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Current EU initiatives

• Strengthened methodologies
- Streamlined systems, optimal

use of spontaneous reports

• Shift from reactive to proactive
- realise the potential of risk

management plans

• Develop research capacity
- Infrastructure of centres for

drug safety surveillance
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Strengthened methodologies
& streamlining systems
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Adverse drug reactions for HIV treatments received by year
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Strengthen & streamline

• All ADR reports for EU drugs
to single database managed
by single data processing
network

• Detecting signals from whole
EU population 500 million

• Earlier identification of
emerging risk
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Regular signal detection

•Weekly assessment of new
data in the context of cumulative
data

•Systems for measuring
disproportionality of reporting
(PRRs, EBGMs)

•Earlier detection of new ADRs,
or change in frequency/severity
of known
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From paper to online reporting
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Real-time pharmacovigilance
• Mass vaccination programme

- 40m doses H1N1 in EU

• UK portal for web reporting of suspected
ADRs to pandemic vaccines/antivirals

• Observed/expected calculated for serious
events eg Guillain-Barre syndrome

• Signal monitoring three times weekly

• Weekly summaries of safety experience
published on website

•
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From reactive to proactive
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EU Risk Management plans
• Assess expected use of new

product in context of indication
and expected pattern of use

• Devise strategy to gain knowledge
                   (a) about potential
signals
(b) where safety is incomplete   
even on known ADR

• Risk minimisation measures

• Can request when new issue
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EU pharmacovigilance plans
-requests for studies
• 76 (83%) RMPs have proposed

studies in the pharmacovigilance
plan

•  7 (8%) RMPs may request studies
at a later date eg if spontaneous
reports are received for a particular
reaction

•  8 (9%) RMPs reliant on routine
pharmacovigilance alone

Question – which
antiretrovirals

have RMP
studies in place

?
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Antiretrovirals and RMPs
• Many Antiretrovirals have EU RMPs:
    - licensed post 2005, drugs with recent safety issues

• Examples of activities undertaken to investigate
areas of concern:

    - Clinical studies investigating organ toxicity eg bone
with tenofovir

    - Non-clinical studies on aetiology, risk factors for
organ toxicity

• Examples of activities to investigate areas of
missing information:

     -  Pharmacokinetic drug-drug interaction studies
     - Clinical studies in special populations, organ

dysfunction

• Examples of risk minimisation measures:
     - Educational programmes, surveys assessing

physician knowledge and practice before and after
measure
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Pharmacogenetic studies
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Cohort studies
• Copenhagen HIV Programme (CHIP): focussed on HIV

research:  clinical trials and prospective multi-centre cohort
studies, such as:

     - D:A:D cohort (Data Collection on Adverse events of
Anti-HIV Drugs): Set up to study incidence of myocardial
infarction. Now monitors other outcomes (diabetes, cancer,
renal impairment)

- EuroSIDA: aims to assess the impact of HIV drugs on the
HIV-infected population, has published results on a variety
of outcomes (mortality, malignancies, renal impairment)

    Manufacturers of HIV drugs and the European Commission
fund D:A:D and EuroSIDA
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Building capacity
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• ENCePP = European Network of
centres for Pharmacovigilance
and Pharmacoepidemiology

• Aim is to facilitate conduct of
high-quality, multi-centre,
independent post-authorisation
studies focussing on safety and
benefit:risk

• 60 centres, 8 specialist networks,
need to add HIV
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  The benefits of ENCePP will be:

• To identify, characterise
and promote access to
PhVig/Ph Epi resources in
Europe

• Improve research standards

• Increase independence and
transparency in research

• Stimulate collaboration and
exchange of information
and  experience
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EU Commission drug safety
Research Funding

List of priorities in
drug safety research

Duration 5 years



Slide 19
11th June 2010

© Crown copyright

Innovative Medicines Initiative
• Public Private Partnership

• PROTECT Pharmepi Research
on Outcomes of Therapeutics
by EU ConsorTium

• Work packages looking at
innovative methods, including
integration of data on benefit
risk
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Summary
• EU initiatives aim for

strengthened and
streamlined systems,
proactive research and
capacity building

• Vitally important to share all
available evidence on
effectiveness and harms
internationally

• Effective pharmacovigilance
is a public health concern –
not just for antiretrovirals


