TakuM 4YWHOM, BIACYTHICTH Y JOCHIJHUIBKOMY IEHTPl CTaHAAPTU30BAHOTO
HIAXO0AYy 10 OLIHKK PE3yJbTaTiB J1a00paTOpHOro OOCTEXEHHs JOOPOBOJIBLIB MOXE
NOCTABUTH IIJI CyMHIB fKICTh mpoBefeHHs KJI. 3 MeTor yIoCKOHAJIEHHS OLIHKU
7a00opaTOpHUX TMapaMeTpiB MU 3alpONOHYBadu IIKAJTy 3 BU3HAUCHHS KIIHIYHOT
3HAUYIIOCTI BIAXWJIEHb HAMOUIbII BUKOPUCTOBYBAHMX IOKA3HUKIB 3arajlbHOro Ta
OloxiMigyHOTO aHami3iB  kpoBi. Jlisg KOXHOTO  j1a0OpaTOpHOrO  IMOKa3HUKA
IPOIOHYETHCS IOMYCTUME BIAXUIICHHS Bil pedepeHTHUX 3HAUY€Hb, B MEXKaX SKOTO
JTOCIIITHUK CaMOCTIHHO TpUHMa€e PIlIeHHs 00 KJIIHIYHOI 3HAYyIIOCT1 BUSBJICHOTO
BIIXWJICHHS.

BucHOBKH. 3ampornoHoBaHa WIKajda JOMOMOXE CTaHAAapTU3yBaTH OLIHKY
JOCIITHUKAMH PE3YJIbTATIB Ja00OPATOPHOTO OOCTEKEHHS 3JI0POBUX JTOOPOBOJIBIIIB HA
eTami CKpPHHIHTY Ta MoOKe OyTH BHKOPHMCTaHA MJI PO3POOKH JTOCIITHUIIBKUMHU
LHEHTPAMH BJIACHUX CTAaHJAPTHUX ONEpalliHUX MpOLEAYp 3 OLIHKH KpUTEpIiB
310pOB’st 10OpoBOJbLIB. [Ipn 1bOMY 3TiIHO 3 CTaHJAPTHOIO MPAKTUKOKW MpHU
OPUMHATTI PIMIEHHS MNP0 KIIHIYHY 3HAYMMICTh THX YM IHIIUX BIOXWIEHb BiA
pedepeHTHUX 3HAUYEeHb JIOCHIIHUKY HEOOX1JIHO BPaXxOBYBaTH KUIbKICTh BIIXHJIEHb Ta
iX B3a€MONOB’SI3aHICT Yy KOHKPETHOTO JOOpPOBOJIBLIS,, HAABHICTh OyAb-sIKHX
KJIIHIYHUX MPOSBIB, HEOOX1AHICTh JOAATKOBOIO OOCTEKEHHS UM JIIKyBaHHS.

SOME ASPECTS OF CLINICAL TRIAL PARTICIPANTS’ INSURANCE IN
UKRAINE AND EU: COMPARATIVE STUDY
Bezugla N., Petrovska 1., Zhulai T.
National University of Pharmacy
Kharkiv, Ukraine
clinpharm@nuph.edu.ua

Introduction. Clinical trials (CT) are the only way for patients to get innovative
treatment and further accessibility to all humanity to new, more effective, and safe
drugs. Ethical aspects of the protection of CT participants' rights are at the forefront
in the planning, organization, initiation, and conduct of any CT. The practical
implementation of ethical standards and their legal consolidation is the first step for
the necessary protection of CT participants. Exactly insurance provides fair
compensation for the damage caused to CT participants, on the one hand, and
protects the CT Sponsor from excessive financial losses, on the other hand.

The unified legal system that determines the CT participants' insurance is
admitted in the EU (EU Directive 2001/20). However, a somewhat different approach
to damage compensation implementation caused by participation in CT exists in
some European countries. Such a difference in approaches to insurance complicates
the organization and conduct of multicenter CTs in the EU for CT sponsors.

Aim of the study. To study the experience of Ukraine and the EU on the
protection of the CT subjects' rights by compensating for damage caused by CTs,
reimbursement procedure, and risk insurance in CTs; study the features of legislative
regulation, their advantages, and disadvantages.

Materials and methods. Regulatory requirements' analysis for insurance of
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CTs' participants, approach to the implementation of risk compensation in CTs in the
EU and Ukraine.

Results and discussion. In the practice of Ukrainian insurance companies, a
situation has developed when only the damage received by the CT subject as a result
of an adverse reaction development was compensated. In the EU, all negative impacts
associated with CT are compensated, including those that are foreseen or expected
during the CT (provided that the negative consequences registered during the CT
were not caused by the intentional actions of the CT subject). Using the comparative
method, we have established the differences between European and national
legislation in CT in matters of protecting the rights of CT subjects through insurance.

On November 18, 2021, the Verkhovna Rada of Ukraine adopted Law No. 5317
(dated March 29, 2021) «Pro strakhuvannia», which considers changes to the
regulation in CT insurance, which were proposed by the Clinical Trials
Subcommittee experts of the European Business Association. Due to these changes,
Ukraine will fully transition to the European model of liability insurance in CT.

Conclusions. Differences between European and national legislation in CTs on
the protection of CT subjects' rights were established using a comparative method.
Focused attention to this topic will be able to objectify, structure, and unify
approaches to CTs. This will improve the conduct of CTs in Ukraine, interest the CT
subjects, and attract more international sponsors to CTs' conduct in Ukraine while
guaranteeing maximum protection against risks for their participants.

SAFETY-RELATED DRUG LABEL CHANGES FOLLOWING LARGE
POST-MARKETING CARDIOMETABOLIC TRIALS
Viktoriia Starokozhko,l’2 Fatima Tarrahi,' Patrick J.W.S. Vrijlandt,l’2
Peter G.M. Mol"**

'Dutch Medicines Evaluation Board, Utrecht, the Netherlands
*University of Groningen, University Medical Centre Groningen, Department of
Clinical Pharmacy and Pharmacology, the Netherlands
IScientific Advice Working Party, European Medicines Agency (EMA),
Amsterdam, the Netherlands
viktoriia.starokozhko@gmail.com

Introduction. The knowledge of benefits and risks of new drugs is incomplete
at the time of marketing authorisation. Additional clinical trials may be performed
after authorisation, for example, to explore a drug’s effects on new target populations,
study its long-term effects, or validate surrogate outcome data. These trials are often
large, lengthy in duration and, therefore, costly. Cost-effectiveness and feasibility of
such trials may be improved by using simplified study protocols that collect only
major clinical outcomes. One approach that has been discussed is selective safety
data collection, where, for example, no collection of non-serious adverse events takes
place. However, there is a concern that the selective collection of safety data may
reduce the amount of safety knowledge that could be gathered from late-stage trials.
The amount of new safety information which has been obtained from late-stage
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