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Agenda #5: MHRA

Use of smartphones & social media
What does this mean for pharmacovigilance
Introducing WEB-RADR

Looking ahead.......



Evolution of Computers

What is a personal computer?

Hand held multi-functional devices are
used for work, rest and play: Phone; text;
camera; gaming; internet; social

A smartphone is a personal computer

Social media is always on and integrated



Evolution of the Mobile Phone i MHRA
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e for sormething new?

andin

 1.75BN smartphones in use worldwide
« 34.6M in the UK

 62% of UK adults and 53% of households have a smartphone (24% also
use a tablet)




Mobile Apps

 Around 1M apps available
for download

e Around 6,000 health related
apps for clinicians and
patients

 NHS has its own app store

ZH cheices health apps library Share v

® Conditions ~  Healthy living -~  Health information ~  Social care Developers About

Safe and trusted Welcome to the Health Apps Library

apps tO heLp yOU e Discover apps to help you manage your health
ma nage your hea Lth ® Reviewed by the NHS to ensure they are clinically safe

® Rated by you and the health care community

Latest apps
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Condition tracker Communications aids Communications aids Communications aids Fitness Diabetes




Social Media ##: MHRA
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Questions for
Pharmacovigilance

e How can we make best use of these new
technologies to enhance PV?

e Can the use of social media be harnessed to
support our activities?

 What are the legal & ethical implications?
 What are our obligations (industry & regulators)
Is it all just noise?
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Annex 1

Innowvative Medicines Initiative

9th Call for Proposals 2013

Innovative Medicines Initiative

Version 2

TABLE OF CONTENTS
GENERAL PRINCIPLES ... vt s s s s nn s s n s r i m e 2

1. WEBAE - LEVERAGING EMERGING TECHNOLOGY  FOR
PHARMACOVIGILANCE ... v v s e e &




Consortium MHRA
epidemico =

 f he UPPSALA
M MONITORING

‘ BAEER » I CENTRE
(') NOVARTIS 5 e,
EUROPEAN MEDICINES AGENCY 4
o SCIENCE MEDICINES HEALTH AStrazeneca P

UNIVMERSITY QF

& LIVERPOOL

N—HALMED [‘T‘] —
La reb 4

Nederlands Bifwarki genl:'
Netherlonds Pharmacosigilon

= AMGEN T @

EURORDIS

Rare Diseases Europe
Software Research &
’ Development and Consultancy S A N O F I

Janssen

AAAAAAAAAAAAAAAAAAAAAAA

university of
groningen
we address the future... '



Project setup
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EMA (Public lead)
Sanofi (EFPIA lead)

WP2a - Social media WP3a — Mobile reporting
platform platform

WP2b - Analytics WP3b - User based
evaluation

WP4 - Scientific impact evaluation




Our Vision

 New technology giving us tools to transform

oharmacovigilance in the modern world

* Developing a policy framework to influence

now they are used
e Using the best possible science to C

0 this

 New tools everyone wants to use —

natients,

health professionals, industry and regulators

Shaping the pharmacovigilance world

of the future



The Evolution of ADR reporting
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Make drungs, devices + vaccines safer
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Did you Know negative side effects
e an estimated 1.5 million peopks
each paary

Roegon ling negative Side
effects halps the FOMA make vaccknes, drgs
and medical devices safer (of eve Yo,

B
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AE reported using Report stored
MedWatcher app securely in the cloud
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Spam Formatting for
l filtering  MedWatch form ’

Transmission to FDA
using electronic gateway

>

Curation and
quaiity checks

Report published
to MedWatcher



Search
internet for
medicine
information
and side
effect — find
Yellow Card
information
and
directed to
App store

Download
App, scan
package to
auto
populate,
add other
information,
attach
photos

ADR report
sent to
MHRA in
E2B format,
forwarded
to EMA,
available to
industry and

WHO

The Future Patient Journey?

Patient
receives
advice,
information
on
medicine,
directed to
PIL, DAP,
other
important
safety
information

Patient can
register for
updates on
medicine so
future alerts
are
received
directly to
phone




'Qg’ MEDWATCHER  Date Range: Sep 16,2013 = Dec 16, 2013 | Searchterms | My MedWatcher £

prednisone sucks and turns me into a scared little baby | watched the intro to AHS 12/15/2013
Asylum and now I'm freaked out

Prednisone + breathing treatment = me still awake !0 12/15/2013
This ' prednisone is ™ my emotions up 12/15/2013
I'mreally mad that they put me on Prednisone 12/15/2013
| am pleased to announce that my face is no longer swollen #allergies #hydroxyzine 12/15/2013

# prednisone # swollen #3weekslater

In other news, | am STARVING . Stupid | Prednisone . But at least | can have an apple  12/15/2013
instead of leftover cake. #fb

@user omg when | was on prednisone | ate "all the things* and gained 20lbs in one 12/15/2013
month. Be careful! And feel better.

@user class="symptom-class" id="tag130" title="symptom - Psychiatric - 12/15/2013
Irritability">CrankyAmy Yeeeeep. Prednisone . Are you saying it's RAGE + THE
EVIL MUNCHIES ? Because that is FOUL.

Oh  prednisone , my lungs thank you, but my nerves, head and stomach would 12/14/2013
appreciate a speedy exit.

Careful on pronunciation. RT @user me: | don't like  prednisone ; it makes me full of 12/14/2013
rage . dr.: Would you rather be full of puss?

Apparently prednisone makes you really b*™*** . Sorry to all innocent bystanders. 12/14/2013

So | am apparently a walking infection . me: | don't like taking ' prednisone ; it makes 12/14/2013
me full of rage . dr.: Would you rather be full of puss?

prednisone and fever == http://t.co/Td7fRRRNTa 12/14/2013

Loving this one Linda ~ Perfect picture to describe the hunger when on Prednisone ! 12/14/2013
You rocked this! http://t.co/SKkZTLWWQ4y

Thanks to the doc who put me on 5x the normal dose of prednisone | can't stop 12/14/2013
throwing up and | feel like c*™* #asthamproblems

50 mg of prednisone doesn't even help that much, that 10 mg was crucial :(( 12/14/2013

@user class="symptom-class” id="tag118" title="symptom - Gastrointestinal - Crohn's  12/14/2013
Disease"=Crohns My surgeon said | was a mess.l had no fever because | was on
prednisone .

40 BEBBEBEEE BEHEEEEE B

HELLO THERE, SWOLLEN 'PREDNISONE MOON-FACE . NICE TO HAVE YOU 12/13/2013
BACK.
| hate  prednisene !!!! | just wanna eat everything.......... oo 12/13/2013




All Medical Products

[ ___ General disorders |
[ Nervous system
Psychiatric
Gastrointestinal
Skin
Injury
Vascular
Cardiac
Musculoskeletal
Immune system
Respiratory
Investigations
Reproductive
Infections
Ear
Metabolism
Eye
Liver
Pregnancy
Urinary
[ Blood
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Home = Product Search = predosons

prednisone

Date Range: Sep 1.2013-0ct31,2013@  Sources: Twitter | Facebook | MedWatcher | Forums MedDRA Class: (Al 9

Social Media vs. FAERS

Sort: Social | FAERS
Axis: Percentage | Count
QGrouped @ Stacked @FAERS @Social Madia

sleapineseltiredness
pain

stomach pain
anxiety

feeling bad/sick
crohns

emotional instability
allargy

swelling face

anger

swelling

rash

paraesthasia
restlessness




Patients
posts on
social media
about a side
effect to a
medicine

WEB-RADR
social media
screening
identifies this
as a possible
ADR

All similar
posts are
identified —
marked as
“labelled” or
“unlabelled”
PRRs
determined

The Future Patient Journey?

Information
used to
support
signal

detection?

Or signal

validation?

Or signal

assessment?

What is the
role of the
patient
beyond the
tweet/post.
Do we
engage or
not?




Policy Need

Benefits to other
Signal areas:
‘ medication error; Stakeholder
ARIR Efpenling management off label; defects communications SEnese EYFE
& counterfeits
etc..



Summary MHRA

* New technologies offer new possibilities for
pharmacovigilance

 Traditional ADR reporting and signal management
methods are changing

« WEB-RADR seeks to investigate, develop tools and
recommend policy

e Watch this space......
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