The French Approach to Rx

By Hopeood Wise

PARIS - Franee is a country of
pharmacies, oflen more comnon-
place on a cily street than bhou-
langeries; their neon green signs
are often the only thing noticeable
on an atherwise subducd street,

With a population of 60 million
and the second-largest economy
inwestern Europe, France is vilal
to the cosmeties and pharmaceut-
icals industries. Entry into this
market, however. reguires an
understanding of European law,

But in this fledgling arvea of
European legislation, until the
upcoming European Directive
on Pharmaeeuticals is approved
and fully implemenied national
legislation very often determi-
nes what may be sold in a given
national market and whetherthe
producet is reserved for sale only
{through pharmacies.

To bring about a single Euro-
pean market in pharmaceuti-
cals, the European Commission
established a “mutual recogni-
tion procedure” for the enlry of
drags into the European market,
which become effective January
1, 1998, Kuropean regulation of
pharmaceuticals — which in-
cludes both medications and ¢os-
metics — is, however, still in ils
early stages.

The Euaropean Union has es-
tablished a harmonized ap-
proval process for medications,
and it has also established a com-
mon Buropean Commission ap-
plication procedure. The soon-
to-be-passed European Direc-
tive on Generic Medicines will
further harmonize theé Eurepean
market, .

Indeed, the proposed generie
medicines directive, with ifs
broaderdefinition of “eurogene-
rie” products and its unified pro-
cedure, will no doubt resuli in a
great increase in the numberand
diversity of generics in Europe.
However, that directive only gov-
erns generie medicines; it still
has to be passed and imple-
mented in the member states.

National Iaw thos remalns
very relevant. indeed, ity most of
the European Union member
states the very seope of pharma-
cists” control over lhe sale of
medicines and other products in
drug stores and pharmacies re-
mains an issue of national law.

Certain European countries. in-
eluding Germany and Belgium,
have cstablished a legislafive def-
inition of medicines, whereas
others, sueh as taly and the Uni-
ted Kingdom, have not,t and Euro-
pean law leaves it to the member
states to determine rules regard-
ing the sale of pharmaceutical
products within national borders.
European and national courts
have repeatedly held that nation-
al legislation reserving a product
for sale within pharmacies does
not constitute a violation to com-
mon market principles.

When an American manufae-
turer of medicines or cosmetics
attempts to infroduce a product
into one of the Eurepean Linion
member states its classification
is determined by substantive na-
tional pules, Thus, the traditions
or legislative whims of a country
like Franee might cause a prod-
uct to be classified as a “medi-
cine” that may only be sold in a
pharmacy bul may not require a

medical preseription.

Indeed, although the Directive
on Classificalion (92726/EREQ) of
March 1992 established that
medicines should be classified
a5 either prescription or nonpre-
seription, when products are in-
troduced to individual countries
-~ 2% apposed to throughout the
Enropcan Union — differences
may arise in the regulation of in-
dividual medications.

Tothe distress of some.2a prod-
uct may fuce an easier path to ap-
proval when it is introduced in
one member nation as opposed to
another. If a pharmaceutical
company wants-to marked a drug
in more than one member coun-
try the firstnation to approve the
drug hbecomes known ags the
“refercnce member state.”

Some claim thal this lack of
harmonization results inariskto
the public health, allowing eniry
of products into the Furopean
market hy more liberal path-
ways. such as through England.®
However, states Dagmar Roth-
Behrendt, a member of the Euro-
pean Parlinment, “there are ap-
parent deficits inthe functioning

of the mulual-recoghition proce- |

dura, since some member states
sometimes do not-dccept 8 mar-
ket authorization from others.”

Entry ofaproduct intothe
French market

Avcording to the French Code
of Public Health, for a company
to validly manufacture, prepare
or import pharmaceutical prod-
ucts in France, that entity must
declare its exislence to the
Agence Francaise de Sécurité
Sanitaire des Produits de Santé
{AFSSAPS), which isan m&EEM-

_-the French °

The pharmnacy moenopely in
France

In France when a product is
deemed to be a medicine undey
the governing Artiele L. 512 of
‘ode of Public
Health it falls within the mono-
pole pharmaceutique, and thus
may anly be sold in an establish-
ment where a licensed pharma-
cigtisonduty. Such sales must be
made directly between the phar-
macy and the consumer — nio in-
termediary is permitted.

French legislation expressly

‘prohibits sales through such inter-

mediaries as wholesale groups,
superstores or any business that is
owned or administered by an indi-
vidual who does not have a phar-
maeist’s diploma. Furthermore,

medicines, in Belgium and France:
such items are only available in®
pharmacies. Legislation on ho-
meopathic treatments also may
differ from eountry to country,

In Franece herbal treatments
{hat are not subject {o condition-
ing muy be sold by liconsed herb-
alists, who may sell all plant sub-
stances that are listed in a phar-

“macopoea and not classified poi-

sonious  Substances.  Further-

more, a certain number of plants-
have been exemptied from the

pharmacy monopoly and avescld
withowt restrietion.

Only certain plant mscm&:nmm.
approved: by decree. can be
mixed fogether in one product.
Veterinarians and opticians also

‘benefit from certain exemptions

fromthe pharmacy moniopoly.
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certain other products not spec
cally falling under the definition
of medication are also subject o

the wwu..smaw monopoly and Eww

therefore not be sold e:ﬁnm ofa
pharmacy, A nonexhaustive mﬁ?
mary of such products mwtmm?. jin
the hoxonthis page.

Aproditet may be %m_ﬂmg tobe

a medicine in ¥France mnncn&sm _

to its presentation, its function or
its composition, Regarding pre-
sentation, when a product (such
as a plant) normally does not fall
under the compositional defini-
tion of a medicine is marketed in
the form of geleaps oy pills it may
still be deemed to fall under the
pharmaey monopoly. While cos-
metics (all under the definition
of pharmaceutical products and
tequire the above-mentioned ap-
proval, once such approval is ob-
tained their sale is not subjecito
the pharmacy monopoly and may

be sold in any outlet.
Some stores, called “para-
pharmacies” in France, specia-

fize in cosmetic products and
other nonmedicinal items. Para-
pharmacies are managed by &
pharmacist but do not require a
pharmacist to be on duty.
Whereas in other countries of
Eurcpe hoth pharmacies and au-
thorized druggists have the au-
thority to sell over-the-counter

33%. STODES yWhat de-
e national vs»gﬁnm:ﬁam_ reg-
Culations will remain relevant in

light ofithe harmonizing trend of
‘geiieric products. But national re-
wm.mﬁﬁs to the implementation of
‘European market rules can be ex-

pected, especially from France.
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