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BY Y cTaTTi BUCBIT/IEHO BaX/IMBi acnekTW njeHapHoro 3acifaH-
HA «HanpaMu noninweHHa AOCTYNny MNaui€EHTIB A0 JliKyBaHHSA B
YKpaiHi: BUK/IMKN Ta HOBi MOXJIMBOCTI WOA0 apMaueBTUYHOro 3abe3nevyeHHs B yMOBaX BiliHU>»,
OopraHizoBaHoro B Mexax MM® noTyXHOW Aeneraui€lo AepXXaBHOro nianpuveMcTea «/[epxaBHui
eKcnepTHUN ueHTp MiHicTepcTBa OXOpoHU 340poB’a YkpaiHn» (OEL MO3).

IOBinenHni MixxHapoaHUi MeanyHuii popym (MMO) «MeanumnHa
YKpaiHu Ta CBiTYy: OCHOBM, peanii Ta cTpaTerivyHi nepcnekTueu>»,
B Mexax akoro nponwnn XII «Pi3aBsaHi uMTtaHHsa 3 iMyHonorii Ta
anepronorii», Bigdysca 13-15 rpyaHsa 2023 poky y JIbBoBi. 3a-
xig 6yB npucesyeHmin 150-piyyto HaykoBoro ToBapucTBa iMeHi
LLeBuyeHka (HTLU) Ta 125-piyuto Jlikapcbkoi komicii HTLU [1].

Knro4yoBi cnoBa: MixkHapoAHUI MeauyHUi GopyM, MeanumHa YKpaiiu Ta CBiTy, Pi3ABSAHI YnTaHHSA 3
iMyHonorii Ta anepronorii, lep>XaBHWi eKcnepTHUI LeHTp MiHiCTepCTBa OXOPOHU 340POB’a YKpaiHu.
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DIRECTIONS FOR IMPROVING PATIENTS’
ACCESS TO TREATMENT IN UKRAINE:
CHALLENGES AND NEW OPPORTUNITIES FOR
PHARMACEUTICAL PROVISION IN WARTIME
(according to the materials of the
International Medical Forum in Ukraine on
December 13-15, 2023)
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On December 13-15, 2023, the International Medical Forum
(IMF) “Medicine of Ukraine and the World: Fundamentals,
Realities and Strategic Prospects” was held in Lviv, during
which the 12th Christmas Readings on Immunology and
Allergology took place. The event was dedicated to the 150th
anniversary of the Shevchenko Scientific Society & the 125th
anniversary of the Medical Commission of the Shevchenko
Scientific Society [1].

The article highlights key aspects of the plenary session
“Improving Patient Access to Treatment in Ukraine: Challenges
and New Opportunities for Pharmaceutical Provision in Wartime

Brief communication

OPEN aACCESS

DOI: 10.25040/ntsh2025.01.22

Correspondence address: State Expert
Center of the Ministry of Health of
Ukraine, Kyiv, Ukraine

E-mail: pinyazhko@dec.gov.ua

Received: 28 Mar, 2025
Accepted: 11 May, 2025
Published: 20 Jun, 2025

ORCID IDs
Mykhailo Babenko:
https://orcid.org/0009-0003-7123-4664
Mykhailo Lobas:
https://orcid.org/0009-0000-0254-910X
Oresta Piniazhko:
https://orcid.org/0000-0003-1131-733X
Taisa Herasymchuk:
https://orcid.org/0009-0000-4010-6553
Yulia Malyshevska:
https://orcid.org/0009-0009-7970-7837
Walter Maksymovych:
https://orcid.org/0009-0003-7123-4664

Conflict of Interest: The authors declare
no Conflict of Interest.

Personal Contributions of Authors:

Concept: Mykhailo Babenko, Mykhailo Lobas,
Oresta Pinyazhko, Taisa Gerasymchuk

Writing of the Article: Oresta Pinyazhko,
Taisa Gerasymchuk, Yulia Malyshevska,
Walter Maksymovych

Editing and Approval of the Final Version
of the Article: Oresta Pinyazhko, Taisa
Gerasymchuk, Yulia Malyshevska.

Bioethics Committee Approval for
Research: This study does not require
approval from the Bioethics Committee.

Funding: The authors did not receive any
financial support for their research.

© All authors, 2025
BY

Conditions”, which was organized within the framework of the International Medical Forum by a
strong delegation from the State Expert Center of the Ministry of Health of Ukraine.

Keywords: International Medical Forum, Ukrainian and global medicine, 12th Christmas Readings
on Immunology and Allergology, The State Expert Center of the Ministry of Health of Ukraine.
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Ba»inBOK0 noAi€o 3axoAdy cTano rnfeHapHe
3acCifaHHA «HanpaMmu noninweHHa [ocTyny
MauieHTiB A0 NiKyBaHHA B YKpalHi: BUKIWUKU
Ta HOBi MOXMBOCTI WoAO0 dapMaueBTUYHOrO
3abe3neyeHHa B yMOBaxX BiliHM», OpraHisaTo-
pamu sikoro 6yna noTyxHa Aenerauis gepxas-
HOro nianpueMcTBa «[epXaBHUIN eKCrnepTHUM
ueHTp MiHicTepcTBa OXOpPOHW 340pOB’A YKpai-
Hu» (OEL MO3). 3acigaHHs BiaAKpMB AMPEKTOpP
OELL MO3, kaHampaT apMaueBTUYHUX HayK
Mwuxanno babeHko. Y cBOin A0NOBIiAi OYiNIbHUK
3aKknagy npeacrtaBuMB OCHOBHI HamMpsamu Aidnb-
HOCTi Ta QYyHKUiOHanbHi 3aBaaHHsa AELL MO3
B CMCTEMi OXOPOHW 340pOB’S YKpaiHn Ta Moro
ponb Yy 3abe3nedyeHHi yKpaiHUIB SKICHUMWU,
6e3neyHMn Ta edEeKTUBHUMU NiKapCbKUMMU
3acobaMu B CKNagHUX Cy4YacHUX yMOBax.

OcobnuBuin akueHT y gonosigi 6ys 3pobneHni
Ha Tomy, wo [AEL, MO3 3abe3neuvye Hanex-
Hy npoueaypy eKkcrneptusuv OOKYMEHTIB AN
NoAanbLIOro 3aTBepAXEHHS Ta MpoBeAeHHS
KNiHiYHMX BuNpobyBaHb (AoCnigXeHb) nikap-
CbkuKX 3acobiB B YKpaiHi.

JOELL MO3 BignosigHO A0 CBOIX CTaTyTHUX MO-
BHOBaXeHb 3AINCHIOE eKCnepTuly MaTtepianis
KNiHiYHMX BUNpOobyBaHb, 30KpeMa MpoTOKOIB,
OOCbE AOCNIAXYBaHUX NikapCbkux 3acobis, ce-
pea HUX — npenapaTiB NporpecnBHoOI Tepanii, Ta
CYTTEBMX 3MiH (MONpPaBoOK) A0 TaKOi AOKYMeH-
Tauii; kpim Toro, AELL MO3 BUKOHYE MOHITOPUHT
nobiyHMX peakuin nig Yac KNiHiYHMX BUMpPoby-
BaHb, @ TaKOX BiAMNOBigaNbHUI 3a NpoBeAeH-
HA KNIHIYHUX ayauTiB KNiHIYHUX BUNpPO6yBaHb
nikapcbknx 3acobis. BapTo 3a3HauuTu, WO i
Ha CbOroAHi KNiHiYHI AocniaXeHHA B YKpaiHi
[aloTb 3MOry 3abe3neynTy yKpaiHCbKUM naui-
€HTaM 6e3KOLWTOBHUI AO0CTYN A0 iHHOBALIMHUX
nikapcbknx 3acobis, NONINWUTK iIHPPaACTPYKTY-
py NikapeHb, a TAaKOX CrpUAITb HAAXOAXKEHHIO
[0AATKOBMX IHBECTULIN Y MeanuuHy Ta € Axe-
penioM HanoBHeHHS 6oaxeTy YKpaiHu.

He3Baxatoun Ha BiNHY, YKpaiHa 3anuwacTbCs
KpaiHoto, ska 36epirae AoCUTb BENUKUIA MNO-
TeHuian ana npoBeAeHHs KiHiYHMX BUNpOoby-
BaHb. Lle niaTBepaxye ¢akTt TOro, Wo cTaHoM
Ha 2023 pik 6yno npoaoBXeHe MpoBeAeHHS
311-Tm KkNiHIYHMX BUNpobByBaHb NiKapCbKUX
3acobiB, a TakoX OTPMMaHi NOBiIAOMAEHHS NpO
Mo4YaToK HOBUX 36-TU KNiHIYHUX AOCAIAXEHb.
3BiCHO, Ui MOKa3HWUKWM HWUXYi MOPIBHAHO 3 A0-
BOEHHUM nepiogoM, npoTe 6inblwy iX 4YacTky
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CTaAHOBNATb 6araToUEHTPOBI MiXHapoAHi Kii-
HiYHi BUNpOBOYyBaHHA, WO AEMOHCTPYE AOBipY
[0 YKpaiHW MiDKHapoAHWUX CMOHCOPIB — BaXJ11-
BUX CBITOBMX KOMMaHin — nigepis y dapmaue-
BTUYHOMY CEKTOPI.

Muxanno JNobac, 3actynHuk agupektopa AEL
MO3 3 KNiHIYHMX NMUTaHb, KaHAMAAT MeaNUYHNX
HaykK, MBA, pa3oM i3 Taicoto 'epacnmuyk, Au-
pexkTopkoto [lenapTtaMeHTy eKcrnepTtusu maTe-
pianiB AOK/IHIYHUX Ta KAiIHIYHMX BUNpobyBaHb
OEL MO3, kaHamgaTtoM dapMaueBTUYHUX
HaykK, NpeacTtaBunu Aonosigb Ha Temy «Kni-
HiYHi BUNpO6yBaHHS B YKpaiHi: Cy4yaCcHUM CcTaH
Ta NepcnekTuBM», y SKil AeTasibHO OKpPeCAnImn
NOTOYHWI CTaH Ui€l ranysi MeanumHm B YKpaiHi
Ta NOPYLWIN MUTAaHHA CTOCOBHO MNoOAasibLInX
kpokis OEL, MO3 3apaan malibyTHbOro ranysi
KNiHiYHMX BMNpobyBaHb. [onoBsigayi BUCBIT-
NN JoCBig YKpaiHW y NpoBeAeHHI KNiHIYHUX
AOoCNnigXeHb B YMOBaXx BiliHM, @ TaKoX o6rpyH-
TyBaIM BaXXJIMBICTb KpaiHW AN CBITOBOI ranaysi
KNIHIYHUX O0CNIgXEHb.

KniHiuHi BunpobyBaHHS € OA4HWM i3 eTaniB y
3aranbHi CUCTEMi CTBOPEHHS NiKapCbKUX 3a-
cobiB i BigirpaloTb BaXx/MBY posb y 3abesne-
UYeHHi rpoMaacbkoro 340pos’sd. Monpu BiNHy,
B YKpaiHi TPMBAE aKTUBHE MPOBeAEHHSA KNiHiY-
HWUX OOCNIAXEHb | MU BiAKPUTI Ana cnisnpaui 3i
CroHcopamu.

[Jo noBHoMacwTabHOro BTOPrHEHHS POCIMCbKOI
denepauii ranysb KiHiYHUX BMMNpobyBaHb B
YKpaiHi po3BmBanacb ctabinbHO 3 406pe BU3HA-
YEeHWUM Ta BMNPOBAMXEHMM HOPMATUBHO-MPABO-
BMM perynoBaHHAM, OpPIEHTOBAHWM HA HOPMMU
Ta HaWKkpalli pekoMeHAauii EBPOMENCbKOro 3a-
KOHOAABCTBA, [e/ibCiHKCbKOI AeknapaLiii, MiXkHa-
poAHOro crtaHaapTy «HaneXHa kniHiyHa npak-
Tnka» (Good Clinical Practice — GCP) i T. iH. 3a
nepioa HesanexHocTi cdepa KiHiYHUX BUMpO-
6yBaHb nporiwna ABa B3aEMOMNOB'A3aHNX eTanu
CTQHOBJIEHHS - €TUYHUIA Ta PErynsaTOpHUA.

Yci crerikxongepu cdepu KNiHIYHUX BUMPO-
6yBaHb B YKpaiHi 3iTKHynuch i3 6aratbMa Bu-
KIMKaMWU Ta HEBU3HAYEHICTIO 4yepe3 MNOBHO-
MacwTabHy arpecito pociricbkoi deaepauii. Ha
noyaTKy BIiiHM Ha PI3HUX CTaAigx po3rnsgy
nepebyBann 794 KniHiyHi BUNpobyBaHHS, 3
HUX 574 6ynun odiuiiHo po3nodaTi, a 210 -
oiLinHO 3aTBEPAXKEHI ANS NPOBEAEHHS HaKa-
3amu MO3.
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The plenary session “Directions for Improving
Patient Access to Treatment in Ukraine: Chal-
lenges and New Opportunities for Pharmaceu-
tical Provision in the Wartime,” organized by a
large delegation of the State Expert Center of
the Ministry of Health of Ukraine (SECMOH),
was an important event on the Forum agenda.
The meeting was opened by Mykhaylo Baben-
ko, PhD, SECMOH Director. In his report, he
outlined the main areas of activity and func-
tions of the SECMOH in the health care system
of Ukraine and its role in providing Ukrainians
with high-quality, safe, and effective medi-
cines in contemporary difficult conditions.

The report emphasized ensuring that SECMOH
conducts an examination to register and start
clinical trials for medicines in Ukraine. Within
the framework of its statutory powers, SEC-
MOH carries out the expert evaluation of clin-
ical trial protocols, investigational medicinal
product dossiers, tissue and cell transplants,
and substantial amendments thereto, monitor-
ing of adverse reactions during clinical trials, as
well as being responsible for the clinical audit
of clinical trials. It should be noted that today,
clinical trials in Ukraine provide free access to
innovative medicines for Ukrainian patients,
improve the infrastructure of hospitals, and
represent additional investments in medicine,
as well as a source of filling Ukraine’s budget.

Despite the war, Ukraine retains an excellent
potential for conducting clinical trials. This is
confirmed by the fact that as of 2023, 311 clin-
ical trials of medicines had been continued, and
36 new clinical trials were notified to have start-
ed. These are, of course, lower indicators com-
pared to the pre-war period, but most of them
are related to multicenter international clinical
trials, demonstrating the trust in Ukraine of in-
ternational sponsors—important world-leading
companies in the pharmaceutical sector.

When speaking on the topic “Clinical trials
in Ukraine: Current status and prospect,”
Mykhailo Lobas, PhD, MBA, Deputy Director
for Clinical Issues at SECMOH, and Taisa Her-
asymchuk, PhD, Director of the Department
for Examination of Preclinical and Clinical Tri-
al Materials at SECMOH, presented in details
the status of affairs in this field of medicine in
Ukraine and raised the issue of further actions
of SECMOH for the future of clinical trials area.
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Speakers highlighted the wartime experience
of conducting clinical trials and justified the
importance of Ukraine for the global field of
clinical trials.

Clinical trials are part of the overall develop-
ment of medicines and play an essential role in
ensuring public health. Despite the war, Ukraine
continues to conduct clinical trials actively and
is open to cooperation with sponsors.

Before the full-scale invasion of the Russian
Federation, the field of clinical trials in Ukraine
had been developing steadily with a clearly de-
fined legal regulatory framework aligned with
European legislation, the Declaration of Helsin-
ki, and the Good Clinical Practice (GCP). During
the period of independence, the field of clinical
trials has gone through two interrelated stages
of formation—ethical and regulatory.

All stakeholders of clinical trials in Ukraine faced
many challenges and uncertainties due to the
full-scale aggression of the Russian Federation.
At the beginning of the war, 794 clinical trials
were at various stages of regulatory review, of
which 584 had been officially started, and the
MoH orders had officially approved 210.

To ensure full-fledged continuous interaction
between clinical trial participants, the pa-
tient-to-regulator and regulator-to-patient
communication chain was strengthened—co-
ordination and communication with stakehold-
ers now occur 24/7. Therefore, the work of
the Clinical Trials Department of the SECMOH
was transferred to electronic communication.

Nowadays, following GCP principles, clini-
cal trials prioritize ensuring study subjects’
rights and safety. SECMOH first developed
and published recommendations for sponsors,
researchers, and ethics commissions on its
official website in early March 2022, having
admitted that certain changes and deviations
from the clinical trial protocol were inevitable
facing the circumstances.

From February 24, 2022 to September 2023,
sponsors of clinical trials took the following
measures: 54 clinical trials were suspended,
recruitment of patients for screening was sus-
pended in 217 clinical trials, and 234 clinical
trials were terminated early. Four scenarios
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Onsa 3abe3nedeHHs MOBHOLIHHOI 6e3nepepBHOI
B3AEMOAII MDK Yy4aCHUKaMW KIiHIYHUX [ochni-
KeHb OyB MOCUNEHWI KOMYHIKaUiHWA naH-
LLIOXKOK «MaLEHT—PErynaTop» i «perynarop — na-
LIEHT» ! KOOPAMHALLS MPOXOAXEHHSA JOKYMEHTIB,
KOHCY/NbTyBaHHS Ta OpraHisauiiHa KOMyHikaLis
i3 3auikaBieHMMM cTopoHaMu BigbyBanach B pe-
XUMi 24/7. 3apnsa uboro poboTy BiANoOBiAANbHUX
CTPYKTYpHUX nigpo3ainis AEL, MO3 6yno nepe-
BEAEHO Ha e/IeKTPOHHY KOMYHiKaLlito.

[oTenep, BiANOBIAHO A0 NMPUHUMUNIB HaNeXHOI
KniHiyHOI npakTuku (GCP), npioputeToM y Kni-
HiYHOMY BUNpobyBaHHI € 3abe3nedyeHHa Mnpas
i 6e3nekn cyb’ekTiB AOCNiIAXKEHHS. Y 3B'A3KY 3
UMM, 3Baxkatoum Ha obctasuHn, AELL MO3 Bnep-
We HanpautoBas i onybnikyBaB pekomeHAaalii
A1 CMOHCOpiB, AOCNIAHWUKIB Ta €TUYHUX KO-
MiCili Ha cBOeMy odiuinHoMy BebcanTi Bxe Ha
noyatky 6epesHsa 2022 poky, yCBiAOMAOKOUHN,
Lo NeBHi 3MiHM Ta BiAXW/IEHHSA Bi4 NPOTOKONY
KNiHiYHOro BMNpobyBaHHA 6yn HEMUHYUYUMN.

Y nepiog 3 24 noTtoro 2022 poKy no BepeceHb
2023 poky cnoHcopaMu KiiHiYHUX BUNpOby-
BaHb 6yno 34iMCHeHe HacTynHe: NpU3ynuHeEHoO
54 kniHiyHMX BUNpo6yBaHHSA, cepea 217-Tu
KNiHIYHMX BUNpOByBaHb — MPU3YNMUHEHWUI Ha-
6ip nauieHTiB CKPUHIHrYy, a Takox Biabynocs
[OCTPOKOBe 3aBeplueHHs 234-X KNiHIYHUX BU-
npobyBaHb. [ANna y4aCcHUKIB KAiHIYHOro BMMNpPO-
6yBaHHA crnoHcopamu 6yno 3anponoHOBaHO
YOTUPU CLEeHapii: NPOAOBXEHHS JiKyBaHHA B
Micui NpoBeAeHHs KAiHIYHOrO BMMNPObyBaHHS,
BUXiA 3 KNIHIYHOrO BMNPO6YBaHHS Yy 3B'A3KYy 3
OOCTPOKOBMM MOro 3aBepLUEHHSM, NepeBefeH-
HS Maui€eHTIB Ha iHWI canTn B Mexax YKpaiHu
i NnepeBeAeHHA NaLUIEHTIB B MiCLA NpOBeAEHHS
3a Mexamu YkpaiHun. Feorpadis nepemiweHmx
nauieHTiB oxonuna 6inbw Ak 25 kpaiH CBITYy.
Cepep TON TepaneBTUYHUX HaMpsAMIB, 3@ AKU-
Mun 6ynun nepemiweHi gocnigxysaHi, 6ynm: oH-
KOJI0Tifi, HEBPOJOrid, raCTPOEHTEPOJIOTifA, peB-
MaToforig, Kapaionorig.

2023-1 cTaB pOKOM, KOAW MWHYyNa HeBWU3Ha-
UeHIiCTb i po3noyaBcsa npouec BiAHOBNEHHS
npoBefAeHHs KNiHIYHUX AOoCnigXeHb B YKpaiHi.
Bxxe y 3 kBapTani 2023 poky Haainwnio 36 no-
BiOMNIEHb MPO MOYaTOK NpoBeAeHHA B YKpa-
iHi 6araToueHTPOBMX MIXXHAPOAHMX KAIHIYHMX
pocnigxeHob. Kpim Toro, 6ynm BigHOBMeHi 2
KNiHiYHI BUNpOobOyBaHHA, WO iX NPU3YNUHUAU
y 3B’A3Ky 3 Mo4aTKoM BiliHM. 3arasom 7 npo-
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TOKOMIB KJiHIYHMX JocnigxeHb, ne 6yB npu-
3ynuHeHun Habip nauieHTiB, BIAHOBMAW NOro,
i BpewTi 13 nauieHTiB NOBEPHY/INCA A0 CBOIX
nonepeaHix Micub NpoBeAeHHs BUNpobyBaHb,
3aTBEpPAXEHUX ANA NiKyBaHHA B YKpaiHi. Kpim
TOro, Ha TOW 4ac, He3Baxxaluu Ha BiliHY B
YKkpaiHi, 6ynn po3noyaTi 45 HOBUX KAIHIYHMX
[OCNiAXeHb, OCHOBHUMUW TepaneBTUYHUMN Ha-
npsiMamMu AKUX CTanin: aneprosiorid, OHKOO-
ria, AepMmaTosorid, racTpoeHTeposioria Ta He-
BpoOJIOris, peBMaToNorig Ta Ny/ibMOHOJIOTIA.

XuUTTEBUIN UMKN KANiHIYHMX BuNpobyBaHb B
YKpaiHi y 2022-2023 pokax 6yB niagTpMMaHuii
YNCNEHHUMUN CYTTEBMMU 3MiHAMWN A0 AOKYMEH-
TiB Ta 3anuciB KNiHIYHMX BUNpobyBaHb, SKi
6ynn pekoMeHAOBaHi A0 3aTBepAXEeHHS [A0-
pagunmn opraHamm AEL MO3. BapTto 3a3Ha-
UNTU, WO HAaAXOOXKEHHS 3a4B MPo NpoBEeAEHHS
HOBUX KNIHIYHUX AOCNIAXEHb € NiATBEPAXEH-
HAM TOro, WO KNiHiYHI BUNpobyBaHHA B YKpai-
Hi NnpoxoasTb 3 goTpuMaHHAM GCP.

CuTyauis woao KhiiHiyHMX BunpobyBaHb B
YKpaiHi noyana 3Ha4yHO MNOAINWYBATUCHA, adXe
BiAHOBWMACHA NOriCTMKa OTPUMAHHA AOCAIAXY-
BaHMX NlikapCbKnX 3acobiB, nepeaaHHs 3paskiB
[o obpaHux nabopatopii 6yna 3amiHeHa no-
KanbHMMKM nabopaTtopisMn. Takox, CNOHCOPU
rnoyanu BpaxoByBaTWU i 3aCTOCOBYBaTU IiHHO-
BaUilMHI migxoan WwoAo npoBeaeHHs BUMpoby-
BaHb, @ CaMe: 3anpoBagunun AeueHTpanisoBaHi
efieMeHTV B KNiHIYHI JocnigXeHHsa Ta Bigaa-
JIEHUA MOHITOPWUHI MEPBUHHUX AaHUX Yy MaTe-
pianax KniHiYHMX BUNpobyBaHb. 3a nepioa BiA
no4yaTKy BiliHW 40 AaTK npoBeaeHHss MM® 6ynu
3aTBEpPAKEHI 72 HOBUX MicUS NpOBEAEHHS BU-
npobyBaHb. 3aranom i3 383 Micub NpoBeAeHHS
KNiHiYHMX BUNpobyBaHb (3a NnepenikoM nokanb-
HMX eTUYHKX KoMicinn), 101 Micue npoBeneHHs
6yno po3sTawoBaHe y Npu@poHTOBIl 30Hi [2].

HesBaxkatoum Ha BCi nepewkoamn, AEL, MO3 nna-
HOBO perynapHo NpoBOAUTb KJiHIYHI ayauTu
KNiHIYHUX AOCigXKeHb Nikapcbknx 3acobis. 3 24
ntoToro 2022 poky A0 KiHus rpyaHs 2023 poky
6yno npoBeAeHo 68 KNiHIYHMX ayanTiB. KniHiy-
HWI ayauT KNiHIYHOrO BUNpOo6yBaHHS NiKapCbKo-
ro 3acoby € BaXNMBUM acnekToM 3abe3sneveHHs
AKOCTI KNiHIYHMX BMNpO6YyBaHb i 3aXUCTy Mnpas,
6e3nekn Ta 6Gnarononyyds AOCiAXYBaHUX.

MigTpuMmui Ta po3BUTKY KAIHIYHUX AOCNIAXEHb
B YKpaiHi nig 4vac BiliHWM TakoX crnpusna pe-
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were proposed by the sponsors for the clinical
trial participants: continue treatment at the
clinical trial site, withdraw from the clinical tri-
al due to its early completion, transfer patients
to other sites within Ukraine, and transfer pa-
tients to sites outside Ukraine. The geography
of displaced patients was more than 25 coun-
tries around the world. The top therapeutic ar-
eas where the subjects were transferred were
oncology, neurology, gastroenterology, rheu-
matology, and cardiology.

The year 2023 marked the time when uncer-
tainty passed, and clinical trials in Ukraine
started to resume. Thus, in the 3rd quarter of
2023, 36 notifications were received about the
start of multicenter international clinical trials
in Ukraine. In addition, two clinical trials, which
had been suspended due to the outbreak of the
war, were resumed. There were seven clinical
trial protocols in which patient enrollment had
been suspended and resumed, and by the end,
13 patients returned to their previous sites ap-
proved for treatment in Ukraine. In addition, by
that time, despite the war in Ukraine, 45 new
clinical trials were launched, the main thera-
peutic areas of which included allergology,
oncology, dermatology, gastroenterology and
neurology, rheumatology, and pulmonology.

It should be noted that the situation with re-
gard to clinical trials in Ukraine started improv-
ing significantly because the logistics of ob-
taining investigational medicinal products were
restored, and local laboratories replaced the
laboratories selected for shipping specimens.
Sponsors began to consider and apply innova-
tive approaches to conducting trials, particu-
larly through implementing decentralized ele-
ments in clinical trials and remote monitoring
of primary source data in clinical trial docu-
ments. As of the 3rd quarter of 2023, 72 new
study sites were approved after the beginning
of the war. In general, 101 of 383 clinical trial
sites (according to the list of local ethics com-
missions) are located in the frontline area [2].

The life cycle of clinical trials in Ukraine in
2022-2023 was supported by numerous sub-
stantial amendments to the clinical trials docu-
ments and records recommended for approval
by the SECMOH advisory bodies. It should be
noted that the receipt of applications for con-
ducting new clinical trials confirms that clini-
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cal trials in Ukraine comply with GCP. Clinical
audit of a clinical trial of a medicinal product
is an important aspect of ensuring the qual-
ity of clinical trials and protecting the sub-
jects’ rights, safety, and well-being. Despite
all obstacles SECMOH conducts clinical audits
of clinical trials of medicinal products. There
were 68 clinical audits conducted from Feb-
ruary 24, 2022 to late December 2023. The
regulatory policy facilitated the maintenance
and development of clinical trials in Ukraine
during the war, which provided flexibility in
decision-making and digitization of the pro-
cesses. The timeframe for expert evaluation of
documents related to clinical trials was short-
ened from 47 to 30 days and for substantial
amendments, from 27 to 25 days, respective-
ly. The near future of clinical trials in Ukraine
is the implementation of the main provisions
of the new Law of Ukraine “On Medicinal Prod-
ucts,” in particular, Article 1, “Clinical Trials of
Medicinal Products,” and Article 1, “Protection
of the Rights of Research Subjects Participat-
ing in Clinical Trials of Medicinal Products.”

The priorities of SECMOH regarding commu-
nications with stakeholders in 2022-2024 re-
mained unchanged. To support and resume
the conduct of clinical trials in Ukraine, SEC-
MOH continued its work, focusing on cooper-
ation by all available means. In particular, it
regularly conducts advisory work and training
in various formats for investigators, represen-
tatives of local ethics commissions, and appli-
cants, trusting that high-quality clinical trial
data and appropriate patient protection can be
provided through the efforts of an adequately
staffed and experienced team of investigators.
From early 2022 till December 2023, SECMOH
held 17 online “Good Clinical Practice (GCP).
Legal framework for conducting clinical trials”
workshops, which were attended by more than
900 investigators and representatives of local
ethics commissions. The geography of partici-
pants was represented by all regions of Ukraine
without exception, according to the results of
the analysis. Such a significant number of pro-
fessionals and their high interest in training
confirm the readiness and ability of the field of
Ukrainian clinical trials to work continuously for
the patients’ benefit.

The wartime experience of two active clinical
trial sites, which are located in the rear and
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rynaTopHa nonitvka, ska 3abesneyunna rHyd-
KiCTb Yy NPUMHATTI pilleHb Ta AifgXuTanilauito
npouecis. CTPOKM MPOBEAEHHSA eKCcrnepTusun
OOKYMEHTIB KNiHIYHMX BUNpobyBaHb CcKopoye-
HO i3 47-Mmn pno 30-TM AHIB, @ ANSA CYTTEBUX
nonpasok - i3 27-Mn Ao 25-Tn AHIB Bignosia-
Ho. Hanbnmxye MaibyTHE KNiHiYHUX BUNPO6Y-
BaHb B YKpaiHi — Le BNpoBaAXeHHS OCHOBHWUX
NOJIOXEHb HOBOro 3aKoHy YkpaiHum «[lpo ni-
KapcbKi 3acobu», 3okpema ctatTi 10 «KniHivHi
BMNpobyBaHHA nikapCcbkmx 3acobiB» i craTTi
12 «3axucT npasB cyb’ekTiB AOCNIAXKEHHS, AKi
6epyTb y4yacTb y KAiHiYHOMY BMNpPO6YyBaHHI ni-
Kapcbkunx 3acobis».

MpioputeT AEL, MO3 wWwoAo KOMYHiKauin 3i
ctenkxongepammn y 2022-2024 pokax 3aauwu-
IMCA HE3MIHHMMW. 3aansa NiATPUMKKW Ta BiA-
HOBJIEHHA MPOBEAEHHSA KNIHIYHUX AOCHIAXEHb
B YkpaiHi AEL MO3 npognosxus poboTy, cnps-
MOBaHy Ha cnisnpauto BCiMa AOCTYMHUMW 3aCO-
6amu, 3okpema perynspHo 6e3nepepBHO Mpo-
BOAWUTb KOHCY/NbTAaTUBHI Ta HaBYasibHi 3axoAMu
pi3HOro opmaty Ana AOCNiAHUKIB, NpeacTaB-
HUKIB TOKaNbHMX €TUYHUX KOMICili, 3as9BHUKIB,
amxe 6e3 agekBaTHO YKOMM/IEKTOBAHOI AOCBIA-
YeHOoi KOMaHAM A0CiAHWKIB He MOXe 6yTn BUCO-
KOSIKICHMX AaHMX KNiHIYHMX BUNpobyBaHb i BiA-
MoBiAHOMO 3aXUCTy As1A nauieHTiB. Big noyaTky
2022 poky po rpyaHa 2023 poky AEL MO3
6yno nposefeHo 17 oHnanH ceMiHapiB Ha TeMy
«HanexHa kniHiyHa npakTtuka (GCP). Hopma-
TUBHO-MpPaBOBE peryntoBaHHA NPoOBeAEHHS KNli-
HiYHUX BUNpPOBYBaHb», cnyxavyaMu SKUxX CTanu
6inbw gk 900 pgocnigHWKIB Ta NpeacTaBHUKIB
JNIOKaNbHUX ETUYHUX KOMICili. 3a aHanisom, re-
orpadis y4acHukiB — ue BCi 6e3 BUHATKY peri-
OHUM YKpaiHu. Taka Benuka KinbKicTb i WKMpoka
3auikaBneHicTb npodecioHanis NiaTBEPAXYOTb
6axkaHHS Ta CNPOMOXHICTb YKPaiHCbKOI rany-
3i KJiHIYHUX gocnigXxeHb Hagani 6esnepepBHO
npautpBaTth Ha 6naro nauieHTam.

Y uin cTaTTi NnpeacTaBNeHUn AOCBi4 BOEHHOIO
yacy ABOX AiIbHMX CaWTiB KNiHIYHMX pocni-
[XXeHb, pO3TallOBaHMX Yy TUy Ta NpUQpPOHTO-
BilA 30Hi.

KoMyHanbHe HekOMepuiliHe niaNpPUEMCTBO
«KniHiYHWIA  UeHTp oOHKonorii, remartonorii,
TpaHcnAaHToNOril Ta naniaTMBHOI A0MNOMO-
rm Yepkacbkoi obnacHoi pagu» (KniHiyHWI
ueHTp) 3 2003 poky ycniwHo 6epe y4yacTb y
reMaToNoriyHUX Ta OHKOJIOMYHUX KIIIHIYHUX
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BUNpobyBaHHAX nikapCcbkmx 3acobis. o no-
YyaTKy NoBHOMacWTabHOI BiliHM Ha noro 6asi
npoBoAnnu 48 aKTUBHUX KNiHIYHMX BUMNPO6Y-
BaHb. Y 2023 poui cant 6yB cxBaneHuin ans
YOTMPLOX HOBUX AocCnigxeHb, a Habip naui-
EHTIB Y [ABOX OHKOMOMYHUX AOCIAXEHHAX
6yB BigHOBnNeHwi. Jlikapi KniHiYHOro ueHTpy
€ cniBaBTOpamMm 6HaraTtbOxX npe3eHTauin, ny-
6bnikauin Ta ponosigen Ana EBPONENCHKOI
rematonoriyHoi acouiauii (EHA) Ta Amepwu-
KaHCbkoro tosapuctea rematonorii (ASH). B
yMOBax MoBHOMacwWwTabHoi BiMHM Yepkacbka
obnacTtb HanexmTb A0 TWUAOBOI 30HW; 3aknag
He nuwe He NpunuHue poboTy, a 1 36inbwuB
06cArn HagaHHSA 4OMNOMOrM OHKOXBOPUM — Mpo
ue naetbcs y 3BiTax 3a 2021 ta 2023 poku. Y
2019 poui KniHiYHWIA LEeHTp CTaB YYaCHWUKOM
MiJIOTHOrO MPOEKTY 3 TpaHCM/IaHTauii KiCTKO-
BOro MO3Ky. BigToai npoBegeHo noHag 180
TpaHCnnaHTauiin reMonoeTUYHNUX CToBOYpOBUX
KNiTUH, 3 SKNX 45 HecnopigHeHUX, a TakoxX 22
TpaHcnaaHTauii HMpKK. 3a niacymkamm 2022
Ta 2023 pokiB 3aknag nocis 2 Micue B Ykpai-
Hi 3@ KiNbKICTIO NpoBeAEHMNX ayTONOriYHMX Ta
aNIoOreHHUX TpaHcnaaHTauin, 30Kpema Hepo-
OVHHUX Ta YaCTKOBO CYMICHMX.

CsiTOBa iHAYCTpiS KAiHIYHUX BUNpo6yBaHb
AyXe 4yTnuBa A0 KpU30BMX CUTyauili. Bin-
HW, enigemii, CTUXiAHI NnMxa Ta iHWI NOTPSACIH-
HA MOXYTb MPU3BECTW 4O BTPATWU BEIMYE3IHOI
KiJIbKOCTI LIHHUX HAyKOBUX [aHUX B OAHY
MUTb. [JOCBiA YKpalHCbKUX AOCMIAHWKIB Nig vac
Li€l BiMHM 3acBigumB, WO TaKMX BTpAT MOXHa
YHUKHYTM abo ix MiHimMisyBaTn. CnoHcopam
[ocnigXeHb BapTo nepeayciM 3BepTaTh yBa-
ry Ha Te, K roTyrTbCA AOCMIAHULBLKI LEHTPHU
npawuloBaTh B KpU30BUX cuTyauisax. HeobxigHo
CTBOPUTM HaBYasnbHi LeHTpU, aKi 6yayTb roty-
BaTW AOCNIAHUKIB AN pob0TK B TaKMX yMOBax.
[ocsig po60oTn MeanYHOro LeHTpy B MicTi JHi-
npo (YkpaiHa) B ymMoBax NpuU@poOHTOBOro Mi-
CTa 3acsBiguuB, WO ANS ynpasniHHA poboToo
HayKOBO-A0CNIAHNX LEHTPIB yKpanh HeobxigHi
crneuianizoBaHi KOMN'IOTEPHI cucTeMn. Take
obnagHaHHa Mae 3abe3nevyBaTv peTenbHe
nJaHyBaHHA BCiX AOCMAIAHULbKUX Mpoueayp,
aBTOMaTu3aLUilo KOHTPOJIIO 3a X BUKOHAHHAM
Ta opMyBaHHSA AETallbHUX E€eKTPOHHUX Me-
OVYHKUX 3anucis, WO NonerwyTb poboTy nika-
piB. Y nepcrnekTuBi Lie AacTb 3MOry MoJierwuTn
BHECEHHS AaHWUX B €NeKTPOHHI CUCTEMU CMOH-
copa (CRF), 3abe3neunTtb BigaaneHni MoOHITO-
PUHI. YKpaiHui NpONOHYOTb CIOHCOPaM Ta Ha-
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the frontline area, is presented in this article
below.

The municipal non-profit enterprise “Clinical
Center of Oncology, Hematology, Transplantol-
ogy and Palliative Care of Cherkasy Regional
Council” (the Center) has successfully partici-
pated in hematological and oncological clinical
trials of medicinal products since 2003. There
were 48 active clinical trials at the site before
the full-scale war. In 2023, the site was ap-
proved for four new trials, and enrollment in two
oncology trials was restarted. Doctors of the
Center co-authors many presentations, publica-
tions, and reports for the European Hematology
Association (EHA) and the American Society of
Hematology (ASH). In the context of a full-scale
war, Cherkasy Region belongs to the rear zone;
the institution had not only stopped working but
also increased the volume of care for cancer pa-
tients, as documented in the reports for 2021
and 2023. In 2019, the Center participated in
a pilot project on bone marrow transplantation.
Since then, more than 180 hematopoietic stem
cell transplants have been performed, of which
45 were unrelated, as well as 22 kidney trans-
plants. According to the results of 2022 and
2023, the institution ranked 2nd in Ukraine by
the number of performed autologous and allo-
geneic transplants, including unrelated and par-
tially compatible transplants.

The global clinical trial industry is susceptible
to crises. Wars, epidemics, natural disasters,
and other upheavals can instantly lead to losing
vast amounts of valuable scientific data. The
experience of Ukrainian researchers during this
war has shown that their losses can be avoided
or minimized. Research sponsors should first
and foremost pay attention to how research
centers are trained to work in crises. Creating
training centers that will train researchers to
work there is necessary. The medical center’s
experience in the city of Dnipro, Ukraine, in the
conditions of a frontline city, has shown that
specialized computer systems are needed to
manage the work of research centers. Such
programs should ensure careful planning of
all research procedures, automation of control
over their implementation, and the formation
of detailed electronic medical records that facil-
itate the work of doctors. In the future, they will
make it easier to enter data into the sponsors’
electronic systems (SRF) and provide remote
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monitoring. Ukrainians offer sponsors and the
scientific community a new paradigm for orga-
nizing clinical trials. This will allow them to be
much more efficient, less costly, and more con-
venient for use in medical centers worldwide.
Dnipro, chemotherapy center, Department of
Oncology of Dnipro State Medical University,
according to Phesi Report (January 25, 2023),
was one of the most prolific centers for clinical
research in oncology worldwide (1). Despite
the proximity of the frontline (130 km), the on-
cology clinic and the clinical trials department
did not stop for a day. This made it possible to
continue a total of 65 clinical trial programs,
treat and collect data on 205 cancer patients.
In total, for 2 years, in challenging conditions,
6857 visits of patients were performed, 2360
courses of systemic antitumor treatment were
carried out, and 1544 assessments of the tu-
mor response to treatment by computed to-
mography were performed. The loss of such a
vast amount of data would be very sensitive
for dozens of sponsoring companies. However,
this did not happen. The Center has fulfilled its
international obligations by 100%. The Center
retained 97% of its employees and established
fruitful cooperation with SECMOH and numer-
ous contract research organizations. The sup-
ply of medicines and transportation of patients
was ensured in full, and an automated comput-
er system for research management, remote
monitoring, electronic circulation of documen-
tation, and an improved system for forming
financial calculations were introduced. All this
has already been written about by Nature, Sci-
ence, and other respected publications.

Over the past 2 years, research results have
been published in 80 international scientif-
ic publications, including the Web of Science
database. The chief researcher of the center,
Professor Igor Bondarenko, has been among
the top 1 percent of the world’s most highly
cited scientists for 6 years in a row (Clarivate
Analytics rating (8).

“Clinic researchers repeatedly appeal to re-
search sponsors with a request to restore tri-
als in Ukraine. We understand the risks of con-
ducting scientific research in our conditions
and concerns about data validity. But on the
other hand, Ukrainian sites have not lost their
patients, have fully fulfilled their obligations in
current programs, and have gained vast ex-
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YKOBI CNiNbHOTI HOBY nNapaaurMmy opradisauii
KNiHiYHKMX pocnigxeHb. Lle Takox 3pobuTb ix
HabaraTo edeKTUBHILLMMN, MEHLL BUTPATHUMU
i 6iNbL 3pyYHUMN N1 BUKOPUCTAHHSA B MeAnY-
HUX LUEeHTpax Yy BCbOMY CBITi. LleHTp XiMmioTe-
panii kadeapwn oHkonorii JHiNpoBCbKOro aAep-
KaBHOro MeauyHoro yHisepcutety (O44AMY),3a
AaHumm Phesi Report (January, 25, 2023), 6yB
BM3HAHWUA OAHWUM i3 HaledeKTUBHIWNX LeH-
TPiB KNiHIYHUX AOCMigXKEeHb B rasy3i OHKoNoril
y cBiTi [1].

He3sBaxatoun Ha 6n3bKicTb NiHii ppoHTy (130
KM), OHKOJIOriYHa KJiHika i Big4in KNiHiYHMX
BUNpobyBaHb HE MPUMUHANM CBOKO pPOBOTY Hi
Ha poby. Le pano MOXAMBICTb MPOAOBXUTU
3aranom 65 nporpam KniHiYHUX BUNpobyBaHb,
nponikyeaTu i 3ibpatn gani npo 205 oHkono-
riYHMX NaUieHTIB. 3@ 2 poKKW Yy BKpal CKNagHUX
yMoBax 6yno BMKoHaHO 6857 Bi3uTiB xBOpUX,
npoBeAeHO KypCiB CUCTEMHOIO MPOTUMYXINH-
HOro nikyBaHHsA — 2360, ouiHOK Bignosigi Nnyx-
NIMHW Ha NiKyBaHHS METOAOM KOMM'IOTEPHOT TO-
mMorpadii — 1544. BtpaTa Takoro BeiM4esHoro
MacuBy AaHux 6yna 6 Ayxe 4yTnuBOK AN
OEeCATKIB KOMMaHil cnoHcopis. lMpoTe uboro
He cTasnocd — LleHTp BMKOHaB CBOI MiXXHapOAHi
30608B’a3aHHS Ha 100%.

LleHTpoBi Bganocs 36epertn 97% npauiBHukKis,
HanaroAMTu MAigHY cChiBnpaulo 3 AepXaBHUM
perynatopom (MO3/0EL MO3), yncneHHumu
KOHTPaAKTHUMU  AOCNIAHUUBKUMU  OpraHiza-
uisMu. byno 3abesnedeHe B NOBHOMY 06CA3i
nocTtavyaHHsa nikapcbkux 3acobis, TpaHCNOPTY-
BAaHHA XBOPWUX, BNPOBaZAXXeHa aBTOMAaTU30BaHa
KOMN'loTEpPHa CUCTEMa KepyBaHHSA AOCAIAXeEH-
HAMUW, BigAaneHUM MOHITOPUHI, eneKTPOHHWUI
o6ir pokyMmeHTauii, BAOCKOHaNeHa cCuUcTeMa
dopMyBaHHSA @diHAHCOBUX poO3paxyHKiB. Tpo
BCe ue Bxe nucanm Nature, Science Ta iHLWiI
NOBa>XHi BUAAHHS.

3a 2022 - 2023 poku pe3ynbTaTty AOCNIAXKEHb
6ynu onpuntogHeHi y 80 MiXkKHapoAHMX HayKo-
BUX nybnikauisax, wo ysikwam o 6asn gaHux
Web of Science. NonoBHMI gocnigHuk LleHTpy
ximiotepanii 4AMY npodecop Irop BoHaapeH-
KO BXe 7 pOKiB nocninb BXOAUTb 4O OAHOIO
BiACOTKa Hanbinbll 4acTo LUMTOBAHMUX BUYEHUX
cBiTy (pevtuHr Clarivate Analytics).

«JocnigHUKMU KNiHIKM HeoAHOpAa30BO 3Bep-
Tanuca A0 CrNOHCOPIB A0CAiAXeHb i3 3annuToM
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Npo BiAHOBMEHHS iXHbOI poboTn B YKpaiHi. Mu
pPO3YyMIEMO PU3NKU MPOBELAEHHA HAYKOBUX [0-
CNif>XeHb B HalMX ymMoBax, NobotoBaHb y Ba-
NiaHoCTI AgaHmMX. Ane 3 iHWworo 60Ky, yKpaiHCbKi
CalTV He BTPATUAN CBOIX XBOPUX, MPOLAOBXMN-
NN yyacTb y BCiX 6e3 BUHATKY AOCMIAXKEHHSAX,
NMOBHICTIO BUKOHaNN CBOI 3060B’A3aHHA B NO-
TOYHUX nporpamax, Habpanuca Benn4YesHoro
AocBiay pobotn B cknagHux ymosax. Came 3a-
pas yac NMposiBUTU CMINMBICTb i pillydicTb, W06
BIAHOBUTW y4acTb YKpaiHW B KNAiHIYHUX A0CHi-
DKeHHAX. Lle ayxe BaxnmBo ANg MauieHTiB,
nikapiB i po3p0bHUKIB IHHOBALIMHMUX TEXHOS0-
rivi nikyBaHHs. Tpeba 3pobuTn BCe MOXIUBE,
Wwob He BTPaTUTM NOACBKMI MOTeHuian Kpai-
HW», - BBaxae€ Irop boHaapeHkKo.

He MeHWw 3MicToBHUMM 6ynu 1 iHWI AonoBigi
penerauii AEL MO3. 3okpema, pgonosigb Te-
TaAHW BawkaToBoi, AnpeKTopKkK [enapTamMeH-
Ty bapmakoHarnsay AELL MO3, aka getanbHoO
obrpyHTyBana npobnemmn QapmMakonoriyHo-
ro Harnagy B YKpaiHi, po3nosina npo Te, 4K
YHUKHYTU Ta MiHIMi3yBaTu NiKapCbKi MOMUIKK
Npu 3aCTOCYBaHHI flikapCbkmX 3acobiB.

OpecTa TliHaXKO, anpekTopka [enapTaMeHTy
OLHKM MeANYHUX TEXHOJOri Ta pauioHanbHOI
dapmakoTepanii AEL MO3, kaHaupat dap-
MaLeBTUYHMX HayK, Yy CBOili gonosiai npea-
CTaBumna HayKoBO-Ob6rpyHTOBaHI cTpaTerii ans
noslinWeHHa AOCTYyny NauieEHTIB A0 €KOHOMIiY-
HO edeKTUBHUX MeANYHUX TEXHONOri 3a Ao-
NMOMOroOK OUIHKM Mean4yHux TexHonorin (HTA).
Lla npe3eHTauis nigkpecnunia BupilanbHy
ponb HTA B yKpaiHCbKii CMCTEMiI OXOPOHU 340-
poOB’A Ha HaLiOHaNbHOMY PiBHi, OTOTOXHIOKUU
il 3 HaMKkpawWwnMm MiXKHapOAHUMWN NpPaKTUKaMm,
i NigKkpecnuna Bax/IuUBICTb CUCTEMU 4K AJ1A NO-
NiTUKIB, Tak i Anga nauieHTiB. Takox, KOnis Ma-
nuueBcbKa, 3acTynHUUSA AUPEKTOopa LbOro X
AenapTaMeHTy, BUKOHana nornnbneHunn aHa-
Ni3 MeToAiB OUiHKM A0KA30BUX AAHUX KJiHiY-
HOT ePeKTMBHOCTI NikapCbKMX 3acobiB nig vac
HTA. JonoBigayka Harosocusa Ha Ba>XJIMBOCTI
peTenbHOl KPUTUYHOT OUiHKK B Mexax HTA anga
NiATPUMKN MPUAHATTA 06rPYHTOBaHUX pilleHb
y cdhepi 0XOpOHU 340pOB'S.

[Mpo BaxnmBIiCTb CTaHAapTU3aLil MegnyHol 40~
noMorn y CBOi OHMAWH-AO0MNOBIAI po3noBina
KepiBHMUA BigAiny craHgapTtusauii MeanyHoi
ponomorn AELL MO3 OkcaHa lNyneHko. Pasom
i3 Mnxannom babeHkoM npo npobnemu Ta nep-
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perience working in difficult conditions. Now is
the time to show courage and determination
and resume Ukraine’s participation in clinical
trials. This is very important for patients, doc-
tors, and developers of innovative treatment
technology. Now, we need to do everything
possible not to lose the country’s human po-
tential,” said Professor Igor Bondarenko.

No less important were other reports of the del-
egation of SECMOH. In particular, the report of
Tetiana Bashkatova, Director of the Pharma-
covigilance Department of SECMOH, substanti-
ated in detail the issues of pharmacovigilance
in Ukraine and spoke about how to avoid and
minimize medical errors in the use of medicines.

Oresta Piniazhko, PhD, Director of the Depart-
ment of Health Technology Assessment and
Rational Pharmacotherapy of SECMOH, pre-
sented evidence-based strategies for improv-
ing patient access to cost-effective medical
technologies through health technology as-
sessment (HTA). Her presentation highlighted
the critical role of HTA in the Ukrainian health-
care system on the national level, aligning with
international best practices, and underscored
its significance for both policymakers and pa-
tients. Additionally, Yuliia Malyshevska, Deputy
Director of the same Department, provided an
in-depth analysis of clinical efficacy data eval-
uation methods for medicines during HTA. She
emphasized the importance of rigorous critical
assessment within the HTA framework to sup-
port informed decision-making in healthcare.

Oksana Gulenko, Head of the Standardization
of Medical Care unit of SECMOH, explained
the importance of standardization of medical
care in her online report. Professor Kostyan-
tyn Kosyachenko, Advisor to the Director of
SECMOH, presented the issues and prospects
of using hospital-based HTA in medical institu-
tions together with Mykhaylo Babenko.

At the end of the meeting, Taras Hutor, PhD,
Head of the Center for Biostatistics of Dany-
lo Halytsky Lviv National Medical University,
member of the Shevchenko Scientific Society,
made a report on the use of statistical meth-
ods in clinical trials.

It is worth noting that within the framework
of the event, participants of the IMF had the
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opportunity to participate in a certified train-
ing seminar on compliance with Good Clinical
Practice (GCP). The training was supervised
by Oleksandr Gudzenko, Professor and Head
of the Agency for Methodological and Scien-
tific-Practical Work at SECMOH. In addition,
reports and presentations were made by spe-
cialists from the Department of Examination of
Materials of Preclinical and Clinical Trials at the
Department of Audit of Laboratory and Clinical
Practices (GCP, GLP) of SECMOH. During this
training, event participants had the opportunity
to gain knowledge on the regulatory and legal
aspects of conducting clinical trials following
the requirements of the GCP, ethical aspects
of clinical trials, the specifics of the activities of
ethics commissions at health care institutions
involved in the conduct of clinical trials, the ba-
sics of maintaining documentation at different
stages of the clinical trial life cycle, the main
responsibilities of the investigator and spon-
sor during the clinical trial, regulatory control
requirements related to the conduct of clinical
trials, the basics of clinical trials, clinical trial
audit. In addition to organization and control
issues, speakers also discussed the peculiari-
ties of conducting clinical trials during martial
law. At the forum, 23 clinicians of various spe-
cialties received certificates, allowing them to
conduct high-quality clinical trials [3].

At the final meeting within the framework of the
round table, the provisions of the IMF resolu-
tion were adopted, the main content of which
concerned urgent issues of military medicine
(new means of treatment and rehabilitation,
implementation per NATO standards), imple-
mentation of the results of scientific research in
practical medicine of Ukraine, Europe, the world,
the development of scientific projects (grants) of
Ukrainian scientists and doctors with world pro-
fessional communities and the creation of inter-
national consortia; cooperation with internation-
al and Ukrainian partners on the organization of
medical research in the field of clinical sciences
(trails), advocating for changes in the undergrad-
uate and postgraduate education of doctors with
its implementation in the international system of
medical education, active support of the printed
edition of the “Proceedings of the Shevchenko
Scientific Society. Medical Sciences” and further
improvement of the journal according to the re-
quirements of scientometric databases PUBMED,
MEDLIFE, and Web of Science.
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CNEeKTMBU BNPOBaAXKXEHHA rocnitanbHoi OMT vy
NniKyBanbHUX 3aknajax gonosinas KOCTAHTUH
KocsueHko, pagHuk pgupektopa [AEL MO3,
AokTop dapMaueBTUYHUX HaykK, npodecop,
3acnyXeHu npauiBHUK dapmauii YkpaiHu.

Ha 3aBeplieHHa 3acigaHHa Tapac N'yTop, KaH-
anaat MeauyHUX Hayk, 3asigyBay LeHTpy
b6iocTaTUCTUKKM J1bBIBCbKOro HaLUiOHaNIbHOro
MeANYHOro yHiBepcuteTy iMeHi [aHuna [a-
NNUBLKOro, 4YieH HayKoBOro ToBapucTBa iMeHi
LLleBueHKa, BUCTYNMB i3 4ONOBIAAK MPO BUKO-
PUCTaHHA CTAaTUCTUYHUX METOAIB Y KIIIHIYHUX
OOCNIoXEHHSIX.

BapTo BiA3HauMTU 11 Te, WO Yy Mexax 3axoay
yyacHnkn MMO® Manu Haroay B3ATW y4yacTb Y
cepTudikauinHOMy ceMiHapi «HanexHa kni-
HiyHa npakTmka (GCP)/ (Good Clinical Practice
(GCP). HopmaTuBHO-NpaBoOBe peryatoBaHHS
NpoOBeAEeHHS KAiHiYHKUX BuUnpobyBaHb». Op-
raHisatopom Ta MoAepaTopoM ceMiHapy 6yB
KepiBHMK AreHuil MeToNoriyHoi Ta Hayko-
BO-npakTuyHoi pobotn AEL, MO3 OnekcaHap
l'yaseHko, A[okTop dapMaueBTUYHUX HaYK,
npodecop, 3acnyxXeHuin npauiBHUK OXOpo-
HU 380poB’A YkpaiHu. daxisui JenapTameHTy
eKcrnepTusn MaTtepiasniB AOKNIHIYHUX Ta Kii-
HiYHMX BUNpoByBaHb, YNpaBniHHA ayauTy na-
6opaTtopHoi Ta kniHivHoI npakTnk (GCP, GLP)
OELL MO3 o3HaioMuaM y4yacHuUKIB ceMiHapy 3
aKTyaslbHUMWN HOPMATMBHO-NPABOBUMU acrnek-
TaMu NpoBeAeHHA KIIIHIYHUX A0CigXeHb Bia-
nosigHo Ao sumor GCP, eTU4YHUX NpuUHLUMNIB Ta
3060B’3aHb 3auikaBNeHMX CTOPIH Y KAiIHIYHMX
OOCNiAXeHHSAX, 0cobMBOCTEN AiSNbHOCTI KO-
MiCih 3 nMUTaHb E€TUKW MNpu NiKyBasbHO-MNPO-
QinakTMYHMX 3aknajax, Wo 3anydeHi A[o
nposBeAeHHs KJiHIYHOro AO0CNIAXEHHS, OCHOB
BeAEeHHS AOKYMeHTaLii Ha pi3HMX eTanax XuT-
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TEBOr0 UWKNY KNIHIYHOrO A0CMIAXEHHSA, OC-
HOBHMX 060B’A3KiIB AOC/MiAHMKA Ta CrnoHcopa
nig yac NpoBeAeHHS K/IHIYHOro AOCNIAXEHHS,
BMMOI LWOAO KOHTPOJIO 3i CTOPOHWU peryns-
TOpa, WO CTOCYHOTbCA MPOBEAEHHS KITIHIYHUX
[OCNIAXEeHb, OCHOB KJ1iHIYHOro ayauTy KIiHiY-
Horo BuMnpobyBaHHS. OKpiM NUTaHb opraHisa-
uii i KOHTpONO, AonoBsidadi NOpyWwUIn TakoX
NUTaHHa 0co6NMBOCTEN MNPOBEAEHHS KIliHIY-
HUX AoCnig)XeHb MNi4 4Yac BOEHHOro CTaHy. 3a
pe3ynbTtatamu cemiHapy GCP 23 nikapi pi3HuX
crneuianbHOCTEN oTpuManu ceptudikaTth, WO €
3anopykKoto y B6inbll AKICHOMY Ta pe3ynbTaTus-
HilWOMY npoBeAeHHI MabyTHIX KiHIYHUX BU-
npobyBaHb Nnikapcbknx 3acobis B YkpaiHi [3].

Mig uvac 3aknw4yHOro 3acigaHHsa y dopmarTi
Kpyrnoro crony 6ynu NpUAHATI MNONOXEHHS
pesontouii MM®, 0CHOBHUI 3MIiCT SKUX CTOCY-
BaBCS aKTyaslbHUX MWUTaHb BINCbKOBOI MeAu-
uMHK (HoBI 3acobu nikyBaHHsa Ta peabiniTauii,
BNpOBaZXeHHs 3a cTaHaapTtamMn HATO); Bnpo-
Ba[XKEHHA pe3ynbTaTiB HayKOBUX AOCNIAXKEHb
y NpakTU4Hy MeauuuHy YKpaiHu, €Bponu, CBi-
Ty; HanpaulBaHHA HAaYKOBUX NPOEKTIB (rpaH-
TiB) YKpaiHCbKMX YYeHUX i NikapiB 3i cBiTOBU-
MW NPOdECIMHUMN CRINbHOTAMN Ta CTBOPEHHS
MiDXHaApOAHMX KOHCOPLiyMiB; cniBrnpaui 3 Mix-
HapoAHWMMW Ta YKPaAiHCbKMMW MapTHEpaMu
o0 opraHisauii MegnyHux AoCNiAXeHb y ra-
Ny3i KNiHIYHMX HayK (TpelniB); aaBoKaLii 3MiH
Yy OOAWMMJIOMHIA Ta MiCNaAUNAOMHIN OCBITI ni-
KapiB i3 BMpOBaA)XeHHAM il B MDXKHApOAHY CU-
CTeMy MeAMYHOI OCBITU; aKTMBHOI NIATPUMKMU
apykoBaHoro smaaHHa JIK HTL «lMpaui HTLL.
MeaunyHi Hayku», AOCNIAXEHHA Ta nojasnblie
BAOCKOHaNIeHHsA Yaconucy BiANOBiAHO OO BU-
MOI HayKoMeTpuuyHux 6a3 pgaHux «PUBMED»,
«MEDLINE» Ta «Web of Science».
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