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A NEW LOOK AT PARALLEL TRADE
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OUR «LEGAL» ENVIRONMENT

*** FREEDOM TO OPERATE / TO CONTRACT

“** COMPETITION LAW CONSTRAINTS

* LEGAL OBLIGATION TO MEET PATIENT NEEDS
(PUBLIC SERVICE OBLIGATIONS)
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FUNDAMENTAL FREEDOM

*** FREEDOM TO OPERATE / TO CONTRACT

*** FREEDOM TO SET PRICES?
% Overriding public interest to access health solutions
% National Competence / Transparency Directive

*** FREE MOVEMENT OF GOODS (ART. 34 & 35 TFEU)

*** COMPATIBILITY OF FMG (vector of European integration) WITH
SUBSIDIARITY FOR HEALTH RELATED MATTERS (exception to integration)

% Rec. 6 of G10 on non-extra-territoriality of price controls

“* ART. 36 EXCEPTION FOR PUBLIC POLICY GROUNDS (eg. PROTETCION OF
HEALTH)
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COMPETITION LAW

“* ART. 101: ANTICOMPETITIVE AGREEMENTS
“* ART. 102: ABUSE OF DOMINANT POSITION

*** MARKET DEFINITION
% CLASSIC ATC ANALYSIS

% RELEVANT MARKET FOR PHARMACEUTICAL COMPANIES vs
RELEVANT MARKET FOR TRADERS?

% THERAPEUTICAL CLASSES vs. PRICE GAPS & AVAILABILITY

** FREE MOVEMENT OF GOODS SACRED PILLAR
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COMPETITION LAW — ART. 101 & 102 review

“*MEASURES HAVING THE OBJECT OR EFFECT TO LIMIT PARALLEL
TRADE BETWEEN MEMBER STATES

“* UNDER ART. 101: AGREEMENTS COULD BE CONSIDERED TO BE A
RESTRICTIVE IF THEIR OBJECT OR EFFECT IS TO LIMIT PARALLEL TRADE

L)

% BUT WITH A POSSIBILITY TO BE EXEMPTED UNDER ART. 101.3

** LIMITATION OF SUPPLIES OR SPECIFIC LOGISTIC SCHEMES MAY LEAD
TO A “REFUSAL TO SUPPLY” WHICH MAY BE CHALLENGED UNDER
ARTICLE 102 TFEU BASED ON AN ALLEGED ABUSE OF A DOMINANT

POSITION
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COMPETITION LAW — ART. 101 & 102 review

** CASE LAW:

% BAYER ADALAT ART. 101: AGREEMENTS RESTRICTING COMPETITION
% GLAXO GREECE ART. 102: ABUSE OF DOMINANT POSITION

% GLAXO SPAIN ART. 101.3 on DUAL PRICING AND POSSIBLE EXEMPTION
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LEGAL ASSESSMENT — UNDER ART. 101 TFEU

BAYER ADALAT (Commission, 2004)

> Bayer reduced the supply of its product Adalat in France and in Spain to match the
guantities needed for the local market and avoid parallel exports

> The Commission considered that there was a tacit agreement between Bayer and
its French and Spanish wholesalers because the latter continued to buy Adalat and
stopped parallel exports

> The GC and ECJ disagreed with the Commission, considering that in the absence of an
agreement, Bayer had acted unilaterally

“The Commission misjudges that concept of the concurrence of wills in holding that the continuation of
commercial relations with the manufacturer when it adopts a new policy, which it implements
unilaterally, amounts to acquiescence by the wholesalers in that policy, although their de facto conduct
Is clearly contrary to that policy” (GC, Bayer-Adalat, §173)

% ARTICLE 101(1) IS THEREFORE NOT APPLICABLE TO UNILATERAL DECISIONS
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LEGAL ASSESSMENT — UNDER ART. 102 TFEU

“** GLAXO GREECE ART. 102: ECJ C53/03 SYFAIT

** The ECJ recalled that “the refusal by an undertaking occupying a dominant position
on the market of a given product to meet the orders of an existing customer
constitutes abuse of that dominant position under Article 102 TFEU where, without
any objective justification, that conduct is liable to eliminate a trading party as a
competitor” (ECJ, GSK Greece, §34)

*** THE QUESTION TO KNOW UNDER WHICH CONDITIONS THE REFUSAL TO
SUPPLY BY AN UNDERTAKING IN A DOMINANT POSITION MAY AMOUNT
TO AN ABUSE HAS BEEN RULED BY THE ECJ AS FOLLOWS:

“* It is permissible for a company to counter in a reasonable and proportionate way
the threat to its commercial interests potentially posed by the activities of a wholesaler

which wished to be supplied with significant quantities of products that are essentially
destined for parallel exports (points 69 and 71)
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LEGAL ASSESSMENT — UNDER ART. 102 TFEU

*** The Court further held that a pharmaceutical company must therefore
be able to protect itself against orders that are out of the ordinary in
terms of quantity (point 70 and 76)

*** This must be assessed in the light of both (i) the previous business
relations between the pharmaceuticals company and the wholesalers
concerned and (ii) the size of the orders in relation to domestic demand
(point 73)

*** LEGAL CONSEQUENCE: a company, even in dominant position, can
protect its legitimate commercial interests by refusing orders which are
“out of the ordinary” in respect of (i) the history of orders and (ii) the
size in relation to domestic demand
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COMPETITION LAW — ART. 101 & 102 review

* GLAXO SPAIN ART. 101.3 on DUAL PRICING

** Possible restriction of competition under Article 101(1)

% Does the dual pricing system have either the “object or effect” of restricting
competition?
s Commission: Object
% General Court: Effects
% ECJ: Object

** Eligibility for exemption under Article 101(3)?

% Both the GC and the ECJ considered that an exemption may be possible and
that the Commission should have examined that possibility more thoroughly
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CONTRACTUAL SOLUTIONS - OBJECTIVE JUSTIFICATION

THE AIM OF ANY SUPPLY CHAIN INITIATIVE IS

“* TO ENSURE PROMPT ACCESS TO ESSENTIAL DRUGS FOR ALL
PATIENTS, IN PARTICULAR IN CASES OF SHORTAGES WHEN
SHORTAGE IS DUE TO OTHER CAUSES THAN INSUFFICIENT
SUPPLY OF THE PRODUCT BY THE MANUFACTURER

*** ENHANCING EFFICIENCIES OF THE DISTRIBUTION SYSTEM

** THE ONLY MEASUREMENT OF THE EFFICIENCY OF A DISTRIBUTION
SYSTEM IS IF IT MEETS IN A TIMELY MANNER THE NEEDS OF THE
CLIENTS - IN THE CASE OF PHARMACEUTICAL PRODUCTS - PATIENTS

\/

% IF SUCH SYSTEM FAILS ON ITS PRIMARY OBJECTIVE DESPITE
QUANTITIES BEING SUPPLIED IN EXCESS OF ACTUAL MARKET NEEDS
MEANS SYSTEM IS INEFFICIENT
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CONTRACTUAL SOLUTIONS - OBJECTIVE JUSTIFICATION

“* LOGISTIC SOLUTIONS IMPLEMENTED BY PHARMACEUTICAL
COMPANIES NECESSARILY IMPLY PARTNERING WITH LOGISTIC
SERVICE PROVIDERS

* RISK OF BEING ASSESSED AS AN ANTICOMPETITIVE AGREEMENT
AIMING AT LIMITING PARALLEL TRADE

*“* BUT OBJECTIVE ELEMENTS TO BE TAKEN INTO ACCOUNT ARE:
s THE BUSINESS RATIONALE
s THE REASONABLE CHARACTER OF THE ENVISAGED SOLUTION

 AS THE CASE MAY BE, THE TEMPORARY CHARACTER OF
EXCEPTIONAL MEASURES LINKED TO PREVALENCE OF SHORTAGES

“** EVEN IF POTENTIAL EFFECTS ON PARALLEL TRADE WERE
FOUND, THE EXISTENCE OBJECTIVE JUSTIFICATIONS COULD
POSSIBLY JUSTIFY AN EXEMPTION UNDER ART. 101.3 TFEU
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COMPETITION LAW = STRICT VIGILANCE AT ALL

*** DG COMP ALWAYS WILLING TO TAKE ENFORCEMENT ACTIONS IN THIS
FIELD DIRECTLY OR THROUGH NATIONAL COMPETION AUTHORITIES
% Competition Commissioner Joaquin Almunia declared that the Commission
would look again at parallel trade in the pharmaceutical sector

% Spain’s free pricing for pharmaceutical products has come under Commission
scrutiny

*** The Romanian Competition Council fined two pharmaceutical companies
and their distributors for anticompetitive parallel export restrictions
(Bayer/Sintofarm)

*** But, Competition Authorities should not impose any given model of
organization of the distribution network when prices of pharmaceutical as
well as margins of wholesalers and pharmacies are to a large extent
regulated if different models can make the distribution chain more efficient
In terms of patient access
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DIRECTIVE 2001/83

“* ART. 81

® Marketing authorisation holders ("MAHs") as well as wholesalers have a
fundamental "public service" obligation to ensure "within the limits of their
responsibilities, appropriate and continued supplies of medicinal product[s] to
pharmacies and persons authorised to supply medicinal products so that the
needs of patients in the Member State in question are covered."

® Directive 2001/83/EC on the Community Code relating to medical products for human use provides that a public
service obligation must be warranted on grounds of public health protection, and proportionate in relation to the objective
of such protection, [2001] O.J. L.311/67, Article 81, Recital 38.
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DIRECTIVE 2011/62

® Falsified Medicines Directive imposes identification, reporting and quality control
obligations on stakeholders to minimise the risk of counterfeit medicines
penetrating the supply chain.

® See Article 1(17) Falsified Medicine Directive amending Article 80 of the
Directive 2001/83/EC to require wholesalers to (i) keep records of all
transactions, (ii) maintain a quality control system, and (iii) inform the relevant
authority and the MAH in the event a falsified medicine is discovered.
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ECONOMIC CRISIS AND AUSTERITY = A PARADIGM CHANGE &
VICIOUS CIRCLE FOR PATIENT ACCESS

“* PRICE DECREASES EITHER DIRECTLY THROUGH GOVERNMENT
MEASURES OR INDIRECTLY THROUGH INTERNATIONAL REFERENCES

** PRICE GAP BETWEEN CRISIS COUNTRIES AND OTHER EUROPEAN
COUNTRIES WIDENS AND INCREASES INCENTIVES FOR PARALLEL
EXPORTS

*** INCENTIVES IN IMPORT COUNTRIES CREATE IRRATIONAL IMBALANCES

%+ 5% MANDATORY IMPORT RULE IN GERMANY EXCEEDS BY FAR THE TOTAL
PHARMACEUTICAL EXPENDITURE IN MANY CEE COUNTRIES!

s CURRENCY FLUCTUATIONS IN UK MAKE EXPORTS AN «OUTRAGE» BUT
THEN AGAIN AN OPPORTUNITY...

“ NORDIC COUNTRIES WITH 75% TO 90% OF IMPORTS...
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ECONOMIC CRISIS AND AUSTERITY = A PARADIGM CHANGE &
VICIOUS CIRCLE FOR PATIENT ACCESS

*** LEADING TO MASSIVE SHORTAGES IN EXPORT COUNTRIES, MAINLY
GREECE AND EASTERN EUROPEAN COUNTRIES

“* LEADING TO INCREASINGLY OPAQUE PRODUCT FLOWS / GREY
MARKET, INCLUDING ILLEGAL TRADE BY PHARMACIES

“* IF WE PUT THE INTERESTS OF PATIENTS FIRST, HOW CAN WE HAVE A
NEW LOOK AT THE MATTER OF PARALLEL TRADE?
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GOVERNMENT AL EMERGENCY MEASURES

“* IN THE LAST 18 MONTHS, THIS IMPRESSIVE LIST OF COUNTRIES OF
PASSED NEW LEGISLATION SPECIFICALLY ADDRESSING THE ISSUE OF
SHORTAGES

X3

%

GREECE
SPAIN
FRANCE
SLOVAKIA
CZECH REPUBLIC
POLAND
HUNGARY
ITALY
BULGARIA
PORTUGAL
ROMANIA

R/ R/ R/ R/ R/ R/ R/ R/ R/
0‘0 0‘0 0‘0 0‘0 0‘0 0‘0 0‘0 0‘0 0‘0

R/
0‘0
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CATALOG OF MEASURES IMPOSED BY COUNTRIES

Export Ban

Pre-Notification

Monitoring /
Records &
Reporting
Obligations

Administrative
Penalties Sanctions

Local Adaptation
of Public Service
Obligation

Dual Pricing

Other Measures

Export ban for specific medicines where there is a
demonstrated risk of shortage and it is subject to regular
review by the authorities (temporary measure)

Authorities obliged to respond within reasonable time (e.g., 30
days) and wholesalers permitted to export if no response
received within the time limit

National authorities can object to export of specific medicine
reported if there is a genuine risk to security of supply

eg. on volumes sold / prescribed, held on stock, capacity (WS or
pharmacy)

Monetary Fines, withdrawal of liccences

prohibition on selling pharmaceutical products at a price
higher than the regulated price does not apply to
pharmaceutical products not consumed in France and destined
for export

Obligation to supply WS with certain quantities,
Obligation to supply minimum number of WS

Pharma Law Conference — Bucarest — 2 & 3 April, 2014

BULGARIA, FRANCE, GREECE, HUNGARY,
ITALY, POLAND, PORTUGAL, ROMANIA, SPAIN

BULGARIA, POLAND, PORTUGAL, SLOVAKIA

BULGARIA, CZECH REPUBLIC, GREECE,
HUNGARY, POLAND, PORTUGAL, ROMANIA

BULGARIA, GREECE, ITALY, POLAND,
ROMANIA

BULGARIA, FRANCE, ITALY, POLAND,

FRANCE

HUNGARY, ROMANIA, PORTUGAL



RESULTS SO FAR?

“* NO REAL PRACTICAL EXPERIENCE IF THESE MEASURES ARE
EFFICIENT AT ALL

¢ BUT SHOWS THE NEED TO DISCUSS AND PRESENT EVIDENCE TO
AND WITH HEALTH AUTHORITIES

*** SHARE DATA ON DOMESTIC SALES
** BENCHMARK vs. IMS AND DATA AVAILABLE AT SICK FUNDS

*“* This provide evidence as to who complies with its obligations deriving from
Art. 81 Dir. 2004/27

** HEALTH AUTHORITIES MUST BE CONFIDENT TO EXERCISE THEIR
POWERS AND PREROGATIVES TO [INVESTIGATE AND AUDIT
PHARMACIES, TRADERS, WHOLESALERS and PHARMACEUTICAL
COMPANIES

“* AND TO ENGAGE OTHER LAW ENFORCEMENT AGENCIES IN CASE OF
ILLEGAL BEHAVIOUR

Pharma Law Conference — Bucarest — 2 & 3 April, 2014 | 20



TENTATIVE CONCLUSION

® More consistent and robust enforcement of existing obligations on supply chain
operators to improve the integrity of the supply chain.

® Further measures at Member State level to enhance transparency within the
supply chain. Specifically, verification of stakeholders' compliance with their
respective regulatory obligations must be based on more accurate supply and
demand data to improve the ability of authorities to anticipate and identify
potential supply shortages at an early stage before patient access is threatened

® Countries should be encouraged to abolish the distortive effects of national
schemes rewarding parallel trade to the detriment of exporting countries.

“** PUT THE PATIENT AT THE CENTER OF EACH AND EVERY PART OF THE
REFLEXION, NOT THE TRADERS INTERESTS
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