CTAHOBHUIIE

OT JIOIL. JI-P HUHA YNJIOBA

3a nucepramoHeH Tpyn Ha Panocnas MiBaHOB 3a mpunoOuBaHe Ha oOpa3oBaTelHA M HAay4yHA
creneH ,,Jlokrop*“ ¢ Tema ,,KOHTpONBT BbpXY KIMHUYHUTE M3MUTBAHUS Ha JIEKAPCTBEHU
npoayktu OOnact Ha Bucuieto oOpa3oBaHue. CoIMaHU, CTONAHCKM W MpPaBHU HAYKH.

[Tpodecnonanno nanpasienue: 3.6 [IpaBo
l. Kparku Ouorpaduynu 1aHHM 32 JOKTOPAHTA:

PanocnaB MBaHOB € [oKTOpaHT, penoBHa ¢opmMa Ha oOydeHHe, CHEHUATHOCT
,,AIMUHICTPaTUBHO TPABO W aIMHHUCTpaTHBEH mpouec” Ha IOpuanyeckust ¢axynarer Ha
YHCC. 3auncnen e cpriacuo 3amoBen Ne 1176 ot 21.04.2021 r. na Pexropa na YHCC 3a Tpu
TOJUIICH CPOK Ha o0yueHue. JIokTopaHThsT € MarucTbp no [Ipaso, 3aBbpuiBa FOpunnueckus
¢dakynrer Ha Coduiicku yuusepcurtet ,,CB. Kmument Oxpuacku®. Ot 2014 r. 1o 2016 r., omie
JIOKaTo € CTY/IEHT, [TOCThIIBA HAa paboTa KaTo aJIBOKATCKU ChTPYJHUK B aJBOKATCKa KaHTOpA,
crienuagu3upana B JaHb4HOTO mpaBo. Ot 21.12.2016 1. e Bnucan B peructpute Ha Coduiicka
anBokarcka kousierd. IlocienoBaTesnlHO € 4YacT OT €KHUIUTE Ha AJBOKATCKO JPY’KECTBO
,»XpUCTEB U YeprnokoB®, KbJIeTO pabOTH MO PHKOBOJCTBOTO Ha 0L J-p XPpUCTO XPUCTEB U
AJIBOKaTCKO apyxectBo ,IlaBmoBa m Mopuesa“. Ilpe3 2021 r. IOKTOpaHTBT OCHOBABA

EnHonmyHO agBOKaTCKO APYKECTBO ,,PamocinaB MBaHOB .

IIpes 2022 r. poxrtopanThT VBaHOB mpHmoOMBa ClEIAUIUIOMHA KBaIU(UKAIISL
,,HallMOHAIHO U €BPONENHCKO MEJUIIMHCKO MPaBO‘ KaTo 3alllUTaBa JUIUIOMHA paboTa Ha TeMa

,~DHUHaHCHUpaHe Ha JeueOHuTe 3aBeBeHus: or H30K*.

Ot akagemuynara 2021/2022 r. BOAM CEMHUHApPHU 3aHATHS KAaTO XOHOpPYBaH
mpernojiaBaTesl MO  AMCUUIUIMHUTE AJMMHUCTPATHBHO TpaBO — o0ma YacT W
AJIMUHHUCTPATUBHO NPAaBO — CIELMAaIHA 4YacT Ha cTyAeHTU oT IOpunnyeckus Qaxkynter Ha
YHCC. ABTop ¢ Ha 4 HayyHU CTaTHHM Kacaemu npobiieMaThka Ha METUIIMHCKOTO TPaBO,
BCHUYKH OT KOUTO Cca MyOJUMKYyBaHU B aBTOPUTETHH M3aaHus. PanocnaB VIBaHOB € MOJIOXKUII €
OTJIMYHA OLIEHKA BCUYKH U3MUTH, IPEIBUICHHU CHITIACHO HETOBHS MHIUBHUIyalleH yueOeH I1aH

Y y4acCTBa aKTUBHO B aKaJIEMUYHHUS U OpraHU3allMOHEH KMBOT Ha Kateaparta [1ITH .

1. O6ma xapakTepuCTHKAa HA JMCEPTALMOHHUS TPYA



JIOKTOpaHTBT € MpeCTaBUi o0ImmMpeH aBTopedepar oT 25 CTaHAApTHU CTPAHUIIU, B
KOUTO Ca OTPA3€HU ChABPKAHUETO U PE3YITATUTE OT JUCEPTALMOHHOTO HU3cienBane. CamusT
JUCEPTAIMOHEH TPy € B 00eM oT 179 ctpanunu. bubnuorpadusita srarouBa Haja 70 HaydHU
3aryiaBusi Ha OBITapCKU M HAa AHTJIMICKM €3UK. AHATM3MpaHa € OTHOCMMAara MpakTHKa Ha
HalMOHAJHUTE ChAWINILA, KAKTO € U3II0JI3BaHa U MpakTHKa Ha EBponeiickus cbj1 10 IpaBaTa
Ha 4oBeKa. [3mon3Banu ca U akToBe M JOKYMEeHTH Ha CBETOBHaTa 3[paBHAa OpraHU3alus U
EBponeiickara komucus. B CTpyKTypHO OTHOILIEHHME  CBABPKAHUETO Ha TpyAa €

CHCTEMaTH3UPAHO B YETUPH TJIaBH, BbBEICHUE, 3aKII0YCHUE U ONOIorpadus.

3a ;a ce OlEHW JaJId MPEACTABEHOTO HAYYHO HM3CIICJBAHE € JUCEPTAOMIHO ITBPBUST
BBITPOC, HA KONTO TpsIOBa J1a ce Jajie OTTOBOP HECHbMHEHO € CBBp3aH ¢ n30opa Ha TeMa. TpsoBa
Jla ce moayeprae, 4e Ts € aKTyaJlHa, ThU KaTo JiaBa Bh3MOXKHOCT 33 FOPUIAMYECKH aHAIHN3 U
HAy4YHH U3BOJIM. B muTeparypara 1o OTHOIIIEHHE HA Ta3U TeMa MMa OOIIM HAYYHU pa3paboTKH,
HO TaKOBa 3aJbJIOOYEHO W ISUIOCTHO W3CJIC/IBAaHE, HA MPABHUS PEXKHM HAa KOHTPOJIA BHPXY
KIIMHUYHATE M3MUTBAHMS Ha JICKAPCTBEHHTE MPOAyKTH B PemyOmnmka Beiarapusi, orchcTBa B
npaBHata gokTtpuHa. Cinenq COVID 19 ta3u tema npugoOuBa olle mo- rojisiMa akTyalHOCT U
3HaYMMOCT, ThH KAaTO KIMHUYHUTE W3MUTBAHHWS HAa JICKAPCTBCHUTE MPOAYKTH €
BHCOKOTEXHOJIOTHYHA WHIyCTPHUS, KOSITO OT €JHA CTpaHa WMa MKOHOMHYECKA M CTOTAHCKa
no0aBeHa CTOWHOCT, a OT JIpyra € MPSKO CBhp3aHa C KUBOTA M 3[[PABETO HA TPAKIAHUTE C
TEXHUTE KOHCTUTYIIMOHHO YCTaHOBEHH IpaBa. B TO3M CMHCHI MO OTHOIIEHHWE Ha H300p Ha
TeMa, KaTo HayYHa 3aj7ja4a JIOKTOPAaHTHT 0€3 CBMHEHHUE Ce € CIIPaBWII YCIIeNTHO. B cTpyKTYpHO
OTHOIIICHHWE TPEJCTABCHUS TPYJ JIOTUYHO M CHUCTEMATHYHO pa3lIekJaa BCUYKH BBIIPOCH
CBBp3aHH C pasliiekaaHaTa MpodlieMaTHKa, KOETO T03BOJIsABA Aa ObJaT HAMIPABEHH HAYYHU U
HAy4YHO TPHJIOKHU W3BOAM W 3aKJIIOYCHUS, KAaKTO U KPUTHYHU OEJEeKKH MO OTHOIICHHE Ha
HECHBBPIICHCTBA HA HAIMOHAIHOTO 3aKOHOJATEJIICTBO PETYJIHMpaIio Ta3d MaTepus.
CThIBaHETO Ha MIMPOKA HAIIMOHAITHA M Iy KIeCTPaHHA HayYHa HOPMAaTHBHA OCHOBA TTO3BOJISIBA
Ha JOKTOPaHTa Jla HalpaBU apryMEHTHPAHU U 0OOCHOBAHU HAYYHU 3aKIIIOUCHUS U TBBPICHUS

1 Ha Ta3u 0a3a ja u3Beze penuna npemioxenus de lege ferenda.

B rnaBa nmbpBa o3ariiaBeHa ,,ChIIHOCT Ha KIMHUYHHUTE U3MUTBAHUS HA JIEKAPCTBEHU
MPOIYKTH OOCTOWHO ca pas3riefaHd JICTAIHUTE NePUHUIMM Ha TOHSTHUATA ,,JIEKAPCTBEHH
MPOAYKTH * ¥ ,,KIIMHUYHU W3NMUTBaHusA ‘. JlebruHnpan € 00eKThT U (PYHKIUATA HA KIMHUYHUTE
M3MUTBAHUA, KAKTO M Ca IOCOYEHU OCHOBHHUTE CyOeKTH B TO3M crnenuduueH mnpouec. C ornen

Ha CBOHUTE OCOOEHOCTH TO3U mnponec € pasaciicH Ha €Tallkd, KOUTO YCJIOBHO CC€ pasAcCiidAT Ha



yetupu ¢Gaszu, Karo TyK JOKTOPAaHTHT OOOCHOBAHO M CHCTEMAaTHYHO pa3KpuUBa TEXHUTE

Cl'IeI_[I/I(bI/IKI/I H CBOJIIOOMOHHOTO UM PAa3BHUTHC.

Bropara riaBa e nocserena Ha ,JicTopuuecko pa3BuTHe Ha HOpMaTHBHATa ypeada
Ha KIMHUYHHUTE W3NUTBAHUSA . JIOKTOpPaHTHT 3a1bJI00YEHO € aHaJu3upanl HOpMaTHBHATa
ypendba Ha TemaTa 4ype3 CpaBHUTEIHOINPABEH aHalU3 Ha peryjanusara Ha KIMHUYHUTE
m3nutBanusg B CAILl, EBpona u HallMOHATHOTO HOPMATUBHO pa3pelieHue Mo TO3U BBIIPOC.
[TonpoOHoO ca aHaIM3UpPaHU B UICTOPUYECKU ACTIEKT €TUYHUTE HOPMU, CTAHIAPTH U MpaBHIIa
Ha KJIMHWUYHUTE W3NUTBAHUS, KOUTO B MOCIEACTBUE HAMUPAT CBOMTE HHCTUTYLUUOHAIHU

pelieHus B peniia MeXKIyHapOIHU aKTOBE, KOJIEKCH, JIEKJIapaliu.

Tperata rnaBa e mnocBereHa Ha ,HopmatuBHa ypeaba Ha KOHTpoJia BBPXY
KIMHUYHUTE W3NUTBAHUSA Ha JIEKApCTBEHM MNPOAYKTU®. B Tasu rnaBa ca aHamuM3upaHu
cnenn(UKATE Ha HOPMATHBHO YCTAaHOBEHHUS pa3pelIMTEIICH PEXUM 3a NPOBEKIAHE Ha
KJIMHUYHUTE M3NUTBaHUA. OOOCHOBAHO € TBBPJEHUETO, Y€ CTaBa AyMa 3a CllelHAJIU3HPaH
aAMMHUCTPATHBEH KOHTPOJI BbPXY CTOIAHCKATa JEHHOCT Ha IPa)K1aHUTE U OpraHU3aLUNTE,
yuiaTo oO0ma ypeaba ce HamMpa B 3akOoHa 3a OrpaHMYaBaHe Ha aJMMHUCTPATUBHOTO
peryivpaHe ¥ aJMUHHCTPATUBHUS KOHTPOJ BBPXY CTONAHCKaTa AeWHOCT. JlOKTOpaHTBHT
apryMEHTHPaHO € HalpaBUJI 3aKJIFOUEHUE, Y€ KOHTPOJIBT BbPXY KIMHUYHUTE U3NUTBAHUS Ha
JIEKapCTBEHH MNPOAYKTH € BHUJIOBO IPOSBIECHUE HAa IIOCOYEHHs BHJ KOHTPOJ, KOHTO ce
periaMeHTHpa OoT o0mmus 3akoH. Ha cienBaiio MsACTO B Ta3M IiiaBa NOJPOOHO € aHATU3UPaH
craryca Ha M3mbiaHWTENHA areHIUs MO JIeKapCTBaTa, KOMIIETEHTHUTE OpraHu, TEXHUTE
MpaBOMOIIMS ¥ (PyHKIMU. AHAIU3UPaHU ca pa3IMuHuTe GOPMH HA KOHTPOJ — IPEABAPUTEICH
U TEKyll, KOUTO HaMUpaT MpPOSBICHHE B Ipolleca HAa KIMHUYHUTE HM3MUTBAHUSA, KAKTO H
HOPMAaTUMBHO YCTAHOBEHUTE WHCIEKLUHU, MHCTPYMEHT 3a OCBUIECTBSIBAHE HA HOPUIUYECKH
KOHTPOJ BbPXY MPOBEKIAHETO HAa KIMHUYHU M3MUTBAHMS Ha JIEKAPCTBEHU NpoAyKTU. [Ipu
aHaJlM3a TMpaBM BIEYATICHHE MHKOPIOPUPAHETO HAa KIACHMYECKH MPaBHU KOHCTPYKIMH 3a
CBIIIHOCTTA Ha KOHTPOJIa, KaTO IIPaBOMOILMS HA KOMIIETEHTEH aAMUHUCTPAaTUBEH OpPIaH, KOETO
€ 3HaK 3a 337bJI00UEHO MO3HAHNE Ha KOHTPOJIHO IIpaBHATa MaTtepus B cepara Ha MyOIMYHOTO

paBso.

Ilocaennara rjaBa ¢ IIOCBETEHa Ha ,,3aH_[I/ITaTa Ha IIpaBaTa Ha Y4YaCTHUIUTC B
KIMHUYHHUTC U3IMUTBAHHA Ha JICKAPCTBCHUTC HpOIIYKTI/I“. PaSFJ'IeI[aHI/I Ca OCHOBHH KJIIOYOBH

IIOHATHA, KOUTO Ca PCJICBAHTHMW Ha Ta3dW TEMa KaTo , HCKCIIaHa JICKApCTBCHA peaKHI/IH“ n



,»CEpHUO3Ha HEXelnaHa JIEKapCTBeHa peakiua . [[OKTOpaHThT CHCTEMATHYHO € pasrieaall
aJIMMHHUCTPATUBHOIIPABHUS pEeJ 3a 3alliTa Ha I[paBaTa Ha YYAaCTHULUTE B KIMHUYHU
W3MHUTBAHUSA, KAKTO U BH3MOKHOCTHTE 3a 3alllUTa 10 TPaKIAHCKO TpaBeH pen. Ha 6azara Ha
aHaJM3 Ha JEHCTBAIIOTO 3aKOHOJATEJICTBO Cca Je(PUHUPAHN OTTOBOPHUTE JIMIIA B XUITOTE3a HA

IIPUYUHCHHA BPCAU OT ITPOBEACHUTEC U3CIICABAHNA.

OT HampaBeHUs1 TCOPETUYCH U CPABHUTEITHONPABEH aHAIM3 B U3JIOKCHUETO aBTOPBT
e dhopmynupai peauiia npeaioxenus de lege ferenda, KouTo B cBOsITa CHIITHOCT UMAT HAYYHO
W HAYyYHONPWJIIOXKHO 3HA4eHWEe MW Ouxa NONOOpHMIM 3HAYUTEITHO JIEHCTBAIIOTO

3aKOHOJATEJICTBO, PETYJINPAILIO Ta3H MATEPHSL.

L4 HpOKapBaHe Ha pasrpaHu4CHUC MCXKY OpraH Ha U3IIBJIHUTCIIHATA BJIACT B JIMICTO HA
U3IIBJIHUTCIHUA JHUPCKTOP HaA HM3nbpnauTenHa arcHouys 1o JICKapCTBaTa H
AAMUHUCTpAlUATa, KOATO ro moaroMara U1 MMa Kad€CTBOTO HOPHUIWYCCKO JIMLC —

camara M3nbwiaHuTeIHA arcHuus 110 JIeKapcTBara.

e (O00co0s1BaHE HAa CAMOCTOSITENIHA CTPYKTYypa B M3mbHUTEIHA areHIus 110 JIEKapCTBaTa
C KOMIICTCHTHOCT MW IIpaBOMOIIUSA B O6HaCTTa Ha KIMHUYHUTC WUIIINTBAHUA HaA

JIEKAPCTBEHU MPOAYKTH.

L4 CT)SI[aBaHe Ha PCTHOHAJIHM 3BCHA Ha W3neaauTenna arcHuus 1mo JICKapCTBaTa MU

o0Oe3nevyaBaHe HA HEOOXOIUMMUS AIMUHUCTPATUBEH KamalluTeT.

e [lo-mpenusHo nepuHUpaHe Ha CPOKOBETE, B KOWUTO H3CIEAOBATENAT CieaBa Ja
W3BBPIIN JOKJIa/IBaHE HA HEXKENaHU CHOUTHS U CEPUO3HHM HEKEJIaHU CHOUTHS Mpej
CIIOHCOpa upe3 hopMyJipaHe Ha UMIIEPAaTUBHU [TPaBUIIa U OTIAAaHE Ha Bb3MOKHOCTTA

IMPOTOKOJBT 3a MPOBCKIAHE HA U3ITMTBAHECTO Aa MPCABHUK/IA N3KITFOYCHH.

L BT)SJII/IFaHeTO Ha HCHU3NBJIHCHHUC Ha 3aJb/DKCHHUCTO 3a OOKJIaABaHC OT CTpaHa Ha

M3CIIeIOBATENS B CAMOCTOSITENICH ChCTaB Ha aIMUHUCTPATUBHO HapyIIEHHUE.
I11. Besexka 3a pa3MHCBJI

bux npenoppyana Ha aBTOpa 3a MMO-rojisiMa IMPELUU3HOCT U ICHOTA, a pegopMyIupa
rjlaBa TpeTa ChC CIEIHOTO ChAbpXaHHe ,llpaBeH pexuM Ha KOHTpOJIa HAa KIMHUYHUTE
U3NHUTBAHMASA HA JIEKAPCTBEHU MNpOLyKTH . Cropes MeH CHUCTEMAaTHYHO U ChABPIKATEIHO
npaBHaTa ypeada KOHTpoJa HA KIMHUYHUTE MU3MUTBAHUS HA JIGKAPCTBEHU NMPOIYKTH, KaTo
u3ciefoBaTelicka 3ajJada Cce HWHKOpIOpHpa BBB BTOpaTa IJlaBa, KOSATO € O3arjaBeHa

I/ICTOpI/I‘IeCKO Pa3BUTHUEC HA KOHTPOJIa HA KIMHUYHHUTC U3IIUTBAHUSA.



1V. 3akaouenue

JuceprauoOHHUAT Tpya ,,KOHTpOIBT BBPXYy KIMHUYHHUTE W3NUTBAaHUSA Ha
JIEKapCTBEHUTE MPOIYKTU  C aBTOP JoKTOpaHTa Pagocnas MIBaHOB € ceprno3HO JI0Ka3aTeNICTBO,
4ye HerOBHS aBTOP INMPHUTEXaBa 33abJI00UEHH U CEPHO3HU TEOPETUYHH TIO3HAHUS B 00JIaCTTa HA
aJIMMHHUCTPATUBHOTO IPaBO, KAKTO M MPUTEkKaBa CIIOCOOHOCTTA 3a CAMOCTOSITEIIHU HAyYHH
u3cneABaHus M TpUHOCH. TpyasT € auceprabWiieH M pasriiexkia akTyajJeH B HaydHO
OTHOIIEHHE BBIIPOC. B TO3U CMUCHI IPeICTaBEHUAT TPYA HAITbJIHO OTIOBapsl HA M3UCKBaHUATA
Ha 3aKoHa 3a pa3BUTHE Ha aKaJeMUUHUs cbeTaB Ha Pb v npaBuiiHuKa 3a npuiaranero My . Bp3
OCHOBa Ha TOBa, M3pa3sBaM CBOETO MOJIOKUTEIHO CTAHOBHUIIE W yOEIeHO MpeajaraM Ha

Hay‘IHOTO Kypu HOa IIpUCHAU Ha Panocnas MBaHoB 06pa30BaTenHaTa U Hay4iHa CTCIICH

»JLOKTOp”.

Hou. n-p Huna Yumnosa:

Codus 11.12.2024 r.



PEER REVIEW
by Associate Professor Dr. NINA CHILOVA

On the dissertation of Radoslav Ivanov seeking to obtain the academic degree of Doctor (PhD)
with a topic “Control over Clinical Trials of Medicinal Products”, Scientific field of higher

education: Social, economic and legal sciences, Scientific Field 3.6 Law.

1. Brief Biographical Data of the PhD Student:

Radoslav lvanov is a doctoral student, enrolled for a full-time study on the major of
Administrative Law and Administrative Process at the Faculty of Law of the University of
National and World Economy (UNWE). He was enrolled pursuant to Order No. 1176 of
April 21, 2021 of the UNWE Rector for a three-year term of study. The PhD student is a Master
of Law, graduated the St. Kliment Ohridski Sofia University, Faculty of Law. From 2014 to
2016, while still a student, he started working as a legal associate in a law firm specialized in
tax law. As of December 21, 2016 he is listed in the registers of the Sofia Bar Association. He
is consistently part of the legal teams of the Hristev and Cherpokov Law Firm, where he works
under the guidance of Assoc. Prof. Dr. Hristo Hristev, and of the Pavlova and Yovcheva Law

Firm. In 2021 the doctoral student founded the Radoslav Ivanov single-owner law firm.

In 2022 the doctoral candidate - Ivanov - acquired a post-graduate qualification in
National and European Medical Law by defending a diploma thesis on the topic “Financing of

Healthcare Facilities by the National Health Insurance Fund (NHIF)”.

Since the academic year of 2021/2022 the candidate conducts seminars as a part-time
lecturer on the subjects: Administrative Law — Part General and Administrative Law — Part
Specialized for students from the UNWE Faculty of Law. He is the author of 4 scientific articles
concerning the issues of medical law, all of which have been published in prestigious journals.
Radoslav Ivanov passed with excellent marks all the exams scheduled according to his
individual study plan and he still participates actively in the academic and organizational life
of the Public Legal Studies Department.

1. General characteristic of the dissertation work submitted for review.

The doctoral student has submitted an extensive abstract of 25 standard pages that
reflects the content and the results of his dissertation research. The dissertation work itself

consists of 179 pages. The bibliography includes over 70 scientific titles in Bulgarian and



English. The dissertation analyses the relevant case-law of the national courts by also applying
the case-law of the European Court of Human Rights. Acts and documents of the World Health
Organization and the European Commission were also used. In terms of structure, the content
of the dissertation work is systematized in four chapters, introduction, conclusion and

bibliography.

In order to assess whether the scientific research presented is eligible for a dissertation
defence, the first question to be answered is undoubtedly related to the choice of topic. It should
be emphasized that the topic is up-to-date as it allows for legal analysis and scientific
conclusions. There are some general scientific developments in the legal literature regarding
this topic, but such a thorough and comprehensive study of the legal rules governing the control
over clinical trials of medicinal products in the Republic of Bulgaria is still absent in national
jurisprudence. After COVID 19, this matter became even more relevant and important, since
clinical trials of medicinal products is a high-tech industry, which has economic and business
added value on the one hand and on the other, is directly related to the life and health of citizens
with their constitutionally enshrined rights. In this chain of thought — in terms of choosing a
topic as a scientific task — the doctoral student has undoubtedly succeeded. In terms of structure,
the work presented logically and systematically examines all issues related to the matter under
consideration, which allows for scientific and scientifically-applied findings and conclusions to
be made, while providing critical remarks regarding certain imperfections of the national
legislation regulating this matter. Building his work on a broad national and foreign scientific
regulatory basis allows the doctoral student to make well-reasoned and substantiated scientific

conclusions and statements and, on this basis, to derive a number of de lege ferenda proposals.

Chapter one, entitled “The Nature of Clinical Trials of Medicinal Products”, provides
a thorough discussion of the legal definitions of the terms ‘medicinal products’ and “clinical
trials’. The object and function of clinical trials are defined and the main subjects in this
specific process are indicated. In view of its peculiarities, this process is divided into stages,
which are conditionally divided into four phases and here the doctoral student reasonably and

systematically reveals their specifics and their evolutionary development.

Chapter Two is devoted to “Historical development of the regulatory framework of
clinical trials”. The PhD student has thoroughly analysed the regulatory framework of the topic
through a comparative legal analysis of the regulation of clinical trials in the USA, Europe and

the national regulatory solution on this issue. The ethical norms, standards and rules of clinical



trials, which subsequently find their institutional solutions in a number of international acts,

codes, and declarations are analysed in details in a historical perspective.

Chapter Three is devoted to the “Regulatory framework of control over clinical trials
of medicinal products”. This chapter analyses the specifics of the legally established licensing
regime for conducting clinical trials. The assertion that this is a matter of specialized
administrative control over the economic activity of citizens and organizations, the general
regulations of which are set out in the Act Restricting Administrative Regulation and
Administrative Control over Economic Activity, is substantiated. The doctoral student
provided a well-reasoned conclusion that the control over the clinical trials of medicinal
products is a specific manifestation of the type of control specified, which is regulated by the
general law. Next, this chapter analyses in detail the status of the Bulgarian Drug Executive
Agency, the competent authorities, their powers and functions. The different forms of control
— preliminary and current — which are manifested in the process of clinical trials, as well as the
legally established inspections — a tool for exercising legal control over the conduct of clinical
trials of medicinal products — are analysed. The incorporation of classic legal arrangements on
the essence of control — such as the powers of a competent administrative body — made in this
analysis is impressive, which is a sign of a thorough knowledge of the control legal matter in
the field of public law.

The Last Chapter is devoted to “Protecting the rights of participants in clinical trials
of medicinal products”. Basic key terms relevant to this topic such as ‘adverse drug reaction’
and ‘serious adverse drug reaction’ are discussed. The doctoral student has systematically
examined the administrative law procedures for protection of the rights of participants in
clinical trials, as well as the possibilities for protection under the civil law procedures. Based
on an analysis of the current effective legislation, the persons responsible in the event of

damage caused by the research conducted are defined.

Based on the theoretical and comparative legal analysis made in the exposition, the
author has formulated a number of de lege ferenda suggestions, which in essence have
scientific and scientific-applied importance and would significantly improve the current

legislation regulating this matter.

e Making a distinction between an executive authority represented by the Executive
Director of the Bulgarian Drug Executive Agency and the administration that supports

him and has the status of a legal entity — the Bulgarian Drug Executive Agency itself.



e Establishing an independent structure within the Bulgarian Drug Executive Agency

having the competence and powers in the field of clinical trials of medicinal products.

e Creating regional units of the Bulgarian Drug Executive Agency and ensuring the

necessary administrative capacity.

e More precise definition of the terms in which the researcher should report adverse
events and serious adverse events to the sponsor by formulating imperative rules and
eliminating the possibility that the protocol for conducting the trial provides for

exceptions.

e Elevating a researcher’s non-fulfilment of the obligation to report to a constituent

element of administrative offense.
V. Notes for consideration

For achieving greater clarity and precision, | would recommend that the author should
re-formulate Chapter Three “Regulatory framework of control over clinical trials of medicinal
products”. In my opinion, the legal framework for the control of clinical trials of medicinal
products, as a research task, is systematically and comprehensively incorporated in Chapter

Two, which is entitled “Historical development of the regulatory framework of clinical trials”.
V. Conclusion

The dissertation work “Control over Clinical Trials of Medicinal Products” developed
by the author Radoslav Ivanov, a PhD student, is a serious proof that its author has an in-depth
and serious theoretical knowledge in the field of administrative law, as well as the ability for
independent scientific research and contributions. The work is eligible for dissertation defence
and examines a scientifically relevant issue. In this sense, the work presented meets in full the
requirements of the Development of the Academic Staff in the Republic of Bulgaria Act and
the regulations for its implementation. Therefore, on that basis | express my positive opinion
and confidently propose that the Scientific Jury should award Radoslav Ivanov the educational

and scientific degree of Doctor (PhD).

Assoc. Prof. Dr. Nina Chilova:

Sofia December 11, 2024



