a - -
training course for NCAs, social media

. .
campaign, webform for ADR reporting m——— ,

S sen e s o tresmeer.




EU ADR social media campaign SCOPE

Campa:

e M Darf elnﬁy\fer nakomlnn pér a lyfiamedferd
ad halda? Aukaverkanatilkynningar auka
) #lyfjadryggi bit.ly/2eEDBgf

']s Speita de efeito secundéria
medicamento? FI e com um

21 NCAs

13% increase in reporting (1,056
reports) in EU over campaign
week

2,562,071 people were reached

337,781 people viewed the
animation

22,584 likes, clicks, retweets and
shares on Twitter, Facebook,
LinkedIn and YouTube

All participants indicated it was
worthwhile running

88% would support another
campaign



Uppsala Reports Issue 75

April 17

e Read about the ADR

campaign in the April 2017

issue of WHO’s UR

Communications

ADR reporting
awareness on social
media
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“SCOPE has provided
an invaluable oppor-
wanity allowing the
development of a new
ADR web form and
the launch of an ADR
canipaign, which were
both a great success.”
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Key feature: animation O SCOPE

e Tailored and translated into 24 versions

e Simple but key messages for the ADR lifecycle which were broken
down into small clips over the week supported by infographics

Experienced a suspected side effect?

Read the information leaflet
Speak to your healthcare professional

Report it
Warnings can be added

www.mhra.gov.uk/yellowcard

to packaging and leaflets

Reporting benefits other patients



Example infographics O SCOPE

Reporting
suspected
side effects

make medicines safer

prevent future
harm to patients

safer prescribing
and use of medicines

improve patient safety
and protect public health

improve medicines
information and education

Information updated

© SCOPE Reporting makes medicines safer

Suspected?
side effect &

Medicines
regulators

:‘fé'\;
. ‘ ;, . R. 7 Speak to:
Doctor
= Y ® Nurse
- | . Pharmacist

Lists: known side effects

@ SCOPE Reporting makes medicines safer



ADR Reporting Web Form O SCOPE

* Reporting from patients &
healthcare professionals

e Transmits ICSRs direct to
NCA database and EMA

e Can act as NCA database
if required

e Adopted b

y Romania —————

[ B - - Sunteliinregistrat?
) Dispozitivelor




Introduction

ADR.e-Iearig for HCPs O SCOPE

H pRA An tidards Rialils Thingl Sliinte MyHPRA: Login | Gegister | | Search nurwebals Q
Haalth Froducts Regulatory Authority

apcurus ([EISUE) VETERINARY  MEDICAL DEVICES BLOODD, TISSUES, ORGANS  COSMETICY  COMTROLLED SUBSTANCES

Medicings « News & Fvents

This e-learning is designed for all healthcare professionals at any stage of their careers and it may be
used as part of curriculum for students. It is accredited for Continuing Professional Development
| (CPD) or Continuing Medical Education (CME) purposes as outlined below.

¥ OurRom New SCOPE ADR e-learning module receives European-wide
+ Madicings Intnrmation CME/CPD accreditation

+ Satoty Infamation Mawes Caleqory. Heguiston news

Dedu. 027052017
- - . PR . - A . ¥ Sulety okl L ! 5es acenss FURDES CAN Raw &5M Mors abaut tha | nncs of repaning sispacten
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s past of n coctes's respansiality. This inckioss In'hlnnq patiants anel carers on now thay o heip by reposting
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- - B - - - e CMEICPD paints,

Such CPD/CME is re(_:ognlsed by Natlon_al Accr_edltatlon A_uthontles across ST e s g el i e el 0 i
EU. Doctors should claim only those credits for time spent in the educational PUBLIC e e 1 U a1 AR T 80 1200 AR 3 081 DB 5
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Select the forward arrow to continue.
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Signal management O SCOPE

D e | ive ra b | e S : Access to relevant information
() scorE

The most relevant sources

e Comprehensive guide to all aspects  ofinformaton
of signal management

e Survey, e-learning module, literature
review

 Training: 5 October 2016, Budapest, V..
24-25 April 2017 000 immTHl.. ¢

Validation

Depending on the step in
the signal management
process, the most
relevant sources of
information after a signal
has been detected
include those shown in
the diagram.

SCOPE Work Package 5

Signal Management

In order to validate a signal, it is O SCOPE

important to check if the event is
already reflected in the SmPC of
the product(s) in question. A signal
can relate to an already known
safety issue (e.g. not reflect new
information) and therefore not fuffil
the definition of a signal. k

Important
considerations for
signal validation

Introduction J
Detection

Access to relevant information

During the validation of a signal, the
evaluation of the data should be
aimed at deciding if further analysis is

Best Practice

Prioritisation

Guide necessary. The focus should be on Other data sources can also be
determining if the signal reflects new checked for any previous —
June 2016 information, and if it is at least a awareness of the issue. Validation
reasonable possibility in terms of . —— -
causality. Depending on the organsatlon and Confirmation
——— b o s —
spontaneous reports, important between MSs. S?:me MSs may Assessment

have an additional decision-making
loop at national level. A more
extensive evaluation of data might
take place before next steps are
taken.

considerations should include, as a
minimum, ensuring that the signal is
not based on duplicate reports and
that there is a plausible time to

onset.

Reports of special interest

() scopE

Select the forward arrow to continue.




Risk Communication O SCOPE

Deliverables:
e Surveys Reports — NCAs and HCPs
e Web-portals Good Practice Guide, literature review

e Workshop 16-17 June 2016, Madrid, 103 delegates: PV
and communication experts, WHO, EMA, academia,
patients, consumers, and HCPs

e Videos and presentations from the workshops;

SCOPE Work Package 6 SCOPE Work Package 6 SCOPE Work Package 6 SCOPE Work Package 6 SCOPE Work Package 6
Risk Communication Good Practice Guide Survey Report Healthcare Professional Survey Survey Report

Web-based
Safety Information




m Publication on risk Q SCOPE

communications

Drug Saf @ CrossMark
DOI 10.1007/s40264-017-0535-0

ORIGINAL RESEARCH ARTICLE

Communication on Safety of Medicines in Europe: Current
Practices and General Practitioners’ Awareness and Preferences

Sieta T. de Vries'®- Maartje J. M. van der Sar'? + Amelia Cupelli3 .

Ilaria Baldelli’ - Anna Marie Coleman® - Dolores Montero® + Ivana E‘gipiéﬁ .
Adriana Andri¢® - Annika Wennbergf + Jane Ahlqvist-Rastad7 * Petra []lenig1 .
Peter G. M. Mol"? - On behalf of SCOPE Work Package 6



Lifecycle - O SCOPE

Pharmacovigilance

Deliverables:

e Recommendations, practical guides
4 e-learning on Additional Data Sources, Risk Management
Plans, Post Authorisation Safety Studies, Periodic Safety

Update Report, Safety related referrals

 Training 20 - 21 September 2016

SCOPE Work Package 8

Lifecycle Pharmacovigilance
Practical Guide on

PASS Assessment

By the end of this e-learning madule you shauld be able to:

= . Und rstmda ddescnbe purpoe ol a safety referral
T m R ' + Describe the di refarral p
‘, g t A@ sessment Cummlttae Rm:}

+ Understand the key stages in a referral and how you can prepare for them.

. LW \5’ "5 %o Introduction .QOPE
_ @ $ P%\\ Learnmg c@jechves

g
Safety Referrals e-learning + identity steps you can take to make the asssssment procass as efficient and effective as possibie
! in order to prepare an assessment a'purlcllh h quality.
= ﬁ__# + Assess a referral procedure with more confidence.
The Strengthening Collaboratio .
[ for OFI rating Phal rmacowgllan e Select the ferward arrow o continue.
"4 n Europe (SCOPE) e

= e
: — -
Seloct the forward arrow for mare. — > e 9 e ( 3-‘5"v>



Pilot of EU programme for SCOPE

exchange of PV Assessors

e Grounds for a sustainable programme for European PV
assessors

 Exchange of experience, knowledge and an on-the-job
training

 Working group established: UK, PT, NO, ES

e Ran from Jan - Feb 2017, completed March 17

e Very positive comments: ‘excellent’ collaborative working




SCOPE training & stakeholder O SCOPE

engagement

Workshop on Risk Communication (June 16)

5 training sessions for NCAs (Sept-Oct 2016, Signal management
repeat training April 17)

SCOPE flagship event (Nov 16)

SCOPE stakeholder event (March 17)

Local stakeholder events in Croatia & Hungary (Mar- Apr 17)
Further signal management training in the Netherlands (April 17)




Joint training opportunity O SCOPE
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***

¥ EURORDIS

RARE DISEASES EURDPE

EURORDIS-SCOPE PHARMACOVIGILANCE TRAINING

22" March 2017,8.30t0 13.30
Holiday Inn London Regents Park, Carburton Street, W1W 5EE: Trinity room
Francois Houyez

22™ March, London

EURORDIS.ORG



SCOPE Website
www.scopejointaction.eu
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& SCOPE Partner Login : ShareFile © High Contrast Version

O About  Outputs & Results = Work Packages Partners News Events Documents  Links Glossary Contact

SCOPE Joint Action

The Strengthening Collaboration for Operating Pharmacovigilance in Europe (SCOPE)
Joint Action was aimed to help medicine regulators operate pharmacovigilance
systems to the EU legislative requirements. Regulators have worked together to
improve the skills and capability in the pharmacovigilance network to help safeguard
public health in both national territories and the EU as a whole.

Find out more

Latest news: Sta der Event h ’ Londo Bzl frETe

Work Packages

Work Package 1 - Governance

Lead: Medicines and Healthcare products
Regulatory Agency (MHRA), United
Kingdom

Work package 1 delivers the coordination
and project management functions for
SCOPE

Package details

Work Package 2 - Dissemination

Lead: Medicines and Healthcare products
Regulatory Agency (MHRA), United
Kingdom

This work package aims to effectively
disseminate information about SCOPE
and its deliverables

Package details

Work Package 3 - Evaluation

Lead: National Authority of Medicines and
Health Products, I.P. (INFARMED),
Portugal

This work package focusses on the
evaluation of SCOPE to verify that the
project is delivers what was planned to
achieve the objectives

Package details

Work Package 4 - ADR collection

Lead: Agency for Medicinal Products and
Medical Devices (HALMED), Croatia

This work package focuses on national
adverse drug reaction reporting schemes,
including patient reporting and efforts to
improve awareness of national systems

Package details




EU Network Training Centre /(Ay SCOPE
\ Y/

e SCOPE
deliverables
available in
EU Network
Training
Centre
learning
platform

* PV Training

Curriculum for

NCAs

HM A o EUROPEAN MEDICINES AGENCY [ 7
SCIENCE MEDICINES HEALTH

Heads of Medicines Agencies

Home News Categories Calendar Contact Us Feedback Useful Information FAQs EudraPortal

EU Network Training Centre

‘ e ? QOur mission is to ensure that good
v A. ox Q practice is spread throughout the
@ network by making training material
‘ o available and by further harmonising
and establishing training standards

Click to learn more Access documents View our FAQ'’s
and forms
IS a‘
L

http://euntc.eudra.org/



http://euntc.eudra.org/

SCOPE Further Outreach 2\
() scoPE

e SCOPE publications & posters
 Presence at conferences & meetings — eg DIA, ISOP
e ?ISoP Pharmacovigilance training curriculum

ISO International Society

of Pharmacovigilance

Home About ISoP Training

 Materials available to use within your organisations



SCOPE Further Outreach O SCOPE

e Sharing SCOPE materials through the International
Coalition of Medicines Regulatory Authorities

e Supporting launch of ADR app in Zambia and
Burkina Faso (IMI WEB-RADR)




Working together O SCOPE

e, SUKL

REPUBLIC OF ESTONIA
MAGENCY OF MEDICINES

MHRA
— | ans(m

| & O St s e
== fre UPPSALA
> LecemippeLsvreLsen HIPRA MONTTORING

DANISH MEDICINES AGENCY An tUdarss Rialala Tairgi Slainte

—

=-=azmp
Agpacy for Medicinel Presducts
and Medcal Devices

[/ LAKEMEDELSVERKET

MEDICAL PRODUCTS AGEM

CHAFEA

Health Products Regulatory Authority

Statens legemiddelverk f d S ,f/j Ok T
Morwegian Medicines Agency - In arme ﬂ | q e
% Maa Strl'c ht Un |‘H'E rSit}' o Autoridade Naciona do Medicamento % E U R O R D l S
& Produtos de Saida 1P, b Rare Diseases Europe

O SSrEL.
rlmeO | e P \-l:‘f/Alr.MED ?Lyfjastofnun

Finnish Medicines Agency G
C B urd Madical Devices of Croatis

; LY
Zau valsts ogentira [V] Statens legemiddelverk .;‘?S "4:0
# f Manwagian Medicines Agency - S Coe
un
AWTORIIA‘/ , : é -
DWAR IL-MEDICINI reb - g European
‘Tp < Commission
;;% universi ty of Nederlands Bijwerkingen t_:mmm 4(.
@2 / groningen E O fll\l\etheriandrPhﬂrmrxnwgn’ance Centre ‘6
% ) U K , The University of
5 ety Madiol G G S L Nottingham
UNITED KINGDOM - CHINA - MALAYSIA

SCIENCE MEDICINES HEALTH

EUROPEAN MEDICINES AGENCY I QI International Society
of Pharmacovigilance  Zalu valsts agentora



Thank you

Contact:
scope@mhra.gov.uk
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