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II. CONTENT RELATED INFORMATION

11. CONTEXT/INTRODUCTION

Several thousand medicinal products are licensed in the European countries and tons of medicines are
daily used with a yearly expenditure wider than 100 billion euro (attaining in some countries more
than 20% of the health expenditure).

Wide discrepancies do exist across the European Union countries in:
= the number, pack size and strength of licensed medicines,

= the legal classification and reimbursement categories

= the price, expenditure and utilisation.

At present, there is in Europe a general lack of information on several aspects related to
pharmaceutical products and their utilisation. There is no up to date European registry of licensed
medicines, and information on medicines, their licensed clinical properties (indications,
contraindications, warnings and side effects), their price, expenditure and utilisation can be retrieved
and compared internationally only with great difficulty.

Standard sources such as WHO, OECD or EUROSTAT do not collect or publish information on price,
expenditure and utilisation of medicines in a systematic way and data collected by industry and market
research agencies are not publicly available.

The result is that there is no systematic information on price, expenditure and utilisation of medicines
at a European level, nor even an established data flow to facilitate this.

12. AIM AND OBJECTIVES OF THE PROJECT

The EURO-MED-STAT (European Medicines Statistics) is aimed to fill the gap in the information

about medicines in Europe by:

= Identification and evaluation of the data sources in the EU countries

= Comparison of the existing data and suggestion for a minimal data set for European registers of
medicinal products

=  Production of a Library of EU Pharmaceutical Indicators

=  Feasibility analysis of a European database of medicinal products with information on licensed
clinical properties, legal classification, reimbursement category, price, expenditure and
utilisation.

13. PERFORMANCE PROCESS (ACTIVITIES / DESIGN / INSTRUMENTS)

TASK 1: performing an inventory of data sources and a survey of available data on medicines in
the EU Member States

Listing Bodies/Institutions collecting utilisation, price and expenditure data;

Listing the collected data and the methods used for their collection

TASK 2: assessing data reliability and comparability between countries

Utilisation Data: Covering of the country (nation-wide or regional); Community or hospital utilisation data;
Reimbursed medicines or all the products; Prescribed Only Medicines and/or OTC products; Data Source
(Wholesalers, Pharmacies, Prescribers); Users and indications; Units of measurement used (ATC/DDD, number
of items, costs, etc.); When ATC/DDD is not used possibility to convert the data in this system; When ATC is
used quality control of ATC and DDD assignment; Electronic format and compatibility.

Price and Expenditure Data: Kind of price (ex-factory, wholesaler, pharmacy); Community Price and Hospital
Price; Reimbursed medicines or all medicines; Prescribed Only Medicines and/or OTC products; Private
spending versus public spending; Expenditure data by ATC groups; Breakdown by kind of approval
("centralised", "mutual recognition", national); Electronic format and compatibility.




TASK 3: developing a set of Recommendations for national registers of medicinal products with
validated ATC codes and DDD values

Recommendations are needed to overcome the difficulties arising from the national discrepancies in health
systems and in the classification of medicinal products and to harmonise the available sources.

The ATC/DDD methodology, suggested as a standard from the World Health Organisation, will be used for
organising raw data and for structuring the analyses in therapeutic classes.

TASK 4: developing a set of indicators for price, expenditure and utilisation of medicines and
pooling and comparing a sample of validated data with special reference to cardiovascular medicines
After harmonisation of their electronic format the validated data will be pooled together and reported according
to the established indicators. Cardiovascular products will serve as a test case for the process of pooling,
comparing and reporting the validated data.

14. OUTCOMES OF THE PROJECT / KEY HEALTH MESSAGES

The EURO-MED-STAT project has produced a set of indicators known as The Library of European
Union pharmaceutical indicators. (http://www.euromedstat.cnr.it/indicators/indicators.asp).

The project has also inventoried more than seventy data sources and identified the most suitable for a
European database of medicines.

The Library of EU pharmaceutical indicators includes:

1- Recommendations for national registers of medicinal products with validated ATC codes and
DDD values http://www.euromedstat.cnr.it/pdf/sop%2004-07-08.pdf

2- Price Indicators http://www.euromedstat.cnr.it/pdf/price%2004-07-13.pdf

3- Expenditure and Utilisation Indicators http://www.euromedstat.cnr.it/pdf/utilisation%2004-
07-30.pdf

15. CONCLUSIONS

The EURO-MED-STAT project has identified and selected the best data sources for collecting data on
price, expenditure and utilisation of medicines across European countries. The project has proved the
feasibility of using these administrative sources for collecting comparable data on price, utilisation and
expenditure.
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17. FUTURE POLICY DEVELOPMENT

It is hoped that the EURO-MED-STAT project can have a follow-on to implement the European
database of medicines according to the standard suggested by the project.

A refinement of the Library of EU pharmaceutical indicators is needed for linking utilisation of
medicines to their impact on population health. This objective will be performed in cooperation with
the European Public Health Association (EUPHA) section on utilisation of medicines.
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