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CRITERIA FOR GRANTING ACCESS BY AN EU MEMBER STATE
TO A SEVERELY ILL PATIENT TO AN UNAUTHORIZED MEDICINE

Basalaeva A. Criteria for granting access
by an EU member state to a severely ill
patient to an unauthorized medicine.

The article focuses attention on the fact that
a structural element of everyone’s subjective
legal right to medical care is the right to access
to a medicinal product. It is emphasized that the
Covid-19 pandemic, the increase in the spectrum
of incurable diseases and the number of patients
suffering from them, Russia’s aggression against
Ukraine, the consequences of which are an
increase in the number of military personnel and
civiians who need the use of medicinal products
created using the latest technologies, but which
(medicines) are still not allowed in the state, the
integration of Ukraine with the EU became the
factors that actualized the discussion of scientists
and practitioners on the issue of the conditions that
must be observed by the EU member state in order
to apply the provisions of Article 1. 5 of Directive
2001/83/EC of the European Parliament and of the
Council on the Community Code regarding medicinal
products intended for human use, the exception is
to provide an EU member state with access to a
patient to a medicinal product not authorized by the
competent authorities of such a member state and
thereby fulfill its obligation to provide everyone's
constitutional right to medical care.

The conditions that must be observed by the
EU member state in order to apply the provisions
of Article 1. 5 of the Exclusion Directives - for an
EU member state to provide a patient with access
to a medicinal product that is not authorized by
the competent authorities of such a member
state: 1) the presence of a norm of national law
that allows the supply of a medicinal product for
which a permit was not granted; 2) the goal is
to meet the special needs of a specific seriously
ill patient (private interest) and ensure the
protection of public health (public interest); 3) be
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due to the absence on the national market of any
authorized medicinal product - the equivalent of
an unauthorized medicinal product; 4) delivery is
made in response to a bona fide order on one’s
own initiative; 5) supply is carried out according
to the prescription in accordance with the
specifications of the authorized medical worker; 6)
an unauthorized medicinal product is prescribed
for use by a specific patient under his direct
personal responsibility.

The signs of the patient’s special needs are
highlighted: 1) the specific situation of the
patient’s state of health and the course of his
illness; 2) medical reasoning, which is justified; 3)
the patient’s need for a certain medicinal product.
The grounds for an unregistered medicinal product
to be prescribed by a doctor are: the doctor’s
therapeutic considerations; results of research,
analyzes of the patient.

In a situation where there are authorized
medicinal products on the market of an EU member
state - analogues of prohibited medicinal products
- the import of unauthorized medicinal products
can be qualified as an act of non-fulfillment by the
EU member state of its obligations, provided for in
Article 1. 6 Directives.

Key words: everyone’s constitutional right to
medical care, the right to access to a medicinal
product, the state’s duty to ensure human rights,
an illegal medicinal product, a patient, a doctor,
the special needs of a patient, public health
protection, a permit for sale.

BbacanaeBa A. Kpwutepii HapgaHHs pAepiXxka-
BOIO-4JsieHOM EC fOCTYynYy TA>XKOXBOPOMY naui-
€EHTY A0 HEAO03BOJIEHOIO Jlikapcbkoro 3acoby.

B cTaTTi aKueHTYeETbCA yBara Ha TOMYy, LWO
CTPYKTYPHUM eNneMeHTOM CybH'eKTUBHOrO topu-
OVYHOIO MnpaBa KOXHOFMO Ha MeAWYHy AO0noMory
€ NpaBO Ha AOCTyn A0 Nnikapcbkoro 3acoby. Mia-
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KpecntoeTbes, wo naHaemis Covid-19, 36inbweHHS
CMeKTpY HEBUNIKOBHUX XBOPO6 i KiNbKOCTI nauieH-
TiB, AKi Ha HUX CTpa)xaarTb, arpecisa pocii woao
YkpaiHu, Hacnigkamm skoi € 36inbleHHS KinbKOCTI
BiiCbKOBOCNY>X60BUIB Ta UMBiINbHMX 0Ci6, sKi no-
TpebylTb 3aCTOCYyBaHHSA B NiKyBaHHI NiKapCbKuX
3aco6iB, CTBOpPEHMX 3 BUKOPUCTAHHSAM HOBITHIX
TEXHONorin, ane ski (nikapcbki 3acobn) wWwe € He
003BOSIeHMMN B [AepXXaBi, iHTerpauis YkpaiHu 3
€C cTann YMHHWMKaMK, §Ki akTyanizyBanau AUCKY-
Cit0 HaYKOBLIB Ta NPaKTUKIB 3 MUTAHHS YMOB, KNX
HeobXigHO AOoTpuMMaTUCL AepxkaBi-uneHy €C, wob
3actocyBaTu nepepbayeHe n. 1 ct. 5 AupekTtuBu
€Bponeiicbkoro [lMapnameHTy i Pagn 2001/83/€C
npo Kogekc CniBToBapucTea LWOAO NiKapCbKUX 3a-
co6iB Mpu3HaA4YeHUX AN5 3aCTOCYBaHHSA NOAMHOK
BUKJIIOYEHHS - HajaTu AepXaBot-uneHoMm €C pgo-
CTYyny nNaui€eHTy A0 HeAO03BOJIEHOr0 KOMMEeTEeHTHMU-
MW OpraHaMm Takoi AepiXaBu-uysieHa JiKapCbKOro
3acoby i TMM caMMM BMKOHATW CBil 060B'A30K 3 3a-
6e3neyeHHs KOHCTUTYLIAHOMO mpaBa KOXHOro Ha
MeaWYHY AOMOMOry.

BuaineHo yMmoBu, sknx HeobxiagHO AOTpUMaTUCH
pepxasi-uneHy €C, wob 3actocyBaTtu nepenbave-
He n. 1 cT. 5 AnpeKkTnBn BUKJIIOUYEHHS — HadaTu
nepxaor-yneHoMm €C AoCTyn nauieHTy 40 HeAo03-
BOJIEHOr0 KOMMETEHTHMMW OpraHamMu Takoi Aep-
XXaBu-uyneHa nikapcbkoro 3acoby: 1) HasBHICTb
HOPMW HaUiOHaNbHOro npasa, siKa A03BOJISE MO-
CTa4aHHSA fikapcbkoro 3acoby, ansa sikoro He 6yB
HagaHW [03BiN; 2) MeTa — 3a40BOJIEHHS ocobnu-
BMX MOTpeb KOHKPETHOro TSAXKO XBOPOro nauieHTa
(npuBaTHOroO iHTepecy) Ta 3abe3nedyeHHs OXOPOHU
rpomMaacbkoro 3gopos’a (nybniyHoro iHTepecy); 3)
6yTn obymoBneHe BiACYTHICTIO Ha HauiOHaNbHOMY
PUWHKY XOAHOro A03BOJIEHOrO NiKapCbKOro npena-
paTy - eKBiBaJIeHTa HeAO03BOJIEHOr0 J1iKapCbKOro
3acoby; 4) nocTtayaHHs 34IMCHIOETLCS Yy BiANOBIAb
Ha bona fide 3amoBneHHs 3 BfacCHOI iHibiaTuBK; 5)
nocTayaHHs 34IMCHIOETLCA 3@ peuenTyporo Biamno-
BiAHO A0 crneumndikauim ynoBHOBaXeHOro mMeauy-
HOrO npauiBHWKa; 6) HeAO03BOJIEHUN NiKapCbKUMN
3acib Npu3Ha4yaEeTbCA AN BUKOPUCTAHHS KOHKPET-
HUM nauieHToM nig noro 6esnocepenHto ocobucty
BiANOBIAANbHICTb.

BuaineHo o3Haku ocobnmeux notpeb nauieHTa:
1) KOHKpeTHa cuTyauis CcTaHy 340pOB’A NauieHTa
Ta nepebiry noro xsopobu; 2) megnyHe MipKyBaH-
HH, gKe € BunpasadaHuM; 3) notpeba nauieHTa B
NeBHOMY JlikapcbkoMy 3acobi. lMiagcTasoro 4ng Toro,
wob HesapeecTpoBaHUM Nikapcbkuii 3aci6 6yB Bu-
NUCaHWN nikapeM €: TepaneBTUYHI MipKyBaHHSA Ni-
Kaps; pe3ynbTaTu AOCMIAXEHb, aHani3iB nauieHTa.

B cuTyauii, Konn Ha pUHKY AepXXaBW-y4yacHULUI
€C € po3BosieHi Nnikapcbki 3acobu - aHanorm He-
[03BOJIEHUX NiKapcbkuX 3acobiB, — iMNOpT Heno3-
BOJIEHMX NiKapCbKnx 3acobiB Moxe kKBanigikysa-
TUCA SK Al 3 HEBUKOHAHHA AepXxaBoto-yneHoM €C
3060B'AA3aHb, NnepeabaveHnx n. 1 cT. 6 AnpekTuen.

EnneKTpoHHe HayKoBe BUAAHHS «AHaJliTUMHO-NOPIBHSAJIbHE NPaBO3HaBCTBO»

Knwo4yoBi cnoBa: KOHCTUTYLUiHE MpaBO KOX-
HOr0 Ha MeAM4YHy AOMOMOry, MpaBo Ha AOCTyn A0
nikapcbkoro 3acoby, o6oB’s30k aepxasu 3 3abes-
neyvyeHHs Npas NOAMHU, HEA03BOJIEHUN NiKAapCbKNI
3acib, nauieHT, nikap, ocobnmei noTpebu nauieHTa,
OXOpOHa rpoMajacbKoro 340poB’s, A03BiN Ha pea-
nisauito.

Formulation of the problem.

The Covid-19 pandemic, an increase in the
spectrum of incurable diseases and the number of
patients suffering from them, Russia’s aggression
against Ukraine, the consequences of which are
an increase in the number of military personnel
and civilians who need the use of medicinal
products created using the latest technologies,
the integration of Ukraine with The EU testifies
to the relevance of the issue of the regulatory
and legal mechanism for ensuring the receipt of
an unauthorized medicinal product through the
programs «use by an individual patient», «use
on compassion» or «use outside the approved
indications for use» in the EU.

In legal science, S. Buletsa [1], R. Grevtsova
[2], L. Deshko [3-5], V. Zaborovskyi [6],
M. Menzhul [7] studied the issue of the right to
access to medicines as a guarantee of the right
to medical care, I. Senyuta [8] and others. The
issues of technology transfer in the production of
medicinal products, transfer of ownership rights to
registration certificates and transfer of production
in the context of modern challenges to international
and national security were studied in the scientific
works of L. Deshko [9], O. Vasylchenko [10]
and others. On the other hand, the issue of the
regulatory and legal mechanism of ensuring the
receipt of an unauthorized medicinal product
through the programs «use by an individual
patient», «use out of compassion» or «use outside
of the approved indications for use» in the EU has
not been comprehensively investigated.

The purpose of this article is to highlight
the conditions that must be observed by the EU
member state in order to apply the provisions of
Article 1. 5 Exclusion Directives - to provide an
EU member state with access to a patient to a
medicinal product not authorized by the competent
authorities of such a member state.

Presenting main material.

According to the general rule in the EU, a
medicine can be released on the EU market only
when it has passed all centralized or national
legalization procedures [11; 12]. On November
6, 2001, Directive 2001/83/EC of the European
Parliament and the Council on the Community Code
concerning medicinal products intended for human
use was adopted [13]. Section 3 of the Directive is
devoted to the introduction of medicinal products
into circulation, and chapter 1 of this section is
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devoted to marketing authorization. From clause 1
of Art. 6 of the Directive, it follows that the general
conditions for placing a medicinal product on the
market in an EU member state are as follows: 1)
the object that is placed on the market must fall
under the qualifying characteristics of the medicinal
product; 2) prohibition to sell a medicinal product
without a permit - the fact of having a permit must
precede the fact of sale, even if the permit is in
the process of being issued - the sale is prohibited
until the permit is obtained; 3) the presence of
special competent bodies of the EU member state,
whose functional duty is to grant permission for
the sale of the medicinal product; 4) the legal
basis for granting permission is Directive 2001/83/
EC of the European Parliament and of the Council
on the Community Code concerning medicinal
products intended for human use or Regulation
of the European Parliament and of the Council
(EU) No. 1901/2006 of December 12, 2006 on
medicinal products for application in pediatrics
and Regulation (EC) No. 1394/2007.

Chapter Two «Scope» of Directive 2001/83/EC
of the European Parliament and of the Council on
the Community Code relating to Medicinal Products
for Human Use contains Article 5, which provides
for exceptions that may be applied by EU Member
States to the supply and distribution of a medicinal
product for which permission was not granted.
Yes, in accordance with Clause 1 of Art. 5 of the
Directive «A Member State may, in accordance
with current legislation and to meet special needs,
exclude from the provisions of this Directive
medicinal products supplied in response to a bona
fide order on its own initiative, by prescription
according to the specifications of an authorized
medical professional for use by a specific patient
under his direct personal responsibility» [13].
Therefore, Directive 2001/83/EC of the European
Parliament and of the Council on the Community
Code regarding medicinal products intended for
human use leaves to the discretion of the EU
member states the issue of providing the possibility
or imposing a ban on the possibility for patients to
obtain a medicinal product not authorized by the
competent authorities of this state with the help of
programs « individual patient use’, ‘compassionate
use’, ‘off-label use’. EU law does not prohibit the
use of drugs not officially approved by an EU
member state by an individual patient.

In practice, the existence of such a norm
necessitated its interpretation regarding the exact
conditions that must be met by the EU member
state in order to apply the exception provided for
by it. Moreover, the application by an EU member
state of the exclusion under clause 1 of Art. 5 of
the Directive also raises the question of whether
the state is trying to avoid fulfilling its obligation
under Art. 6 Directives.
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Thus, in the case «European Commission v. the
Republic of Poland» [14], the question was raised
whether the national law of Poland corresponded to
the exclusion provided for in Article 1. 5 of Directive
2001/83/EC of the European Parliament and of
the Council on the Community Code regarding
medicinal products intended for human use. In
accordance with the national legislation, Poland as
a member state of the EU allowed the importation
and put into circulation medicinal products that
did not have the permits of the special competent
authorities of Poland. As a result of such actions,
illegal medicinal products appeared on the market
of Poland as an EU member state. They were
similar in composition to medicines that had the
necessary permits, and were cheaper in price.
That is, on the market of medicinal products in
Poland, medicinal products - analogs of non-
approved medicinal products - were allowed by
the competent authorities of Poland.

Since it was about the interpretation of the
provision, which in its essence is an exception
to the principle, according to the established
jurisprudence of the Court of Justice, its
interpretation was carried out strictly. Referring
to its decision in the case C 143/06 «Ludwigs-
Apteka», the Court of Justice noted that «...the
possibility of importing unauthorized medicinal
products, provided by national legislation for
the implementation of the powers granted by
this provision, must remain exclusive to ensure
the practical effect of the commercial licensing
procedure» [ 15]. Therefore, the application of
Clause 1 of Art. 5 of the Directive on the import
of unauthorized medicinal products should be an
isolated exception, and the established practice of
admitting an imported medicinal product to the
market of an EU member state without applying
the trade licensing procedure through the adoption
of national legislation, which provides for the
application of clause 1 of Art. 5 of the Directive,
is incompatible with the purpose of the Directive,
and undermines the practical effectiveness of the
existing trade licensing procedure.

The Advocate General in the case «European
Commission v. Republic of Poland» noted in his
Opinion that «... the possibility to avoid the
application of the provisions of Directive 2001/83,
which follows from the content of its Article 5(1),
can be used only when it is necessary, taking
into account attention to the specific needs of
patients. Another interpretation would contradict
the goal of public health protection, which is
achieved by the harmonization of regulations on
medicinal products, in particular those related to
commercial licensing» [14]. Thus, the exception
allowed by clause 1 of Art. 5 of the Directive refers
to those unauthorized medicinal products that are
necessary for the specific special needs of specific
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patients. It is also seen that the application of this
exception cannot be unlimited in time, because
after importing an unregistered medicinal product
for the special needs of patients and already
using it in their treatment, nothing prevents
this medicinal product from going through the
licensing procedure and obtaining permission
from the competent authorities of the EU member
state. Undoubtedly, in a situation where there are
authorized medicinal products on the market of
an EU member state - analogues of unauthorized
medicinal products - the import of unauthorized
medicinal products can be qualified as an act of
non-fulfillment by the EU member state of its
obligations, provided for in Article 1. 6 Directives.

The concept of «special needs» referred to
in clause 1 of Art. 5 of the Directive, «refers to
purely specific situations justified by medical
considerations and provides that the medicinal
product is necessary to meet the needs of a
particular patient,» the Court of Justice noted in
its decision [14; 15]. Therefore, an unregistered
medicinal product cannot be imported without
the presence of special needs of the patient. The
signs of the patient’s special needs are as follows:
1) the specific situation of the patient’s state of
health and the course of his illness; 2) medical
reasoning, which is justified; 3) the patient’s need
for a certain medicinal product.

In §35 of the decision in the case «European
Commission v. Republic of Poland», the Court of
Justice emphasizes that «the requirement for
the supply of medicinal products «by individual
order» means that the medicinal product must be
prescribed by a doctor based on the results of an
actual examination of his patient and on the basis
of exclusively therapeutic considerations » [14].
That is, we are talking about the fact that the
exclusion of clause 1 of Art. 5 The Directives apply
to an unregistered medicinal product prescribed
by a specific doctor for a specific patient - that
is, there is a strict definition of the subject who
prescribed the unregistered medicinal product and
the subject who agreed to use it. An entity other
than a doctor may not prescribe an unregistered
medicinal product, including may not perform such
actions, for example, an entity endowed with public-
authority powers in the field of health care, or an
entity of private law (for example, an institution
Health Care). The grounds for an unregistered
medicinal product to be prescribed by a doctor are:
the doctor’s therapeutic considerations; results of
research, analyzes of the patient.

Also in §36 of the decision in the case «European
Commission v. Republic of Poland», the Court of
Justice emphasized that «it is clear from the set
of conditions defined in Article 5(1) of Directive
2001/83, which should be read in the light of its
fundamental objectives and, in particular, the
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objective public health protection, it appears that
the exception provided for in this article can only
apply to situations in which the doctor considers
that the health condition of his particular patient
requires the use of a medicinal product that has
no authorized equivalent on the national market
or that on this market does not exist» [14]. Thus,
when the state applies the exception provided for
in Clause 1 of Art. 5 of the Directive, both public
interests must be respected - ensuring public health
protection, and private interests - providing the
patient with access to an unregistered medicinal
product, there are no equivalents on the market
of the participating state.

Conclusions.

The conditions that must be observed by the
EU member state in order to apply the provisions
of Article 1. 5 of the Exclusion Directives - for an
EU member state to provide a patient with access
to a medicinal product that is not authorized by
the competent authorities of such a member
state: 1) the presence of a norm of national law
that allows the supply of a medicinal product for
which a permit was not granted; 2) the goal is
to meet the special needs of a specific seriously
ill patient (private interest) and ensure the
protection of public health (public interest); 3) be
due to the absence on the national market of any
authorized medicinal product - the equivalent of
an unauthorized medicinal product; 4) delivery is
made in response to a bona fide order on one’s
own initiative; 5) supply is carried out according
to the prescription in accordance with the
specifications of the authorized medical worker; 6)
an unauthorized medicinal product is prescribed
for use by a specific patient under his direct
personal responsibility.

The signs of the patient’s special needs are
highlighted: 1) the specific situation of the
patient’s state of health and the course of his
illness; 2) medical reasoning, which is justified; 3)
the patient’s need for a certain medicinal product.
The grounds for an unregistered medicinal product
to be prescribed by a doctor are: the doctor’s
therapeutic considerations; results of research,
analyzes of the patient.

In a situation where there are authorized
medicinal products on the market of an EU member
state - analogues of prohibited medicinal products
- the import of unauthorized medicinal products
can be qualified as an act of non-fulfillment by the
EU member state of its obligations, provided for in
Article 1. 6 Directives.
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