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Health Action International (HAI) is an independent, global network, working to increase access to

essential medicines and improve their rational use through research excellence and evidence-based advocacy.




This presentation arises from the
Developing Rational Use of Medicines in Europe proj  ect,
which has received funding from the European Union
In the framework of the Health programme.

The opinions expressed herein are those of the auth  or. The

Executive Agency for Health and Consumers is not
responsible for the use of the information presente d here.
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What is HAI Europe?

European branch of a not-for-profit global
network

Established in 1981

Made up by consumers, public interest
NGOs, health care providers, academics,
media and individuals

Europe office: Amsterdam, The Netherlands

Works to promote access to essential
medicines and their rational use
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Overview

Information that consumers need
Sources of information

Consumer perspective of EU legislation and
legislative proposals governing promotion

Promotion to consumers
Healthcare professionals as information sources
Promotion to healthcare professionals

Conclusion
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Health information

Information plays an important role in preventing ill-
health

Direct outcomes: improvement in knowledge and
understanding

Long-term outcomes:
Improvements in health and well-being

Greater confidence to engage in shared decision-
making

Communication is essential
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Information 1n case of
Illness

What causes the problem?

Will the symptoms go away?

Are tests needed?

How can | improve my condition?
Are there effective interventions?
What are the different options?

What are the potential benefits and harms of the
treatment — at short and long-term?

Can side-effects of treatment be reduced?



Good practice In health
Information

« Readily accessible sources
» Adapted to national and regional contexts
 That offer relevant information to make informed

choices

 All shapes and sizes

» Each actor has a specific role to play!
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Existing information sources

Health Authorities — Ministries of Health

One example from Belgium: www.bcfi.be

+# BCFI
. CBIP

I 1Is dit uw eerste bezoek?
Klik dan hier.

I cCliguez ici pour le site en francais

IP Inschrijving voor Folia Express

Transparantiefiches

Geneesmiddelen bij:

Kies een thema A

|p PDF-versie van de Folia Pharmacotherapeutica februari 2011
[10.02.11]

|p Statines in primaire preventie: een Cochrane-review
[28.01.11]

|p Link naar de wetenschappelijke bijsluiters ("Samenvatting van

/ SITEMAP / HET B.CF.L / VERANTWOORDELIJKEN / CONTACTEER ONS / LINKS ~'HELP /

- '--.E'li"'.|.;_:' eut lm § "-':'sa'-_.-- natie

Hume/Guad om weten /Rapartnrlum /Folia

de kenmerken van het product”, SKP) via onze website

ﬁTC/DuwnIuad “Zoeken

Gecommentariee
Geneesmiddelen
Repertorium

Januari 2011
(prijs + terugbetaling: Feb.)

Bladeren in de hoofdstukken

Selecteer hoofdstuk -

Gericht zoeken op:

merknaam

AlB|CID|EJFIGIH]I]
jJfk|Lm|NJofPlaR]
[s|{T|ulvwix]y |z
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Medical Products Agencies
One example from Sweden: www.lakemedelsverket.se

| [Search

Search for pages and documents.

(0 LAKEMEDELSVERKET
MEDICAL PRODUCTS AGENCY

About MPA
EU Presidency 2009
Legislation

Press

Medicinal products

Natural Remedies, Herbal
Medicinal Products and
Traditional Herbal Medicinal
Products

Certain medicinal products
for external use

Homeopathic medicinal
products

Cosmetics

Medical devices

Start page

aadl

Accessibility Sitemap Contact us

‘lu A

Welcome to the Medical Products
Agency - Sweden

The Medical Praducts Agency (MPA) is the Swedish national authority
responsible for regulation and surveillance of the developrent,
rmanufacturing and rarketing of drugs and other medicinal products.
Qur task is to ensure that both the individual patient and healthcare
professionals have access to safe and effective medicinal products and
that these are used in a rational and cost-effective manner,

Bogus pharmacy “Crime Scientific advice
Medicine™ to inform
Swedes about the
dangers of purchasing

medications online

give the industry advice by
answering questions connected

It is the MPA s responsibility to

with the developrnent of medical

A
e

produtts based on the applicant’s

Swedish Medical Products Agency PSR R, 1m A

IR

For more options, use extended search

The Medical Products Agency
accepts electronic-only
submissions for human
medicinal products within all
procedures

Serious hepatic reactions
associated with the dietary
supplement Fortodol

The Medical Products Agency
accepts electronic-only
submissions within the
Centralised Procedure

4 Singapore and Sweden sign

memorandum

All news

Clinical Trials

Parallel imports

Medicinal products database
fEmedich anlvh
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Healthcare Assessment Agencies
One example from UK: www.nice.org.uk

m Skip to content | Vision impaired | Login | Glossary | Contact | Sitemap | Site help

National Institute for
Health and Clinical Excellence

m Find guidance Putting guidance into practice Get involved News and press About NICE

Welcome to the National Institute !

b Precperative tests: review for Health and Cllnlcal Excenence

proposal consultation

b MIST Therapy system for the NICE is an independent organisation responsible for providing national
promotion of wound healing in guidance on promoting good health and preventing and treating ill health.

chronic and acute wounds:
medical technologies

consultation Guidance latest Guidance implementation Quality initiatives

b Multiple pregnancy: guideline
consultation

P Anaemia management in people with chronic ki

b Macular cedema (retinal vein
occlusion) - dexamethasone:
appraisal consultation

P Skin cancer prevention: information, resources
P Anxiety

2 See all consultations » See all latest guidance

» Read how NICE involves

_ : ¢ Find out more about NICE and cost saving
patients and the public
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Consumer Organizations
One example from Sweden: www.kilen.org

KOMSUMENTFORENINGEN

KILEN AT

Medlemsibrening for likemedel & hilsa

EIRST PAGE
KILEN arbetar med rid, stéd och kunskapssprdning rérande likemedel, biverkningar och beroende.

P EILEMW

Consumer data
* base
b m;m A 11 september 2007

KILEN - Consumer Association for Medicines and Health - is

b BEACT a member organisation and a network.
b PUBLIC HEALTH

MUSIC

The vizion of KILEN iz that all consumers and the civil society organisations
have experience and knowledge that are very important to take into account
REPORT to achieve safe and rational use of medicines.
THOwW The work is carried out through a help-line, through consumers reporting
I their experiences of problerms with rredicines, through information
dizzermination, zerminars, conferances and public dialogues,

Cantact: KILEN - Konsumentféraningen Likermedel och Hilsa
Markvardsgatan 5

113 52 Stockholm

Tel: + 46 8 612 29 71

kilen@kilen. org, www. kilen.org

Andrad 2007-09-11

20 februari 2007
COMSUMER REPORTING.

We can hear that consurmer reporting is on the agenda in rore and more
countries now. Canada, Australia, the Netherlands, Denmark, United
Kingdom, Switzarland, USA, Sweden etc, etc. And in the European Union, in
the EMEA, the discussion and the approval of a consumer reporting system
iz on itz way...

Andrad 2007-09-10
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Patients’ Associations
One example from UK: www.iddt.org

Search for...

About Diabetes IDDT News Publications Here to Help

What's
New...

e SR | aNc
& t-)w&"‘""m“ |
me i sl at

ardyour GDEEL

" w-|_-||,‘-twlhr:uvﬂ"i‘-" g LT ——— e - ) )
Lo adl ¥ = ¢ » Actraphane available in
wjf,jmwmﬁzwm . ks
rangenthe & 0 o L b e . the UK
r RS e b same i 2 i » Wilbert's Picnic In The Park
. e e |
» January IDDT Newsletter
& Type 2 & You
» |IDDT appears on NHS
online

» FREE Hospital Passport

Introducing IDDT




Existing information sources

Healthcare Professionals
One example from Germany: www.gutepillen-schlechtepillen.de

Health Action International (HAI) is an independent, global network, working to increase access to

essential medicines and improve their rational use through research excellence and evidence-based advocacy.



Existing information sources

Pharmaceutical companies

Medicines package and patient information leaflet



What is prohibited under
current EU legislation?

EU Directive:

® Article 88 (a) prohibits advertising of
prescription drugs to the public

® Article 86 (2) allows information on
diseases, as long as there is no direct or
Indirect reference to a specific product
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Proposed directive on
Information to Patients

« Companies would be able to disseminate:

— The information contained in the SPC and package
leaflet, but presented in a different way

— Prices, information on pack changes and adverse-
reaction warnings

— Information on non-interventional studies

e Authorised channels:
e Internet
* In “health-related publications” — To be defined...

o Specifically rejects comparative information
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Pfizer campaign
Portugal, 2007

More than 6 weeks
without smoking and no
arguments yet.

Stop smoking without
dramas, visit your
doctor.

What's wrong with this
message?

- Sponsor company sells a
smoking cessation product
- No mention of concerns
about serious side-effects



Pfizer campaign in France
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What's wrong with this message?

e Targets a low-risk demographic group

* Focuses on only one symptom of a multi-factoral disease

* Unclear benifit/risk profile of medicine in women without
previous heart disease
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Bayer campaign in Ireland, 2009

Doctors & Pharmacists

Medicines package and patient information leaflet

What's wrong with this message?

 Promotes a product for normal ageing
* Not an effective treatment for symptoms
* Increased risk of prostate cancer



NOVARTIS TV campaign in The Netherlands
MR \\HO Ethical Criteria definition of promotion: to stimulates sales

- 't Jong GW et al. British Medical Journal 2004,;328:931



Unbranded pharmaceutical
promotion

« “Disease-mongering” — expanded disease
definitions in order to iIncrease sales

 Inaccuracies about disease prevalence,
risks, potential treatment benefits

 Failure to comply with standards in WHO
Ethical Criteria

* Regulatory response is generally
iInadequate



EXxisting Information sources

Patients - healthcare provider relationship

» First-line source of information
« Element of trust in the reliability of the information

Review of the research evidence shows:

 Promotion strongly influences prescribing and
medicine use

* Health professionals underestimate this influence



WHO/HAI Initiative
Education on

Pharmaceutical Promotion

 Drug promotion database (2005)
http://www.drugpromo.info/

o Survey of medical & pharmacy faculties
http://apps.who.int/medicinedocs/en/d/Js8110e/

e Curriculum development

Understanding & responding to pharmaceutical
promotion: A practical guide



hai

EUROPE

Survey of educators

137 medical, 91 pharmacy = 228 (46% response rate)

Key educational aims:

Critical appraisal of drug promotion 77%

Greater use of independent information sources 76%
Improved prescribing or dispensing after graduation 64%

How much time was spent? (pharmacy - medical)
Half day or less 20% - 37%

4 to 9 hours 25% - 31%

10 hours or more 55% - 28%

Those who allocated less time (one half day or less) were
less likely to judge the education to be successful.



WHO/HAI Initiative
Educational manual
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What topics are covered?

Promotion of medicines and patient health
Techniques that influence the use of medicine
Analysing drug advertisements

Promotion to consumers

Ethical conflicts of interest

Regulation of drug promotion

Using unbiased prescribing information

© N o O bk W DNhE

Promotion, professional practice and patient trust



Prescriptions for gabapentin by diagnostic category
Steinman, M. A. et. al. Ann Intern Med 2006;145:284 -293
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EFFECTS OF “"CME” ON VOLUME OF

PRESCRIBING

Before a Free Trlp Prescripticns for the drug
spike after promotion.

— And After E -

Researchers tracked the change r =30

in prescriptions written for a new

intravenous antibiotic at one '\ -~ 450

hospital after a pharmaceutical l

company invited physicians on ? 40

an all-expenses-paid trip to a

luxurious West Coast resort ' \ L 350

where the drug was promotad.

Drug is added Invitations
to hospital arrive for
formulary. the trip.

Doctors
meet at
the resor.

MOMHE

Prescribing at
major medical
institutions

Orlowski et al. Chest 1992




Public health first

 The public needs unbiased, accurate and
comparative information.

e Legislation banning unethical drug promotion should
be enacted and enforced.
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Public health first

« Train future health professionals to identify

promotion, assess it and make good choices to
benefit their patients’ health

 The pharmaceutical industry has a clear role to play:

— Improve quality of product information, packaging
and patient information leaflets;

— Full public disclosure of all pre- and post- market
drug effectiveness and safety studies
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