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2011 DRUG POLICY REFORM
IN SLOVAK REPUBLIC

Introduction

With effect as of 1 December 2011, a
drug policy reform has been introduced
by the Act No. 362/2011 Coll. on Drugs
and Medical Devices and on amending
certain laws and the Act No. 363/2011
Coll. on the Scope and Conditions of the
Reimbursement of Drugs, Medical De-
vices and Dietary Foods covered by the
Public Health Insurance and on amend-
ing certain laws, in the Slovak Republic
(the “Drug Policy Reform”).

As a matter of courtesy, this newsletter
highlights certain key changes to the
Slovak health care system introduced by
the Drug Policy Reform.

Measures to Mitigate Corruptive
Practices

The Marketing Authorization Holders are
explicitly prohibited, by any means what-
soever, to induce or influence the health
care professionals at prescription of
drugs, medical devices or dietary foods.

New duties of the Marketing Authoriza-
tion Holders include, inter alia, the follow-

ing:

o to submit to the Ministry of Health of
the Slovak Republic (the “Ministry”)
by 31 January of each calendar year,
a report on the amount of its expendi-
tures on the promotion, marketing and
non-pecuniary considerations pro-
vided directly or indirectly to the
health care provider in the previous
year (the Ministry is obliged to publish
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such report on its website without un-
due delay); and

to provide to the National Centre for
Medical Information (the “National
Centre”) a list of health care profes-
sionals, who took a part in any events
dedicated exclusively to professional
and academic purposes, or in further
education of health care profession-
als, funded directly or through a third
person by the Marketing Authorization
Holder (the National Centre is obliged
to publish such list on its website
without undue delay).

Sponsorship, direct or through a third
person, of any event to the health care
professional or the participation of the
health care professional at any event,
other than professional or academic
event or further education of the health
care professionals, is strictly prohibited.

At the same time, the health care profes-
sionals are required to notify the Ministry,
on the quarterly basis, of the amount and
purpose of any pecuniary and non-
pecuniary income they obtained, includ-
ing without limitation, any sponsorship of
their participation at professional or aca-
demic event or of their further education.

Further, the following conduct has been
explicitly banned:

e any promotional visit of the health
care professional authorized to pre-
scribe drugs during his/her business
hours;

any promotional supply, offer or prom-
ise of any donation or any pecuniary
or material benefits, regardless of
their value, to the health care profes-
sional authorized to prescribe or to
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the health care provider authorized to
issue drugs.

New Pricing System

The reference pricing system has be-
come more stringent - the Slovak drugs
prices will not exceed the second-lowest
price from among the European Union
countries (compared to the average of
the six lowest prices of the respective
medical products within the European
Union member states used before 1 De-
cember 2011).

Categorization and Entry of New
Generic Drugs to Market

With an aim to accelerate introduction of
new drugs in the Slovak Republic, the
periodicity of the categorization of the
drugs increased so that at the present
day, the categorization takes place on a
monthly basis.

At the same time, to facilitate the monthly
categorization, an electronic form of
communication between the Marketing
Authorization Holders and the Ministry
has been introduced as a sole mean for
the mutual communication in respect of
categorization and official price fixing.
Any Marketing Authorization Holder will-
ing to participate in the categorization
process before the Ministry must un-
dergo the registration process for the
electronic form of communication and
have an individual appointed to represent
it before the Ministry in the proceedings
regarding categorization and official price
fixing.

A new generic drug may be included into
the list of categorized drugs only if its
proposed price shall be at least by 30%
lower than the price of the original drug.

It is expected that the newly introduced
system of the categorization as well as
the measures aimed to facilitate publish-
ing of applications, motions, opinions and
decisions in the process of the categori-
sation on the website of the Ministry,
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creates effective tools enhancing trans-
parency in the Slovak health care sys-
tem.

The new legal regulation has also intro-
duced a categorization of special medical
material — expensive medical devices
(e.g. joint substitutes, cardio-stimulators,
etc.) and stricter rules for assessment of
the conflict of interests for the health care
professionals, the employees of the Min-
istry and the members of categorization
commissions and categorization coun-
cils, being the advisory bodies of the Min-
istry in the matters of categorization.

Availability of Categorized Drugs

Marketing Authorization Holder, product
of which is included in the list of catego-
rized drugs, has an obligation to ensure
that such drug is available on the market
in a sufficient quantity for the entire pe-
riod, during which the drug is included in
the list of categorized drugs. Sufficient
quantity has been defined as a supply
covering the estimated monthly con-
sumption in the Slovak Republic. If the
Marketing Authorization Holder fails to
maintain this supply on the market for a
period of 60 consecutive days, the Minis-
try is entitled to exclude such drug from
the list of categorized medicines.

New Prescription Rules (Generic
Substitution)

So-called generic prescription of drugs
has been introduced, which provides for
the obligatory prescription of the active
substance instead of the particular drug
by name (applies only to the active sub-
stances listed in the new legislation).
Nonetheless, the health care profession-
als prescribing drugs have remained enti-
tled to prescribe also the specific drug by
stating its name.
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For more information on the topic dis-
cussed in this issue of the BEATOW
PARTNERS Legal Update, please
contact Mr. Michal Delincak at
michal.delincak@beatow.com.

LEGAL NOTICE

The information included in this publi-
cation is provided for information pur-
poses only and it does not constitute
legal or any other professional advice
on any particular matter. BEATOW
PARTNERS s. r. o. shall in no case
accept any liability vis-a-vis any per-
son in relation to anything, and in re-
spect of the consequences of any-
thing, done or not done wholly or part-
ly in reliance upon the whole or any
part of the contents of this publication.
No reader should act or refrain from
acting on the basis of any of the in-
formation contained in this publication
without first seeking the appropriate
legal or other professional advice on
the particular facts and circums-
tances.

Transmission of this information is not
intended to create and receipt does
not constitute an attorney-client rela-
tionship between BEATOW PART-
NERS s. r. 0. and the recipient of the
information.

© BEATOW PARTNERS s. r. 0. 2011

BEATOW PARTNERS s. r. o. is a limited liability
company established pursuant to section 15 of Act
No. 586/2003 Coll. on Advocacy, as amended,
registered in the Commercial Register of the Dis-
trict Court of Bratislava |, Section Sro, File No.
66108/B, having the registered office at Panenska
23, 811 03 Bratislava, Slovak Republic, ID No. 36
868 841.

Liberalization of Pharmacy
Business

New legal regulation simplified the pre-
requisites to be met in order to conduct
business in the area of pharmaceutical
care, where certain procedures and
compliance requirements have been
abolished or simplified.

Loyalty Systems in Pharmacies

As of 1 December 2011, pharmacies are
allowed to provide discounts or other
benefits to the patients. However, in-kind
discounts or cash payments are still pro-
hibited.

In case a pharmacy decides to grant dis-
counts to the patients, it is mandatory
obliged to provide a discount also to the
health care insurance company at least
up to 50% of the amount of discount
granted to the patient.
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