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Medicines and Healthcare products 

Regulatory Agency
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Primary objective to enhance and safeguard the health of the 

public by ensuring that medicines and medical devices work 

and are acceptably safe

ÅUK Competent Authority for regulating: Medicines, Medical 

Devices, Blood & Blood Components, Good Practice: 

Research, Manufacturing, Clinical, Pharmacovigilance

ÅHome of the Clinical Practice Research Datalink and National 

Institute for Biological Standards & Control

ÅYellow Card Scheme collects reports of adverse drug 

reactions 

ÅUnderpins MHRA pharmacovigilance work 



PHARMACOVIGILANCE



The UK wide scheme since 1964

Acts as a vital early warning system

Monitoring a medicine throughout the 
lifecycle in clinical use

Reports submitted in confidence

Causality does not need to be 
established ïwe ask for reports 
of ñsuspicionsò of ADRs 

Voluntary ïprofessional obligation



Why are ADRs a problem?



Becauseé.

ïthey account for around 5% of hospital 

admissions

ïthey cause death in 1 in 1000 medical 

inpatients

ïthey complicate drug therapy 

ïthey decrease compliance and delay cure



How common are ADRs?

ÅUp to 40% patients in the community experience 
ADRs

ÅIn the UK Non Steroidal Anti-Inflammatory Drug 
(NSAID) use alone accounts for1

- 65,000 emergency admissions/year

- 12,000 ulcer bleeding episodes/year

- 2,000 deaths/year

Å 1Blower et al. Emergency admissions for upper gastrointestinal disease and their 
relation to NSAID use. Aliment Pharmacol Ther 1997; 11: 283-291



Who is most at risk from ADRs? 

ÅPatients who;

ïvery young, or elderly

ïare taking multiple therapies 

- 50% of patients on 5 drugs or more

ïhave more than one medical problem

ïhave a history of allergy or a previous ADR 



ADR Volumes
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Yellow Card Workflow
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Yellow Card Strategy

ÅTo raise awareness and understanding of the Yellow Card 

Scheme 

ÅTwo complementary sets of activities - healthcare 

professionals and the public

Education

Motivation

Facilitation

Promotion

Increasing access to the scheme to meet the 

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

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

ÅSystmOne GP system (below) - 20% of GP practices

ÅInPS, EMIS and Microtest to go live this year
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Evolution of technology

Å What does personal 
computing look like in 2014?

Å Personal and work devices 
have begun to merge together 

Å Handheld devices are more 
powerful than the desktop 
PCs of only a couple of years

Å Social media is fully 
integrated and always on



Smartphones and mobile apps

Å 1.75 billion smartphones in use 
worldwide

Å 34.6 million in the UK

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

Å 1.3 million apps available for 
android users (1.2 million for 
iOS)

Å Around 6,000 health related 
apps

Å NHS has its own app store



Social media

Å 1.35 billion active Facebook 
users

Å 680 million on mobile devices

Å 48% log on every day

Å 25-34 largest age group

Å 284 million active Twitter 
users

Å 80% active on mobile

Å 500 million tweets per day 
worldwide



Questions for Pharmacovigilance

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

PV?

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

Å What are the legal & ethical implications?

Å What are our obligations (industry & regulators)

Å Is it all just noise? 



The Evolution of ADR reporting



Access to information



New Yellow Card App


