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1, lenufacturers are free to fi: tho price of proprietary medicinal procmcts.

2.

HMost of them apply the compuls ry prices, nomely the vwholesale price

which the pharmacist himsclf must pay. In other cascs, manufacturers ro-
commend a sales price which is usually applied. '

Phormocists, on the other hand, do not enjoy such freedom. They must

. conforn to the provisions of the "German pharmaocutical Tariff™ (Deutsche -

Arzneitaze), This,.tariff is contained in a deorce issued by the Ilinistry
of Finance, as laid dowm by ‘rticle 37 of the law on drugs (Arzneimittel-
gesctz, 156 by 1961 - BCBl. 1 page 533). It is empowered to fix prioces

and. price margins for the salo of dmgs and to enact provisions determining
prices in pharmacies. In d.oin;;.this the Ilinistry must tale account of the
interest of consumers and of phormacists as public institutions and
suppliers of drugs. | |

The provisions regarding prioce formation concern medecines prepared by
the pharmacist, |

The pharmacist's margin for proprietary druge varies according to the
wholesale price. The present morgin was fixed by the decree of 6 June
1968 (3:nz. no. 107)s To the vholesale price applied on a normsl mariet
must be added, ‘ '

¢

a 70 4 inoreasc up to 2440 III (gross profit 42.6 %)
a 68 ¢ increase from 2,63 to 7.50 Dil (gross profit 40.5 7))
a 63 % incresse from 8.21 to 14.28 DU (gross profit 38°7.%)
‘a 53 ¢ inorease from 17 to 24.75 DM (gross profit 34.6 7%
a 47 ¢ increase from 26,80 to 38 DM (gross profit 32 %)

a 42 {5 increase from 42,53 to 57 D (gross profit 29.6 %)

a 35 ¢, increase over 68,40 IiI A (gross profit 25.9 )

B
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3, However, o draft law currently before the Bundestag provides for a _ ‘
. : Y,
reduction of 3.4 % in the dispenging pharmacist's margins and for &

a maximum wholesaler's margin., - '

On the other hand, the discounts granted by the dispensing pharmacists \
.. - to the siclmess insurance funds. will decrease from 7 to 5 o ' \

4. Finally, in order to ensurc botter market transparency, an independent

’ comit,’c,ee mst be set up, It will publish informztion notes on all the-

important medicines (composition, efficacy, side-cffects, price) which

will bo distributed to the siolmess—insurance funds and to'the\doof'ors
affilintod thereto. | |

Se BASE Bayor, Boehringer !lammheim and Hoechst have given notice of their
intention of avoiding price increases in 1976 for large-turnover medicines,

without, however, committing themselves to "freezing" the prices,

The Pharmcoeutical Industry Association (Bundesverband der Pharmazeutischen ' :
Industrie) has, in addition, rocommended its members to reduce expenditure

on samples, soientifio informotion and advertising.
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BILGIUL

The law of ¢ July 1975 (lloniteur belge of 30 July 1975) cmpowers the :linister
for Toonomio Affairs to fix mesimum prices for proprietary drugs and other
medicines, maximum wholesale and retail margins and oeilings on the discounts

granted by dispensing pharmacists. The !linister must consult the Price Come
misgion, : ,

I. The Pricc Commission

The royal dccree of 8 August 1975 lays down the membership and the duties

of this Commission (MMoniteur belge of 19 August 1975). It is éomposed of
equal nuubers of representatives of the consumers and of representatives
of the producers, the importers and tho distributors. It also includes

representatives of the ministries ooncerned, Its general task is to give
its opinion on all questions relating to the prices of proprictary drugs,

%o keop trac!t of the situation regording the prices of proprietery drugs

and to nmale suggesfions oconcerning the price polioy to be adopted, and to
give opinions on the criteria to be taken into consideration vihere special
decisions on prices are concericd. '

In addition, it expresses opinions wienever maximum sales prices aro fixed,
vhenever the levels of the marzing are fixed and vhenover the discounts
grantod by tho disponsing phurmrolists are rogulated, -

II, Criteria for fixing vrioces

TheseA criteria were laid down by the royal decrce of 11 December 1975 (Moniteur
belge of 16 Dececmber 1575).

(2) thon malking his docision; tho Ilinister must take into account one or more
., of the following general critoria; '

1, trend of sales ozi the Belgian market and of‘ the oorresponding turnovor;



e s Mo a1 S 14

-4 » XL/117/76<8

2, trend of expenditure by the siclmess insuranece funds;
3\. impact of prices on oonsumcrs;
e costs of the factors of prodnchon, or importation oxr of da.stnbut:.on,

Se lovol of a.dvertismg, of med.ioa.l informa.tion expenaes and sales
o:ponses;

6+ level of wholesale and rotail margins;
7« incidence of V.A.T. ratos;
8, research and investment;

9+ offoct on the profitability and tho placing on an industrial basis
of all tho undertakings in the soctor; | St

10, health interests of the publioc,

(b) The IHinistor must also take into oonsideration onc or more of the following
specific oriteria, which must first have been ex:mined by the Price
~ Commission: '

1, components of the ex~worls or importer's prico (starting materia.lé
end paokaging, salaries, wages and ocial‘ scoeurity contributions
in'ro.-;zpoot of produdtion qnd marketing, royalties, expenses for
anclysis and inspection, for research and d.evelopment, general expensoes,
advertising, medioai information, other sales o::ponsea. profit),

24 effoot of wholesale and rotail mginl,
3. inoid.enoe of V.A.T.,
4. bclonee sheets;

5« tho number of units oont'\.inod in each pack.age and tho strength per
wnit;

6. investment and numbers omployod;
7. markot end competition oonditions and effeot on e*’:porb,

8, oomparison with the curront, prices for identical or compara.ble'
products in other countries with a similaxr standaxrd of living;
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10.

II1. Application of the law

(a) The
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comparison with the ourrcnt prices in Belgium for medicines that arc
intercomparable from the therapeutic standpoint;

health interest, including the therapeutic valus of the medicine,
socio-economic, techniocal and scientific interest for society.

{

law on the system for pricing proprietary drugs seems to be of an

exporimental nature. It is to be applied only until 31 December 1977.
, , Thercafter, failing any new'ruling, the general law on prices will apply
(1aw of 30 July 1971).

(b) The

ministerial order of 10 February 1976 (Moniteur belge of 12 February

1976) laid down the application procedures.

1.

2,

3.

The prices shall not cxcoed those that were ourrent on 11 August 1975
or have been fixed since then. ' ’

Requests for fixing 6r reising prices must include information enabling
an opinion to be givén on the criteria set out in Section II above.

‘Yhere no reply is received from the administration within a period

of two months following the request for fixing the price, this shall
be deemed to signify approval.

The wholosaler's margin shall not exceed 13.1 7% of his selling
price, not of V.A.T. (or BF 73 per packago).

The pharmacists margin shall not exceed 31 % of his selling price{
not of V.A.T. (or BF 250 per package).
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~ Pursuant to Article 30 of the law on pha.maciea (Law No 248 of 2 July 1962),
the selling price of medioines to consumers is fixed in a. tariff laid down ‘
by royal ‘decres.’ This tanff oomprisea tho price of proprietary dmga and
other modioine- whioh cannot be aold at a. lower or higher prioe (fixed ' ‘\

;’f o ' H h

prices),

Tho system for ﬁxing the prices of medicmes must be examined againat the
background of the strict control exerclsed by the Danish a,uthorit:.es,
pa,rticularly m.th regard to tho geographical distribution of dispensaries

. (334 pharmacies in 1974). It is by means of the tariff that the average net
income of the d.ispensing pharmaoists is fixed. The decisive factor that - 7'
influences a:n.y ‘change in the sclling price of medicines is the estimate

of tho possi‘bility of tho not income of theae phamacists rea.ching the
level fi.xed in advanoe by tho M:mister for the Intorior (thm level ia

at present equxvalont to the a.nnua.l se,la.ry ot the head phyaioian in a.

H

public hospita.l) N A A

-i4 M .

1. Ihe tariff
. The provisions of the ta.riff that concem the fixing of the price of
propnetary dmgs (sellmg prioe to the pubLi.o) are as follows" B

(a) In the case of proprietary drugs for which the pharmacist's pur-
chasing price is Dkr 20 or less, this price is inoreased by 40 7
+ Ikr O. 70 or by 70 of the phamoist's purchasing price. wh:.ch-
over is the lesa. ' ' :

In the case of proprietary for which the pharmacist'a purchasinh
prico exceeds Dkr 20, . this price is 1noroased by Dkr 8 70 + 30 %
oi’ the amount in ex0088 of Dkr 20,

In tho case of certain products (e.g. insulin), the phamacist's
purchasing price can only be inoreaaed by 10 % '

(b) An addition of 2) % is mode to the amounts thus obtained.
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(o) The selling price to the consumer is obtained by adding certain

| supplementary costs that may arise in respect of ethzca.l medicines
6 of certain gpecial sorv:.ces (supply at xught, for exmnple).
The amount of these supplementa.ry costs is fixed by the ta.riff, ‘which
also 'éontains provigions rblating to the discounts grénted to. ho"épi-
tcls, to public establishments, etc.

2. Thc dispcnsing pharmacist's purchasing price (Apoteksindkfbspris - A.I.7)

The dispensing pharmacist 's purchesing price (i.c. the producer's or |
imporior's selling prioec) is registcred but is not subject to approval
by the public health ‘anthoritios. Howover, Artiole 23 of Law No 327 of
26 June 1975 on medicinos provides that the Damsh :lonopolies Commission '
(Yonopoltilsymet) shall supervise the prices calculated by manufacturers,

importers or wholcsalers of phormaceutical products in accordance with
its torms ot reference. _ . -
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FRANCE

I. System applicable to proprietary drugs which are not sdvertised publicly -

§

. The system ia governed by the decree of 5 April 1968 (No 25.202. B. O.S.P.
9 April 1968) and amendments thereto.

1. Determination of maximum production price ;3 

. Manufacturers fix the maximum production aaloa pmice. free of' ta.x,
. by adding together the follow.’mg oomponentaa

A _Igdustria;_prime costs

/ (a) Cost of ingredients and packaging
This is obtained from the average purchase price during the
two months prior to the month of mamufacture, together with
control costs duly motivated, actual losses in manufacturing,
~ and approach coste duly motivated. The maximum percantage of
such losses ia fixed by the decree.

(b) Cost of direct labour

This covers wagos or salaries paid to staff dirootly omployod
in the manufacture and packaging of products, and social oosts
relating thereto.

(o) Manufacturing and control costs

Theso oover: = wages or salaries and social oosts paid to
staff not working on the production side (cadres,
supervision, checking, maintenance and handling
excluding management, oommercial and administra-
tive departments)

o/o
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° = materials consumed (coal, fuel, cleaning
products, water, gas, electricity)

- = prent and insurance of industrial premises

- amortization of materials and industrial
premises

Be Financial, administrative and commercial cosis.

(a) Commercial costs

\

These are costs incurred for the sale of products, the salos
force labour, packaging, mailing and advertising. |

]
'

(v) Administrative costs

—~

These relatc to staff not coming under the preceding cate-
gories, rents, rental charges and insurance of administrative
buildings, etc. : _—

(c) Financial charges

' These are the costs of capital used (interest, premiuns, otc.)
Ce Other costs

(a) Royalties, trade marks or licences

They are limited to 5 % of the sale price of products. -

~ (b) Resecarch costs

The real amount of this expenditure will be allowed for
provided it is recoded in a spesial account,.



D.
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(o) Remuneration of own funds
'I'_l"xis is ,'ca.lo}xl_.ajb,ed by applying 5 ‘% interest, net of company
tax, on own funds given in the most recent public balance-
sheet. :

Produotion sale price )

This is obtained by adding together these different factors to.
which the manufacturer adds a profit margin which he himself
fixes. In this way products whose industrial prime ocosts are
Aow are not penalized. . o

2. Dotermination of prigces at_other stages

A

B,

Ce.

D.

Iholesale price

« 0t

This is the‘p\mohé.se price paid by the wholesaler, i.e. the
production sale price plus VAT. ’

Pharmacist's price

This is the purchase price paid by the pharmacist. It is obtained
by applying to the preceding price a maximum groaﬁ brand rate
fixed at 10,70 % (Ordor No 25.795 of 24 July 1970 =~ Bs0OeS.Ps

26 July 1970).

Price to the public

This is obtained by applying & maximum gross brand rate fixed

‘at 33.44 % (Order of 24 July 1970) to the pharmacist's price.

Schedules of price variants

Manﬁfacturers and wholesalers are free to fix scales of price
variants to take account of the size of orders. These schedules

" pust be lodged with the competent authorities andA they alone

are applioadble.

/

1



-1 ] XI/117/76-E

The maximum sales prices to the public proposed by the manufacturers
- mast be notified toy

- The Directorate-General for Prices and Internal Trade
~ The llinistry of Scientific and Industrial DeveIOpmegt
- The Ministry of Public Health ‘

at least thirty days before the date on which it is proposed to
implement them.

The Directorate-Goneral for Prices and Internal Trade may object
to them. |

Any subsequent price alteration is subject to the same oblightions.
However, the timo-limit of thirty days is reduced to eight days
where prices are lowered. .

1L, System for proprietary drugs reimbursed by Social Security

_Yhen a manufacturer applics to have his product included on the list
of drugs reimbursable by Social Security, his application must be -

accompenied by a price slip in accordanoé with the provisions mentioned
harctofor, '

 If such product is accopted for inclusion on the list, thon it is

" this price which must be charged by the manufacturer. If the price
proposed by the menufacturer is not accepted, the Ministry fixes the
pride on the basis of propoéals from a commission of representativces
of the sickness insurance funds and pharmaceutical industry associations,

By Order No 76-14/P (BeOeS.Pe of T February 1976), the maximum selling

. prices of 230 medioines that are refundabie to socially insured
POrsons wero roduced‘by l - 5K%L This reduction applies mainly to
expansive medioines (antibiotics, tranquilizers, oto.).

4.
¢ . \

h./.
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- On tho other hand, firms which in 1974 s0ld products whose producer
price was not greater than FF 4 can increase prices by 13.3 'to 60 f.

III. SEtém for medieinal products advertised Eu‘;al'iélx“

. Those products must ’oomply with the price prog;-amminé’ scheme, in
accordance with an Order dated 14 March 1972. |
_—

(1) Undertakings employing 20 persons or more:
Freedom to fix production prices if agreements have been concluded
with the Directorate~General for Prices and Internal Trade either

" by the professional organizations or by the undertakings thom=

selves. These a_rcements lay down a programme for price developments
for a given‘ poriod by reference to an average national indicator. ‘
But price increases may not exceed the limits fixed by the agrec-
ments. o ‘

e
1} . v
vyt

(11) Undertakings employing less than 20 pernoixs;
 Freedom to fix prices, ' '

. IV, System for imported proprictary drugs

o measures appear to have been taken in this regard.,” ‘
.
A report, which is still confidential, on the possibility of modifying tho

present ‘Bystgm of price fixing, was recently forwarded to the Minister fpr
Public Health by the "Guinard" working party.



-13 - X1/117/76-E
A ITALY
Pursuant to Article 125 of the Act consolidating the Health Laws, approved
by Royzl Decree No 1265 of 27 July 1934 and subsecquently amended, branded
pharmaceuticals must be sold to the public at the prico shown on. the label,
I. Institut iohal . framework.
A. The Ministry for Health

The price of new medicines is fixed by the Miniitry for Health whon
it authorizes the marketing of the product. '

B, The Inter-ministerial Pricc Committee (I.P.C,)

The rovision of the price of proprietary drugs already on the market
falls within the compectcnoe of the I.P.C. Sot up by Decree-Law No 347
of 19 October 1944, this committee is presided over by the President
of the Council of Ministeré and is composed of ten ministers(namely
those for Finance, Treasury, Agrioculture and Forestry, Transport,
Industry and Commerce, Public Works, Labour and Social Security,
Foreign Trade, Budgot, State-subsidized industries) and thrée experts,

The Committee is assistod by an advisory bod;}, the Central Price
Commission, whioch 6onduots enquiries and makos proposals to it,

The Commission consists of representatives of the Ministries, employers,
workcrs, consumers and roproesentatives or the regional Governments of
Sicily and Sardinia. |

’I'h:Ls structure also exists at provincial level: in each province there

is a Provincial Price Comnusslon and a Provincial Advisory Commn.ssxon.

Co ,Tho Intoer-ministerial Iconomic Planning Committee (I.E.P,C.)

Sct up by Law No 48 of 27 February 1967, this committee is presldod
over by the President of the Council of Ministers and includes mony
ministers., Subjeot to exoroise of the powers conferred on the Council

[ . N . oy * .o "/ '. . . . 'I: : . .

. , ' C,
B ’
, ‘ o/o
. Al .
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of Ministers it esta’blishes, in partioular, the guidelines for national
economic policy.

On 27 July 1971 it issucd a first dircctive fixing the prices of
medicines (distributed by the press service of the Ministry for the
Budget and Planning) and on 2 May 1975 a second direotive (Ga.zetta
Ufficiale No 143 of 3 June 1975). e e

11, 4'I'he new method of price fixing

(2) Tha_aims of tro [.T.P.C,

The aims of the Intorministerial Committee are seen trém the
rucitals of the firs: directive tor be as follows:
(1) To improve knowledge of "elementary" produotion costs;
(11) To revise prices in the light of these costs, at the same
\ time improving production in this seotor; ‘
(iii) To reduce markoting costs;

(iv) To reduce the number of branded pharmaceutiocals and

packagings;

(v) To encourage scientific researoh; N -

(vi) To extend this mothod, at a second stage, to veterinary

products.

(b) Criteria laid down by the directives

(1) as_regards_the industrial cost:
This is arrived at by adding together the cost of the starting
xnatenals, the paoka,ging a.nd the value added. "The value addod
is determined prmzu'ily ‘oy reference 'bo the labour cost plus
an amount ca.lcula.tod by applying parameters resulting from
- the study of the fu.notlon of the firm's cost which the I.:Z,P.Ce
has undertaken to establish. This function will bo determinod
_on the basis of o sample survey with the exolusion of cortain
fﬁotorc rolating to non-applicable foatures of the firm (sigo,
technological lovel, quality of producte)."

»

‘.. | . ‘ ' ' o/o
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(3) as_

(4)
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.C.oygrgiﬁl-cgs:t—‘ . Caee e ey aen. .. e

'The eim is to reduce existing advertising costs to one third,

Advertising of popular branded pharmaceuticals will continue

to be supervized by the Ministry of Health.

Hence, the prescnt costs incurred in scnding free samples,
brochures, journals and any other advertising material will
only be recognized to the extent of four-fifths.

These figures will be reduced in the course of aubsequent
price revisions, :

regards_scientifio research and dovelopment:

An increase of 4 % of the turnover will be intended for research
and development. However, an additional percentage (which must
not exceed 10 % of the turnover on each proprictary drug) oan
be accorded to firms that are able to show that their research
expenditure cxcceds the 4 % mentioned above, ’

Royalties are considered as price components under the same
conditions as rescarch expenditure, Howevér, they shall not

exceed 7 % of the turnover on each proprietary drug.

as_regards_imporicd productsi

The directives also apply to imported products. For the cost
evaluation of starting material that is original in its
composition and has not yet been used on the national marlet,
standard analysis criteria for industrial costs will be used,
Firms will bo required to submit an outline of the production
prooess 8o as to enable this industrial cost to be evaluatod.

.

!
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$o) Other provisions of the dircctive

(a) A general price catalogue of proprietary drugs (Prontuario
generale dei prczzi) was to be published during the first half
of 1973, but tho f:ublication date was subsequently postponed
‘to 20 November 1975 and has not been adhered to.

It will include (i) the prices revised,

- (i1) an assessment of certain items -
(technical and scientific information,
samples) for the purposes of determining
the prices of new medicinal produots,

(1ii) procedures for subscquent price alterations,

« . (b) However, regulation (provedimento) No 13/1975 (G.U. of 3 June
' 1975) allowed an increase of 12 % in the prices of propristary
drugs. ‘ \

(¢) Manufacturers' discounts to social seourity organigations will
be abolished with effect from the entry into force of the now
prioes,

(d) Te euthorization to place drugs on the market will be suspended
| or withdramm if the nocessary factors for the revision of
prices are not suppliocd. "raft lawa will be introduced to incrcaso
the registration tax on branded pharmaceﬁticaln and to ensurec
that the number of authorizations to place sﬁoh products on tho
market corresponds to their actual uso, ' -

III. Currcnt practice

Tho practice followed hitherto will be continuod until the new method

is applied.
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L National products

"I'he Ministry for Health fixes the price when the prodno't is placed on
the market, '

The selling price to the public is calculated on the bé.sis of the
industrial cost of the product, to which are added the overheads and
~ distribution costs and the wholésalers' and pharmacists® ma.rging by
'applicéfion of predetermincd coefficients and of parameters that vary -
in invorse proportion‘ to tho industrial cost.

B, Imported products

TThen applying for registration, an importer must furnish proof of the
brico applied in the country of origin by means of a document drawn up
by the authorities in that country and stamped by the Italian consulaor
e.uthoritiea.

Throe cases may oocur:

1. Original branded pharmaccutical

If the branded pharmaceutical is original in its composition, i.c.
if it is totally dissimilar to any other national branded product,
tho salos prico is colculatod on tho basis of the price to tho
public in the country of origin, plus customs and transport costs.

2, Similar branded pharmoccutical identical to a national branded product

Theso are foreign branded pharmaceuticals which have the same com-
position as a national branded product. For these, the price is
fized at the same level as that of the national product,.

.3, Similar bfa.nded pharmaccutical not: identical to a natiornal branded

nroduct
A ———

Foreign and national brondod pharmaceuticals do not have the samo
.oomposition but thero is an affinity in their oomposition and thoir
thorapoutio effocts, \ » /

. L VR 4
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_Products are examined individually in order to determine whether

it is possible to appiy the price of the national product or if an
incrcase should be allowed instead to teke into account the value

of the additional substances (which are not such as substantially

to alter the characteristics of the branded product being compared)e,

" Ce Price of drugs reimbursed by sickness insurance funds’
Since Law No 692 of 4 August 1965,":‘.1: has been compulsory to give a
discount to social security organizations on the public price of drugs
consunod by persons covered by sooial security.
Dooroo=Law No 745 of 27 October 1970 fixed the disoount on the lelli'n.g
price to ‘the pbulic at 25 %, 18 % to be borne by the manufacturers,

.1 % by the wholesalers and 6 % by the pharmacists. - '

‘This discount will be abolished when the now method of'brioé fixing
" is applied, ' i ‘ -

PP TP R TT SR R " e g e ae ve et
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LUX:MBOURG

The main provisions regarding the price of branded pharmacéuticals are cCone
tained in the Regulation of the Grand Duchy of 28 July 1962,

I. System for national branded pharmaceuticals

These are products manufactured and packaged in the Grand Duchy which do
not have any original equivalent in a foreign country. '

1. Production prige_

The maximum production sales price to the wholosaler is established by
adding together the fbllowing items:

(2) Production costs which consist of: |

(i) The cost price of raw materials
(i1) Cost price of packaging materials
(iii) Wages &and salaries and social costs relating to staff worklng
on production , '
(iv) Cost prioce of elcctricity, gas, fuel and water
(v) General industrial costs, industrial amortization, amortization:
of research and control instruments, maintenance and repair
costs, rental on industrial buildings, insurance, taxes
(vi) Wages and snlarios and socinl chargoes rolating to staff..
engaged in research, control and scientific information,.
plus the costs of running the laboratories. |

(b) Other costs and bencfits

These may not excced a flat-rate amount equal to the following
- percentages of the total amount of production costs listed unﬁer
point (a) above

\

120 % if the cost pricc of the raw materials used is less than 3 F
90 % if the price is botween 3 and 10 F
60 % if the prico is 10 F or more.
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there the Mi‘.nistry of Eoonomic Affairs so authorizes, these per-
contages may be increased to 140 %, 110 % a2nd'80 % respectively
for a period of five yoors commencing from the date when the
branded pharmaceutical is put up for sale if this has new thora=
- peutic properties and is the result of research carried out P
entirely in the Grand Duchy, . |

2 lholesale price
- The wholesaler's margin, which must be approved by the Ministry of
Economic Affairs, is at present fixed . at 12.5 % of the pharmacist's
purchase price. l S
3. Sales price %o_the publig -
. i I

This is the pharmacist's purchese price increased by 50 %

I, SE' tem for branded pharmaccuticals originating in or coming from Belgium

The Regulations of fhe Grand Duchy of 29 March 1971/(Mémoria.l A No 2
of 9 April 1971) and of 10 July 1973 (Mémorial A 43 of 28 July 1973)
are applicable in this. regard.

Profit margins on products originating in or coming from Belgium are
fixod as follows:

15421 % of the wholesaler's.pruchase price (13.20 % of his sales priéo)
46,70 % of the pharmacist's purchase price (31,83 % of his sales price)
However, public prices (:j.ncl.tzding‘ 2 % VAT), may not be more than 97.5 % | \
of. the public prices (including VAT) operative in Belgiume

o/d
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IITI. System for other branded pharmaceuticals

Where no oustoms dutios are charged on branded products imported, ."the
sales price in Luxembourg ma.yunot, be more than 10 % in excess of the
sales price in the country of origin.

Where duty is charged, thisv price may not be over 19 % in excess of
the sales price in the country of origin in the case of drugs imported
in bulk or over 14 % in excoss for produsts imported fully packed.
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NETHERLANDS
At present no legal provisions cxist regarding the prices of branded phe;rmap
ceuticals. Manufacturers are thercfore responsidble for fixing prices.

However, "agreements under private law. govern the relationship between the
various categories in this sector. Thus, an agreement on trade in drugs

(Handelsconventie) between manufacturers, importers and wholesale distnbutora

fixes the maximum price margins y 8ave in retail trade,

Similarly, a retain trade agreemont (Pha.rmacon) governs relations between
pha.rmao:.sts. '
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UNITTD KXINGDOM -

1, General

In Brivtish; terminology medicines fall into two classes, ethical and |
non-cthical. Ethical medicines are not advertised to the public, and
physicians do not usually prescribe non-ethical medicines. Some ethical

medicines can ‘only/be made avéilable by pharmacists on presoription,

- but others mey be sold ovor the counter without prescription. Non~ecthical

medicines are advertised for sale direct to the public.

- Physicians are free to prgéscr;’.‘pe what medicines they think best for the

2.

~Prices are controlled under the arréngements of the. Voluntary Price -

benefit of their patients, ant; pharmacists are bound to dispense in
accordance with the prescription presented to them. Pharmacists buy
pharmaceuticals through wholesalers usually, but sometimes direct from
m.nufé,cturers. Pharmacists are reimbursed by the Health Departments .
in tho case of National Hoalth Service (NHS) prescriptions .(about

97 per oent of the. total number), and by the patient in the case of
priva.to presoriptions.

Control of manufacturers' prices

Regulation Scheme (VPRS), whose terms are negotiated between the
Hoalth Dopnrtmonts and tho /sSoointion of tho Dritish Pharmnooutioal
Iﬁd,ustry. The scheme applios to all companies supplying mediecines
proscribed under the NHS. The major companies arc asked to provide
annual financial returns giving the breakdown of sales, costs and
capité.l attributable to. theii'busineas in NHS medicines, supported

by and reconciled with the publ:.shed acoounts for their whole buminess
(smaller companies areo partly or wholly exempt from this requirement ).

P -
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The Depertment then q._sse‘ésos the profitabilify of each company's sales
to the NHS in relation to the capital allocated to that part of the '
business, taking account of research, investment and any other special
features of the company, If the Denartment considers that profitability
is too high, negotiations arc opened with the company with a view to

~ securing price reductions, Tho Départment 's practice is to request an
overcll price reduotion which the company is free to -distribute among
its produots as it thinks fit, a,nd not to ask for reduotionl on indi-
vidual produots.

Companies are free to incroase pﬂ.ces of their minor products as they
think necessary without rcforonce to the Department, but they are gsked
to justify inoreases of major products. Companies may argue that the
profitability as shown by their annmal financial roturns is too low,.

If the Department agrees, an overall in¢rease will be settled, which
agein the company is frec to distribute among its produota\ as with
price roductions. '

These arrangements for regulating prices oover tho total sales of
mcdicinoes to the NHS, that is both specialty and generio' medioines,
whether prescribed by general practitioners or in hospitéia. They are-
essentially appropriate to the bulk Qf tho business that is the prescribing
of specialities by general practitiongrs, end thore are variations in
t,he arrangoments for genéri'gg‘,??e?o?i.'ggieqx?‘g‘and hospital purchasixig‘.A

K
. ‘
i

3. Gonorio prosoriptions

. The priée reimbursed to. the pharmacist for generio medicines (that i3
preécribed by their non-pﬁpbietary nameo) and pfepa.iations dispensed
on National Héalth Servicc proscriptions is basically the net price for
~the appropriate qu.antxty oha.rgoable by the manufacturer or wholesa.ler. :
*As, however, the ma:jority of goneric medicines and prepa.rations arc
produced by a number of difforent manufacturers it is not possible. to
- establish common prices payable by all pharmaciste and because of this
average reimbursement prices for these medicines are calculated by

o/o
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means of a weightmg formula. This formula takcs into account the
shares in the total market of four firms who together prov:.de 70 to

- 80 % of the trade in standard medicines and of supplies to pharmaocistsa
Prices are subject to monthly revision and é.re the subject of consule
tation with the Central NHS (Chemist Contractors) Committee, the retail
pharmacists® national roprosentatives, before introduction. -

The price roimbursed for any medicine which although generically prescribed,
is _only available in proprictary form is that of the lowest priced
proprictary medicine which is gonerally availablo to all pharmaqisis.

, - -

Hospital purchases

Many medicinal produéts used in National Health Service hospitals are
bought direct by hospital authorities under contracts placed by
Rogional Hospital Boards.

N

Items for which a regional contract cannot be Justlﬁed either on grounda
of quantity or price advantage are bought under local arrangements.
Central contracts placed by the Department of Hea.lth and Social Security
arc only arranged where therc are substantial price advantages or to
ensure quality control. Thesc contracts are very limited in number,

Although the nogotiations under the VPRS relate only to the cost of ‘
-modicinal products 'proaoriﬁod by gonoral practitionors agrood prico -y '
changzes cnventually refloct in prices charged to hospital authorities.

It is also common for monufacturers to o‘ffer hospital supplies af \

pricos considerably lower than those charged to the chemst for suppli.es

under the Genera.l Practit 1oner Sewices. ;

o/
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Accounts are met by mdividual hospztal authoritics from funds allocated
by the Fbcchequer. '

i
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Statutory powers

" Soction 5 (1) of the ‘Emorgency Laws (re-Inactmonts and Repeals) Act 1964

empowors the Secreta.r'y of State by order to provide for controlling

maxizum prices to be charged for any medical supplies required for the

purpose of tho National Health Service Acts. No such order has so far ‘

been made. Prices of modicines provided outside the National Bealth

Service are not subject to statutory controls, _ | ~ L

Reimbursement of pharmacists_under the NHS

The cost of materials uscd by a pharmacist in dispensing NHS prescrintions
is cnlculated in accordance with the provisions of the Drug Tariff (wsing -

the word "drug" in the sensc of medicines), The Tariff is prepared on

behalf of the Seorotary of State for Social Serviees in accordance with

" Rezulation 26 of the NHS (Gonoral Medical and Pharmaceutioal Services)

"by nanufacturers a.nd such changos are smila.rly the subjeot of consultation

Rezulations 1966. In addition to dotailing the calculation of payments.
for mediocines, appliances and reagents, it specifios the grade or quality
of medicines to be supplieci. Payment is also made for the cost of |
containors; this allowance is paid on every prescription dispensed and
is an average of the actual cost of containers uscd, as ascertained

‘by rogular containor ocost onquiries. A profossionnl foe is also poid,

As' in the case of generic products, the prioes for all other medicinocs
and appliances are reviewcd monthly to take account ot any pricoe changes

with the Central NHS (Chemist Contraotors) Committoe, before introduction.
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Prioccs of private prescriptions

There is‘ no mandatory method of priéing private prescriptioné but
pharmaocists normally use that recommended by the Pharmaceutical Socicty

of Great Britain, Under this mcthod the pharmacist charges the cost

pricc of the preparation and any container, plus 25 % as ostablishment

charge and a fee of 30 p oi', where it is greater, tho retail price of

proprietary preparations dispensed in their original packs. An extra

- fee of 12-1/2 p is charged for dispensing medicines controlled by tho

Dengorous Drugs Act 1965 and of 50 p for an urgont prescription

‘dispensed outside normal hours.

Priccs of over the countcer sales

Prepa.ra.tiona available for counter sale without a presori .gtio:i are
norurlly sold at retail nrice, or wholesale price plus 50 Fe
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Ireland

1. General

Medicines in -Ireland are classed as ethical, which may be promoted to the
medical profession but not otherwise advertised, and'nqn-ethical which are
promoted direct to the consumer through media advertising., Ethical medicines
include those which may only be dispensed on a doctor's prescription and some
which are sold by pharmacists over the counter ulthaut presoription. Non=
ethicals do not require a prescriptzona

2, Source

Pharmacists obtain their supplies from menufacturers or from whoiesalers.
All new medicines must be authorised, on the advice of the National Drugs
Advisory Board, but there is no restriction on the number of médiétnea

" marketed in the country. |

3, Price Control

' There is limited price control, Somefmediciﬁes are imported in a manufactured
state and since their prioes are fixed outside the jurisdiction they are not
subject to control, The basic ingredients of others are imported for final
processing and in this situation while'the price of the raw materials is not
subject to contrcl, inocreases in prices attributable to the processing under-
taken in this country must be notified to the Prices Commission,

4. Price of drugs to the patient

Undef the General Medical Service scheme some 37.5 %ﬁof the population are
entitled to obtain medicines free of charge. These are dispensed by the retail
. pharmacists virtually all of whom participate in the scheme. For medicines

- dispensed in this way the pharmacist is currently re~imbursed by the State,
the ingredient cost of the item (or trade price) plus 38p fee plus 6p towards
container and other costs. ‘ |

14
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The remaining 62,5% of the population must obtain their medicines‘ from
pharmacies at retail prices. These are not laid down by statute but in
practice are normally calculated as trade price of the preparation plus

50%, for over the counter sales, Wherél the prepar’afion is prescribed by a
doctor an additional dispensing fee of 50p is added. In the majority of cases
part of the cost of prescribed medicines can be recovered by the patient from
health boards where the cost in respect of.a month exceeds & 5;00.

i

5e Price of medicines to Hospitals

'Medicines purchased by hospitals or health boards attract discounts agreed

with the association representing the manufacturers. The discount prices
vary according to the quantities ordered, varying from trade price less 15%
to trade price less 5% Individual hospita.is can sometimes negotiate more

fa.voura:blo terms,

¥





