eHealth - The road towards more
efficient and integrated care solutions
for patients

Mick Foy
Vigilance and Risk Management of Medicines 15t May 2015

Medicines and Healthcare

Products Requlatory Agency




Agenda 2 MHRA

The MHRA

What is pharmacovigilance

Yellow Card reporting

Use of mobile apps and social media

The role of the patient in pharmacovigilance

Summary



Medicines and Healthcare products
Regulatory Agency MHRA

Primary objective to enhance and safeguard the health of the
public by ensuring that medicines and medical devices work
and are acceptably safe

A UK Competent Authority for regulating: Medicines, Medical
Devices, Blood & Blood Components, Good Practice:
Research, Manufacturing, Clinical, Pharmacovigilance

A Home of the Clinical Practice Research Datalink and National
Institute for Biological Standards & Control

A Yellow Card Scheme collects reports of adverse drug
reactions

A Underpins MHRA pharmacovigilance work



PHARMACOVIGILANCE

may depend on the safety of ‘Distaval’
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------- #YellowCard

50 years of making medicines safer

The UK wide scheme since 1964

Acts as a vital early warning system

Makmq medicines safer
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Becauseeée.

I they account for around 5% of hospital
admissions

| they cause death in 1 in 1000 medical
iInpatients

I they complicate drug therapy

| they decrease compliance and delay cure



How common are ADRs?

A Up to 40% patients in the community experience
ADRs

A In the UK Non Steroidal Anti-Inflammatory Drug
(NSAID) use alone accounts forl

- 65,000 emergency admissions/year
- 12,000 ulcer bleeding episodes/year
- 2,000 deaths/year

A !Blower et al. Emergency admissions for upper gastrointestinal disease and their
relation to NSAID use. Aliment Pharmacol Ther 1997; 11: 283-291



Who 1s most at risk from ADRS:?.

A Patients who:

| very young, or elderly
| are taking multiple therapies

- 50% of patients on 5 drugs or more
I have more than one medical problem

I have a history of allergy or a previous ADR



ADR Volumes

35000

30000

25000
20000
15000
10000

suodal ¥ay Jo JequnN

5000

€10c
L10C
600¢
£00¢
G00c¢
€00¢
100C
6661
L1661
G661
€661
l661
6861
1861
G861
€861
1861
6461
L16)
Gl61
€l61
Li61L
6961
L1961
Go61
€961

Received year



Number of reports
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Yellow Card Workflow MHRA
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Yellow Card Strategy MHRA

A To raise awareness and understanding of the Yellow Card
Scheme

A Two complementary sets of activities - healthcare
professionals and the public

Increasing access to the scheme to meet the
Facilitation _ _
needs of reporters e.g. electronic reporting
On the importance of Yellow Card reporting
Approaches to make reporters more likely to
report

Develop and maintain promotion and
communication strategies for the scheme




Reporting direct from clinical

systems

: MHRA

AElectronic Yellow Card reporting now being introduced via GPSoC into all
clinical systems

A SystmOne GP system (below) - 20% of GP practices
AInPS, EMIS and Microtest to go live this year

2007

2008

2009

2010

2011

2012

2013

2014

0

500

1000 1500 2000

M Yellow Cards

2500 3000 3500

B SystmOne Yellow cards

4000

4500

5000




0o
o:o.o
:.’:'.'
°:
'm' IMI-GB-DEC-2013-13
Annex 1
Innovative Medicines Initiative
9th Call for Proposals 2013
Innovative Medicines Initiative
Version 2
TABLE OF CONTENTS
o o 1 2
1. WEBAE - LEVERAGING EMERGING TECHNOLOGY FOR
PHA RM A O LI LA . ..ot i st rasrnnnsnssnnansmnmnsmsnnnnsnsnnnnsnnsnnnns &

16



Evolution of technology

oStk £

A What does personal A Handheld devices are more
computing look like in 20147 powerful than the desktop
A Personal and work devices PCs of only a couple of years

have begun to merge together A Social media is fully
integrated and always on

7 WEB-RADR



Smartphones and mobile apps

A 1.75 billion smartphones in use
worldwide

A 34.6 million in the UK

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

Medical Notes
In case of emergency, please call Chioe
Appleseed and Dr Michael O'Reilly.

Allergies & Reactions
Penicillin - Severe skin rash

Medications
Lisinopril (10mg by mouth once a day)
Hydrochlorothiazide (12.5mg by mouth
once a day)

Emergency

Chioe Appleseed
= . & 0 2
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A 1.3mi_||ion apps évail_able for
android users (1.2 million for
10S)

A Around 6,000 health related
apps

A NHS has its own app store

1® WEB-RADR



Soclal media

o To Do Io

1.35 bhillion active Facebook
users

680 million on mobile devices
48% log on every day
25-34 largest age group

To Ix

284 million active Twitter
users

80% active on mobile

500 million tweets per day
worldwide

1® WEB-RADR



Questions for Pharmacovigilance

A
A
A
A
A

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

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?

1® WEB-RADR



The Evolution of ADR reporting
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Access to Information

Drug Analysis Print
Drug name: INTERFERON BETA
Drug name: INTERFERON BETA Report type: Spontaneous
Report run date: 31-Mar-2015 Report origin: UNITED KINGDOM
Data lock date: 30-Mar-2015 19:00:09 Route of admin: ALL
Period covered: 01-Jul-1963 to 30-Mar-2015 Reporter type: ALL
Earliest reaction date: 11-Mar-1996 Reaction: ALL
MedDRA version: MedDRA 17.1 Age group: ALL
Single active | Multiple active | Total
System Organ Class | Constnt. | "consmuent” | " reportst
Al |Fatal | Al | Fatal | All | Fatal |
Blood disorders |65 0 0 0 65 0
Cardiac disorders 77 6 0 0 77 6
|Congenital disorders 9 0 0 0 9 0
Ear disorders 12 0 0 0 12 0
Endocrine disorders 16 0 0 0 16 0
Eye disorders 31 0 0 0 31 0
Gastrointestinal disorders 135 0 0 0 135 0
General disorders 543 16 0 0 543 16
Hepatic disorders 25 1 0 0 25 1
Immune system disorders 25 0 0 0 25 0
Infections 224 3 0 0 224 3
Injuries 94 1 0 0 94 1
Investigations 195 0 0 0 195 0
|Metabolic disorders 22 1 0 0 22 1
Muscle & tissue disorders 126 0 0 0 126 0
Neoplasms 115 11 0 0 115 11
Nervous system disorders 396 5 0 0 396 5
Pregnancy conditions 51 0 0 0 51 0
Psychiatric disorders 201 2 0 0 201 2
Renal & urinary disorders 42 0 0 0 42 0
Reproductive & breast disorders 33 0 0 0 33 0
Respiratory disorders 88 2 0 0 88 2
Skin disorders 132 0 0 0 132 0
Social circumstances |16 0 0 0 6 0
Surgical & medical procedures 29 1 0 0 29 1
Vascular disorders 52 0 0 0 52 0 E B R A D R
=]
(TOTAL NUMBER OF REACTIONS | 2744] 49| of o 2744 49




New Yellow Card App
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