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EXECUTIVE SUMMARY 
 
Background 
 
This report summarises the presentations and discussions at a Workshop on 'Information to 
patient on prescription medicines', organised by the ENVI Committee in cooperation with 
the IMCO Committee, and held at the European Parliament in Brussels on Thursday 4th of 
March 2010. The aim of the workshop was to provide MEPs with a comprehensive and 
balanced overview on the issues and interests at stake regarding the proposals to amend 
Directive 2001/83/EC and Regulation (EC) No 726/2004 (COM(2008)0662-0663).  
 
The legislative proposals are aimed at ensuring the proper functioning of the internal 
market for medicinal products for human use, as well as the better protection of EU 
citizens' health. Pursuant to the proposals, these aims would be achieved via systematic 
application of quality standards across the EU, provision of information through diverse 
channels, provision of non-promotional information by marketing authorization holders and 
monitoring and enforcement measures ensuring compliance, while avoiding unnecessary 
bureaucracy.  
 
Introduction 
 
In welcoming participants, Mr Christofer Fjellner, MEP, Rapporteur for the ENVI Committee, 
highlighted that many controversial issues have arisen in the field of providing medicinal 
information to patients. Particularly, he referred to the role of actors in the healthcare 
sector, the competences of the EU in contributing to patients' empowerment and health 
literacy, the challenges imposed by the Internet with respect to the quality of information, 
and court rulings interpreting existing legislation in diverse ways, which all show that 
legislative action might be needed.  
 
Mr António Fernando Correia De Campos, MEP, Rapporteur for opinion for the IMCO 
Committee, suggested that patients are entitled to receive as much information as possible, 
stressing as well that a clear distinction is needed between advertisement and information. 
In this direction, he stated that information must be available on the Internet and in all 
languages. Nevertheless he insisted on the importance of applying a seal of approval and 
monitoring mechanisms with regard to information uploaded on the Internet. 
 
Panel 1: The view of independent experts  
 
Prof. Jose Luis Valverde from the University of Granada, Spain, offered a brief presentation 
of the main points of the existing legislation, highlighting the central role that the summary 
of products characteristics (SPC) plays in providing patients with impartial and complete 
information about prescription medicines. He emphasised the central role of the SPC as the 
package leaflet and the product's market authorisation must be produced in accordance 
with the SPC. In his opinion any other information provided by the pharmaceutical industry 
is likely to cross the border between information and promotion. . Prof. Valverde also 
suggested that information should be provided in the official websites of the national 
competent authorities, or in the EU competent authorities' websites. He thus concluded that 
there is no need to radically change existing legislation, but rather to further clarify it and 
properly apply it. 
 
Dr. Andreas Reimann from the Mukoviszidose Institute, Bonn, Germany, provided an 
assessment of the proposed legislative text. While accepting that greater harmonisation is 
needed in the field of medicinal information to patients, he pointed out that the concept of 
"non-promotional information" provided by Market Authorisation Holders (MAHs) must be 
further clarified and distinguished from "promotional information". Additionally, he stressed 
that the regulation should become more patient-centred.  

5 



Workshop on 'Information to patient on prescription medicines' 
____________________________________________________________________________________________ 

 
 
This could possibly be achieved by making the package leaflet and the SPC information 
more accessible to everybody, obliging MAHs to provide information only in the form of 
Drug Facts Box where complete benefit and risk data will be disclosed. Finally, he proposed 
that information is published in the Internet only through non-commercial, NGO operated 
web-portals.  
 
Ms Ewa Zigadlo from Innopharm, Wroclaw, Poland, gave a brief presentation on the 
creation and the function of the first Polish Drug Information Centre, highlighting as well 
that there is a significant role for healthcare professionals to provide information to 
patients. Therefore, she stressed that a clear and patient- centred strategy should be 
adopted at EU level with regard to access to information on prescription medicines. 
Although the interest and involvement of the European Commission in this field is 
welcomed, Ms Zigadlo opined that the proposed legislation does not meet patients' need for 
good quality, unbiased information.   
 
Prof. Theo Raynor from the University of Leeds, UK, highlighted that more research is 
needed in order to examine how information can best be provided, as well as the role that 
internet-based medicinal information can play. In this framework, Prof. Raynor is of the 
opinion that there is a role for the industry in providing information to patients via 
dedicated websites. Moreover, he proposed that a prominent statement on the source of 
information should be available, whereas the quality standards of all information provided 
must be more clearly defined and elaborated in the legislation.  
 
In the following discussion, it was re-examined whether the existing legislation should be 
changed due to interpretative divergences in the various Member States. Additionally, the 
issue of underestimating patients' competence to find accurate and unbiased information 
was put forward, whereas the danger for online self-diagnosis and the actual role of the 
pharmaceutical industry in providing information in case of rare diseases and in being 
allowed to upload the SPC and the package leaflet information on the Internet was 
emphasised.   
 
Panel 2: Stakeholders’ position  
 
Ms Roxana Radulescu, European Patients Forum (EPF), emphasised that the proposal needs 
to be advanced on a truly patient-centred, information-to-patients model, where patient 
organisations will have an important role to play. In the same direction, she insisted that 
greater health literacy and education for both patients and doctors is essential. Additionally, 
industry could provide non-promotional information as long as robust control mechanisms 
with monetary sanctions are also established. Finally, she highlighted that a clear 
distinction must be drawn between information and advertising, also proposing that the 
package leaflet is replaced by a more readable and electronically accessible "Patient 
Information Leaflet" that is available in all languages. 
 
Dr Frank Ulrich Montgomery, Standing Committee of European Doctors (CPME), stressed 
the reasons why the proposal is not compatible with Directive 2001/83/EC, also giving a 
brief presentation of key measures that need to be adopted. Accordingly, package leaflet 
and SPC information must be less comprehensive, but easier to read and more patient-
friendly. Additionally, information should become accessible online on condition that it has 
been approved by the national regulatory authority. This information should also be 
available in all EU languages and stored in an EMEA or national regulatory authority 
database. Finally, he opted for the introduction of a printed Drug Facts Box on the top of 
the package leaflet that would explain the desired and undesired drug effects and that 
would abide by the standard quality criteria.  
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Ms Ivana Silva, Pharmaceutical Group of the European Union (PGEU), welcomed the 
inclusion of the quality criteria into the proposed legislation, suggesting though that this is 
not enough to improve the situation. She emphasised that industry should not be providing 
essential information to patients and in any case adequate and effective monitoring by 
independent bodies will be needed; industry self-regulation is not an acceptable solution.  
Therefore, PGEU does not support the proposal, because it will not bring about legal 
certainty, whilst on the contrary it will erode the restriction on “Direct to Consumer 
Advertising” of the existing legislation. 
 
Mr. Paul Woods, AstraZeneca and Chair of EFPIA's "Informed Patient" Task Force, 
suggested that the ongoing debate has the potential to reduce information inequalities, 
hence providing real added value for EU citizens and public health. Since well-informed 
patients can strengthen the patient-doctor relationship, new legislation should offer greater 
legal clarity, guided by the goal of making widely available high quality, non-promotional 
and user-friendly information. In this attempt, there is an important role for the European-
based industry in providing information on prescription medicines; information that already 
rests with the industry and that would be approved by in-house healthcare professionals.  
 
In the following discussion, the issue of a multifaceted trust towards doctors, industry and 
legislators was brought about on several occasions.  Alongside, considerable emphasis was 
given to the necessity for well-functioning and effective control and monitoring mechanisms 
concerning the quality of information released by the various sources. Additionally, the 
importance of information to be available online was highlighted together with the debate 
on the role that national authorities could play as opposed to pharmaceutical industry.  
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Panel 1: The view of independent experts 
 
Professor Jose Luis Valverde from the University of Granada, Dr. Andreas Reimann from the  
Mukoviszidose Institute in Bonn, Ms. Aleksandra Ewa Zigadlo from Innopharm in Wrocław 
and Professor Theo Raynor from the University of Leeds expressed their views, see annex 
II. 
 
Questions and answers – Open Discussion 
 
The following main issues were debated by Members, the audience and the 
experts 
 
Recent court judgements 
 
The Rapporteur, Mr Fjellner mentioned two recent judgements by different national 
courts within the EU. The first judgment came from a German court ruling that information 
in the package leaflet cannot be published in the Internet; whereas in Denmark it was ruled 
that it is illegal for journalists to put information regarding prescription medicines in the 
Internet, hence applying the existing Directive to journalists as well. Additionally, Mr 
Fjellner also referred to the ongoing discussion in the UK on the applicability of the 
Directive to government services too.   
 
Therefore, Mr Fjellner raised the question whether the current court interpretations, 
prohibiting the official information of the package leaflet to be uploaded in the Internet - a 
prohibition applicable to both journalists and Member States - constitutes a reason to revise 
the existing Directive. 
 
In his response Prof. Valverde stressed an essential point of law, that of responsibility 
allocation. At global level, the entity having authorisation to place a product on the market 
is responsible to collate all different information and opinions depending on the 
characteristics of the product and patients' needs and make this information available to 
the public. Once this information has been collected, competent authorities of the Member 
State or at the EU level need to study them and then provide the authorisation for the 
circulation of a product in the market. After this authorisation phase has been completed, 
information on this product cannot be altered unless the whole procedure is followed from 
scratch. This is provided in the current Directive with regard to the single document 
containing independent, official and scientific information, the so-called SPC (Summary of 
Product Characteristics). 
 
Prof. Valverde went on to suggest that intermediary, unofficial or semi-official organisations 
and information centres can also be established. However, he also stated that information 
coming from these sources must be regarded as personal opinions of the various 
stakeholders on the interpretation of the official information. It is only the SPC that 
contains the official information. He also insisted that information leaflets should be the 
responsibility of the competent authorities and everything else done above the SPC should 
be regarded as publicity. Therefore, responsibility of information providers is established 
and the EU has an important role to play in making sure that the law is correctly 
implemented by and applied in Member States. 
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The risk of online self-diagnosis, interpretation of information by patients, ways 
to communicate with patients 
 
Ms Yannakoudakis, MEP asked whether there is a danger of online self-diagnosis if 
electronic drug information centres were to be established widely. Additionally, she inquired 
how the transparency and independence of medicinal information provided by the Polish 
Drug Information Centre could be ensured. Particularly, she wished to find out the financing 
mechanism of the scheme.  
 
Ms Yannakoudakis also asked whether different cultural or ethnical backgrounds of people 
researched were taken into consideration. As people in different Member States have 
different ways of looking at information as well as different needs, it would have been 
interesting to have findings on this issue too. Suggesting that the Internet and information 
leaflets are the voice of the doom, Ms Yannakoudakis asked whether there could be 
another, more interactive way to give information such as through the creation of 
telephone call centres. She also wanted to find out if these measures could lead to self-
diagnosis. Finally, she raised the issue of people not having access to the Internet and what 
is the best way to deal with this.    
 
In her response Ms Zigadlo replied that in Poland there are no other drug information 
centres. Polish people can find many self-diagnosis websites in the Polish language which 
are of poor quality, being mainly promotional, without revealing their sources and the 
website operators. However, as access to specialist healthcare professionals is rather 
limited in Poland, people turn to these websites.  Regarding the financial sources of the 
online Drug Information Centre, Ms Zigadlo stressed that it is not financed neither by the 
State nor the pharmaceutical industry. The creators used their private funds to start the 
project and currently they are receiving funds via limited advertising in Google and through 
the organisation and provision of educational programs to healthcare professionals.  
 
Prof. Raynor  explained that there were only a few findings in his survey on cultural and 
ethnic backgrounds. As it is hard enough for people to understand information in their own 
language, it would have been even more difficult to do that in a foreign language. 
Therefore, his research did not look closely to this aspect of the problem.  
Regarding the introduction of interactive means of informing patients, such as telephone 
call centres, he suggested that it is a good idea and worth investing more in it, in order to 
give people a real chance to call health professionals and talk about their medication.  
Finally, he pointed out that the current legislation does not prohibit the manufacturer to put 
additional information in the leaflet, as long as it is not promotional. Therefore, there is a 
chance to strike a better balance. Package leaflet information contains the basic 
information that every patient receives and thus it needs to be of good quality.  
 
 
The potential risk of information sources moving outside EU jurisdiction 
 
Mr Johan Hjertqvist, Chairman and CEO of Health Consumer Powerhouse asked 
whether there is a danger that information sources might move outside the EU jurisdiction, 
hence being available only under the US legal framework; and asked whether something 
more needs to be done than simply providing a local industry website with information on 
prescription medicines.   
Additionally, commenting on the patient-centred approach, he inquired why patients are 
considered as weak when surveys show that in fact patients are quite sophisticated when it 
comes to looking for information on the Internet, doing comparisons, analysing findings 
and looking for information in many different places and scientific areas. Therefore, he 
asked whether patients' capacity and competence to look for information and draw their 
own conclusions is underestimated.  
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In his response Prof. Raynor pointed out that his research showed that ordinary citizens 
of Leeds find it difficult to understand the medicinal information leaflet. Therefore, there is 
a clear necessity to have a patient-centred approach on the topic: patients are not experts 
and it is important to provide them with as accessible information as possible.  
Regarding the EU industry websites, Prof. Raynor emphasised that thousands of Europeans 
check on a daily basis US pharmaceutical companies' websites. Thus, it is important that 
European companies are allowed to have some medical information in their websites, such 
as the package leaflet, so that people would not turn to US websites. 
 
Ms Zigadlo explained that based on the Drug Information Centre's experience, questions 
coming from patients of different age and educational background are very sophisticated, 
going deep into the problem. Pharmacists need to research in the literature sometimes 
even for an hour, asking other healthcare professionals too, in order to find the correct 
reply to the question. 
 
Dr Reimann preferred to rephrase the question in the sense whether we might 
underestimate the capacity of the industry to promote useful information.  Addressing this 
question, he made reference to the broad literature that exists on the issue of Direct-To-
Consumer promotion (DTC) in the US. In this case, advertising is only small part of DTC, 
with the more important information being provided via websites that are more 
comprehensive than advertising. However, the American Association of Family Doctors has 
asked to abolish DTC because research has shown that it does not provide patients with 
additional information, neither leads to adherence or correct decision making for both the 
patient and the healthcare system.  
 
 
Health awareness campaigns 
 
The Rapporteur, Mr Fjellner asked whether health awareness campaigns should be 
undertaken by the marketing authorisation holder (MAHs) in case of rare diseases.  
 
Dr. Reimann replied that his research questions whether MAHs can really be a better 
information source. Beyond any doubt, MAHs have interest in raising awareness regarding 
the provision of treatment for certain rare diseases. Even with common diseases there is 
such an interest for MAHs because they can raise awareness on additional treatment of 
these diseases.  The problem though is that MAHs will not provide the whole framework 
information on a specific medicine treating a common or a less common disease. They 
might for instance overemphasise the importance of a symptom that the product can best 
treat.  Finally, regarding the use of rare diseases as a special legitimising basis for MAHs to 
offer information, Dr Reimann replied that there are about 7000 rare diseases for the 
majority of which, no cure has been discovered. 
 
Prof. Valverde commented that the future legislation must underline the principle of 
existing legislation, clarifying it and rendering it more comprehensive. Consequently, 
national courts have no role to play in the interpretation of EU law, as only the European 
Court of Justice has competence for that.  
Additionally, he stressed that all Europeans have a fundamental right of access to 
information in all areas, and this right must be secured in the proposal. The information 
entailed in the SPC and the package leaflet is the only independent and official one and 
needs to be publicized in the official website of national or European authorities.  
Finally, he pointed out the issue of providing patients with information as regards particular 
illnesses, and he opined that it is the pharmacists' or doctors' job to provide patients with 
general information on specific illnesses. Nevertheless, information on therapeutic methods 
falls outside the scope of this discussion.      
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The availability of SPC and package leaflet on Internet 
 
The Rapporteur, Mr Fjellner stressed that there are considerable differences in Member 
States with regard to access to official documents such as the SPC and the package leaflet. 
Therefore, he made a general question to the panel whether it should be allowed to MAHs 
to make available in the Internet the package leaflet information and the SPC.  
 
All members of the panel replied in the affirmative, saying that this information must be 
made available to the general public. 
 

Panel 2: The view of stakeholders 
 
Ms Roxana Radulescu from European Patients Forum (EPF), Dr Frank Ulrich Montgomery 
from the Standing Committee of European Doctors (CPME), Ms Ivana Silva from the 
Pharmaceutical Group of the European Union (PGEU) and Mr Paul Woods from the European 
Federation of Pharmaceutical Industries and Associations (EFPIA) expressed their views 
which are presented in Annex III. 
 
Questions and answers – Open Discussion 
 
The following main issues were debated by Members, the audience and the 
experts  
 
The need for more information in the light of limited time for patients to consult 
their doctors 
 
Ms Yannakoudakis, MEP commented that information in the Internet is important for 
users as it empowers them, giving them the opportunity to make an informed choice. She 
also pointed out that the current situation derives from the old 'time is money' 
consideration: if patients could go to the doctor and receive all the information on their 
medicines and after some time they could return and ask for clarifications or even more 
information, then this discussion might have not been necessary.  However, health 
professionals are very limited in the time they can devote to their patients (approximately 
10 minutes per patient). In this timeframe, the doctor will have to listen to the patient's 
problem, diagnose him/her and then prescribe the medicines. This is the reason why more 
information is needed. She also pointed out that she understands Dr. Montgomery's 
concern that too much information can often create problems and that patients will return 
to healthcare professionals to complain about a medicine, but this is exactly what needs to 
be dealt with, as at the end of the day it is people's lives that is at stake.   
 
What is more, Ms Yannakoudakis opined that since the EU constitutes an association of 
friendly European States it is necessary to harmonise the way we deal with the issue of 
medicine information. There could be a structural harmonisation of information and even of 
criteria on how to give and set up this information. In any case it should be taken into 
account that Member States are individual States, with individual cultural backgrounds. 
There has to be a flexible, wide, transparent and user-friendly approach on where the 
information should come from, as well as an interactive approach that will probably cost 
lots of money and this is why MEPs do not want it. Nevertheless, if some measures are to 
be taken, they better be the correct ones.  
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Ms Radulescu replied that the limited time patients have with their doctors is an issue that 
is constantly brought about by the EPF members and allies as it goes to the heart of the 
question why we need information. She suggested that the doctor's office is useful, but it is 
also important that a printed document with supplementary information is made available. 
It would also be useful for doctors to recommend specific websites where patients could 
find information regarding their treatment. Finally, interaction among Member States is 
significant and there is definitely a European added value of working to this aim together, 
despite time and budget constraints.  
 
Possible ways to improve the package leaflet  
 
Prof. Theo Raynor emphasised that one of the main findings of his survey was that 
people wanted to receive spoken information from healthcare professionals as their primary 
source of medicine information. Therefore, he asked Dr Montgomery to explain which 
information could be possibly left out from the package leaflet so as to make it more 
comprehensive.  
 
He suggested thus that package leaflets could be improved in terms of readability via clear 
headings, good navigation aids, good layout and table of contents. It cannot be accepted 
that short documents are necessarily good, whilst longer ones are of bad quality. The key 
solution lies on the way these documents are produced. 
 
Additionally, Prof. Raynor commented on the Drug Facts Box and on its proper testing on 
lay people in the US. He suggested that it is too complicated and that had it been tested in 
ordinary EU citizens, it could not have met their needs.  
 
On the whole, Prof. Raynor proposed the creation of a key information section or, what he 
would call, a headline section. For instance, the main information could be placed at the 
beginning of the SPC and the package leaflet in bullet points. Still, he stressed that it is 
needed to research the best way to provide this headline information.  
 
In his response Dr Montgomery suggested that too much and faulty information can 
cause greater problems than little information. Therefore, the right balance must be struck. 
Accordingly, the Pharmacovigilance project, either in the form of Drug Facts Box or 
Headlines, should result in the provision of readable, understandable and user-friendly 
information. Additionally, a European database should be created, located at the European 
Medicines (EMEA) Agency or national regulatory authorities, which would provide all 
necessary information to patients and healthcare professionals.  
Dr Montgomery also stressed that in some countries patients have even less time than 10 
minutes to see a doctor. Therefore, the crucial question is who should be the provider or 
supplier of any information to patients.  Although it is largely suggested that industry has 
no interest in pushing information to patients, the trustworthiness of the industry when it 
comes to provide information, is still questionable. Therefore, a European database located 
at the EMEA or the national regulatory authorities could address this problem. 
 
The contribution of information provided by the industry to better adherence to 
therapy and better health outcomes  
 
Dr. Reimann commented on Mr Woods' suggestions according to which the rationale for 
the industry to provide information is that greater adherence to this information could lead 
to better outcomes, healthier societies and better used resources. Taking into account that 
Mr Woods also proposed that attention is paid to best practice examples already available 
in Europe (which could actually be hampered by the proposal as it currently stands, forcing 
for instance the UK to go backwards), Dr. Reimann asked Mr Woods whether it could be 
assumed that the society in the UK is healthier than the rest of the Europe. 
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Mr. Woods replied that the contribution that pharmaceuticals can make in the UK or 
Sweden is only one part of the whole picture. It is actually a multifaceted issue and it would 
not be easy to section out the influences from the industry. Pharmaceutical industry can 
play a significant role in the whole provision of medicinal information.  
 
Therefore, the current proposal needs to clarify further the meaning of the terms 
"information" and "advertising". Mr Woods suggested that this is a push v. pull issue: 
industry should not be pushing information on specific medicines to patients, but should be 
able to give factual answers to those who are seeking for information themselves. In this 
vein, people should be able to go to their doctor and afterwards find the approved 
information online, in a more digestible and accessible format. The quality criteria of the 
existing proposal are actually good and could be used as a basis for all information 
providers.  
 
Therefore, the whole discussion should be about pharmaceutical industry playing its role 
alongside other information providers or sources, rather than being prohibited from 
providing any information.        
 
Ms Silva appraised the examples of certain countries such as Belgium and Denmark, that 
even under the current legal framework have shown great progress, making the 
information entailed in the package leaflet and the SPC available in their own language. 
However, there is flexibility in the existing legislation to incur further improvements with 
regard to medicine information. It is this flexibility of the existing legislation that needs to 
be explored. 
 
The scope and types of information to be provided  
 
Rapporteur for opinion, Mr De Campos commented on Mr Woods position that 
partnerships,  either public or private, could provide information to patients on medicinal 
products. He asked Mr Woods whether we should have information approved by a European 
or even national authority in terms of its objectiveness and compliance with the advertising 
and publicity law, or whether it would be enough to have this information uploaded in the 
Internet by a company. Additionally, he asked whether it would be better to have both 
types of information, i.e. those coming from public authorities bearing the above mentioned 
guarantees, and those provided by the company. In that case, there would be formal 
information coming from national authorities and some further information uploaded in the 
Internet by the companies, for which information only the latter would be liable. 
Nevertheless, Mr De Campos suggested that there is a risk that companies will make huge 
efforts to attract readers through these additional pieces of information, hence ending up at 
uploading in the Internet information appealing to the readers, inducing them to skip 
information provided by official channels. Therefore, Mr De Campos proposed that only the 
official information should be available in the Internet.   
 
Mr Woods replied that it is necessary to look first at the types of information that patients 
really need and then judge them on their merits.  In that sense Mr Woods admitted that 
the package leaflet information must be made available in the Internet. Non-officially 
approved information is also needed though, such as those provided in the UK medicine 
guides. This information is provided by private/public partnerships and different models can 
be followed (the Swedish, the Polish or the UK one).  Nonetheless, this information needs 
to be provided in an accessible and readable format. Mr Woods went on to explain that the 
current proposal examines the various sources of information provision, and thus he 
believes that pharmaceutical industry, with all their resources and knowledge can play an 
important role in informing patients. 
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With regard to the issue of trust, Mr Woods replied that pharma-industry can actually be 
trusted as there is established legislation and codes of practice that regulate their function 
across Europe. However, he suggested that in case someone receives misleading 
information by companies, they should report it to the competent authorities so as to have 
an investigation on the practices of a specific company.  
 
Apart from these monitoring procedures, Mr Woods also emphasised that non-promotional 
information published by industry are pre-vetted by company doctors and pharmacists. As 
it is a matter of professional responsibility, it could be assumed that these people can be 
trusted when they sign the certificate about the accuracy and legality of information. 
 
The question of trust  
 
The Rapporteur, Mr Fjellner stressed the multifaceted issue of trusting doctors, industry 
and legislators. In that sense he suggested that it is necessary to clarify the difference 
between information and advertisement, thus asking the panel on the best way to achieve 
this distinction.  Mentioning that the quality criteria of the current proposal are a good 
starting point, he asked whether strengthening guidelines could clarify this distinction and 
who should be supervising the applicability of this criteria and stricter guidelines.  
 
Mr Fjellner also pointed out that the package leaflet information can be of no use if it is 
prohibited to upload it in the Internet. Therefore, he asked whether pharmacists would 
trust the industry to put information in the Internet regarding the package leaflet and the 
SPC, either on a collective basis, as happens in Sweden, or on an individual one.  
 
Ms Silva replied that the PGEU fully supports the quality criteria of the proposed 
legislation. Nonetheless, she suggested that prior-to-publication information control should 
take place so as to ensure the applicability of the quality criteria. Under these 
circumstances, PEUG could not see a problem in having any source providing the statutory 
information of the SPC and the package leaflet in the Internet, as long as this information is 
not redesigned nor rephrased.  
 
Ms Radulescu commented on the issue of trust suggesting that it goes back to the 
demand for a wider information strategy towards patients. In this vein, greater health 
literacy must be supported as well as patient education in order to be able to better 
understand the information, and in order to be able to assess whether this information is 
coming from a reliable source. Similarly, healthcare professionals need to receive further 
education and training so as to be able to maintain the dialogue and trust-based relation 
with their patients.  
 
Dr. Montgomery replied that there are two questions in the debate: the trust question 
and the “how” question. Starting with the “how” question, Dr Montgomery mentioned that 
under the proposed legislation it is impossible to distinguish between advertisement and 
information. Thus he suggested that this part is removed from the draft and that the 
remaining useful provisions are all transferred to the Pharmacovigilance package.  
 
Regarding the trust question, Dr Montgomery pointed out that it is disappointing that 
scientists must nowadays declare prior to any presentation that there is no conflict of 
interests with the industry. Quoting the phrase "trust is good, control is better", Dr 
Montgomery proposed a model that brings in the discussion national authorities or the 
supranational authority of EMEA to exert the necessary control over information 
disseminated by the pharmaceutical industry.  
  
Mr Woods agreed that these controls are essential but the issue is the level of this control. 
Too much control could lead to a system of cumbersome red tape and bureaucracy without 
any particular reason. 
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Accordingly, Mr Woods suggested that if industry is to provide information to patients, then 
there should be a number of steps to be taken. Firstly, doctors and pharmacists should 
approve the accuracy and quality of this information before being disseminated to the 
public. Additionally, there should be clear legislation determining what information can be 
published. Guidelines are also important, as they can be more flexible in terms of new 
developments. Finally, clear sanctions must be set, establishing not only personal liability 
but also the liability of the legal entity disseminating information.  
 
Closing Remarks - Christofer Fjellner, Rapporteur 
 
Mr Fjellner thanked all participants for their contribution to the workshop and the ongoing 
debate, emphasising that the centre of the patient information should be the relationship 
between patients and doctors. The greatest challenge is to make this relationship as useful 
as possible, also rendering patients more empowered. If patients have good information on 
their treatment, then they could discuss their concerns in more detail with their doctors. 
Nonetheless, he stressed that the currently discussed proposal constitutes only a part of 
the whole puzzle and thus, it will not be possible to address all relevant issues. Regarding 
the role of the industry in providing information to patients, Mr Fjellner opined that 
information from all possible sources is necessary for patients to be able to evaluate them 
and draw their own conclusions, making their own judgments. He insisted on that the legal 
text has to become more patient-centred since the existing proposals are more industry- -
friendly.  
 
Particularly, he suggested that it is the patients' right to know about their medicines and 
not the industry's' right to inform them; therefore  the Directive should be rephrased and 
instead of allowing the industry to disseminate information, as it is drafted in the proposal, 
the Directive should oblige the industry  to make information available.  Finally, he pointed 
out that the issue of trust must seriously be taken into consideration in providing proper 
means of control and supervision of the information released by pharmaceutical industry; if 
the monitoring mechanisms can be trusted, that leads to trusting the products of these 
mechanisms, i.e. the information disseminated by industry.  
  

16 





Policy Department A: Economic and Scientific Policy 
____________________________________________________________________________________________ 

SHORT BIOGRAPHIES OF EXPERTS 

17 

















http://www.medicines.org.uk/
http://www.luto.co.uk/
http://www.luto.co.uk/








Biosketch: DK Theo Raynor 

 

 

Research Support (since 2000) 

▪ 2008-09  Australian Government Dept of Health: Guild Agreement £50,000 

(Universities of Sydney, Queensland, McQuarie, Leeds)                                                                                                                 

Improving Consumer Medicines Information study (I-CMI)                                          

Role: Co-investigator and lead for Leeds 

▪ 2005-07 National Patient Safety Programme £500,000                          

(Universities of London, Leeds & Surrey) 

Study of medication errors in care homes.                                                                                           

Role: Co-investigator and lead for Leeds. 

▪ 2004-05 NHS R&D Health Technology Assessment Programme £102,000 

(Universities of Leeds and Keele) 

Systematic review of research on role & effectiveness of written information.  

Role: Principal Investigator (PI) 

▪ 2004 International Drug Information Assoc. $25,000                           

(University of Leeds, Wisconsin & Sydney) 

Consumer medicines information in the United States, Europe and Australia 

- A comparative evaluation.  

Role: PI 

▪ 2002-5 Community Fund  £160,000                                                    

Collaboration with Royal National Institute for the Blind 

Medicine information needs of people who are blind or partially sighted  

Role: PI 

▪ 2001-5 PPP Healthcare Medical Trust; £208,000                                                                                  

Evaluation of medication review clinics in residential homes for  elderly   

Role: Co-investigator 
 

DKTR February 2010 for Web 

 

 





Workshop on 'Information to patient on prescription medicines' 
____________________________________________________________________________________________ 

 

ANNEX I: PROGRAMME 

18 



Workshop on "Information to patient on prescription medicines" 
 

Committee on the Environment, Public Health and Food Safety (ENVI)  
 

in cooperation with  
Committee on the Internal Market and Consumer Protection (IMCO) 

 
organised by  

Policy Department A­Economy & Science 
 

Thursday 4 March 2010 ­ 9:00 ­ 12:30  
European Parliament, ASP 1E2, Brussels 

 
 
In  the  context  of  the  ongoing  legislative  procedure  on  information  to  patients  on  prescription 
medicines (COM(2008)0662‐0663), the ENVI Committee, in cooperation with the IMCO Committee, is 
rganising a workshop. The workshop aims at providing MEPs with a  comprehensive and balanced o
overview on the issues and interests at stake. 
 
The workshop  is hosted by  the  rapporteur, Christofer Fjellner. The event  is organised by  the Policy 
epartment  A‐Economy  &  Science  of  DG  IPOL,  with  resources  from  the  ENVI  Committee  expertise 
udget; and it is open to the public. 
D
b
 
 

Agenda 
 
Opening 
 
9.00  Welcome by Christofer Fjellner, rapporteur (ENVI Committee) 
9.10   António Fernando Correia de Campos, rapporteur for opinion (IMCO Committee) 
0
0
 
 
Panel : The view of independent experts  1
 

ny 
09.20  Prof. Jose Luis Valverde, University of Granada, Spain 

ute, Bonn, Germa
rocław, Poland 

09.30  Dr. Andreas Reimann, Mukoviszidose Instit
9.40  Ms. Aleksandra Ewa Zigadlo,  Innopharm, W

versity of Leeds, UK 
0
09.50  Prof. Theo Raynor, Uni

0:00  Q&A, open discussion 
 
1
 
Panel  : The view of stakeholders 2
 
10:45  European Patients Forum (EPF): Ms Roxana Radulescu 
10:55  Standing Committee of European Doctors (CPME): Dr Frank Ulrich Montgomery 
11:05  Pharmaceutical Group of the European Union (PGEU): Ms Ivana Silva 
1:15  European Federation of Pharmaceutical Industries and Associations (EFPIA): Mr Paul Woods ‐ 

e IA's "Informed Patient" Task Force  
1
AstraZ neca, and Chair of EFP

1:25  Q&A, open discussion 
 
1
 
losur  
2:15  Closing remarks by Christofer Fjellner, rapporteur 
C e
1
 
 
 



Contacts: 
 

76 
Policy Department A­Economy & Science: 
Marcelo Sosa, Administrator‐ENVI sector: marcelo.sosa@europarl.europa.eu ‐ 02.28.417
Elke Ballon, Administrator‐IMCO sector: elke.ballon@europarl.europa.eu ‐ 02.28.40649 
 
ENVI Secretariat: 
Zsuzsanna Laky, Administrator: zsuzsanna.laky@europarl.europa.eu ‐ 02.28.32196 
 
IMCO Secretariat: 
Andreas Striegnitz, Administrator: andreas.striegnitz@europarl.europa.eu ‐ 02.28.32665  
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