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AAddddeenndduumm  iinn  EEnngglliisshh

A ministerial decree was issued stipulating the enforcement of the bar code sys-
tem on pharmaceuticals by January 1rst 2005.
SFEE has been in close cooperation with the National Drug Organization (EOF)
and EAN offices in Greece so as to ensure smooth enforcement of the bar code
system.
The bar code will constitute of 12 digits following EAN-13 structure (EAN num-
ber for medicinal products, the code of the medicinal product issued by the
National Drug Organization (EOF)- 9 digits- and E the digit of control). 
The bar code will be put on the safety tag. 
The safety tag already bears the name of the medicinal product, the pharma-
ceutical form and the retail price.
The bar code should in the future provide information on the lot number and
the expiration date of the medicinal product.
The competent authorities are expected to initiate a dialogue with the interest-
ed parties that is the Pharmaceutical Associations, pharmacists, hospitals and
insurance funds so as to ensure the traceability of medicinal products which is
the principle advantage provided by the bar code.

SSFFEEEE’’ss  CCoommmmuunniiccaattiioonn  IInniittiiaattiivveess  ––
CCaassuuss  SSaanniittaattiiss

SFEE has sponsored for 2004 a very important initiative of the National School
of Public Health.
This initiative entitled Casus Sanitatis "Health and Health services in Greece"
intends to consolidate the efforts of the state, academia, pharmaceutical indus-
try and all the other stakeholders of the health sector for the documentation and
concensus reaching on major issues of national health policy.
The Casus Sanitatis initiative is organized for the second time. It was organized
for the first time in 2003 under the sponsorship of SFEE with the subject "Quest
for quality health services".
This year the subject is: "The Pharmaceutical Policy in Greece" comprising of
three consensus panels
CCPP11  NNaaffpplliioonn  1177//66//0044
CCPP22  CCoorrffuu  1155//77//0044
CCPP33  SSaalloonniiccaa  3300//99//0044..
The conclusions reached at of the three consensus panels will be discussed in
a Conference to be held in Athens on December 9-10, 2004.

BBaarr  CCooddee  
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TThhee  EEuurrooppeeaann  CCoouunncciill’’ss  ""PPhhaarrmmaacceeuuttiiccaall""  WWoorrkkiinngg  GGrroouupp  rreecceennttllyy  ddiissccuusssseedd
tthhee  pprrooppoossaall  ffoorr  aa  RReegguullaattiioonn  oonn  MMeeddiicciinnaall  PPrroodduuccttss  ffoorr  PPaaeeddiiaattrriicc  UUssee..  The
Commission is expected to present the Proposal before the Health Council on 6-
7 December.

The European research-based pharmaceutical industry, of which EFPIA is the
representative voice, is committed to playing a central role in developing and
improving medicines for children. Medicines discovered by our industry already
provide cure or relief from many childhood diseases. 

However, EFPIA and other interested parties have repeatedly called for measures
in Europe to adequately foster pharmaceutical innovation to improve children’s
health and quality of life. 

TThhee  EEuurrooppeeaann  CCoommmmiissssiioonn’’ss  LLeeggiissllaattiivvee  PPrrooppoossaall  aatt  aa  GGllaannccee**

EEFFPPIIAA  ssuuppppoorrttss  tthhee  pprrooppoossaall’’ss  aaiimm  ttoo::  

ñ introduce scientific and regulatory measures ttoo  eennccoouurraaggee  tthhee  ddeevveellooppmmeenntt
aanndd  aauutthhoorriissaattiioonn  ooff  mmeeddiicciinneess  aasssseesssseedd  ffoorr  ppaaeeddiiaattrriicc  uussee,,  

ñ provide incentive measures ttoo  ssuuppppoorrtt  ppaaeeddiiaattrriicc  iinnvveessttiiggaattiioonnss  iinnttoo  nneeww  aanndd
oollddeerr  pprroodduuccttss,,  aanndd  

ñ create a paediatric R&D infrastructure in Europe. 

HHoowweevveerr,,  EEFFPPIIAA  ssttrreesssseess  tthhee  ffoolllloowwiinngg  kkeeyy  ppooiinnttss::

ñ pprroovviissiioonnss  oonn timing for submission of the paediatric investigation plans, and
timing for submission of the paediatric results mmuusstt  nnoott  rreessuulltt  iinn  pprreemmaattuurree
oorr  uunnwwaarrrraanntteedd  tteessttiinngg  iinn  cchhiillddrreenn,,  nnoorr  ddeellaayy  tthhee  aavvaaiillaabbiilliittyy  ooff  aadduulltt
mmeeddiicciinneess  

ñ incentives need to be strengthened, in support of paediatric R&D in Europe

ñ tthhee  pprrooppoossaall  mmuusstt not be a disincentive to conduct clinical studies on new
medicines for children in Europe in the short term

* Proposal for a Regulation on Medicinal Products for Paediatric Use
(COM/2004/599), text available at the following address:

http://dg3.eudra.org/F2/Paediatrics/index.htm

EEuurrooppeeaann  CCoommmmiissssiioonn’’ss  PPrrooppoossaall  
ffoorr  aa  RReegguullaattiioonn  oonn  MMeeddiicciinnaall  
PPrroodduuccttss  ffoorr  PPaaeeddiiaattrriicc  UUssee
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Addendum in English

EFPIA welcomes the conclu-
sions of the review of the cur-
rent EU pharmaceutical leg-
islation process. Although
the final compromise pack-
age does not fully meet the
needs of the research-based
pharmaceutical industry, it
brings in important improve-
ments in Europe's regulatory
structure. Efficient regula-
tions are essential to encour-
age medical research in
Europe for the benefit of
patients. 

It is of the utmost important
that the regulation will be
implemented in an appropri-
ate manner, in order to deliv-
er both its important public
health objectives, as well as
improvements needed to
strengthen the competitive-
ness of the pharmaceutical
industry in an enlarged EU.
This position paper contains
various proposals concerning
the creation of a database on
medicinal products which is
to be accessible to the gener-
al public. 

TThhee  nneeww  lleeggiissllaattiioonn  ((aappppeenn--
ddiixx  11))  iinnttrroodduucceess  tthhee  ffoollllooww--
iinngg  ffeeaattuurreess  aass  ppaarrtt  ooff  tthhee
ddaattaabbaassee  oonn  aauutthhoorriisseedd  mmeedd--
iicciinnaall  pprroodduuccttss::  

ñ Authorised package leaf-
lets (PL) shall be accessible
to the general public and
worded in an understand-
able manner

ñ The database shall be
maintained up to date and
managed independently of
pharmaceutical companies

ñ A section for medicines
authorised for use in chil-
dren shall be included 

ñ SPC and label wording will
be included

ñ Where appropriate the
database shall include ref-
erence to data on clinical
trials (completed or on-
going) from the clinical tri-
als database (article 11,
Directive 2001/20/EC)

ñ The database will be
developed in stages start-
ing with centrally autho-
rised products, followed
by MR then nationally reg-
istered products.

BBaacckkggrroouunndd  

Currently there are several
initiatives on-going to build
databases containing med-
ical product information
accessible across Europe.

Specifically these include:
EudraCT, EudraVigilance
medicinal product dictionary
and EuroPHARM. Industry
and EMEA are in agreement
that there should be one ref-
erence point for all telematics
systems and that the source
should be authoritative and
reliable. It is also anticipated
that certain data which
should be accessible to the
public, as per the legislation
outlined above, should be
retrieved from the Euro-
PHARM database. 

With respect to the data that
will be provided for the
EudraVigilance medicinal
product dictionary, EMEA
and Industry have agreed
that: 

ñ data entry will not be dupli-
cated for subsequent entry
into EuroPHARM 

ñ the data model for each
database will be the same

MMeeddiicciinnaall  PPrroodduuccttss  DDaattaabbaassee  
AAcccceessssiibbllee  ttoo  tthhee  GGeenneerraall  PPuubblliicc

Revision of the EU Pharmaceutical Legislation




