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The article s devoled to the study of the positive
duties of the state to ensure the right of a seriously ill
patient to access to a medicinal product out of compas-
ston in the EU, which corresponds to the right of every
person in the presence of special needs to access to me-
dicinal products, including - unregistered - for reasons
of humanity.

The article analyzes the Directive of the European
Parliament and the Council 2001/83/EC on the Com-
munity Code regarding medicinal products intended for
human use, Regulation (EC) No. 726/2004 of the Eu-
ropean Parliament and the Council of the EU.

The article also reveals the essence of the legitimate
purpose of the admission to the market of an EU mem-
ber state of a medicinal product that is not authorized
m this state, but s authorized in another EU member
state, and the admission of a medicinal product that is
not authorized in any EU member state. Attention s
focused on the legitimate expectations of patients and
taking into account more and move rapid progress in
science and treatment, tools to ensure compliance with
the requirements of Directive 2001/83/EC of the Euro-
pean Parliament and of the Council on the Community
Code concerning medicinal products intended for hu-
man use upon authorization by an EU member state to
its market of a medicinal product that is authorized in
another EU member state.

According to the results of the study, the structural
elements of the content of the obligation of the EU mem-
ber state to ensure the access of a seriously ill patient to a
medicinal product that is not allowed in this EU mem-
ber state, but is allowed in another EU member state:
1) before granting a marketing authorization medicinal
product to notify the holder of a marketing authoriza-
tion for the medicinal product in the EU member state

m which it s authorized, of a proposal for granting a
marketing authorization; 2) to send a request to the na-
tional competent authority of the member state in which
the drug 1s authorized, regarding the submission of: a)
copies of the report on the evaluation resulls; b) a valid
permit for the sale of a medicinal product; 3) to notify
the Commission about the granting of a permit for the
sale of a medicinal product that is permitted in another
EU member state; 4) notify the Commission about the
termination of the authorization for a medicinal prod-
uct that is authorized i another EU member state. The
structural elements of the EU member state’s obligation
lo ensure access of a seriously ill patient to a medicinal
product out of compassion in accordance with Regu-
lation (EU) No. 726/2004 of the European Parlia-
ment and the Council of the EU were also revealed. 1)
inform the Agency about access; 2) take into account
any conclusions of the Commuttee drawn up regarding
the conditions of use of the medicinal product out of
compassion, conditions of distribution and categories of
patients; 3) monitor updates of the Committee’s conclu-
sions; 4) ensure that the conclusions of the Committee do
not affect the crvil or criminal liability of the manufac-
turer or the applicant who applied for a sales permit; 5)
if @ compassionate use program has been initiated - to
ensure that patients participating in 1t also have access
lo the new medicinal product during the period between
authorization and market entry; 6) apply the provi-
sions of the Regulation without prejudice to Directive
2001/20/EC and Anrticle 5 of Directive 2001/83/EC.

Key words: everyone’s right to medical care, every-
one’s rights to the provision of medicines, the state, the
duties of the state, access to medicine, medicine, com-
passionate medicine, legitimate purpose, humanity, EU
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Formulation of the problem

Today, the latest technologies are constant-
ly developing, and in the treatment of diseases
that were previously considered incurable, the
latest drugs are often used. As you know, every
state, in accordance with its international obli-
gations on human rights, guarantees everyone
the right to quality medical care, the structur-
al element of which is the right to access to
the medicine necessary for treatment. There
are situations when a medicinal product has
been developed and admitted to the medici-
nal product market in a certain EU member
state, but has not yet received permission to be
sold in another EU member state. In this case,
the question arises: can a seriously ill patient
from an EU member state in which this me-
dicinal product is not yet registered, gain ac-
cess to this medicinal product on the grounds
that this medicinal product is registered in
another member state? There are other situa-
tions — when there is a medicinal product that,
in the opinion of the attending physician, can
have an effect in the treatment of a seriously ill
patient, but this medicinal product is not reg-
istered in any EU member state. Such compas-
sionate medicine is the last hope of a critically
ill patient. That is why the question arises — on
the one hand, the state guarantees everyone
the right to quality medical care, it is their
constitutional right, and on the other hand,
the state is entrusted with the responsibility
of providing a person with access to medicine
out of compassion.

Ukraine is integrating with the EU. There-
fore, from a practical point of view, it is rel-
evant to study the issue of the positive obli-
gations of the state to ensure the right of a
seriously ill patient to access to a medicinal
product out of compassion in the EU with the
aim of improving the legislation of Ukraine
and the practice of its application. Undoubt-
edly, this issue is multidimensional, complex
and requires comprehensive research. This
article will present the results of the research
on the positive obligations of the EU member
state to ensure the right of a seriously ill pa-
tient to access to a compassionate medicine in
the EU, based on the analysis of directives and
other EU documents. Other published scien-
tific studies will be devoted to other issues of
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ensuring the right of a seriously ill patient to
access a medicine on a compassionate basis.

State of problem research

The issue of everyone’s right to access to me-
dicinal products as a structural element of the
right to medical assistance was studied in the
works of professors L. Deshko [1-3], O. Vasyl-
chenko [4], S. Bulets [5], V. Zaborovskyi [6]
and others domestic scientists. Scientists also
studied the legal regulation of the transfer of
technologies for the production of medicinal
products (for example, the works of L. Deshko,
Yu. Bysaga, S. Kalyniuk [7; 8]), the require-
ments of EU law for the circulation of medici-
nal products [9], etc. During 2022-2023 and
currently, at the beginning of 2024, a number
of collective scientific studies were published, in
which the issues of international cooperation of
states to ensure the right of an individual to ac-
cess medicines out of compassion, the issue of
ensuring access to medicines out of compassion
in Ukraine were raised (the works of S. Buletsa,
M. Menzhul, V. Pashkov, S. Stetsenko, etc. [10;
11]). At the same time, they do not compre-
hensively analyze the directives and other EU
documents in the context of the positive duties
of the state to ensure the right of a seriously ill
patient to access to a medicinal product out of
compassion in the EU.

The purpose of the study is to establish the
elements of the EU member state’s obligation
to ensure access of a seriously ill patient to a
medicinal product that is not permitted in this
EU member state, but is permitted in anoth-
er EU member state; to establish elements of
the content of the obligation of the EU mem-
ber state to ensure the access of a seriously ill
patient to a medicinal product out of compas-
sion in accordance with Regulation (EC) No.
726/2004 of the European Parliament and the
Council of the EU.

Presenting main material.

Each EU member state guarantees every
person the right to quality medical care, one of
the structural elements of which is the possibil-
ity of access to medicines. As is known, this hu-
man right corresponds to the duty of the state
to ensure the availability of appropriate medici-
nal products or their analogues on the domes-
tic market of the state. Directive 2001/83/EC of
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the European Parliament and of the Council on
the Community Code on Medicinal Products
for Human Use [12] does not contain a rule
of law that would allow or prohibit a member
state of the EU from providing an opportunity
to a seriously ill patient in his personal situation
to receive a drug not authorized by the compe-
tent authorities of this state, the drug through
a number of programs, including “compassion-
ate application.”

In Directive 2001/83/EC of the European
Parliament and of the Council on the Com-
munity Code regarding medicinal products
intended for human use, there is Article 126a,
according to which rules an EU member state
is allowed to place on its market a medicinal
product that is authorized in another EU mem-
ber state under certain conditions. 126a of the
Directive “In the absence of a marketing autho-
rization or pending application for a medicinal
product authorized in another Member State
in accordance with this Directive, a Member
State may, for justified reasons related to the
protection of public health , to allow the intro-
duction of such a medicinal product into cir-
culation” [12]. Therefore, the legitimate pur-
pose of the admission to the market of an EU
member state of a medicinal product, which is
not authorized in this state, but is authorized in
another EU member state, is the protection of
public health.

Instruments to ensure compliance with
the requirements 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 the event
of admission by an EU member state to its mar-
ket of a medicinal product that is authorized
in another EU member state, in the presence
of justified reasons , related to the protection
of public health [12], are as follows: 1) label-
ing and leaflet-tab; 2) classification of medici-
nal products; 4) advertising; 5) supervision and
sanctions.

The content of the obligation of an EU
member state to ensure access of a seriously
ill patient to a medicinal product, which is not
permitted in this EU member state, but is per-
mitted in another EU member state, contains
the following structural elements: 1) before
granting permission for the sale of the medici-

nal product, notify to the holder of a permit
for the sale of a medicinal product in the EU
member state in which it is permitted, a pro-
posal for granting a permit for its sale in accor-
dance with Art. 126a of Directive 2001/83/EC
of the European Parliament and of the Council
on the Community Code regarding medicinal
products intended for human use; 2) to send a
request to the national competent authority of
the member state in which the drug is autho-
rized, regarding the submission of: a) copies of
the report on the evaluation results; b) a valid
permit for the sale of a medicinal product; 3) to
notity the Commission about the granting of a
permit for the sale of a medicinal product that
is permitted in another EU member state; 4)
notify the Commission about the termination
of the authorization for a medicinal product
that is authorized in another EU member state.

On March 31, 2004, Resolution (EU) No.
726/2004 of the European Parliament and the
Council of the EU was adopted [13]. It estab-
lished EU procedures for authorization and
control of medicinal products for humans and
veterinary medicine. The preamble to Regu-
lation (EC) No. 726/2004 states that “in order
to ensure, in particular, the legitimate expec-
tations of patients and to take into account
the increasingly rapid progress in science and
treatment ... in the field of medicinal prod-
ucts for human use, the general approach to
the criteria and conditions for the use of new
compassionate medicines in accordance with
the legislation of the Member States” (§33).
In clause 1 of Art. 83 of the Resolution states
that “as an exception to Article 6 of Directive
2001/83/EC, Member States may make human
medicinal products available for compassionate
use...” [13]. But we are not talking about the
state’s obligation to grant such permission, but
about its right. Also, such authorization does
not cover all patients, but only patients with an
illness that is chronic or seriously debilitating,
or has a life-threatening diagnosis, and cannot
be satisfactorily treated with an approved drug.

In clause 2 of Art. 84 of the Regulation states
that “compassionate use” means providing ac-
cess for humanitarian reasons to a medicinal
product...to a group of patients with a chronic/
severe debilitating disease or a diagnosis con-
sidered life-threatening and who cannot be sat-
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isfactorily treated with an authorized medicinal
product . Such a medicinal product must be the
subject of an application for a permit for the
right to sell in accordance with Article 6 of this
Decree or must undergo clinical trials” [13].

The content of the obligation of an EU
member state to ensure access of a seriously
ill patient to a medicinal product out of
compassion in accordance with Regulation
(EU) No. 726/2004 of the European Parliament
and the Council of the EU [13] contains the
following structural elements: 1) inform the
Agency about this; 2) take into account any
conclusions of the Committee drawn up
regarding the conditions of use, conditions
of distribution and categories of patients to
whom it applies; 3) monitor updates of the
Committee’s conclusions; 4) ensure that the
conclusions of the Committee do not affect the
civil or criminal liability of the manufacturer
or the applicant who applied for a sales
permit; 5) if a compassionate use program
has been initiated — to ensure that patients
participating in it also have access to the new
medicinal product during the period between
authorization and market entry; 6) apply the
provisions of the Regulation without prejudice
to Directive 2001/20/EC and Article 5 of
Directive 2001/83/EC.

Conclusions

The structural elements of the content of the
EU member state’s obligation to ensure access
of a seriously ill patient to a medicinal product
that is not permitted in this EU member state,
but is permitted in another EU member state,
are as follows: 1) before granting permission
for the sale of the medicinal product to notify
the holder of the authorization for the sale
of the medicinal product in the EU member
state in which it is authorized, the proposal
for granting the authorization for its sale; 2)
to send a request to the national competent
authority of the member state in which the
drug is authorized, regarding the submission
of: a) copies of the report on the evaluation
results; b) a valid permit for the sale of a
medicinal product; 3) to notify the Commission
about the granting of a permit for the sale of a
medicinal product that is permitted in another
EU member state; 4) notify the Commission
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about the termination of the authorization for a
medicinal product that is authorized in another
EU member state.

The structural elements of the content of
the obligation of the EU member state to ensure
the access of a seriously ill patient to a medicinal
product out of compassion in accordance
with Regulation (EC) No. 726/2004 of the
European Parliament and the Council of the
EU are as follows: 1) inform the Agency about
access; 2) take into account any conclusions
of the Committee drawn up regarding the
conditions of use of the medicinal product
out of compassion, conditions of distribution
and categories of patients; 3) monitor updates
of the Committee’s conclusions; 4) ensure
that the conclusions of the Committee do
not affect the civil or criminal liability of the
manufacturer or the applicant who applied
for a sales permit; 5) if a compassionate use
program has been initiated — to ensure that
patients participating in it also have access to
the new medicinal product during the period
between authorization and market entry; 6)
apply the provisions of the Regulation without
prejudice to Directive 2001/20/EC and Article 5
of Directive 2001/83/EC.

References

1. Jemko A. Jep:kaBHe peryAIOBaHHS Lii-
HOYTBOPEHHsA Ha AIKapchbKi 3acobu B KpaiHax
€spomneiicbkoro CHiBTOBApUCTBA Ta IHIIHX
Kpainax. IligmpueMHHIITBO, TOCIOAAPCTBO i
npaso. 2007. Ne 5. C. 113-119.

2. Deshko L., Ivasyn O., Gurzhii T., Noviko-
va T., Radyshevska O. Patenting of medicines
in Ukraine through the prism of the Associa-
tion Agreement with the EU and the TRIPS
Agreement: improvement of medical and ad-
ministrative law. Georgian Medical News. 2019.
No3 (288). P. 154-158.

3. Deshko L. M., Bysaga Y.M., Zaborovskyy
V.V. Protection of human rights by the Consti-
tutional Court of Ukraine in the field of health
care. Georgian Medical News. 2019. Ne9 (294).
P. 165-171.

4. Deshko L., Vasylchenko O., Sherbak
1., Galai V., Medvid A. Ukraine’s international
liabilities on initiation of measures for public
health protection and the role of local authori-
ties in implementation of health care policy.




Basalayeva A.V. - Positive obligations of the state to ensure the right...

Georgian medical news. 2021. Volume 312.
P 163-168.

5. Buletsa S., Deshko L. Comprehensive
Reforms of the Health Care System in Differ-
ent Regions of the World. Medicine and Law.
2018. Vol. 37. No.4. P. 683-700

6. Buletsa S., Deshko L., Zaborovskyy V.
The peculiarities of changing health care sys-
tem in Ukraine. Medicine and Law. 2019. Vol.
38. Ne3. P. 427-442

7. Deshko L., Bysaga Y., Bysaga Y. Public
procurement in the healthcare sector: adapta-
tion of the administrative legislation of Ukraine
to the EU legislation. Georgian Medical News.
2019. Ne6 (291). P. 126-130.

8. Deshko L., Bysaga Y., Kalyniuk S., Bysa-
ga Y. State Obligations on Provision the Right
of Primary Healthcare Doctor for Medical
Practice as Entrepreneurship in the Light of
Transformation of the Health Care System of
Ukraine. Georgian Medical News. 2020. Ne6
(303). P. 194-199

9. Deshko L. Patenting of medicinal prod-
ucts: the experience of implementation of the
flexible provisions of the TRIPS-plus Agree-
ment by foreign countries and the fundamen-
tal patent reform in Ukraine. Georgian Medical
News. 2018. Ne9. P. 161-164.

10. Meanyne mpaBo: MiZPyYHUK / 3a 3ar.
pea. 4A-pa opug.Hayk, npod. C.b. Byaenu;
A-paopug. Hayk., go. M.B. MengxyA. YxKro-
poa: TOB «PIK-Y», 2021. 720 c.

11. €auHnit MeAUIHUN TIpOCTIp YKpaiHu:
MpaBOBHMIl BUMIp: MOHOTpadia / 3a 3ar. pej.
C.T. Crenenka. Xapkis: IIpaso, 2022. 672 c.

12. JdupextuBa €sponeiicekoro Ilap-
AameHnty 1 Paam 2001/83/€C mpo Koaekc
CHiBTOoBapHUCTBA IMIOAO AlKApCBKHX 3aco0iB
NPU3HAYEHUX JAA  3aCTOCYBAHHA  AIOJU-
Holo. URL: https://zakon.rada.gov.ua/laws/
show/984 013-01#Text.

13. Regulation (EC) No 726/2004 of the
European Parliament and of the Council of
31 March 2004 laying down Community proce-
dures for the authorisation and supervision of
medicinal products for human and veterinary
use and establishing a European Medicines
Agency. URL: https://eur-lex.europa.eu/legal-
content/EN/TXT/?uri=celex%3A32004R0726.

IIO3UTHUBHI OBOB’A3KHA
AEPKABU 13 SABE3IIEUEHHA ITPABA
TAXKOXBOPOTO ITAITIEHTA HA
AOCTYII 40 AIKAPCBKOTO 3ACOBY 31
CIIIBUYTTA B €C

Crarrsi mpucBsAYeHA JOCAIAKEHHIO IO3U-
TUBHHUX OOOB’A3KIB Jep:KaBH i3 3a6e3nedeHHA
IIpaBa TAKKOXBOPOTO MAaIi€HTa Ha JOCTYyH JO
Alkapcbkoro 3acoby 3i crnisuyrrsa B €C, AKMii
KOPECTIOHAY€E MPABO KOKHOTO 32 HASABHOCTI
0co6AMBHX 1OTpeb HA AOCTYI 4O AIKAPCBKHUX
3aco0iB, y TOMY YHCAL — HE 3aPEECTPOBAHUX — 3
MipKyBaHb T'YMaHHOCTI.

Y crarti aHaAi3yiorecsa Jupexrusa €Bpo-
nericekoro Ilapaamenty 1 Pagu 2001/83/€C
npo Kogexkc CmiBroBapucrsa Imojo Aikap-
CbKHX 3ac00iB, IPU3HAYEHHUX JASl 3aCTOCYBaH-
Ha Aogunoo, Ilocranosa (€C) Ne726/2004
€sporneiicpkoro ITapaamenty i Pagu €C.

CraTrs  TakoK  PO3KPUBAE  CYTHICTH
AETITHMHOI METH /JOITyCKy Ha PUHOK J€prKaBU-
yreHa €C Alkapcepkoro 3acoby, SKuil He J03BO-
A€HHI1 y 1Iiii JepsKaBi, are JO3BOAEHUI B IHIIIII
Aep:kasi-uneHi €C, Ta JOYCKY AIKAPCBKOTO 3a-
coby, AKMIl He JO3BOAECHHI Yy JKOAHIA AepmaBi-
yuacHuni €C. AKIEHTY€TbCA yBara Ha 3aKOH-
HUX OYiKyBAaHHAX IAI[IEHTIB Ta BPaXyBaHHI BCe
6IABIT #i GIABII CTPIMKOTO IIPOTPECY B HAYIIl Ta
AlKyBaHHI, IHCTPYMEHTaxX JAsA 3a6e3rnedeHHA
AoTpuMaHHa BuMOr /lupexTusu €Bporieii-
cororo Ilapaamenty i Pagun 2001/83/€C mpo
Kozaexc CriBTOBapHuCTBa M040 AIKAPCBKHUX 3a-
cob6iB IpU3HAYEHUX JAS 3aCTOCYBAHHSA AIOJU-
HOIO Bpa3i JOIYyCKY gepskaBoio-ureHoM €C Ha
CBIil PUHOK AIKapcbKOTO 3aco0y, SAKUH 403BO-
A€HMIl B iHIIIH gepxKaBi-ureHi €C.

3a pe3yAbTaTaMHU  JOCAIAKEHHA OyAo
BUSIBAEHO CTPYKTYPHI E€AEMEHTH  3MICTy
060B’A3Ky Jep:kaBu-ureHa €C i3 3abesme-
4eHHSA JOCTYIy TAKKOXBOPOTO MaIjieHTa J0
AlKapcpKoro 3acoby, IKM He JO3BOAEHHH Y
1iif gepskasi-ygacauni €C, are JO3BOACHUH B
inmii gepxasi-ureni €C: 1) nepes HagaHHAM
AO3BOAY Ha peaaisalniio AlKapcbKoro 3acofy
IIOBIJOMHTH BAQCHHUKY /JO3BOAY Ha peanisa-
1110 AlKapchKOro 3acofy y gep:kasi-uaeHi €C,
y AKIii BiH JO3BOACHUH, IPOIIO3UIIIIO 3 Ha/JaH-
Hs1 JO3BOAY Ha HOro peaaisawiioo; 2) Hampas-
ASITH 3aIIUT HAIIOHAABHOMY KOMIIETEHTHOMY
OpraHy JAep;KaBH-YA€HA, Y AKIH J03BOAEHUIH
AlKapcpkHui 3aci6 1Moo NMOZAaHHA: a) KOIIM
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3BITY PO pEe3yAbTAaTH OIiHIOBaHH:A; 0) Aiii-
CHOTO JO03BOAY HAa PEAAI3ALII0 AIKAPCBKOTO
3acoby; 3) nmosizomutn Kowmiciio npo HagaHH:A
JAO3BOAY Ha peaai3alliio AlKapcbKoro 3acob6y,
AKUH JO3BOACHUH B iHIIIH gep:kasi-ureHi €C;
4) nosigomutu Kowmicio npo npunuHeHHA Aii
JAO3BOAY Ha AIKapChbKHUi 3aci6, AKHIT J03BOAE-
HUil B iHMIIH gepxasi-uneni €C. Takox BusaB-
A€HO CTPYKTYPHI €A€MEHTH 3MiICTy 060B’A3KY
Aepxapu-uaeHa €C 3 3abesnedeHHs AOCTyny
TAKKOXBOPOTO MaIli€HTa 40 AIKApCBKOTO 3a-
coby 3i criBuyrTs BignosigHo 4o Ilocranosu
(€C) Ne726/2004 €ppomneiicbkoro ITaparamen-
Ty 1 Pagu €C: 1) npoiagopmMyBaTi Ipo 4OCTYII
AreHTcTBO; 2) BpaxoByBaTu 6y/Jb-AKi BHCHO-
Bku Kowmirery, ckaageHl 1040 YMOB 3aCTOCY-
BAHHA AIKAPCBKOTO 3ac0o6y 31 CIIBYYTTS, yMOB
MONIMPEHHA 1 KaTeropiil mamienTis; 3) Mo-
HITOPUTH OHOBAECHHSA BHUCHOBKIB Kowmirery;

4) 3abesneuynTn Te, mob BucHOBKU Kowmirery
HE BIIAMBAAH HA IUBIABHY YH KPHMIHAAB-
Hy BIJIIOBIZAABHICTh BUPOOHUKA UM 3asBHH-
Ka, IO 3BEPHYBCS 32 JO3BOAOM HA IPOJAAK;
5) AKIO MporpaMa 3acToCyBaHHA 31 CIIBYYTTS
6yAa posnouara — 3abe3neunTtd, mob marieH-
TH, AKI 6epyThb y Hiil y4acTh, MAAH TAKOXK JO-
CTYI 40 HOBOT'O AIKAPCBKOTO 3aC00Y POTAroM
nepiogy MiK ZO3BOAOM 1 BUXO/JOM Ha PHHOK;
6) 3acrocoByBatu HopMmHu IlocTanoBu 6e3 mxko-
au arna Aupexrusu 2001/20/€C 1 ana craTTi b
Aupexrusu 2001/83/€C.

KAlouoBi caoBa: IIpaBo KOKHOTO Ha Me-
AWYHY JOIOMOIY, IIPpaBa KOXKHOro Ha 3a6es-
IIEYEHHS AIKapCBKUMH 3acobaMmu, /JepsKaBa,
00OB’A3KU AE€PrKABH, JOCTYI 4O AIKApPCBKOIO
3acoby, AlKapchbKHil 3acib, AIKK 31 CHIBUYTTA,
A€TITUMHA MeTa, I'YMAHHICTh, A€prKaBa-4AcH
€C, eBpornelicpKa iHTErparis.
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