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Introduction

The paper presents two essential documents which are parts of each medicinal product registration application and the contents must be approved by the competent authority; these two documents are Summary of product characteristics-SmPC and patient information leaflet – PIL. They are enforced by EC Directives  to be public available in national languages via Internet. A short survey was carried out in ten enlarged European countries showing the status of SmPCs and PILs access in printed and electronic (Internet) version.

1. European Community (EC) countries – information society and e-health

Europe’s drive for dynamic knowledge-based information society and its Treaty obligation to ensure a high-level health protection are complementary goals. Health –related information is among the most sought after on the Internet. At the Feira European Council in June 2000, Member States endorsed the-Europe 2002 Action Plan which under, “health online” urges the member States to develop an infrastructure of user friendly systems for health education, disease prevention and medical care. The new information technology provides a great opportunity to European citizens to play a more active role in managing their health, and improving overall quality of healthcare. The Community should take into account the right of patients to receive simple, clear and scientifically sound information about their illness, available treatments and ways of improving their quality of life. (1)

The information society is going to change  the role of  health care professionals, too. The implementation of pharmaceutical care demands  compilation of pharmaceutical knowledge with finding high quality drug information.  Pharmacists have to learn philosophies of drug information practice and to improve their skills to define patient's drug information question, to define high quality  information sources, carefully formulate a recommendation and  effectively communicate with a patient. (2)

Information specialists – trained in specific health related subjects -  are needed to support health professionals with high quality information; e.g.:  there are nearly in each European country  Drug information centres which are among the most reliable and independent points for health care professionals where they can  ask for information about medicinal products. 

2. Information on medicinal products  which is produced by 

    pharmaceutical  industry

Information on medicinal products is essential for an effective pharmacotherapy. Pharmaceutical industry is interested in providing high quality information for professionals as well as for patients. Both types of information are prepared, as it is required by Drug Regulatory Agencies (DRAs) of each EC Country and by requirements of the European Medicinal Agency (EMA).  

Information for health professionals  (physicians, pharmacists, nurses, etc.) which is produced by pharmaceutical company gives detailed description of medicinal products. This is needed for complete and deep knowledge on specific pharmacotherapy and it is called SmPC (Summary of Product Characteristics).  On the other hand it is  important that each patient gets understandable information which helps him/her for better compliance. This information is enclosed in every package of the medicinal product and its PIL (Patient Information Leaflet).

These two documents  present the essential information  for health information specialists when there are questions about medicinal products. SmPCs are usually distributed directly to health professionals or written in specific printed or electronic directories like Gelbe liste in Germany, Vidal in France or  the British National Formulary (BNF) in England etc. PILs are nowadays available not only in every package of medicinal product but also via Internet.  Availability of this kind of information in national languages is of great importance. Usually information on medicinal products is available via Internet in English language, and in European countries it is enforced that professionals and patients get the information on pharmacotherapy in national languages.

3. Regulatory requirements 

3.1. SmPC

SmPC is included in a medicinal product registration dossier and it is an intrinsic and integral part of each marketing authorisation (MA).  The following rules apply to SmPCs: 65/65/EEC and Guideline III/9163/90 . SmPCs.  Usually, SmPCs are accessed  via  home pages of national DRAs  on registration bases.  SmPCs are developing with new scientific discoveries and almost each year pharmaceutical companies check and correct  SmPCs with the latest information. So, the most accurate drug information source for health professionals is internet access of SmPCs via national DRAs. SmPCs serve as a basis of communication between the competent authorities (DRAs) of each EC member state and pharmaceutical industry as well as between pharmaceutical industry and health professionals.

3.2. PIL

The European directive on medicinal product labelling and patient information  was published in 1992 (92/27/EEC)  and it came  in force in 1999. 

Information for patients  must be written in accordance to SmPC but  legislation requires that  PILs should be clear and comprehensible to end users (patients). The EC Guideline on the Readability of the Label and package Leaflet of Medicinal Product for Human Use (published in Rules governing medicinal products in the European Community; Notice to Applicants, vol.2C) was approved in 1998. The guideline recommends the use of a readability test developed in Australia to be used in the assessment of clarity and comprehensibility of PILs.

Ten new European member countries  accepted  EC directives on SmPC and PIL and some of them started to provide these two essential documents via web years before May 2004.

4. SmPC – information for health professionals (3)
Each SmPC consists of the following items:

· Name of the medicinal products (name of the products, strengths, pharmaceutical 

form)

· Qualitative and quantitative composition (qualitative declaration, quantitative 

declaration

· Pharmaceutical form

· Clinical particulars (therapeutic indications, posology and method of administration, Contraindications, Special warnings and precautions for use, Interaction with other medicinal products and other forms of interaction, Pregnancy and lactation, Effects on ability to drive and use machines, Undesirable effects, Overdose )

· Pharmacological properties (pharmacodynamic properties, pharmacokinetic properties, preclinical safety data

· Pharmaceutical particularities (List of excipients, Incompatibilities, Shelf life, Special precautions for storage, Nature and contents of container, Instructions for use/handling, and Disposal

· Marketing authorisation holder data

5. PIL - important for better patients compliance

The Pharmaceutical Group of the European Union (PGEU) insists that PILs are always included and given to patients in original package (4) of medicinal products in national languages. This is the high quality user-friendly authorised information on medicines which helps patients with better compliance if it is written in patient-friendly language. (5)  If PIL is lost it is an easy solution to get it from web in national language.

Patients Groups are more and more popular as an organised entity of specific knowledge and experiences on a particular disease.  They have carried many surveys on PILs and the conclusion of such a survey is that PILs must be written in a simply language. They also say that PILs list too many side effects which scare patients too much. (5, 6). However, patients  receive information on medicinal products from health care professionals but PILs present  important additional  information which can be always available in printed version or via Internet.

In accordance with the Guideline the readability tests are carried out in various languages; they are divided into three groups, and one language of each group is required for the testing of readability:

A: French, Italian, Portuguese and Spanish

B: Dutch, English and German

C: Danish, Finnish, Greek and Swedish.

Testing of various language versions should be expanded – especially because of ten new EC member states. From the patient’s viewpoint, the implementation of readability testing could be a step towards improved drug information. The result  of assessment carried out in co-operation with target patient groups shall be also provided to the competent authority. (7)

6. European pharmaceutical industry supports efforts to improve health

    information  (EFPIA position paper, June 2004)

The European Federation of Pharmaceutical Industries and Associations (EFPIA)  is aware that better-informed patients make a practical and efficient contribution towards reaching the objectives of accessible, high quality and financially sustainable health care. European policy concerning the provision of information on prescription medicines to patients is based on six principles:

· Enhanced access to health and medicines information is needed for all patients and citizens in Europe

· Quality medicines information from multiple sources should be promulgated

· Opportunities for Internet access to medicines information should be enhanced

· Regulatory development should build on current best practice in Europe

· A comprehensive information strategy that will truly benefit patients and citizens in Europe should be developed

· Public Private Partnerships (PPPs) should be one part of the comprehensive strategy.

The aim is to provide a realistic and practical framework for the provision of information to patients on medicinal products with the objective to improve the quality of information to the public that is objective, comprehensive, readable, accurate and up-to-date. The Commission’s initiatives are to explore feasibility of actions, to evaluate the quality of existing  non-promotional information provided to patients and to ensure quality in the provision of non promotional information to the public through Internet sites.  European initiatives in e-health are also the development of quality criteria for Internet websites.

The EFPIA believes that improved access for all patients and citizens in Europe to relevant health and medicines information in their own languages via Internet and greater participation of well-informed patients in decisions affecting their health will lead to a higher level of health protection for EU citizens. 

.

7. SmPCs and PILs access in the enlarged European countries 

    Summary of a short survey

Enlarged Europe consists on ten more countries (Cyprus, the Czech Republic, Estonia, Hungary, Latvia, Lithuania, Malta, Poland, the Slovak Republic and Slovenia)  and  in all these countries DRAs have incorporated adequate  EC legislation. 

National Drug Regulatory Agencies (DRAs)   care about regulatory requirements of medicinal products: The purpose of a registration procedure is assessment of quality, efficacy and safety of the medicinal product. (8)  All required EC Directives on medicinal products are adopted and enforced  in all ten enlarged EC countries.

SmPCs and PILs are essential parts of Marketing Authorisation  but availability in national languages for public is different from country to country.  Drug Information specialists in those countries know how important it is to receive a reliable information on drugs and usually  there is no problem to find information in English language but during the last years  SmPCs and PILs  in national languages become more and more public available via Internet sites of  DRAs in those ten countries, too.

We have sent a questioner  to ten  DRAs  in enlarged Europe  asking the following items:

1. Do you have a National Drug Registry database of PILs and SmPCs in national languages?

2. If yes, please, answer is it in 

· electronic form

· printed form

· both forms

3. If you have only started to add these full text documents (PILs and SmPCs), please answer what is the percentage of theses documents in the database (National Drug Registry)

We have received answers from seven  countries:

Cyprus, Estonia,  Hungary, Latvia, Lithuania, Poland  and Slovenia.

We have not received the answers from the rest three countries:

Czech Republic, Malta, and Slovak Republic.

We have checked Internet access of SmPCs and PILs via home pages of these three DRAs and the result of the Czech Republic and Slovakia was excellent. The access of these two important documents is available  in national languages  in a very user friendly way.

In Malta’s  DRA we reached only the static home page: (http://www.health.gov.mt/mru/ ) and there is written among other duties that a verification of Certificate of pharmaceutical products – which includes a proper SmPCs and PILs - is carried out.

The Hungarian DRA home page does not offer a possibility for SmPCs and PILs access in Hungarian language but we have received an answer from the National Institute of Pharmacy (Data Sheet Department) that the whole collection of SmPCs in national language is available in print (printed once a year) and on CD (Gyόgyszer compendium – updated quarterly).  On Internet there is available a short information about in Hungary registered  medicines  (www.pharmindex.hu) – only for health professionals. Public access of short descriptions of medicines in Hungarian language is available on  www.egeszsegkalauz.hu.

Table 1:

The availability of SmPC and PILs in national languages database is the following:



Print


Print


Internet

Internet

SmPC


PIL


SmPC


PIL

_________________________________________________________________

Cyprus
No 


Yes (Greek)

No


No

Czech R.
Yes


Yes


Yes


Yes

Estonia
Yes


Yes


Yes


Yes

Hungary
Yes+CD

Yes


No*


No*

Latvia

Yes


Yes


Yes


Yes

Lithuania
Yes


Yes


Yes


Yes

Malta

?


?


No


No

Poland
Yes


Yes


No


No

Slovakia
Yes


Yes


Yes


Yes

Slovenia
Yes


Yes


Yes


Yes

Explanation:

SmPCs and PILs database: in printed form as a part of National Drug Registry, which is produced by Ministry of Health. In Slovenia e.g. a printed form of PILs database was printed three years ago. SmPC and PILs database can be available in electronic form on CDs (as it is e.g. in Slovenia) but the most effective access to reach end users is via Internet.

The access of SmPCs and PILs in national languages is  via the following home page addresses; in some countries the introduction page is also in English language:

Czech Republic: http://www.sukl.cz/020201.htm
Estonia: http://www.sam.ee/90
Latvia: http://www.vza.gov.lv/english/zr.html
Lithuania: http://www.vvkt.lt/engl/frameset.html?reg_meds_db.php
Slovak : http://www.sukl.sk
Slovenia: http://www.zdravila.net
Hungary*: a short version of medicinal products information for health professionals:

                  www.pharmindex.hu and for patients: www.egeszsegkalauz.hu
8. Future development  of information systems with DRAs 

    regarding SmPCs and PILs databases

Cyprus, Malta and Poland are countries with no Internet access to SmPCs and PILs.

But they  plan to develop their information systems on SmPCs and PILs. The development of Internet access of essential information on medicinal products is carried on in each ten countries.  In Slovenia, for instance,  it is also planned to expand the national – regulatory database on medicinal products. The  information of indications, contraindications, adverse effects, warnings and drug interactions is planned to be included. The model which is based on the present DRA information system – National Drug Registry with SmPCs and PILs (www.zdravila.net) can  become a tool for  assessment  of wrong  medicinal  products  combinations,  adverse  effects etc. (9)

Conclusion

SmPCs and PILs are high quality information sources which should be known to each health care information specialist.  “Health online” is Europe’s  action plan that  promotes user friendly systems for health education, disease prevention and medical care. Especially PILs have to be constantly tested on readability and comprehensibility by end users. This can become a part of health information specialist  research project, too.  SmPCs and PILs via internet in national languages are well accessed in nearly all ten new EC member countries and DRAs in those countries plan to develop their information systems to reach the equal level as it is  promulgated in European countries. 
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