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Dear Legislative Council Health Panel Members,

On behalf of The Practising Pharmacists Association of Hong Kong, we would like to drawn your
kind attention that we are of the view that the Recommendations of the Review Committee may
not be able to meet the objective of enhancing the existing regulatory regime to a level
required to protect the health and safety of the citizens of a modern and world-class city of

Hong Kong.

Firstly, The Practising Pharmacists Association of Hong Kong, representing the majority view of
community pharmacists that will be responsible for the implementation of the recommendation
of "Requiring a registered pharmacist to be present whenever the ASP is open for business ",
objects to the recommendation as it may have no value in enhancing public safety. We are of
the view that the Review Committee is unrealistic and impractical to propose such a measure as
the ultimate solution to solve the increasingly serious public safety issues of illegal activities
(sale of counterfeit drugs, illegal sale of prescription drugs, sale of cough medicine for abuse,

etc) conducted in retail pharmacies. (see news clips).

Without the concurrent implementation of measures to tighten the licensing requirements of
Authorized Seller of Poisons to a more restricted level of requiring pharmacists to be owners or
major shareholders, pharmacists (currently with an employee status) lack the actual power to
exercise full control of the operations of the pharmacy and cannot be reasonably expected to
prevent the illegal activities performed by the non-pharmacist employer and other staff working
in the pharmacy. We would like to highlight that it is not the role of the pharmacist practising in
Hong Kong or in other countries to perform law enforcement activities to remedy serious
problems, posing public safety risks, caused by the government's outdated and relaxed
requirements in awarding licenses to non-pharmacists to own and operate pharmacies. The
role of the pharmacist across the world is to provide clinical services in the form of dispensing,
counseling, and drug risk management to serve patients. The role of the owners of the
pharmacy business is to ensure for the high levels of corporate governance of the business, to
control the lawful business activity performed by their staff, and to assure for the reliability and
quality of drug products which they procure, store, and sell to the public.

If Hong Kong were to seriously address the issues existing in the community pharmacy sector
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to protect the health of our citizens, we recommend to tighten the current licensing
requirements of pharmacies to have the restriction of ownership of retail pharmacies to
pharmacists (a practice adopted by many developed countries such as Australia, New Zealand,
Canada, Korea, Egypt, France, Germany, Italy, Spain, and other European Union countries(see

table of countries) in order to effectively achieve the purpose of safeguarding public health.

We would like to draw to your attention a recent European Union High Court ruling on
restriction of ownership of pharmacies by pharmacists, in May 2009, where it is deemed that
restriction of pharmacies to pharmacists is justified by the objective of ensuring that the
provision of medicinal products to the public is reliable and of good quality and over-rides free
trade considerations. It is highlighted that non-pharmacist owners, who by definition lack
training, experience, and responsibility, do not provide the same safeguards as pharmacist
owners and may represent a risk to public health, in particular to the reliability and quality of
the supply of drugs at the retail level. (attached European Union Court Judgement, paragraph
39)

Community pharmacists agree with the view of the European High Court that restriction of
ownership of pharmacies to pharmacists is necessary to provide quality services and reliable
drug products to the public and any lesser restriction, such as rules designed to provide

professional independence to pharmacists, is likely "not to be observed in practice."

Furthermore, we are of the view that implementation of the above-mentioned recommendation
will not add any value to enhancing levels of drug safety but will incur unnecessary additional

costs in pharmacist manpower.

Since Hong Kong has no separation of prescribing from dispensing (SPD), like other advanced
countries, prescription volumes are extremely low and does not justify the consumer need and
extra financial costs for additional pharmacy opening hours. Therefore, without the business to
support additional pharmacist manpower costs, we fear that the small independent pharmacies
may be forced to close business and community pharmacy business will soon be monopolized
by large chain pharmacy stores. This situation works to the detriment of the society by reducing
consumer choice in healthcare product range, pricing, and services (similar to the case of the

supermarket business).

We believe it is important to take note that the legislative requirement of pharmacies in
advanced countries (USA, UK, Canada) that the pharmacist do not have to be present
whenever the store is open for business. The pharmacy department may close and stop the
dispensing services before the rest of the store close for business. Hong Kong currently has the

same practice model where the dispensary section is allowed to be closed and all dispensing
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services ends after the pharmacist leaves while the store can remain open to sell non-poison
medicines, Chinese medicines, and other sundry products. We are of the view that this practice
need not be changed to continue to provide convenience to customers and to allow for a

sustainable and flexible operating business environment.

Please find attached the hundreds of petition letters from the community pharmacy sector for

your reference to support the above views. (see petition letter files)

Secondly, community pharmacists responsible for the implementation of the recommendation
to require written records of drug orders objects to the recommendation due to the fact that it
is a professional right of a pharmacists to place orders in either verbal or written form and of
the fact the mandatory written order is not a generally accepted pharmacy practice to enhance
drug safety in major countries such as USA, UK, Australia, New Zealand, Canada, etc.
Community pharmacists are of the view that the recommendation wastes valuable manpower
resources which should be used to provide quality care to patients. However, community
pharmacists are disappointed that our recommendation to require pharmacy workers to have a
minimum F7 education and appropriate training, to perform high quality pharmacy duties, has

not been accepted.

Thirdly, we are disappointed that our recommendation to require wholesalers of drug products
to employ pharmacists to ensure for the safe storage, handling, distribution of drugs, in line

with practices of developed countries such as Australia and Singapore, has not been accepted.

Finally, we support the establishment of a Drug Safety Center but requests that the role of Head
of CDS has solid training and experience in drugs, drug management, and drug safety. We
recommend that the candidate have a registered pharmacist qualification as a basic

requirement with public health/ medical experience as an addition qualification.

Thank you for your kind support to enhance drug safety to the required level for the best

interests of Hong Kong people.
Yours faithfully,

Yours faithfully,

Iris Chang

President



The Practising Pharmacists Association of Hong Kong

Email: president@ppa.hk
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BEEMmE

HeE SRR
%
SRR H 51%

HAVE (2009 BFREEE e SEREEEIEE ) (2009 FIP Global Pharmacy)
AR R B R SRS S & ATE © 200948




SIS RERE AR - — YDA E

2R

L © http://www.pharmacyboard.qld. gov.aw/Information for Pharmacists/Ownership legislation.pdf
#IPERE © http://www.medsafe.govt.nz/Profs/PharmLicence/guidelines.asp#Executive

BB © http://www.rpsgb.org.uk/pdfs/consdoc1170.pdf

H {5 : http//www.fip.org

WD



-mwmm P}ﬁﬁiﬁﬁﬂﬂ mmm& .

50 T HE AT B PO I
LRI B ) MR B A
7 ) - AR M BN MR
A WHUEGY - 25 BURRH B T
e IR RO i AR 0
7 17 T M B - R
5 40 11 R AR 0N BT IR R
B AGR RN AR TR R SE R T
DATTR 7%« TR - Sl
A RN TT IR -
R MIERARELR-®
v AR AR AR - Ty A

%il‘t? ISR ] - MG B —
M - TIEH [ e
Tl - TR AR % — W1 I!IHM
15 By e S B R
e 1lllﬁ&iﬁ"ﬁ?§3'“‘?&fd"‘7!h\‘sr’é -

ﬁ,ﬁfﬁﬁ

LR L %‘}Wﬁ!r&w}ﬁa

\n cup\ult'

y Tamifiutamas 0 0 red R

\%‘.U ’ﬁwﬁﬁ nclismuvie i DIFNC) G e [ROER R
At : Iswmy tear oy dith TR - BRI -
o - BUBITT ) TR A BERLSE - XM
450 ot SRR BRI S L AR - T LR
S RO A TR B B A - 0
e TR BTG BLRY AT AN T

o RESEHRETAE I B BLRG iR -

nEgpes—HE

R B AN

ﬁ} VAR - SR SR > RO T

1 Ew

mlHJL}n f'ﬂﬂl mumﬁm E&!!M‘ ety
B> S PR o RN B D AR R R
BATHEOHO I« dhde o OO A R A W
Aty R B~ R O T A 0% e A 0
F"m-‘i@ﬂﬂ!&ki;ﬁ?ﬁ-ﬂ A

T3 S0 T A 8 S R B AR
TUE 7 00 S 40 o L BE O MR AT e
Pl FT R WA

LR A A

Pl e 0 7 G 2 3 AR O
S+ AL | Bt S A LD -
W ALIE P TR LB AL R AT - S
B P 1AL~ i B AR
B S TG A ) Y 4 BURCRT
W ALl AR RN LTI -

ot SRR AR T
W 0 A S 5 s TR B (L LS RSN B -
AT RSy T AL S R T R A3 A
o BETLMINENEE - bR TRy
SRER - ARy - LS BRI T B
1w RAEFOTI - 4 MY A
AIEGW20y 1L -

1 0 0 A9 I 0
s A I E ] - B
WA A AT BT G Itk
5 Al BB TR - 1B GrE
S0 BRHPER o BERRATELE GRS -
FLRFH A TR AN 2 SRR A -

YR A AR AR 2 r R T 4
A TR Ak i!L“’?'ﬁ - i Bk

AT
o b

Pt eI EN prew I
AN SRR YR AT b

ST O LA - AR A -
HAE



L5 i
PHIN AL « VAN ARG - AR

DERETE S ERREE AR AR

b APARTRBLARAT & SRR - A

Ry A S TN R B Ok R 0
o AR o T B BE 0 5 0
P FEATIRE (Paeudoephedrine) + 3EH WL
MR - BOIREAE R BT - R
A A P Y O by T it £ TR
52+ (5 o3 % 7 58l o TR B oM 8 R 2 R IR
TEAE AR VAR » T A D0 1 it 4
JERA - b A R S - A
WACH R RASE - ST E AW TSR
gk B DA -

{BIRTCRANE A A4 5 BRI - R
LR - AR AR R A T
o T- AR ) ILIRAZEE . R EAE
PR ST R T R TR

EREE] B
SEERHEsEEER

AT - R - 1 R T B AR AR - L
s 1 PR A R MR T - R bR
PR R A« TRIE R Rl AR -

HEALME S A0 0 o 4 R T D MR SR
i - Ry WOAR I SR IO R - — R
RN S EO RS+ (R IR0 FE A B AR -
L TS T A SO - (R ME EUITE
RIE R R T & b i3
WA A AR A AL AR v

- BB TSRS

MArds - - R SR E R TEA S
L AUAT B B R, TS E R - I
FATH NI « MRS TE AN B A
Tl SRR 1 - o IR e A Tty - 9B

LT o o DY e s s A o B b B -
{8 she e KB B AR T R A IR 4R -

Ve BEER Gt MR A R Y - R
U JESTR) S o TR ) AR AT A TE BT AR
P~ e B RANE O P LR SRR
E o FLE S WL IR AR - HPITTE 1Ay
s T ] -

WA A TR S0 B S EE T R 4K
R e BB o I e B R
- REJCHEE B Mdr S 1 el SRS
R WUIRE TR SR - )

AR R B B Ry PO e
W HE AR —ARAL A - WA A - 8
ity e R G E R PR e
HRR - T BRI AT W - AT
EIMEEE - BN BERN OGN R A6 E
W RETEETE SN - N T R sy —
I B AL« A S Rk ik
Iy R T T A A - A R AT 2L
T,

A BB

R I I A S P B o A R R
T - A2 W WO ST R - R A
M A Ay AT AR LK B
A ERGEEMEIE A o (M AN T e 3 LR
35 B AU ARV EE T o AT LR W
FohB A RC TR A - B IS
R

AL SR A - IR T M AT
Sl b M B AR ol RS IR A A
e R SR M 1 B RS T P Y
PR B IR B D M B AT e B
LI~ VS AT N5 R Rl AR A
WG - T R U RS - T TR
AFBL - BT T R A

PR AE AR~ BAMAR

s

.

HHEBBANE A
: A AR K I B A PR RAB
i -

F RS R b ) L
Sy B SR AT A A A B
R |










http://curia.curopa.cwjurisp/cgi-bin/gettext. pi?where=& lang=en&n...

IMPORTANT LEGAL NOTICE -~ The information on this site is subject to a disclaimer and a copyright nolice,

JUDGMENT OF THE COURT {Grand Chamber)

19 May 2009 (*)

{¥reedom of estahlishment — Article 43 EC — Public health — Pharmacies = Provisions restricting the right to operate a
pharmacy to pharmacists alone — Justification — Reliability and quality of the provision of medicinal products fo the
publie = Professional independence of pharmacists)

In Joined Cases C171/07 and C-A72/07,

REFERENCES for a preliminary rullng under Artide 234 EC from the Venualtungsgericht des Saardandes (Germany), made
by dedsions of 20 March and 21 March 2007 respectively, received at the Court on 30 March 2007, in the proceedings

Apothekerkammer des Saarlandes,
Marion Schneider,
Michael Holzapfel,
Fritz Trennheuser,
Deutscher Apothekerverband eV {C-171/07),
Helga Neumann-Seiwert (C~172/07)
v
Saarland,
Ministerium f r Justiz, Gesundheit und Soziales,
joined party:
DocMorris NV,
THE COURT {Grand Chamber),

composed of V. Skouris, Prasident, P, Jann, C.W.A. Timmermans, K Lenaens, 1. Benichot and T. von Danwitz,
Presidents of Chambers, }» Makarzyk, P. Kiifds, E. Juh sz, G. Arestis, 7. Malenovsk (Rapporteur), L. Bay Larsen and P,
Lindh, }udges,

Advocate General: Y. Bot,

Registrar: M. Feneira, Prndpal Administrator,

having regamnd to the witten procedure and further to the heasrdng on 3 September 2008,
after considering the observations submitted on behalf of:

- the Apothekerkammer des Saarlandes, Ms Schneider, Mr Holzapfel, Mr Trennheuser and Deutscher Apothekerverband
eV, by J. Schwaize, assisted by C. Dechamps, Rechtsanwalt,

- Ms Neumann-Seiwert, by H.-U. Dettling, Rechisanwalt,

- Saadand and the Ministerium f r Justiz, Gesundheit und SoZales, by W. Schild, acting as Agent, assisted by H.
K¢ ninger, Rechtsanwalt,

- DocMarris NV, by C. K nig, assisted by F. Diekmann, Rechtsanw [tin,

~ the German Govemment, by M. Lumma and €. Schulze-Bar, acting as Agents,
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= the Greek Govemment, by E Skandalou, acting as Agent,

- the French Government by G. de Bergues and B. Messmer, acting as Agents,

— Ireland, by D. O’Hagan, acting as Agent, assisted by A. Collins SC and N Travers BL,

- the Italian Government, by I.M. Braguglia, acting as Agent, assisted by G. Fiengo, avvocato dello Stato,
= the Nethedands Govermment, by Y. de Vdes, acting as Agent,

= the Austrian Govemment, by C. Pesendorfer and 7. Kr I, acting as Agents,

- the Polish Govemment, by E. Oéniecka-Tamecka and M, Kapko, ading as Agents,

- the Finnish Govemment, by . Hmmanen and A. Guimaraes-Purckoski, acting as Agents,

— the Commission of the European Communities, by £ Traversa and H. Kr mer, acting as Agents,

after hearing the Opinion of the Advocate General at the sitting on 16 December 2008,

gives the following
Judgment

1 These references for a preliminary ruling relate to the interpretation of Artides 43 EC and 48 EC and the principles of
Community law

2 The refersnces were made in two actions, brought by the Apothekerkammer des Saatandes (Saadand Pharmacists’
Assocdiation), Ms Schneider, Mr Holzapfel, Mr Trennheuser and Deutscher Apothekerverband eV (German Phammacists’
Assodation} (€-171/07) and Ms Neumann-Seiwert (C-172/07) against Saadand and the Ministerium f v Justiz,
Gesundheit und Soziales (Ministry for Justice, Health and Sodal Affairs; ‘the Minktry), conceming national legislation
vhich allows only persons who have the status of phamacist to own and operate phamades.

Legal context
Community legislation

3 Redital 26 in the preamble to Directive 2005/36/EC of the European Parliament and of the Council of 7 September 2605 on
the recognition of professional qualifications {(0J 2005 L 255, p. 22} states:

*This Directive does not coordinate all the conditions for access to activities in the field of pharmacy and the pursuit of
these activities, In particular, the geographical distribution of phammacies and the monopoly for dispensing medicines
should remain a matter for the Member States. This Directive leaves unchanged the legisiative, regulatory and
administrative provisions of the Member States forbldding companies from pursuing certain pharmadsts” activities or
subjecting the pursuit of such activities to certain conditions.’

4 That redtal repeats, in essence, the 2nd redtal in the preamble to Cound Direclive B5/432/EEC of 16 September 1985
conceming the coordination of provisions laid down by law regulation or administrative action in respect of certain
activities In the field of pharmacy {0J 1985 L 253, p. 34) and the 10th redtal In the preamble to Coundl Direclive
85/433/EEC of 16 September 1985 conceming the mutual recognition of diplomas, certificates and other evidence of
formal qualifications in pharmacy, induding measures to fadilitate the effective exerdse of the Hght of establishment
relating to certain activities in the field of pharmacy {03 1985 L 253, p. 37). Those two directives were repealed with
effect from 20 October 2007 and replaced by Directive 2005/36.

National fegislation

5 Paragraph 1 of the Lawon Pharmadies (Gesetz ber das Apothekenwesen) in the version published in BGBl. 1980 I, p. 1993,
as amended by the regulation of 21 October 2006 (BGBL. 2006 I, p. 2407) (‘the ApoG’}), provides as follows:

*(1) The obligation in the public interest to ensure proper provision of medidnal products to the public shaill be
incumbent on pharmades.

(2) A person who wishes to operate a phamacy and up to three branch phammades requires a licence from the
competent authority.

{3) The licence shali cover onfy the phamadst to whom it is granted and the promises identified in the licence
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certificate.”
6 Paragraph 2 of the ApoG provides:
*(1) Alicence is to be granted, on application, if the appllcant:

1. is German within the meaning of Artide 116 of the Basic Law (Grundgesetz), a national of one of the other Member
States of the European Union or of another State party to the Agreement on the European Economic Area .7

2. has full legal capacity;
3. possesses a German licence to practice as a pharmacist;

4, has the trustworthiness required to operate a phammacy;

7. is not physically unfit to manage a pharmacy propeny;
{4) A licence to operate several public pharmadies is te be granted, on application, if:

1. the applicant fulfils the conditions under subparagraphs 1 to 3 above In respect of each of the phamades applied
for;

2. the phammacy and branch pharmmacies to be operated by him are in the same distict ("Kreis”} or town or in
neighbouring districts or towns.

{5) The provisions of this Lawshall apply mutatis mutandis to the operation of several public pharmades, subject to the
following requirements:

1. the operator is required to manage one of the pharmacies (main pharmacy) personally;

2. for each further pharmacy (branch pharmacy), the operator is required to designate in witing a pharmadst as the
responsible person who must fulfil the obligations as laid down In this Lawand in the phamacy aperation rules
applicable te phamacy managers.

7 Paragraph 7 of the ApoG states:
*The licence shall oblige the holder to manage the pharmacy personally on his own responsibility. ../
8 Paragraph 8 of the ApoG is worded as follows:

‘A number of persons may operate a pharmacy together only in the form of a civil law partnership or commercial
partnership; in such cases, each parner requires a licence, ../

9 Paragraph 13{1) of the ApoG states:

Following the death of the licence holder, his heirs may entrust the munning of the pharmmacy to a pharmadst for a
maximum of 12 months.’

10 Under Paragraph 14 of the ApoG, hospitak have the choice of obtaining their supplies of medidnal products from an
jntemal pharmacy, that is to say, a pharmacy on the premises of the hospital concemed, from the phammacy of another
hospital or from & phamacy cutside hospital premises. A ficence to operate an Intemal phamacy is granted If the
hospitat demonstrates inter alia that it has recuited a pharmadst who fulfils the conditions laid down in subparagraphs
i to 4, 7 and 8 of Paragraph 2(1) of the Apo@G.

The main actions and the questions referred for a preliminary ruling

11 DocMonis NV {'DocMoris’) is a public limited company established in the Nethedands whose business indudes the selling of
medidnal products by mail onder. By dedslon of 29 June 2006, the Ministry granted it, with effect from 1 July 2005, a
licance to operate a branch phamacy in Saarbr cken {Germany), subject to a condition requiring it to recruit a
phamadst who would be entrusted with managing the phamacy in question personally and on his own responsibility
{'the dedsion of 29 June 2006").

Jof§ 20/82/2009 15:02



http:/euria.europa.cwjurisp/egi-hin/gettext.pl 7where=& lang=enden...

12 On 2 and 18 August 2006, the daimants in the main proceedings brought aclions before the Vemnanltungsgericht des
Saatandes (Administrative Court, Saarfand) for annuiment of the dedsion of 29 June 2006,

13 In those actions, they submitted that the decision of 29 June 2006 is contrary to the ApoG because it infringes the
‘Fremdbesitzverbot’, that is to say the prindple, as resulting from subparagraph 3 of Paragraph 2{1)} in conjunction with
Paragraphs 7 and B of the ApoG, under which the right to own and operate a pharmacy is restricted to pharmmadists alone
(‘the rule exduding non-phamadcists’).

14 The Ministry, suppotted by DocMorrs, contended that the dedsion of 2% Jure 2006 is valid because the Ministry was obliged
to disapply the abovementioned provisions of the ApoG on the ground that they infringe Artide 43 EC which guarantees
freedom of establishment In their submission, a capital company lawfully operating a phamacy In a Member State
does not have access to the German phammacy market and such a restriction is not necessary for achieving the
legitimate cbjective of protection of public health.

15 In those dreumstances, the Vemwaltungsgericht des Saadandes decdided to stay proceedings and to referto the Court for a
preliminary ruling the following questions, which are drafted in identical terms in both Case C171/07 and Case
C172/07:

1) Are the provisions conceming freedom of estzhlishment for capitzl companies {Artides 43 EC and 48 EC) to bhe
interpreted as preduding [the rule exduding non-pharmadsts], as provided for by subparagraphs 1 to 4 and 7 of
Paragraph 2(1), the first sentence of Paragraph 7 and the first sentence of Paragraph 8 of the [ApoG]?

{2) If the first question is answered in the affimative:

Having regard in particular to Artide 10 EC and to the princdple of effeciveness of Community law Is a national
authority entiled and obliged under C ity law to disapply national provisions It regands as contrary to
Community law even if there is no dear breach of Commnunity law and it has not been established by the Court
of Justice ...that the relevant provisions are incompatible with Community lawe’

16 By order of the President of the Court of 1 June 2007, Cases €-171/07 and C-172/07 were joined for the purposes of the
whitten and oral procedure and the judgment

Consideration of the questions
Question 1

17 By its first question, the national court asks whether Artides 43 EC and 48 EC predude national legisiation, such as that at
issue in the main actions, which prevents persons not having the status of phamadst from owning and operating
phamades.

Preliminary observations

18 First, it Is dear, both from the case-lawof the Court and from Artide 152(5) EC and redtal 26 In the preamble to Directive
2005/36, that Community law does not detract from the power of the Member States to organise their sodal security
systems and to adopt, in particular, provisions intended to govern the ocmanlsation of health services such as
phamades. In exercsing that power, however, the Member States must comply with Community law In particular the
provisions of the Treaty on the freedoms of movement, induding freedom of establishment. Those provisions prohibit
the Member States from introdudng or maintaining unjustified restricions on the exercise of those freedoms in the
healthcare sector (see, to this effect, Case C-372/04 Watts [2006] ECR I-4325, parmgraphs 92 and 146, and Case
C~169/07 Hartlaver [2009] ECR I-0000, paragraph 29).

19 When assessing whether that obligation has been complied with, account must be taken of the fact that the health and life
of humans rank foremost among the assets and interests protected by the Treaty and that it is for the Member States
to determine the tevel of protection which they wish to afford to public health and the way in which that level is to be
achieved. Since the level may vary from one Member State to another, Member States must be allowed discetion (see,
to this effect, Case C-322/01 Deutscher Apotheerverband [2003] ECR 1I-14887, pamgraph 103; Case £-141/07
Commission v Germany [2008] ECR I-0000, paragraph 51; and Harauver, paragraph 30}

20 Second, neither Directive 2005/36 nor any other measure implementing the freedoms of movement guaranteed by the
Treaty lays down conditfons governing access to activities in the phammacy field that spedfy the category of persens who
ame entifed to operate a pharmacy. Consequently, the national legisfation must be examined In the [ight of the
provisions of the Treaty alone.

21 Third, the regime applicable to persons entrusted with the retail supply of medidnal produds varies from one Member State
ta another. Whereas, in certain Member States, only self~-employed phaimadsts can own and operate pharmades, other
Member States accept that persons not having the status of self-employed pharmacdst may own a pharmacy while
entrusting its management to employed phamacists.

Existence of a restriction on freedom of establishment

22 According to setted case-law Artide 43 EC predudes any national measure which, even though it is appliable without
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discimination on grounds of nationality; is liable to hinder or render less attractive the exerdse by Community nationals
of the freedom of establishment that is guaranteed by the Treaty (see; in particular, Case C-19/92 Kraus [1993] ECR
I-1663, paragraph 32, and Case C-299/02 Commission v Netherdands {20043 ECR 19761, paragraph 15).

23 Legislation which makes the establlshment in the host Member State of an economic operator from another Member State
subject to the issue of a prior authordsation and aflows self-employed acivity to be pursued only by certein econemic
operators who satisfy predetermined mequirements, compliznce with which is a condition for the Issue of that
authorisation, const®utes a restriccion within the meaning of Artide 43 EC. Such legislation deters or even prevents
economic operators from other Mamber States from pursuing their activities in the host Member State through a fixed
place of business (see, to this effect, Hartlaver, paragraphs 34, 35 and 38).

24 The rule exduding non-phamadsts constitutes such a restriction because it aliows only phamadists to operate pharmmades,
denying other economic cperators access to this self-employed activity in the Member State concemed.

Justification of the restriction on freedom of establishment

25 Restrictions on freedom of estabihment which are applicable without discimination an grounds of nationality may be
justified by oveniding reasons in the general nterest, provided that the restrictions are appropriate for securing
attainment of the objective pursued and do not go beyond what is necessary for attaining that objective (see Hartlauer,
paragraph 44).

26 In the main actions, first, the national legislation at issue applies without discrimination on grounds of naticnality.

27 Second, the protection of public health is one of the overriding reasons in the general interest which can justfy restrictions
on the freedoms of movement gusranteed by the Treaty such as the freedom of establishment {see, inter alia,
Hardauer, paragraph 46).

28 More spedfically, restrictions on those freedoms of movement may be justified by the objective of ensuring that the
provision of medidnal products to the public is reliable and of good quality (see, to this effect, Deutscher
apothekerverband, paragraph 106, and Commission v Germany, paragraph 47).

29 Thind, it must be examined whether the nile exduding non-phamacists is appropriate for securing such an objective.

30 It is important that, where there Is uncertainty as to the existence or extent of rdsks to human health, a Member State
should be able to take protective measures without having to wait until the reality of those risks becomes fully
apparent. Furthermore, a Member State may take the measures that reduce, as far as possible, a publichealth risk
{see, to this effect, Case C-170/04 Rosengren andOthers [2007] ECR I-4071, paragraph 43}, induding, more spedfically,
a risk to the reliability and quality of the provision of medidnal products to the public.

31 In this context, attention is %o be drawn to the very particular nature of medidnal products, whose therapeutic effects
distinguish therm substantially from other goods {see, to this effect, Case C-369/88 Delatte {1991] ECR 11487,
paragraph 54},

32 Those therapeulic effects have the consequence that, if medidnal products are consumed unnecessarily or incommectly, they
may cause serious ham to health, without the patient being in a position to realise that when they ame administered,

33 Overconsumpton or incormect use of medidnal products leads, moreover, to & waste of finandal resources which is all the
more damaging because the pharmaceutical sector generates considerable costs and must satisfy increasing needs,
while the finanda! resources which may be made available for healthcare are not unlimited, whatever the mode of
funding applied (see by analogy, with regard to hospital treatment, Case C-385/99 M Ier-Faur and van Riet [2003] ECR
14509, paragraph B0, and Watts, paragraph 109). There is a direct link between those finandal resources and the
profits of businesses operating in the pharmaceutical sector because in most Member States the prescription of
medidnal products is bomne finandally by the health insurance bodies concemed.

34 In the light of those risks to public health and 1o the finandal balance of sodal security systems, the Member States may
make persons entrusted with the retail supply of medidnal products subject te strict requirements, induding as regards
the way in which the products are matrketed and the pursuit of profit. In particulas, the Member States may restrict the
retail sale of medicnal products, in prindple, to pharmadsts alone, because of the safeguards which phamadsts must
provide and the information which they must be in a position to fumish to consumers (see, to this effect, Delattre,
paragraph 56).

35 In this connection, given the power accorded to the Member States to determine the fevel of protection of public health, it
must be accepted that Member States may require that medicinal products be supplied by pharmadsts enjoying genuine
professicnal independence, They may also take measures which are capable of eliminating or reduding a risk that that
independence wll be prejudiced because such prejudice would be Hable to affect the degree o which the provision of
medicinal products to the public is reliable and of good quality.

36 In this context, three categories of potential pharmacy operators must be distinguished, namely natural persons having the
status of pharmmadst, persons operating in the phamaceutical products secter as manufacturers or wholesalers, and
persans neither having the status of pharmadst nor operating in that sector.

37 It is undeniable that an operater having the status of pharmadst pursues, lilke other persons, the objective of making a
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profit. However, as a phammadst by profession, he is p med to operate the phamacy not with a purely economic
objective, but alsc from a professional viewpeint His private interest connected with the making of a profit is thus
tempered by his training, by his professional expetience and by the responsibility which he owes, given that any breach
of the rules of law or professional conduct undermines not only the value of his investment but also his own professional
existence.

38 Uniike phamadsts, non-pharmmadsts by definition lack training, experience and responsibility equivalent to those of
pharmadsts. Accordingly, they do not provide the same safeguards as pharmadsts,

39 A Member State may therefore take the view in the exerdse of its disaetion referred to In pamgraph 19 of the present
judgment, that, unlike the case of a pharmacy operated by a phamacist, the operation of a phammacy by a
non-pharmadst may represent a fsk to public health, in particular to the rellabiity and quality of the supply of
medidnal products at retall level, because the pursuit of profit in the course of such cperation does not involve
moderating factors such as those, noted in paragraph 37 of the present judgment, which characterise the activity of
phamadists {see by analogy, with regard to the provision of social weifare services, Case C-70/95 Sodemare and Others
[1997] ECR 13395, paragraph 32).

40 It is therefore permissible for a Member State inter alia to assess, in the exerdse of that disaetion, whether such a risk
exists in the case of manufacturers and wholesalers of phamaceutical products on the ground that they might
compromise the independence of employed pharmacdists by encouraging them to promote the medidnal products which
they produce or market themselves. Likewise, 2 Member State may determine whether operators lacking the status of
pharmacist are liable to compromise the independence of employed pharmadsts by encouraging them to sell off
medidnal products which it is no fonger profitable to keep in stock or whether those coperators are liable to make
reductions In operating costs which may affect the manner in which medidnal products are supplied at retail level.

41 In their observations lodged before the Court, DocManis and the Commission of the European Communities also submitted
that in the main actions the rule exduding non-phammadsts cannot be justified in the general interest because that
objective is pursued In an inconsistent mannern

42 As to those submissions, It is apparent from the Court’s case-law that national legisfation Is appropriate for securing
attainment of the objedive relied upon only if it genuinely reflects 3 concem to attain that objedtive in a consistent and
systematic manner (see Joined Cases C-~338/04, C-359/04 and C-360/04 Placarica and Others [2007] ECR I-1891,
paragraphs 53 and 58; Case C-500/06 Corporad n Dermoest tica [2008] ECR I-0000, paragraphs 39 and 40; and
Hartlaver, paragraph 55}

43 In this context, it is to he observed that the national legislation does not exdude the operation of pharmades by
non-pharmacists absolutely,

44  First of ali, Paragraph 13(1) of the ApoG provides, by way of exception, that the heirs of a phamacist who do not
themselves have the status of pharmadst may operate the pharmacy which they have inherited for 2 maximum of 12
maonths.

45 However, this exception proves justified having regard to protection of the legitimate property rHghts and interests of the
members of the deceased phamacist's family. It must be found that the Member States may take the view that the
Interasts of a pharmadist’'s heirs are not such as to jeopardise the requirements and guarantees flowing from their
respective legal systems which operators who have the status of pharmadst must meet In this context, account is to be
taken espedally of the fact that throughout the traasitional pericd a qualified pharmadst must be responsible for
operating the inherited pharmacy. Therefore, the heirs cannot, in this specific context, be equated with other operators
who do not have the status of pharmadist

45 It should atso be noted that the effects of this exception are only temporary since the heirs must transfer the rights to
operate the pharmacy to a phamadst within 12 months.

47 This exception is thus designed to enzble the heirs to assign the phamacy to a phammadst within a period which does not
prove unreasonabte and it may thus be regarded as not presenting a risk to the reliabifity and quality of the provision of
medidnal products to the public.

48 Next, nor can such a risk result from the fact that hospitals may operate intemal phamacies, The [atter are intended to
provide medicnat products not to persons outside those hospitals but to the hospitals in which they are established.
Thus, hospitals which operate such pharmades are not, in prindple, capable of affecting the general level of reliability
and quality in the provision of medidnal products to the public as a whole. Furthermore, having regand to the fact that
those hospitals provide medical care, there are no grounds for assuming that they would have an interest In making a
profit to the detriment of the patients for whom the medidnal producis of the phammades which they house are
intended.

49 Finally, although the national legislation allows pharmadsts to operate up to three branches of a single phamacy, such a
possibility is subject to a number of conditions which are intended to safeguard public health requirements. First of all,
the pharmadst concemed is himself responsible for the branches’ operation and he therefore determines their general
commerdal policy. Those branches are thus also presumed to be operated from a prefessional viewpolnt, the private
interest connected with the making of a profit being tempered to the same extent as in the case of the operation of
pharmades which are not branches. Next, those branches must be located within a spedified geographlcal radius in order
to ensure a suffident presence in the branches of the pharmadst operating them and actual supervision by him. Last,
the phammadst operating the branches must designate, for each branch, a responsible phamacist, who must ensure
that fegal obligations are complied with and that the management of the branch concemed conferms to the general
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commerdal policy determined by the pharmadst operating the branches.

50 Since the operation of the branches is subject to those conditions, the legislation at issue in the main actions cannot be
reganrded as inconsistent.

51 In viewof all the foregoing, it must be found that the legislation at issue In the main actions is approprate for securing
attainment of the objective of ensuring that the provision of medidinal products to the public is reliable and of good
quality and, therefore, that public health is protected.

52 Fourth, it must be examined whether the restriction on freedom of establishment goes beyond what is necessary for
attaining that objective, that is to say whether there are measures restricting the freedom guaranteed by Artide 43 EC
less which would enable the objclive to be attained just as effectively.

53 DocMormis and the Commission have submitied hefore the Court that that objective could be attained by less restrictive
measures, such as an obligation that a pharmacist be present in the pharmmacy, an obligation to take outinsurance ora
system of adequate controls and effective penalties.

54 However, having regand to the discretion which the Member States are allowed, as refemed to in paragraph 19 of the
present judgment, a Member State may take the view that there is a risk that legislative rules designed to ensure the
professional independence of pharmacists woutd not be observed in practice, given that the interest of 2 non-phamacist
in making a profit would not be tempered In 28 manner equivalent to that of self-employed pharmadsts and that the fact
that phammadsts, when employees, work under an operator could make it difficult for them to oppese instructions given
by him.

55 The Commission has not put forwand, apart from general considerations, anything to show what the spedfic system would
be that would be capable of ensuring — wth the same effectiveness as the rule exduding non-pharmadsts - that those
legisiative rules are observed in practice notwithstanding the considerations set out in the previcus pamgraph of the
present judgment

56 Nor, centrary to DocMomis’s and the Commission’s submissions, can the risks to the independence of the profession of
phamadst be exduded with the same effectiveness by the means consisting In the Imposition of an obligation to take
out insurance, such as insurance for vicarious dvil liability. While that measure might enable the patient to obtain
finandal reparation for any hamm suffered by him, it operates after the event and would be less effective than the rile
exduding non-phammacdists in that it vould not in any way prevent the operator concemed from exerting influence over
the employed phamadsts.

57 Accordingly, it has not been established that another measure that restricks the freedom guaranteed by Artide 43 EC less
than the nule exduding nen-phamadsts would make it possible to ensure just as effectively the level of reliability and
quality in the provision of medidnal products to the public that results from the application of that rule.

58 Consequently, the national legislation at issue in the main actons proves appropriate for securing attainment of the
objective pursued by it and does not go beyond what is necessary for attaining that objective. It must therefore be
acoapted that the restricdons flowing from the national legislation may be lustified by that objective.

59 This condusion is not called into question by the judgment in Case C-140/03 Commission v Greece [2005] ECR I-3177, upon
which Saadand, the Ministry, DocMonis and the Commission rely, where the Court ruled that the Hellenic Republic had
failed to fulfil its obligations under Artides 43 EC and 48 EC by enacting and mainteining in force national provisions
under which the establishment by a legal person of an optician’s shop was subject inter alia to the condition that
authorisation for the establishment and operation of that shop had to have been granted to a recognised optidan whoe
was a natural person and the person holding the authorsation to operate the shop had to hold at least 50% of the
company's share capital and partidpate at least to that extent in the profits and losses of the company.

60 Given the particular nature of medicinal products and of the medicinal~product market, and as Community law cumently
stands, the Court's findings in Commission v Greece cannot be transposed to the field of the retait supply of medidnal
products, Unkke optical products, medidnal products prescribed or used for therapeutic reasons may none the less
prove sedously hammful to health if they are consumed unnecessarily or incomectly, without the consumer being in a
position to realise that when they are administered. Furthermore, 2 medlcally unjustified sale of medicnal producks
leads to a waste of public finandal resources which is not comparable to that resuiting from unjustified sales of optical
products.

61 In view of all the foregoing, the answer to the first question is that Artides 43 EC and 48 EC do not predude national
legislation, such as that at issue in the main actions, which prevents persons not having the status of phammadst from
owning and operating pharmades.

Question 2

62 Given the reply to the first question, there is no need to answer the second question.

Costs

63 Since these proceedings are, for the partes to the main proceedings, a step in the actions pending befere the national

Tof8 29/12/2009 15:02



http://curia.europa.ew/jurisp/egi-bin/gettext.pl?where=&lang=en&mn...

court, the decision on costs is a matter for that court. Costs Incurred In submitting observations to the Courl, other than
the costs of those parties, are not recoverable.
On those grounds, the Court (Grand Chamber) hereby rules:

Articles 43 EC and 48 EC do not precfude national legislation, such as that at issue in the main actions, which prevents
persons not having the status of pharmacist from owning and operating pharmacies,

[Signatures]

* Language of the case: German.
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