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Amendment to the broposaL for a .
~ "COUNCIL DIRECTIVE:. = . |
. .on the wholesale distribution i .co -

of medicinal products: for-human usqﬁifr#



T T iAt 1ts plenary ‘Session-on- 12 June 1991 ‘the ‘Buropean :Parliament ‘approved.the. = 47 -
Commission proposal on the ‘wholesdle. distribution.of medicinal “products for: . vy

" e e

‘human use ‘(COM(89)607 :final; SYN 229 ‘0f 26 Jamuary 1990). - . - . . :

- Pursuant to Article: 149(3) -of the EEC Treaty, -the Comrission‘has decided to
make 11 amendments to i1ts proposal. :

Firgt, the Commission has included Parliament’s amendments concerning the

- public service obligations of :wholesalers supplying: pharmacies..:-Since not
:all the Member States apply thls system, it was found inappropriate to -

Introduce it throughout the Commnity. On the other-hard, the new rules
must allow the Member States which practise this system to retain it. = . >

© .- Many of the amendments adopted.by Parliament are designed to.tighten up the
. obligations imposed on all wholesale distributors of medicinal .products.

The Commission feels that these obligations. come under the guidelines on

- good distribution practices. The Commission has accepted Parliament’'s

amendment calling for these guidelines to be published within two years of
adoption of the Directive and the amendment requiring all wholesale
distributors of medicinal products to give an undertaking to comply with
them.

The Commission has not accepted the amerdments stipulating that all
wholesale distributors of medicinal -products must have a pharmacist at
their disposal. This requirement would have posed serious problems in at
least half the Member States and camnot be justified.on public . health

-
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Amendment to the proposal for a

_COUNCIL DIRECT!VE

on the wholesale distributicn

SYN 229

of medicinal products for human use

(Presented by the Commission in accordance with
Article 149 paragraph 3 of the EEC Treaty)

Original proposal Amended proposal

Titel and visas unchanged

First recital unchanged

Fi;ﬁi recital a (new)

Whereas, according to Article 100a,
the completion of the internal
market must be . based on the highest
possible level - of environmental,
public health and _consumer

protection;

Second recital

Whereas t(he wholesale distribution
of medi:inal products for human use
is at present subject to different
provisions 1in the various Member
States; whereas many operations
involving the wholesale distribution
of medicinal products may cover
simultaneously several Member
States; '

Whereas the wholesale distribution
of medicinal products for bhuman use
is at present subject to different
provisions in the various Member
States; whereas many operations
involving the wholésale distribution
of medicinal products cover and will
increasingly cover simultaneousty
several Member States;

Third recitat unchanged

Fourth recitat

Whereas any person involved in the
wholesale distribution of medicinal
products should be in possession of
a special authorization; whereas
pharmacists and persons authorized
to supply medicinal products
directly to the public, and who
confine themselves to this activity,
should be exempt from obtaining this
authorization; whereas 1L is always
necessary in order o control the
complete chain_of distribution of
medicinal products, that pharmacists
and persons authorized to deliver
medicinal products to the public
keep records showing
transactions;

entry

Whereas any person involved in the
wholesale distribution of medicinal
products should be in possession of
a specific authorization; whereas
the definition of distribution does
not cover dividing up, packaging and
presentation operations referred to

in_ Article 16 of Directive 75/219

and_In__the amendments therclo or
operations _linked to direct -upply
to the public;



- ‘original proposal .

~ :Amended proposal...

-Fourth recital a {(new)

Whereas it is necessary to lay down
uniform rules applicable -throughout
the Community with a - view- to
establishing the <conditions for

obtaining authorization,

. arrangements - ‘fn___connection _wilh

transport, personnel and premises,
and the procedures for -the checks to

be carried out by the Member States;

‘Fifth recital unchanged

Article 1 paragraph 1 and 2 unchanged

Article 1(2a)(new)

2a. For the purposes of this

directive ‘public service

~obliqations’ shall include

obligation for wholesalers

guarantee a constant .range

medicinal products to meet the .needs
of a qeographically .determined
territory and to ensure the supply
at very short notice .0of the products

requested throughout the "territory -

in_question.

Articles 2, 3 and -4 -unchanged



(c)

(b)

(d)

Ooriginatl gpropesal

Article 5§ (a) and (b) unchanged

they must undertake to fulfil
the obligations incumbent on
‘them under the terms of

Article 6.

Article 5 (¢)

(c) they must undertake to comply

with sound distribution
practices and to establish that
they have the requisite means at
their .disposal to apply them in

practice.

Article 6 (a) unchanged

Article 6 (b) -

to obtain medicinal products
only from _persons who. are
themselves in possession of .the
authorization referred. to in
Article 3(1) or who are exempt
from obtalining this
authorfzation wunder the terms
of Article 3(2);

(b) to obtain medicinal products
only from persons who hold an
authorization as referred to in

Article 16 et seq_of Direclive

75/319/EEC, or. who are
+ Lhemselves 1{n= possession of the

authorization referred to  in
Article 3(]l) or who are exempl
from obtaining this

authorization under the terms
of Article 3(2);

Article 6 (¢) unchanged

Article 6 (d)

to have an emergency plan which
allows participation 1in any
action .of withdrawal from. the

market ordered by the competent .

authorities or initiated by the
manufacturer of the medicinal
product concerned;

(d) to accept an ‘emergency plan

which allows participation  in
any action of withdrawal from
the market ordered by the
competent authorities of the
Member State or initiated by the
manufacturer/importer of the
medicinal product concerned;

Article 6 (e), (f) ‘and (g) unchanged




Original proposat

Amended proposai

Article 7

With regard. to the supply: of medicinal products to
pharmacists and persons authorized to supply medicinat
produces to the public, Member Stazes shall not impose ugon.
the holder of an authorization referred to in Arice 3 (1),
which has beer granted by another Member State, any

The public servi i
] ¢g_aobligation
imposed by ecertain Member States o:
wholesalers established in theif
territortes shall not be affected by

this directive.

obligation strict:r than those they impose on persons which
they- have themsclves authorized to carry our equivalent .

P L

"Articles 8 and 9 unchanged

Article 10

1f appropriate, the Commission shall
publish guidelines on good
distribution practices. In that
case the pharmaceutical committee
instituted by Council
Decision 75/320/EEC' shall be
consulted.

Within a period of two years from
the date of adoption of this
directive, the Commission shall
publish guidelines on good
distribution practices. It shall
update this publication annuaily.
It shall consult for this purpose
the pharmaceutical committee
instituted by Council Decision
75/320/EEC. ' .

Articles 11-and 12 unchanged




Amendment to the proposal! for a
COUNCIL DIRECTIVE
on the [egal status for the supply

of medicinal products for human use



At its plenary session on 12 June 1991 the European Parliament approved the

Commission proposal concerning the legal status for the supply of medicinal
products for human use (COM(89)607 final, SYN 230 of 26 Jamuary 1990).

Pursuant to Article 149(3) of the EEC Treaty, the Commission has decided to

make 13 amerdments to its proposal.

In its opinion, Parliament proposed a system for the classification of
medicinal products very different to the system envisaged by the
Commission. The Commission has decided to accept Parliament’s suggestion

and has therefore included all the amendments concerning the classification-

system. The title of the proposal for a Directive has also been amended,
as requested by Parliament. As a result, the suggested amendments to
Article 4 of the Commission’s original proposal are no longer necessary
since the classification criteria are now included in Article 3 of the
amended proposal. | |

The Conrmlssion has also aooepted Parlia.ment s amendments allowing a. t:une
limit of five years. from the date of adoption of the Directive to draw up a

"list of the medicinal products available without medical prescription and a
. list of products avallable on medical prescription only... o
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Amendment to the proposal for a

SYN 230

COUNCIL DIRECTIVE

on the legal status for supply

of medicinal products for human-use.

(Presented by the Commission In accordance with
Article 149 paragraph 3 of the EEC Treaty)

Original proposal

Titel

Proposal for a Council ‘directive
concerning the legal status for thg
supply of' medicinal - products for

human use.

Amended proposal

Proposal fbr“'a' Council directive’
concerning -the legal status for the
supply of -medicinal products for
human use and _their classification.

Visas and three first recitals unChangédi_

Fourth recitai

Whereas, moreover, -persons moving
around within the Community have the
right to carry a reasonable gquantity
of ‘medicinal products legitimately
obtained for their persoconal use;
whereas it must also be possible for
a person established in one Member
State to receive from another Member
State a reasonable quantity of
medicinal products intended for his
personal use; whereas it is
important therefore to harmonize the
conditions ¢of delivery of medicinal
products to the public;

Whereas, moreover, persons moving
around within the Community have the
right to carry a reasonable quantity
of medicinal products legitimately
obtained for their personal use;
whereas it must also be possible for
a person established in one Member
State to receive from another Member
State a3 reasonable quantity of
medicinal products intended for his
personal usei..

Fifth and sixth recitals unchanged



BRI

~'aﬂrﬁginalrproposalﬁMM‘A_ ook
N Article 1
1.. This Directive--concerns .the = .

. legal status for the 'supply of

. medicinal products. .for. human use. in

_the Community.

<. 2. For the purpose of this Council
pirective, +the definition .of
'medicinal product’ in Article .1 of
Council  Directive 65/65/EEC shall

" apply.

_ -.Amended. proposail. . . R S S T
Jd..: "This.Directive concerns ‘the - -~ " -
-legal status - for. the 'supply of E

their -classification in the

‘ACommunity as:

--medicinal produ biec [}
medical ‘prescription,
~ medicinal pr not .su

to medical prescription.

2. For-the purpose of this Council
.Directive, the
'‘medicinal product' set  out .in
.Article 4. of Council 'Directive.
65/65/EEC shall apply.

In addition,

'medical prescription’ shall
mean: any prescription_ emanating
from a professional qualified to
prescribe medicinal products. -~

definiticn of-

- medicinal: products for human use'and -



original proposal

Amended proposal

Article 2

1. When a marketing authorization is
granted, the competent authority
shall specify the gl§§§1§;g§;1gn,
of the medicinal product; -

- medicinal product §ugig££__£Q”A

medical prescription,

- medicinal product not subject to - -

medical prescription,

hi n h riterig lai wn -

in Article 3(1) shall apply.

2. The competent gufhgritigg shall .

specify the subcateqories of

medicinal products which c¢an only
be supplied on_ medical

Qresgrlgtxgn ~In this case they
shall . use. the  following

classification:

(a)medicinal products available on
renewable or non-renewable

medical prescription,
(b)mediginal products sublect to
special medical prescription.

(cimedicinal products available on

restricted medical prescription
reserved for ‘certain specialized
areas. '




1
. competent aushe

original proposatl. = ..

"Article 3

supply. of the ,:_ucdicin:ll proéuct:

— medicinal product not subject to medical prescription,

— .medicinal product subject to medical prescription,

mentioning onc of the - categories referred. 10 in

Article 2.

To this end, the criteria laid down in Artcle 4 shall

apply.

2. All medical products containing a
‘new chemical shall be subject to
‘medical prescription, and classed
in one of the categories referred to

in Article 2.

When - a marketing authorization is granted, the
it ity shall specify the legal status for the -

_Amended proposal .

icinal. ~hall be-
to- medical. prescription:where;
h - pr. nt - a nger; dir ly
r_indir 1 ven under normal
ith medical rvigion or -
th re u fr ntl nd ‘
r xten nder the wronqg.

conditions and this is likely to
-a direct or indire danger-

to health or

they contain_substances. or

preparations based _on. substances

wh ffects and/or side effects"

require more detailed research or .

- they are, with certain exceptions,
administered. parenteral ly or
- they are administered.

2.
subcategory of mediginal product

parenterally or-
they cause addiction and/or
dependence.

Where Member States specify a

subject to special medical

T

ription oun hall be taken.

of the following elements:

the presence in- the medicinal

product of a_non-exempted. dosage. . .

of 38 substance classified as a
psychotropic or a narcotic
substance within the meaninc of
the relevant internatignal
conventions: (United Nations
Conventions Qf 1961 and 197%t) or-
the possibility - that the
medicinal product  ¢gould, if
improperly used, give rise to
major risks of medicinal abuse,
cause addiction or be misused for
illegal purposes,or.




B 8 oI e e e iRy e

e ataTe

3. The competent authority shall
publish at least annually the ‘list
of medicinal products subject to
medical prescription, specifying the
category of classification.

Amended proppsai o

T

‘-,.mijrgsence in the medicinal

product of a substance which,

because of its novelty or
properties, could be included in

that cateqory as a precautionary
‘Measure.

2a. In_ cases where Member States

wcify a  subcategor f medicinal .

products subject to limited mgQigall

prescription, they shall take

account of the following elements

- medicinal products which, by
reason_ of their pharmacoloqical
characteristics or their novelty
or _in the interest of public
health, are reserved for use in
treatments which can only be
carried out in hospitals.

- medicinal products employed in
the treatment of illnesses which
require diagnosis in a hospital
or other institution with
adecuete facilities for
diacnosis, but where

"administration and follow-up can
be carried out outside the
hospital or in establishments
equippad with adecuate diagnostic
facilities.

- medicinz) products for use by

out-patients which could produce
.severe. adveige effects and which
therefcre call for supervised
treatrmen: .

3, The competent authority shall

publish at least annually the list
of medicinal! products subject tc
medical prescription specifying the
category of classification ang
circylate this list to the medjcal
professionals in their territory,

E



oot e Amended Proposal oot Lo i g

Article 4

) - ‘ Y T?he 4; i b &l e g . i\h
1. Mecdicinal products which contain substances w'lnd: egal status -of supply of ' -
are likely to present a direct or indirect «danger 1o thuman - A medicinal ‘product sha! l be )
. health, even-under-normal-conditions-of -use;-shall-not be— - - :
* supplied to the public without :medical prescription. The set out in the mar‘kem ng
following criteria shall \be .taken into .consideration iin :this at -
autho. # inc:
respect: ‘ horization and included in

the summary of the product ) ' . -

{a) porential risks appearing dunng the preclinical and

clinical tests and trials; characteriistics.

(b) novclty of the. acuvc iprinciple, as stated in Article 3,
oruphi2;

{c) possibility of serious side effects in normal conditions of
use; .

(d) serious risks associated with -contra-indications and
precautions for use;

{e) indications requiring a medical dxagnosxs or special
medical supervision;

f; harmfulness of constituents under normal conditions of
use, taking into account posology, pack size or possible
excessively extended treatment, . . ) )

(g) -parenteral administration, except when very long term
illness requires an active participation by the patient in
the treatment (for example: diabetes); -

(h) important risk of abuse, addiction or misuse for criminal
purposes,

2. Morcover, medical products which may be available
without prescription shall show a substantial safety in usc in
-the ‘treatment of minor ailmencs or symptoms, usually
«capable of rapid. and spontaneous relicf, which are .casily ' . .
identifiable by users and do.'not justify a medical ;o - [P Sy S
consultation. : - : ; ’ noo ! T o B




Original proposal

1. Within two years of adoption of this Directive, the
"Member States shall communicate to the Commission and to
the other Member States, the list of medicines which are
available only on medical prescription on their territory,
mentioning the category of classification. :

2. Each year Member States shall
communicate to the Commission.and to
the other Member States the changes
that have been made to the list
referred to in paragraph 1.

3. Within four years of adoption of
this Directive, the Commission shall
submit a report to the Council on
the application_ of this Directive.
This report will be accompanied, if
necessary, by appropriate proposals.

Amended nroposal

Article 5

1. Unchanged

2. Each year Member States shall
communicate to the Commission and to
the other Member States the 1list
referred_to in paragraph 1 _and the
changes that have been made thereto.

3. within five years of adoption of
this Directive, the Commission shall
draw_up a list of the medicinal
products in _all Member States which
are available only on medical
prescription. The list shall apply
to all Member States.

“. Within five vears of adoption
of this Directive, the Commission
shall draw up a list of the

medicinal products in all the Member
States. which are available without
medical prescription. This list

shall apply to all the Member
States. ' :

Articles 6 and 7 unchanged

N6
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Amendment to the proposal for a
COUNCIL DIRECTIVE
on the labelling of medicinal products for human use *
and on package leaflets

, : g

i : - ii 2 i
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At its plenary session on 12 June 1981 the European Parliament. approved the -

_ Commission proposal on the labelling of medic:i.na.l'.,.p;'od.ucts for human.use
.- and on package leaflets (OOM(89)607 final, SYN 231 of 26 Jamuary 1990).: .

--Pursuant to Article 149(3) of the EEC. Treaty, the Commission has decided to™

make 16 amendments to its proposal.

- The Commission has accepted the two . amendments clarifying the definitions
of terms used in the proposal, the amendment stipulating that only the
excipients that should be known about to ensure safe and effective use of
the medicinal product need appear on the label and the amerdment removing
the obligation to indicate the name of the mamufacturer, if other than the
person responsz_ble for placing the product on the market. It has not
included the other amendments on labelling, since care must be taken to.
avoid putting too much on the label and making it impracticable for
manﬁfaoturers or incomprehensible for consumers. -

The Commission has included several of the amerdments adopted by Parliament
on small outer packaging.

.As regards the package leaflet, the Commission has included the amerdments
made by Parliament to bring the text of the proposal into line with the -
-rules on labelling plus two other major additions: . detalls of the nature .

and -expected effeot of us:Lng the medicinal product and spemfication of the- -

- date on which the package leaflet was last revised

- Finally, two amendments to the general guideli.rxes" have also been-accepted.
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Amernront. to-the proposal
“COUNCIL DIRECTIVE’

for a.- . R . L IR 7 “
- SYNt 237,

and on package

. < (Presented. by the:Commission in accordance with .- .

S LArticle.- 149 pdragraph 3 of the EEC Treaty)

Original proposal

‘on the tabel.ling of medicinal products for :zhuman-use-

leaflets

Amended proposal

Titels and. visas unchanged

Recitals unchanged

CHAPTER' I

Scope ‘and def.initions

Article 1

This Dircctive, deals with the labelling of medicinal

praducts for human use and leaflets inserted in packages of

such praducts.

,
cmedicinal product laid-down in Article . of Dircctive

Yor the purposes of this Directive, the definition of

65763 /EEC shall apply. In addition to this:

medicinal product”
shall mean the mame given to a
medicinal product, which may be an
invented name or a common chemical
a trademark or

"name of the

name together with
the name of the manufacturer;

‘common  name’ shall  mean  the  international
non-proprictary name  recommended by the World
Healdh Organization, or, if one does not exist, the usual

conuny e,

immediate packaging” shall mean the container or other
torm of packagmyg immediately in contact with the
medicinal product;

‘outer packaging” shall mean the packaging into which is
placed the imediate packaging,

leafler  containing
accompanies  the

‘package deafler shalt mean a
information  for the user which
medicinal product to which it refers.

This Dirccove deals with the labelling-of médicinal

yroducts for human use and leaflers inserted an-packages.of
I t ) 8

such products.

2.

For the purpases of this Directive, the définttion of

‘medicinal prodocs” Laid. down in Artcle 1 of Directive
65765TEEC shall appli. In’ addition to this:

"name of the medicinal product”
shall the name given to a
medicinal product, which may be an
invented name or a common chemical
name together with a trademark or
the manufacturer; in

mean

the name of

the case of an invented name, this
shall not bho confused with the
common_name;

— ‘camman name’ shall  mean  the international

non-propricry nane recommended by the Warld
Health Organccanan, or, il one does not exist, the usual
common name,

— ‘unmediue packaging” shall mean the container or other

form of packaging immediatey in. contact with the
medicinal produdt;

‘outer packageng” shall mean the packaging.into which is
placed the immeduate packaging;

package leatled” shall mean 4 leafler  containing
informadon 10 the user which  accompanices the
medicinal product 1o which it refers.
"labelling- shall mean the
particulars provided on the outer

or immedia:ze_ packaging;.
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Original proposal

Amended proposal

‘Article 2 unchanged

CHAPTER ||
* ‘Labelling of ‘medicinal products -

. Article 3

iThe following particulars shall appear on the outer

! packaging of medicinal products or, where there is no outer’

! packaging. on the immediate packaging:

“(a) the name of the medicinal product, including or followed
by the common name if the product contains only one
active ingredient;

(b} a statement: of the active ingredients  expressed
qualitatively and quantitatively per .dosage unit or
according to the form of administration for a given
valume or weighi, using their common names;

(¢} the pharmaccutical form and the contents by weigh, by
volume or number or doses of the produc;

d)y a list of the _excipients;

{e) the route and method of admimisiration:

5{) aspecial warning that the prodact muse be stored out of

reach of children;

the expiry date in clear terms {month/ycar);

s
{h) special starage precautions, if any;
products or waste materials derived from such products,

if appropriag; -

.3) the name and address of the-person
responsible for placing the
medicinal © product on the market
and, where different, of the
manufacturer;

(k) the number-of the authorization to put.the medicinal
product on the market;

) dhe manofacuarer’s barch number.,

(1) special precautons for disposal of unused medicinal’

The following particutars - shall appear on the outer

packaging of medicinal products or. where there is no outer -

packaging,-on the immediace packaging:

(a} thename of the medicinal product. including or followed
by the common name if the product contains only one
active ingredient;

{b) 2 stacement  of the active ingredients expressed

" qualitadvely and’ quantitatively per dosage wnt or .

according ta the form of administration for 3 given
volume or weight, using their common uames:

{c) the pharmaceutical form and the contents b werght, by
_volume or number or doses of the product;
d) the excipients that should bhe

known about to ensure an

effective use of the medicinal

product;

(et the route and method of admmistraton:

(£} aspecial wasung that the prodact meise be stored ow o1

reach of chitdren;
() she expiry date o clear terms (mandh/ vear);
hy spectal storage precautions, if anec:

(1) specal precautions for disposal of unused medicinal
products or waste matdrials derived from such producs,

if appropriate;

-j)} the .name -and-,addresa of the

person -responsible . for placing
the  medicinal produ - on the

market;

(k) the number of the authorization o put the medicinal
product an the markert; )

() the manuwlacturer’s barch number,



laid down in Article 3:

name of the medicinal product,

-quantity of active constituents, using common names,

route-and method of administracion,
expiry date,

batch number.

Paragraph -1 shal)l not apply to
immediate packagings containing a
single dose which are too small to
contain all the particulars listed
in paragraph 1. ~

;':33r,j'Orwg1nalppr0po$al¢f[ S el
CArticle 4
..1. The  .following parcticulars ehall 1.
. “-appear: *on.- immediate packagings
.placed in an outer pacKaging which’
.complies with the .—requirements

At

.Amended’ proposal . ... oot

least: the  “following
particulare ‘shall-> appear - on '
immediate packagings: placedin an
outer packaging whiich complies -
with the requirements  laid down’
in Article 3:

name of the medicinal product,

route and mcthod of administration,
expiry date,

batch number.

2. Immediate packagings which are
too small to carry -all the
particulars listed in Article 3
shall carry at least the
following particulars:

- name of the medicinal product,

- route and method of

administration,

- expiry date,
- batch number,

- contents by weight,

by volume or

by number of doses.

3. Immediate packagings other than

those referred in paragraphs

1 and 2 shall carry the

particutars faid down

.4\

quantity of active constituents, using common names,

in Article 3.

s

i



original proposal

Amended proposal

Article 5 and 6 unchanged

CHAPTER 111
User leaflet

Article 7

The inclusion in 'the ‘packaging - of
medicinal: products of a

leaflet for the information of users

. shall be obligatory unless all the

information required by Article 8 is

package-

The inclusion .in .the packaging of
medicinal products of a package
leafiet for the information of users
shall be obligatory wunless all the
information required by Article 8 is

directly conveyed on the outer .directly conveyed on the outer

packaqing or on the immediate packaging or on the ' immediate

packaging. packaging or unless the medicinal
pto@uct may be administered only by
a health professional.

Article 8

1. The leaflet shall include, usually
in the following order:

a) for the identification of the
medicinal product:

- name of the medicinal product
~ quantitative and qualitative
composition in terms of active

ingredients, ~using the common
names, .
- pharmaco—thé:apeutic group, if,
exists a term easily

there
comprehensible for the patient,

1. The leaflet shall be drawn up in
accordance with the summary of
product charactoristics; ‘it shall
contain, usually in the

following order: .

a) for the identification of the
medicinal product:

- name of the medicinal product

in accordance with Article
3(a),
- full quantitative and

qualitative composition in
terms' of active ingredients and
excipients, wusing the common
names,

- pharmaceutical ~form and contents
by weight, by volume or by dosage

units,

- pharmaco—therapeutic group, o-
" type of action, if there exists a
term easily comprehensible for

the patient, or, i€ not, an

indication of this cateqory in
terms of a simple description_of

what it covers




Or iginal proposat

— name and: address of the holder of the avarketing
authorization, and, where different, of e

manufacturer;-
{b) the therapeutic tndications;

{c) a list of information. which is useful before taking a
medicinal product:

— contra-indications,,
— appropriatc precautions for use,

— interactions with other medicinal products and other
forms of interaction ({or example, alcohol, tobacco)
which-may affect the use of the medicine,

— special warnings,

this lise must:

— take into account the particular condition of certain
categories of wsers (c.g. children, pregnant or
breastfeeding women, the elderly, persons with .
specific pathological conditions),

— mention, if appropriate, potendal cffects on the
ability to drive vehides or to operate machinery,

— refer w the excipients knowledge of which i
important for a safe and effective use of the-medicinal
product;

d) the ‘'necessary instructions for
proper use, in particular: ’

-~ the usgual dose and maximum dose,

- the method" and Toute of
administration,

- the frequency of administration,
specifying if  necessary the
"appropriate time at which the
medicinal product should or must
be administered;

and, as appropriate, depending .on
© thé nature of the product

Amended proposal

— mame and address of the holder of the marketing
authorization, and. where differene, of  the
come e manufaceurery - oo o L. L

£b} ehe therapeutic indications:

(e} @ list of information which is ascful before taking a
medicinal produce:
— contra-indications,
— appropriate precautions for use,

— interactions with other medicinal products and other
" forms of interacuion (for example, alcohol, tobacco)
which may affect the use of the medicine,

— special warnings,

this list must:

— take into account the particular conditon of certain
categories of users (e.g. childeen, pregimant or
breastfeeding women, the cldercly. persans with

specific pathological condinons),
— meniion. i approprie, potential effects on the
ability ta drive vehicles or o operate machinery,

— refer to the exciprenis knowledge of which s

ttor a safeand etfective useot themedicinal

unportas
praducr:

d) the necessary instructions for
°. proper use, in particular:

- the usual dose, together with
wording indicating that this
does not apply for different
doses being prescribed, and, if
possible, the maximum dose
together with a warning that
the doge and therapeutic
procedure may be modified by
the preéscriber;’ : '

- the method and route of
administration,

- the frequency of
administration, specifying if
necessary the appropriate time
at which the medicinal product
should or must be administered; -

and, as arpropriate, depending on
" -the nature of the product

“



- = :the

‘origi'nal proposal =

- the duration of treatment, when it

should be limited, .

action to undertake
case of overdose

emergency procedures, antidotes),

- the course of action to .take when

a dose has not been taken,

- the Away the treatment should be
if stopping.the treatment

.stopped,
may lead to withdrawal effects;

e) a description of the undesirable

effects which can occur under
normal use of the medicinal
product, with indication if

possible of their importance, and

if necessary the action. to be
. taken in such case; if the
medicine isg new, the patient
- should be expressly invited to
communicate any undesirable effect
which is not mentioned in the
leaflet to his doctor or to his

pharmacist;

{f} a reference 1o the expiry die indicated on the label,

g

=

with:

— a warning againse using the product after this
date, :

— where appropriate, special storage precautions,

— if necessary a warning against visible signs . of
deterioration;

all other inforniation compatible with the summary of

product characteristics of the product, useful for healch

education, and on condition that it is not of a

promotional nature,

in the
(symptoms,

e)

‘Amended proposal
the duration of treatment, when
it should be limited,;

the nature and expeéted effect
of using the medicinal product,

the action to undertake in the

case of overdose (symptoms,
emergency procedures and
antidotes where they exist
together with an express

recommendation not to use them
except under medical coatroly,

the course of action to take
.when a dose has not been taken,

the way the treatment should be
stopping the
lead to

stopped, if
treatment . may
withdrawal effects;

a description of the undesirable
effects which can occur when the
medicinal product is used, with
indication if possible of their
importance, and if necessary the
action to be taken -in such case;
the patient should be expressly
invited to communicate any
undesirable effect which is not
mentioned in the: leaflet to his
doctor or to his pharmacist;

() o reference o she expiry dare mdicated on the label,

(n

1)

waith:

— a warmaug agamst using the product after dus
date.

— whete appioprute, special storage precautions,

— if necessany 4 warning against visible signs of
deterioranon:

all other inforriation compatble with the summary of

product characteristics of the product, usefu! for health

conditton that it s not of a

—_—

cducation, and an
promotional niture.

the date on whicﬁ the package

leaflet was last- revised
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-Original proposal

B T Vv

Amended proposail

Article 9

The package leaflet must be written
in clear 'and understandable terms for

the patient, in the official language
or languages of the Member State
where the medicinal product is put on
the market. This provision does not
prevent the leaflet being printed in
several languages, provided that the
same information is given in all the
languages used. .

- " The package -leaflet must. be.written.
is clear,

-in such a way that it
easily legible and understandable
for the patient,

or. languages of

the Member

the market.

same information
languages used.

Article 10 hnchanged

CHAPTER 1V

General and final provisions

Articles 11 and 12 unchanged

Article 13

As necegsary, the Commission shall

publish guidelines concerning:

— the formuladon of certain warnings for certain categorices

— the

of medicinal products,

parucular  information  needs  relative  to

self-medication,

— the readability of particulars on the labelling and

leafler,

— uwtilization of bar codes for the identification of medicinal

For

products,

this purpose, the Commission shall comult the

Committee for Proprictacy Medicmal Products institited by
Dircetive 73/319/EEC.

No later than two vyears after
adoption of this Directive,

the
the

-Commission shall publish guidelines

for the various leaflet sections, in

particular coricer:ning :

in the official language
State
where the medicinal product is put on
This provision does not
prevent the leaflet being printed in
several languages, provided that the
ie given in all the

— the formulanion of certain warnings tor certun caregories

of medicinal praducts,

~ the  parocular informaton  needs  relagee

self-medicanion,
— the readabibin
teaflet,

— utilization o bar codes for the wenufication of medicina!

products. A
- excipients that must be indicated
on the packaging and warnings

referring to them that must be
carried on the packaging.

For this purpose, the Commussion shall cansule

i

of paracalars on he Libelling and

the

Commttee for Propactary Medicimd Products inntuted By

Disective 73739 EEC,

Articles 14, -15.and 16 unchanged
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'Amendment to the proposal for.a
COUNCIL DIRECTIVE’

on advertising

--of medicinal products for human use

26



. *At' its plenary session.on 12 June 1291, the.Buropean :Parliament "a.ppro\red'*the‘:a i

© Commission-proposal -on advertising of medicinal. products for -human use -
(0OM(90)212 final, SYN 273 of 6 June 1990). ' '

Pursuant to-Article 149(3) of the EEC Treaty, the Commission has. decided-to:
make 19 amendments to its proposal. '

The Cammuission has acgepted the amendments prohibiting advertising to the.
. general public of medicinal products which are habit-forming and/or
addictive, of performance—enhancing products or of medicinal products
subject to reimbursement by the soclal security system. It has also
accepted the. ame:ndmen‘bs prohibiting the distribution of free gifts and
bomses and making it. compulsory to include an express instruction to read .
- the label and thepackage leaflet carefully.. The other amendments on
advertising to the general pu.blio have not been included: the Commission
feels that there is no 'need for a Commnity Directive to lay down the
smallest details.on the advertising of medicinal products,.where such
“advertising is allowed.

As regards advertismg to health care professionals, the amended proposal
includes the amendment: omittlng the exception for objects of an
ingignificant J_ntrinsio value and incorporates the rules proposed by
Parliament on the spoﬁéorship of scientific congresses. However, the
Commission could not acoept the procedures advocated by Parliament to
monitor this point. As regards the measures to control free samples, the
Commission felt that: it was inappropriate to replace the quantitative limit
which it had proposed by a time limit.

Finally, the Commission has accepted none of the amerdments on monitoring
and penalties. Since the rules proposed have been harmonized with the
existing Community legislation it saw no need to depart from them.



-3-

Amendment to the proposal for a
COUNCIL DIRECTIVE

SYN 273

on advertising

of Medlcinal products for human use

.{(Presented by the Commission in accordance with
Articie 149 paragraph 3 of the EEC Treaty)

0riglnalaproposa|

. Amended proposal

Tite! and visas unchanged:

Three first recitails .unchanged -

Fourth recital

‘Whereas advertising to- the general
public even of non-prescription
medicinal products could affect
public health, if it was excessive

and ill-considered; whereas -

-advertising of medicinal products to
the general public, where it is
permitted, ought therefore to
satisfy certain essential criteria
which ought to be defined;

Whereas advertising to the general
public even of non-prescription
medicinal products may affect public
-health, if it does not satisfy
certain essential criteria which
ought to be defined;

Fifth, sixth and seventh recitals unchanged

Eighth recital

Whereas persons qualified to
prescribe medicinal products must be
able to carry out these functions

- objectively without. being influenced
by .direct- or .indirect . financial

inducements;

Whereas persons qualified to
prescribe medicinal products must be
able to carry out these functions
objectively without being influenced
by direct or indirect financial - or

other - inducements;



. -Qriginal-proposal - . - . .-+ - Amended-proposal

Ninth recital

" Whereas ‘it should be possible within'. - Whereas it -should. be -possibleswithin-, -

- certain restrictive conditions--"to - - certain -restrictive-. ‘conditions.-to -
“-provide ’‘samples- of .medicinal- - provide ..:samples -.rof . medicinal.- Lo
“wemrmr* o products free of icharge - to- .persons - .. products.-free ..of .charge. to.persons. ~: -» - -
et o.quatified “to pres-;ribg". ‘or .supply - . - .qualified ~:to..prestribe.: sor- s.supply.: .
‘them so-that they. can . familiarize - .. .them..so. that. they can . familiarize. ..
"themselves “with new products . and - themselves . with . new .products and.. . .
‘acquire experience -in dealing with - . acquire experience in ‘deal ing with- _ o
them; them; these free ‘samples of

. B . . - .medicinal. products must, .of course:
not be sold; ’

Tenth.and eleventh recitals unchanged-

Twelfth recital

vihereas each- undertaking which . Whereas each - undertaking which
manufactures " ‘or imports medicinal manufactures or - imports medicinal
products should set up a mechanism products should set up a mechanism
to ensure -that all information to ensure that ali information
supplied about a medicinal product supplied about a medicinal  product -
conforms with the -approved ‘- corresponds to the information

conditions of use,: provided in the summary of the
characteristics of the product, as
approved by the competent

authorities;

CHAPTER 1

.Scope, definitions and general principles
Article 1 unchanged

Article 2

1. Any advertising of a medicinal product n respect 91’
‘which a marketing authorization has not been granted in
accordance with Community law 1s prohibited.

1. Any advenising of a medicinal product in respect of
which a marketing authorization has not been granted in-
accordance with Community law is prohibited.

2. A1l parts of the advertising of a 2. A1 parts of the advertising of a

medicinal product must be compatible medicinal product must conform to
with the particulars listed in the the particulars ... (rest unchanged)

.summary of product characteristics.
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Orig'nal proposal

. 'CHAPTER 11

Amended proposal

Advertising to the general public

Article 3

1.  Member Sta-es shall prohibit the advertising to the
general public of: '

'— ‘medicinal products which contain, ps)'Ch‘P‘LOP.'C‘ °rr
narcotic substances, within the meanming o _‘ ¢ inte
national conventions,

—other medicinal products which are only :.wallablc on
Council Direcuve

.prescription, in accordance with

2. Member Suates shall prohibit the mention in adver-
tising 10 the general public of therapeutic md_lcnuons for
which self-medication is not suitable, in particular:

— wberculosis,

— sexually transmitted discases,
— other serious infectious discascs,
— cancer,

— chronic insomnia,

— diabetes and other metabolic illnesses.

3. The prohibition referred 1o in paragraph 1 shall n;u
apply to vaccination campaigns approved by the
competent authorities of the Member States.

4. The prohibition referred in paragraph 2 shall apply
without prejudice to Anicles 2, 3 and 14 of Directive
89/552/EEC.

5. Member States shall prohibit the free distribution of
" “medicinal products to the public for promotional
" purposes.

1. Member States shall prohibit ‘the advertising to the
general public of:

— medicinal products which contain psychotropic or

narcotic substances, within the meaning of the inter--

national conventions,

— other medicinal products which are only available on
prescription, in accordance. with Council Directive
v/,  JEEC.

- ¥ medicinal products and products
“ which are habit-forming and/or

addictive,.

- any performance-enftancing drugq or

“ product, ‘as defined by the
Council of Europe and the
International Olympic Committee,

~ medicinal products which

are reimbursed by the social

security.

2. Member Siates shall prohibit the mention in adver-
uising 10 the general public of therapeutic indications for
which self-medication is not suitable, in particular:

— tuberculosis,

— sexually transmiued diseases,
— other serious infectious discases,
— cancer,

— chronic insomnia,

— diabetes and other metabolic illnesses.

3. The prohibition referred to in paragraph 1 shall not

apply 1o vaccination campaigns approved by the

competent authorities of the Member States.

4. The prohibition refecred in paragraph 2 shall apply
without prejudice 10 Articles 2, 3 and 14 of Directive
89/552/EEC.

§. Members States shall prohibit
the free distribution of
medicinal products to the pubfic
for promotional purposes,
as well as the coffering of
gifts or bonuses. -




original. proposal

Article 4

Without prejudice to Aricle 3, alt .idwniiiné 10 the

© . general public of a medicinal product shall: .

a)

(b)

ch a fashion that
it is clear that the message 1S
an advértiSement. and t_ha"t. the
product is clearly jdentified as
a medicinal product,

be set out in su

. * Amended proposatl

" Without' prejudice o Article 3, all adverusing 10 the

a)

general public of 2 medicinal product shall:

be set out in such a fashion that
jt §s clear that the message s
an advertisement, .and that the
product is clegr\y gresented as a
medicinal product;

include the following minimum informauon: (b) include the following minimum information:

— the name of the medicinal product, incorporating — the name of the medicinal product, incorporating
or followed by the common .name if l.hc' or followed by the common name if the
medicinal product contains only one acuve medicinal  product contains only one active
ingredient, : ingredient,

— the information necessary for correct usage of — the information necessary for correct usage of
the: medicinal product, such as indications f'or use the medicinal product, such as indications for use
and special precautions, OF, failing this, an and special precautions, -
express invitation 1O read the package leaflet
carefully. . ~ an _express invitation to read the

label and the package Jleaflet
carefully. :
Article S

The advenising of a medicinal product to the general

public shall not contain any material which:

(a) gives the impression that a mcdical.consul'tation or
surgical operadon is. unnecessary, 0 particular by
offering a diagnosis or by suggesting treatment by
mail;

b) suggests erroneously that the

effects of taking the medicine

are guaranteed, or are better
than another treatment;

(c) suggests that the normal good health of the subject .
can be enhanced by waking the medicine, or that it
could be affected by not wtaking the medicine;

(d) is directed solely or ma;niy at children;

{¢) refers to a recommendation by sciéntists or health
professionals; :

(f) suggests that the medicinal product is a foodswff or
a cosmetic, Or wice versa; .

(g suggcslg' that the safety or efficacy of the medicinal
product is due to the fact that it is *natwral’.

The adverusing of a medicinal product to the general
public shall not contain any matenal which: -

(a) gives the impression that a medical consuliauon or.
surgical operation is unnecessary, in particular by
offering a diagnosis or by suggesting treatment by

mail;

b) suggests that
the effects of taking  the.
medicine are guaranteed, or are
better than the ~effects of

another treatment;

(c) suggests that the normal good health of the subject
can be enhanced by 1aking the medicine, or that it
could be affected by not taking the medicine;

(d) 1s directed solely or mainly at children;

(e) refers 0 2 recommendation by scientsts or health
professionals; '

(f) suggests that the medicinal product is a foodstuff or
a cosmeuc, or vice versa;

(g) suggests thar the safety or efficacy of the medicinal -
product is due 1o the fact that it is ‘natural”. -

A
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Original proposal

-7-

- Amended proposal

CHAPTER 111 -
Advertising to health professionals

'Article 6

_ medicinal
‘qualified to
such” products

~Any:  advertising of a
.product to persons
. prescribe .or- supply
“shall include:

— the partculars listed in the summary of product
creaT R ILITISUCS, :

‘— - the legal prescription status of the medicinal product,
"“— the retail price of the various presentations,

— if appropriate, condivons of coverage by the social
security systems.

2. The advenising of a medicinal product 1o persons
qualified o prescribe or supply such products may,
" notwithstanding paragraph 1, include only the name of
the medicinal product, if its sole object is to recall o the

lauer.

Any advertising. of . a medicinal
product to persons qualified to

prescribe or supply or dispense such
products shall include: :

— the particulars listed in the summary  of product
charactenistics, »

— the legal prescription status of the meédicinal product, .
— the reuail price of the various presentations,

— if appropriate, conditions of coverage by the social.
security systems.

2. The advertising of a medicinal product 1o persons
qualified to prescribe -or supply such products may,
nowwithstanding paragraph 1,’include only the name of
the medicinal product, if its sole object is 1o recall to the
fauer. '

Articles 7 and 8 unchanged

Article 9

‘A: In the course of promoting medicina]
products to persons qualified to

prescribe them, it shall be
prohibited to give, proffer or
promise to such persons, directly

or indirectly, any gifts, pecuniary
advantages or benefits in kind, with
the . exception of objects of an
insignificant intrinsic value.

A In the course of advertising
medicinal products to persons
qualified to prescribe them, it

shall be prohibited to give, proffer
or promise to such persons, directly:
or indirectly, any gifts, pecuniary
advantages or ‘benefits in kind.
(rest deleted) '
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original. proposal - % -

2. Persons qualified to prescribe or supply medicinal

pr

oducts shall not solicit or accept any .induccmenl
prohibited under paragraph 1.

3. The prohibition referred to in paragraph ° applies

withou
States

t prejudice to the regulations of the .\Acmb'cr
concerning prices, profit margins and discounts.

Article 9a

. Amended- proposal -

2. Persons qualified to- prescribe or supply medicinal
products. shall not solicit or accept.any iriducement
prohibited under paragraph 1. '

3. The prohibition referred w0 in paragranh ° applies
without prejudice to the regulations of the Member
States concerning prices, profit margins and discounts.

(new)

1. The provisions -of Article 9 shall

' not prevent

undertakings which

produce

or import medicinal

products

from ‘' organizing

congresses

intended solely for

* the.

further scientific training

of health care professionals.

2. In

this case, the hospitality

extended to participants must be

subordinate

to: the main

~scientific objective of the event

during which it 1is provided.
Such hospitality shall be
extended only to health care

professionals.

Article 10

Where medicinal products are being Where medjcina’l' products are being
promoted to persons qua’lif*ied to advertised to persons qualified to
prescribe or supply them, free prescribe or supply or dispose them,
samples shall be provided to such free samples shall be .provided to
persons only on the following 'such persons only on the following

conditions:

(a) two samples at the most may be provided every year

(b)

(c)

to any person qualified to prescribe or to supply
medicinal products; ‘ '

any supply of samples must be in response w0 2
written request, signed and dated, of the recipient;

the samples shall be identical to the smallest presen-
tation on the market;

d) the samples shall be marked "free
medical sample - not for resale"”
or with another legend of
analogous meaning;

conditions:

(a)

®)

(©)

d)

two samples at the most may be provided every year
to any person qualified 10 prescribe or to supply
medicinal products; :

any supply of samples must be in response to a
written request, signed and dated, of the recipient;

the samples shall be identical to the smallest presen-
tation on the market; '

the samples shall be marked,
clearly and indelibly, ‘free
medical sample - not for resale’
or with another legend of
analogous meaning.;

»



9"-

original proposal

(¢) the samples shall be.accompanied by a copy of the

H

summary of product characteristics;

no samples of medicinal products containing ps:ycho—
tropic or narcotic substances within the meaning of
international conventions.may be supplied.

CHAPTER 1V

Amended proposal

() the samples shall be accompanied by a copy of the
summary-of produet characteristics;

(f) no samples of medicinal products conuaining psycho-
tropic or narcotic substances within the meaning of
international conventions may be supplied. :

Monitoring of advertising

Articles 11, 12, 13 and 14 unchanged

M
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