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Summary of key points

If the aim of regulation of pharmaceuticals andvsin of information to accompany
prescription medicines is improvement of publicltiedoth the High-Level
Pharmaceutical Forum and the Working Group on éidron to Patients are of grave
concern. The Pharmaceutical Forum follows on froex&-10; both advisory committees
are heavily dominated by the pharmaceutical inguestd appear to have an industry-
driven agenda. Organizations without pharmaceuitichlstry funding, like HAI-Europe,
have been largely excluded from this process.

These are the key points raised by HAI-Europesmasponse to the High Level
Pharmaceutical Forum consultation:

1. The Pharmaceutical industry has no role in progdire public with comparative
information on drug treatments, or in the provisagfinnformation on disease
epidemiology or prognosis. These are informatioedsethat can only be met by
information providers without conflicts of interest

2. The opacity of the Pharmaceutical Forum, as welhasbsence of any clear
methodology resulted in an obscure process andqaity outcomes.

3. The ‘diabetes information package’ which is being forward by the Pharmaceutical
Forum omits important information. It provides neetul information on disease
reversal, prevention of progression, prognosis,pimation rates, relative
effectiveness of different treatments in preventogplications, common harmful
effects of treatments, or serious adverse events.

4. The quality principles being proposed have serghgtcomings. They do not
include any reference to conflicts of interest,\wgue and do not take into account
other instruments to measure the quality of haafttrmation that are already
available, such as the United Kingdom’s DISCER#gUestionnaire.

5. Organizations and individuals with experience ioviling health and medicines
information to the public have not been consultethe High-Level Pharmaceutical
Forum.

6. The legitimacy of the initiative is open to questio



|. Diabetes Information Package

The process

The covering information with the consultation statThe reason for preparing this
information package was to test, for the first tiat¢éhe European level, whether and how
information on treatments could be developed baseal disease area in a partnership
involving public authorities and key stakeholdemscluding the industry.”

The main aim of this initiative appears to be teolve the pharmaceutical industry in
provision of health information to the European lpulf-ollowing the failure of the
attempt to introduce direct-to-consumer advertisorgliabetes, asthma and HIV/AIDS
in Europe in 2001 and 2002, pressure from indusig/continued. This is despite an
overwhelming vote by the European Parliament anaghCibagainst such an introduction.

The European Parliament asked the Commission to examine waysto improve
provision of patient information in Europe. The parliament did not ask the
Commission to examine waysto assist the industry in promoting its productsto the
European public. These favour the interests of the phar maceutical industry over the
interests of patients.

In fact, the amendment introduced in April 2004acke states

“the Commission shall, following consultations witbatients’ and
consumers’ organizations, doctors’ and pharmacistg'ganizations,
Member States and other interested parties, presenthe European
Parliament and the Council a report on current pree with regard to
information provision and its risks and benefits gatients.”

The consultation process has been skewed towardsaher than the provision of the
best possible information to meet patients’ neeldsl.-Eur ope disagrees
fundamentally with the way the consultation has been framed, both in terms of the
types of questions asked and the manner in which the documents appear to have
been produced.

What information is appropriate at a European level?

If patient information needs were given prioritgthrer than the pharmaceutical industry’s

needs, this information initiative would look vetifferent. The following type of

information would be helpful at a European level:

- Prevalence rates by age and sex for type 1 and?tgiebetes, with a breakdown by
country and region, including discussion of readon#nter-country differences;

- Diabetes complication rates, with information oef@ge timing and range of timing
of expected complications from disease diagnosisyfie 1 and type 2 diabetes
(provided with a similar breakdown of data: permioy, elaborating on explanatory
factors for potential differences between counjries

- Links and/or references to accurate, independabiased information from non-
commercial information providers on the epidemiglegd natural history of
diabetes.



The latter should be provided by the European Budialth Executive Agency. There is
no reason to involve the pharmaceutical industrthemrmedical device industry in
disease prevalence data provision, nor on infoonain prognosis.

The European Medicines Evaluation Agency (EMEA)ldqurovide information on
available drug treatments:

- What products have been approved in the Europeamin

- Links to approved product information and EuropPablic Assessment Reports
(EPARS);

- Links to pre-market drug evaluations complete chhtrial information concerning
all drugs approved through the centralized or dieakred procedures, and any
reviews of diabetes drugs carried out by the Cotemiof Medicinal Products for
Human Use (CHMP), since the EMEA came into existancl995;

- Comparative pricing information between productd eountries;

- National and European safety advisories on diak@tetucts;

- Links to sources of independent, unbiased comparatformation.

Why is this information package unacceptable?
The diabetes information package has many halln@aridisease-mongering’ and
product promotion.

Specifically the paper promotes a view of diab#tes inevitably leads to intensive
progressive drug treatment which it need not bés iBconsistent with a ‘disease-
mongering’ approach promoting anxiety in patieatber than accurate, balanced,
unbiased information:

- Diabetes disease progression is presented as\atabikty;

- Complications are discussed without any framing thight allow a person with a
new diagnosis to know how likely they are to depedach one;

- No information is provided on disease preventiopr@vention of progression as a
viable option instead of drug treatment;

- The distinction between type 1 diabetes, for whingulin replacement is necessary,
and type 2 diabetes, for which drug treatment neag\uwided with adequate dietary
and lifestyle changes, is blurred,;

- No information is provided on the proportion of peowith a type 2 diabetes
diagnosis who are able to manage their conditidghomit drug treatment. In contrast
for instance the US Centers for Disease Controésthat 15% of US patients with a
type 2 diabetes diagnosis do not use any medication

- The need for statins and anti-hypertensives isgptes as inevitable in addition to
drugs to control blood glucose. This fails to take account the difference between
different patients’ situations and differencesigk ifor future cardiovascular events.
In patients who are at low risk for cardiovascuaemplications, harm from additional
drug treatments may outweigh benefits.



In terms of the treatments that are discussed:

- Treatment benefits are presented as assured amg hae not discussed, which is in
general consistent with the type of bias expeatah fan industry information source;

- No information is provided on harmful effects ofygiroduct being referred;

- No comparative information is provided that migktgha reader to avoid certain
products without clinical trial evidence of bengfih terms of prevention of
complications, such as the glitazones;

- No information is provided on the degree of expgdttenefit from medication use,
such as the proportion of complications preventest a specific information;

- Phrases such as ‘your physician will chose the ofpesulin that is best for you’ are
highly patronizing and make a mockery of the sutigeshat patients should be
involved in self-management;

- No information is provided on serious harmful eféethat have led to legal actions,
such as inadequate glycaemic control experiencesbinge type 1 diabetics when
they have been switched from animal to human reawemb insulins or heart failure
associated with glitazones.

The diabetes information package is not a rigogodslveloped consumer information
brochure. It would rate very poorly using the DISEEinstrument: no explicit aims, no
individual authors, no date, no identification oéas of uncertainty, no description of
benefits/risks of treatments, etc.

Specific questions addressed within this consultation:

1. How useful is it to have this kind of concrete information at the European level on a
disease and its related treatment options? If useful, what other diseases would benefit
from this approach?

It is not useful to provide information on diseaaesd their treatments within a private-
public-partnership involving either the pharmaceaitor medical device industry or any
other industry that has a product to sell to pasiefihere is a fundamental conflict of
interest in such an approach.

Patients and the public need information that@ependent of any need to promote
product sales. The health industries cannot méeh#ed as no company can be expected
to paint its own product in an unfavourable lightpaint competitors’ products in a more
favourable light, or to explain to the public howltest avoid use of its products.

Companies play a vital role in producing pharmacautreatments and diagnostic
devices. Provision of approved product informatwithin patient information leaflets,
could be much improved. Similarly, access to unighleld clinical trial and drug safety
data could be much improved. These are appropo#s for pharmaceutical companies
and the improvement of the quality of informati@guired under the Law is an important
goal for the industry.

No roleexistsfor theindustry in providing the public with compar ative infor mation
on drug treatments, nor in provision of unbiased infor mation on disease



epidemiology or prognosis. These are information needs that can only be met by
providerswithout conflict of interest.

People facing a new chronic disease diagnosisaae extremely vulnerable position.
They need access to unbiased independent comgganativmation that has been
designed with their involvement, in order to méwtit needs. They do not need access to
information that has been designed with industwpivement in order to meet industry’s
need for a competitive advantage.

2. Which elements of this diabetes information package are the most/least useful? Which
elements are missing and should be included?

It is impossible to see any added value for thigrination package for patients in Europe
beyond many different types of information that already available. The package
provides no useful information on disease revepalention of progression, prognosis,
complication rates, relative effectiveness of défe treatments in preventing
complications, common harmful effects of treatmesésious adverse events. It does not
provide any of the basic information needed foiqrds to make informed treatment
choices. No comparative information is includeddong treatments and no drawbacks of
drug treatment are mentioned.

3. Which elements of information in the diabetes information package should be provided
at the national level (by national authorities for example)?

The diabetes information package does not prové@éuliinformation for the public.
National governments may want to provide informaim disease epidemiology,
prognosis, and strategies to reverse an early d&agand avoid disease progression.
They could finance consumer and health professiorganizations to produce accurate,
unbiased comparative information that answers gurestdentified both by people with a
disease diagnosis and the public at large. Sudmnargtions must be completely
independent of any industry that produces prodoicssy sort for disease prevention,
treatment and diagnosis, including drug and dewiaaufacturers.

4. How this kind of information package should be developed further at national or
European level?

This package fails to meet public or patient infation needs and the initiative should
not be pursued or expanded. There is a EuropeanUale in information provision.

The European Public Health Executive Agency couttviole both pan-European
information on disease epidemiology and comparatif@mation between countries.

DG Sanco and EMEA could jointly provide comparativi®rmation on availability and
prices of different treatments and could provideydanks to approved product
information in a centralized location, includingipat information leaflets, EPARS,
reports such as pre-market drug reviews that ftvarbasis for regulatory decisions, post-
market regulatory documents including Periodic 8§afipdate Reports (PSURS), safety
advisories etc.



II. Quality Principles

The quality principles have serious shortcominggaiA, there is no clear indication of
the process, or of the methods used to producetlmgment. The authors have failed to
identify existing resources for appraisal of healfiormation. For example, quality
criteria for consumer information have already bedeweloped in several countries,
including in the United Kingdom with the DISCERNstrument, in Australia with the
recommendations developed by the National Health\Medical Research Council
(NHMRC)" and the guide published by the Victorian Governneencommunicating
with consumer. Inevitably, if it is judged necessary to haveeadf quality principles at
the European Union level, they should be developedprofessional manner and take
into account other previously available relevasbreces.

The set of quality criteria does not contain dethibackground information which would
allow patients and consumers to verify whethernmi@tion brochures are compliant with
these principles. For example, there are no chaskicluded. It is not a user-friendly
approach. Its application also remains vague aodiges extensive ‘wiggle room’ for
manipulation of content.

Specific questions raised as to the quality principles:

1. Is a set of principles on good quality information on health-related information and
treatments for patients and citizens useful at the EU level?

In theory it would be useful to have a set of gyatdriteria applied to existing
information sources, which would allow the EU Corasion, its bodies and agencies, to
direct the public to useful sources of informatand help them to avoid disguised
promotion of various sorts.

However, the current set of principles fails toweesnformation quality. They also fail to
take into account or make any reference to prelyalesveloped information quality
criteria (see for example DISCERN in the UK or thieria for Cochrane collaboration
systematic reviews of the effectiveness of medieatments and interventions).

If the diabetes information package has been peioa the basis of the quality criteria
as outlined, there is a serious problem with tleegeria. No information is provided on
the methods employed or the quality criteria agpliéhere is no indication of any kind
of systematic review of the research literatureien® methods, or criteria used to judge
the strength or weakness of the research evid&lmceomparative information is
provided on prevention or treatment options. Tihengjth of any information quality
criteria can be best judged in their applicatios.the diabetes information package is the
first example of the application of these critetie criteria themselves are highly
problematic. Not a single harmful treatment efisanentioned. The poor quality of the
information is so extreme that it indicates thera imajor problem with the whole
process.

2. Do these principles provide a clear basis on which to judge the quality of information at
a European level?

No, not at all. It would be beneficial to develagbfic education on critical appraisal of
health information. Most notably, such a programniggtive could be provided as a



guide to Member States, so that they would be tabtkevelop their own culturally
sensitive and adapted information/education. Thigld/inevitably also promote greater
health literacyDespite argumentsin contrary, thereisawealth of information
available”, what the patients and general public often lack are the skills, training

and experience evaluate it and distinguish promotional material from unbiased
information.

3. Should any of these principles be revised and if so, how? Are there any important
principles missing?

A key principle that is missing concerns confliofsnterest. The quality of patient
information on diseases and medical treatmentspgident on an absence of conflicts
of interest. There should be no involvement of mmalystry with a product to sell for
disease, diagnosis, treatment or prevention.
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