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Overview
• Current situation in the EU

• Need for change

• Proposal for reform – aim, objective, key elements

• Impact in practice

• Outstanding key elements that need to be defined

• Potential outcomes

• How to monitor and sanction the information provided to 
patients?

• Case Study: Industry Self-Regulation in Practice in UK

• Outlook for the Proposal: What’s next?
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Current situation in the EU
• Directive 2001/83 excludes pharmaceutical companies from 

providing promotion to patients concerning prescription-only 
medicinal products

• EU Member States’ national measures transposing the 
Directive’s provisions on information to patients is not 
harmonized and lacks consistency  

• The amount and type of information available to patients varies 
considerably among Member States

• Approaches by Member State authorities to regulation of 
information to patients ranges:

– From Public-Private partnership in Sweden between the authorities and the 
industry’s trade association intended to provide comprehensive web-based 
information to patients through FASS…

– Through UK providing more adapted versions of the SmPC on the web and 
the possibility of broad ‘reference information’

– To very restrictive policy in France where prescription medicines information 
is only available  through health professionals
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Need for change: Identified Issues 
• EU citizens are increasingly interested in their own health and 

available treatment options

• Internet provides enormous amount of information on 
prescription-only medicinal products and treatment options

• … however some of the information is of questionable quality 
and from dubious sources potentially endangering EU citizens 
health and safety

• Unequal access to internet and language barriers creates 
inequalities to access to health information in the EU

• Pharma companies are often not permitted to provide 
information because it is interpreted to be advertising

• … however they are ultimately responsible for the use of their 
products

• The current legislation does not provide for any consistent 
useable distinction between information and advertising
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Current proposal for reform
• On 10 December 2008 the European Commission adopted a 

proposal to address the current situation

• The Commission proposes to:

– Harmonise the information that companies are permitted to 
provide to the general public concerning their prescription- 
only medicines;

– while maintaining the ban on advertising.

• The aim is to:

– Provide equal access to reliable and understandable 
information on medicinal products

– Ensure the conditions for equal access to information to all 
citizens in the EU

– Eliminate the risks resulting from unreliable and/or illegal 
sources of information publicly available in Internet
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Objectives of the proposal
• Ensure functioning of internal market

• Better protect health of EU citizens

• Provide a clear legal  framework for companies governing the provision 
of information on prescription-only medicines to the general public to 
enhance rational use

• Ensure that Direct to Consumer Advertising remains forbidden

• EU-wide standards of high quality

• Address different needs and capabilities of patients

• Allow companies to provide in an understandable way objective and 
non-promotional information about benefits and risks of their medicines

• Monitoring and enforcement measures to ensure compliance with quality 
criteria while avoiding unnecessary bureaucracy
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Key elements of the proposal
• Companies are permitted to provide objective and non- 

promotional information on their prescription-only products

• The information should be based on the summary of product 
characteristics, patient information leaflet and labelling that is

• … already officially approved by the competent authorities 
(EMEA/Member States)

• Information provided to patients can not go beyond or contradict 
these officially approved elements

• … and should be reliable, objective, understandable, up-to- 
date, evidence-based and suited for the patients’ needs

• Permitted information channels would include: internet websites, 
printed media and written answers to requests for information 
from the general public 
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What will the Commission 
proposal mean in practice?

• Will the necessary improvements in 
information provision actually happen, in 
practice, in all countries?

• What is prohibited?

• What is permitted?

• Will bureaucracy lead to high quality non- 
promotional information currently available in 
some countries becoming unavailable?

• Can harmonisation to best practice be 
achieved?
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General observations
• The proposal should be welcomed

– After years of debate, this provides a step forward to improve access to information and 
reduce current inequalities

• A narrow proposal within the wider “Information for Patients” debate
– Applies only to pharmaceutical companies – not to other information providers 

– Covers only information on prescription medicines for patients and the public 

• Vigorous implementation will be needed by Member States
– To achieve coherence and best practice information across Europe

• The proposals present no additional possibilities in some countries
– Some currently available information may have to be withdrawn

• Need for clarification of details 
– To ensure new legislation is workable and meets its objectives 
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Advertising versus Information: 
Categories of information
• The distinction between advertising and non-promotional 

information is well described in the Commission proposal
– Identifying categories of permitted information and channels works well

– The advertising v. information distinction can be further clarified through the 
guidelines, code and experience

• However, no legal definition of the distinction between 
advertising and information

– Defining by experience hides risks and gives arguments to stakeholders 
opposing the proposal

– The European Court of Justice already takes a strict approach to the 
distinction between information and advertising (See ECJ Damgaard case C- 
421/07 from 2 April 2009)

– Advertising would be any information that influences or could, potentially, 
influence consumers' behavior and encourage the consumption of the 
product
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C-421/07 Damgaard
• Hyben Total marketed in Denmark. Related information material 

prepared by a journalist, Mr Damgaard. 

• Sales of the product were halted in 1999. Mr. Damgaard continued to 
provide information on his own website about the product and of its 
availability as a food supplement in other EU Member States. 

• The Danish authorities considered this violated the EU ban on 
advertising of non-authorized medicinal products

• Mr Damgaard claimed that he had no connection with the manufacturer, 
no commercial interest in the product and simply provided information

• European Court Decision -
– dissemination of information by independent third parties  not excluded from the EU 

definition of advertising. 

– absence of any links between the communicator and the manufacturer had no impact on 
this definition. 

– dissemination of information on the properties and availability of a product could influence 
consumers' behavior and encourage its consumption. 
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Advertising versus Information: 
Channels of information

• The concept of “pull versus push ” is useful
– Could be developed further in the text or in the proposed guidelines

– Classical "push" mass media are not appropriate for unsolicited information 
dissemination

– New technology must be considered

• Print material (brochures, leaflets etc) are and remain important 
– Particularly for those without internet access

• Need for clarification of ‘health-related publications’
– And an understanding of how Member States might interpret this
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Key elements yet to define
• Approval, monitoring and sanction

• Principle of mutual recognition

• Ways to ensure uniform high level of quality information in EU

• Addressing different needs and capabilities of patients 
(language, access to technology)

• Provision of legal definition to distinguish between information 
and advertising?

• Printed media as a permitted channel: how to define health- 
related publication in a harmonized way throughout Member 
States?

… those elements could define the outcome of the proposal



14© 2009 Hogan & Hartson LLP. All rights reserved.

Outcome: Best-case scenario
• Improved access for all EU citizens to non-promotional health 

and medicines information in their language when they seek it:
– Patients provided with access to quality and understandable information

– Empowered and informed patients would make rational use of medicinal 
products with better outcomes and use of resources

• Industry recognized as trusted source of information 
– Without undermining the role of healthcare professionals and patient groups

– Companies know best their products and are ultimately responsible for them

• Harmonization to current best practice across the EU and 
establishing greater legal certainty

• Optimal and flexible mechanisms for approval, monitoring and 
sanction to avoid unnecessary burden:

– Self-regulation with binding industry codes – monitoring and sanction by 
industry bodies

– Ex-post control of content by authorities and sanctions where needed
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Outcome: Scenarios to avoid
• Introduction of US-style DTC-Advertizing in the EU

– Mass-media should not be allowed as channels for information to patients 
(TV/Radio already deleted)

– Provision of information through health publications must be carefully defined 
and regulated

• Heavy and burdensome system of approval and monitoring of 
information

– Pre-vetting of information by the Member State authorities should be avoided 
as it would create significant administrative burden and could compromise 
access to information

– Information would be based on SmPC and PIL’s, thus already approved

– Information already available on websites in one Member State should be 
allowed without prior approval in other Member States after translation 
(application of the principle of mutual recognition)

• Maintaining of the status quo
– The current situation is unacceptable, as affirmed by the Commission and 

most of the stakeholders 
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Outcome: Scenarios to avoid (2)

• Potential (unexpected) restrictions on information already 
legally available in EU/some Member States: 

– Medical information responses to HCPs

– Information for stockholders

– Information on clinical trials, HTA information etc (as permitted in UK 
‘reference information’)

– Responses to patient organizations e.g. about medicines in development

– Information designed for children

– Inform to patients that health may be affected by not taking a medicine (e.g. 
prophylactic medicines)

– Audiovisual and new media information to support concordance

– Oral answers to patients from medical information departments
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How to monitor and sanction the 
information provided to patients?
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Standards of Information
• Sensible and robust quality standards already in the proposal

• Additional requirements could be appropriate

– Eg requirement to provide or link to Package Leaflet text 

• EFPIA has already adopted information quality principles (2006) 
and has been developing a ‘theoretical’ code of practice

• Question the cross reference to the standards on OTC 
promotion

• Comparisons banned

– Agree that information should not promote comparative merits

– Some comparative information may be included in SmPC
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Monitoring and enforcement
• Need for reasonable and robust systems to ensure that 

company communications are

– of a high standard 

– do not constitute advertising.

• No need for routine pre-vetting controls: Ex-post monitoring 
should be the general rule

– Routine pre-vetting involves duplication of controls, unnecessary 
‘red tape’ and potentially less or delayed availability of information

– Could only be applied in countries in which their constitution does 
not prohibit ‘censorship’

– Proposal text is unclear on what constitutes acceptable alternatives 
to authority pre-vetting

• Is it appropriate to treat centrally approved products differently?

– In one country companies will interact with different bodies for 
different products
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Monitoring and enforcement 
(continued)

• A code of practice should play an important part in ensuring 
information is of high quality and non-promotional 

– backed up by regulatory controls

• Proposal could be enhanced by requiring doctor/pharmacist 
(scientific service) approval of all material 

• Best practice in certain countries should be built upon

– Eg UK code of practice /regulatory system
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EFPIA "Principles & Guidance 
Notes" 

• Quality Criteria: Principles for high quality information by companies 
+ "guidance" to illustrate possible application in practice

– Demonstrate industry’s will to make proactive, constructive and responsible 
contribution to current debate

• Invite all providers of health information to apply same high 
standards

• Adopted by EFPIA Board in November 2005
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CODE :
PROMOTION OF 
MEDICINES AND 

INTERACTIONS WITH 
HEALTHCARE 

PROFESSIONALS
2007 revision

CODE :CODE :
PROMOTION OF PROMOTION OF 
MEDICINES AND MEDICINES AND 

INTERACTIONS WITH INTERACTIONS WITH 
HEALTHCAREHEALTHCARE

PROFESSIONALSPROFESSIONALS
2007 revision2007 revision

EFPIA
Industry Ethical Framework

EFPIA
Industry Ethical Framework

Code: 
Relationships 
with Patient 

Organisations
2007

Code: Code: 
Relationships Relationships 
with Patient with Patient 

OrganisationsOrganisations
20072007

Code: 
Health Information

For Patients

Code: Code: 
Health InformationHealth Information

For PatientsFor Patients

Proposed

Implementation in 32 European countriesImplementation in 32 European countries
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Case Study:

Industry Self-Regulation in 
Practice - UK
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ABPI Code (UK) 
Coverage of ‘Relations with the General Public and the 
Media’

• Do not advertise prescription-only medicines

• Information must be factual & balanced

• Pro-active Information; Reference information; Reactive Information;

• Disease awareness or Public health communications

• Certified by Medical Signatories

• Statements must not encourage members of the public to ask for a 
specific prescription only medicine

• Patient organisation interactions: Transparent (on company website), 
written agreements,  meetings, certification …

• Refuse requests for advice on personal medical matters

• Companies responsible for their PR agencies

• Public access to Internet sites
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Cases from the May 2007 ABPI ‘Code of Practice 
Review’
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Experience from the ABPI Code 
(UK)

• Complaints about consumer communications considered in 
great detail and ruled on

• Well established adjudication body with independent and lay 
membership

• Leads to a continuously refined understanding of what is, and 
what is not, acceptable

– Beyond the words in the legislation and code

• Commitment from companies to comply
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Public-private partnerships providing patient 
friendly information
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Public-private partnerships providing patient 
friendly information
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Company Internet information on 
its medicines
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Outlook for the Proposal:

What’s next?
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The way ahead: co-decision

• Complex EU co- 
decision procedure

• Involves Parliament 
and Council)

• Unpredictable results
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“Laws are like 
sausages. It’s better 
not to see them being 
made.”

EU decision making

Otto von Bismarck (1815 – 1898)

http://en.wikipedia.org/wiki/File:Otto%2Bvon%2Bbismarck.jpg
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Proposal: Outlook
• The proposal is part of the Pharmaceutical Package:

– Together with the proposals on fighting counterfeit medicinal products and 
pharmacovigilance

– Published together on 10 December 2008 but legislative processes are 
independent (one can be adopted before the others)

• Very controversial proposal:
– Opposed by a number of Member States and various stakeholders

– Internal divergences of position within Commission

• Current status: European Parliament competent Committee to 
adopt 1st reading draft report 

• Progress of the legislative process further delayed by 
approaching European Parliament elections and appointment of 
the new Commission 

• Unlikely approval of the text before 2010; implementation in 
Member States after 2012  
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