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OcHnoganue 3a TIpEACTABSHE HA PELEH3UATA € YYaCTUETO MU B ChCTaBa Ha HAy4YHOTO
KYpH IO 3alUTa HA JUCepTalUOHHUS Tpy. cbriacHo Ne 3487/26.11.2024 r. na 3am.-

pekropa no HUJI na YHCC

1. Nudopmanmus 3a 1ucepTaHTa

Panocnas MBanoB e 3aBbpmmn cnenuanHoct “IIpaBo” B FO® na CVY ,,Cs.
Kmument Oxpuncku® npe3 2015 romuna. Cnen muruiomupaneto cu ao 2016 rog.
paboTH KaTo aJBOKATCKH CHTPYJHHUK W KaTO KOHCYITaHT, a oT 2016 e BmucaH KaTo
aZBOKaT M ympaxHsaBa aaBokarcka mpodecus. [Ipes 2021 rox. Toil yupenssa

CAHOJIMYHO aJIBOKATCKO JPYKECTBO, KOCTO HU3BBPIIBA )IGI‘/JIHOCT Mo IMpEeaAOCTaBsAHEC Ha



MpaBHU KOHCYJTAllMM U TPOILECYaIHO TMPEJACTABUTEICTBO B oOJacTra Ha
aIMUHUCTPATUBHOTO, TPAXKJAHCKOTO ¥ ThPTrOBCKOTO MPaBo. YdacTBal € B 00yUeHUE B
Kypc ,,MeauIMHCKO MpaBo, 31paBeona3BaHe U HAIlMOHAIHA CUTYPHOCT B bbarapus u B
EBpomneticku ¢bro3“ 1 e 3aBbpiini KBanudukamus mo ,,HarmuoHaaHo u eBporencko
MEIUITMHCKO MpaBo‘ kbM MHcTHTYTa 3a cnenaumuiomMHa kBanudukanus kbM YHCC.
Kanaunaret nemoHcTpupa TpaeH U 3aabJI00YEH MHTEPEC KbM HM3CJEOBaTEJICKATa U
npenogaBarenckara aeitHoct. Ot 2021 Toil € 3a4KciieH KaTo AOKTOPAaHT B pPeJOBHA
¢dopma Ha oOydyeHHE B JOKTOpCKa Iporpama ,,AJIMUHHUCTPaTUBHO IpaBO M
aJMUHUCTPATUBEH TIpolec’ KbM Karenpa ,,Ily0nuuHonpaBHu Hayku Ha IOD Ha
YHCC, a or 2022 e XOHOpyBaH acHCTEHT KbM CbhUIUS (aKyITeT U MPOBEKIA
CEMUHApHU 3aHATHS 10 JUCHUILUIMHHATE ,,ATMUHHCTPATHBHO MPaBO — OOIIa 4acT™ |

,»AIMUHHUCTPATUBHO MPABO — CIEIMaaHa JacT . Biajee aHTIIMICKY €3UK.

2. O0ma xapakTepucTHKA HA TUCEPTANUOHHUS TPY/

JlucepTaluOHHUAT TPYyA MNPEACTABISIBA OPUTMHAIHO M aKTyaJlHO HAy4HO
u3Ccle/iBaHe, KOETO € TIOCBETEHO Ha BBIPOCHTE Ha TMpaBHAaTa ypenada Ha
aJIMUHHUCTPATUBHUS KOHTPOJ BBPXY KIMHUYHUTE W3MHUTBAHUS Ha JIEKApCTBEHU
npoayktu. Pabotata e B 06em oT 180 cTpaHuim u ce CbCTOM OT YBOJI, YETUPH TTIaBU U
3axmrodyenne. M3non3BaHara Hay4Ha TUTEpATypa BKIOYBA 74 3ariaBusi HA ObITapCKu
Y HA aHTJIMICKH €3UK.

B VYBoga nOKTOpaHTBHT mpaBu 0030p Ha CHIIECTBYBALIUTE H3CIEIBAHUS IO
TeMaTa Ha JucepTalusaTa B ObJArapckara HaydHa JUTepaTypa, MpeacTaBs O00EKTa,
IIpeMeTa, LEeJINTE U 3aaunuTe U METOJ0JIOrUATa Ha u3ciaeaBaHeTo. ['1aBHara nen Ha
JUcepTanusaTa € 1a ce OTTOBOPU Ha BBIPOCA OTHOCHO BUAA M XAPAKTEPUCTUKUTE HA
KOHTpPOJIa BbPXY IPOBEXKIAHETO HA KIIMHUYHY U3MUTBAHMS HA JICKAPCTBEHU MTPOTYKTH.
ABTOpPBT € MPUIOKWUI IIUPOK KpbI METOAU, KOUTO BKJIIOYBAT HCTOPUYECKUS,
CPaBHUTENHUS, HOpPMAaTUBHUSA U JP.

IIspBara ri1aBa € MOCBETEHA HA aHAJIU3 HA MTOHATHATA ,,JIEKAPCTBEHU IPOLYKTH

n ,,KIIMHN4YHHU W3IATBAHUSI . Pa3rne;1aHH ca (bYHKHI/II/ITC, YHaCTHUIUTC U CTAIIUTC Ha



MpoBeXkKJAaHE Ha KIMHWUYHM H3MUTBaHUS. BTopara rimaBa mpoclnensBa mosiBaTa U
Pa3BUTHETO HA TMpaKTUKaTa B 00JacTTa Ha KJIMHUYHUTE M3NUTBaHus B EBpoma u B
CAILl n Ha mpaBuIaTa OTHOCHO TAXHOTO NMPOBEXK/IaHE M OTHOCHO KOHTPOJIA BBPXY TAX.
Tperata rnaBa chabpka MMOAPOOHO U3CHEABAHE HaA TMpaBHaTa ypeada Ha
OpraHu3aIuATa, MPOBEXKIAHETO M aAMUHUCTPATUBHHS KOHTPOJI BbPXY KIMHUYHUTE
n3nuTBaHus y Hac. [locnennara riaBa € NOCBETEHA HA BBIPOCUTE OTHOCHO 3allUTaTa
Ha YYaCTHULWTE B KIMHUYHUTE W3NUTBAHHUS U HAa MEXAHU3MHUTE U CpEACTBaTa 3a
aIMUHUCTPAaTUBHA M TpaXAaHCKA 3alluTa Ha TEXHUTE npaBa. B camocrosArencH
naparpad aBTOpBT € pasrieal 3aCTPaX0OBAHETO Ha OTTOBOPHOCTTA HA BB3IIOXKUTENS U
Ha TJIaBHUS W3CIIEOBaTeNl. 3aKIIOYEHUETO ChAbpKa O0O0OIIEHWEe Ha OCHOBHUTE
pe3yiTaTi W W3BOJAM OT M3CJIEABAHETO, KaKTO U (POpMyITUpaHHTE OT IUCEpTaHTa

IIPCAI0KCHUA 3a YCbBBPIICHCTBAHC HA HOPMATHUBHATA ypez[6a.

3. OneHka Ha HAy4YHUTe W HAY4YHO — TMPWIOKHUTE NPHUHOCH HA
AMCEPTALUOHHUS TPYA

[IpencraBeHUAT JUCEPTAIMOHEH TPYA € OpPUTMHAIHO U 3abJIO0YEHO
u3cie[BaHe Ha ypeadara Ha KOHTPOJa BbPXY KIMHWUYHUTE M3MUTBAaHUSA Ha
JEKapCTBEHU TMPOJMYKTU. TemMara Ha [ucepTalusaTa He € Ouia mnpeamMer Ha
CaMOCTOSATEIIHO MOHOTpa(UUHO M3CIIEIBAHE Y HAC U TOBA ONpEesisi HayyHaTa HOBOCT
Ha Tpyaa. Pasrnexnanara nmpoGiemMaryka € akTyajHa U UMa BaKHO 3HAYEHHE KaKTo 3a
Pa3BUTHETO HA HAayKaTa, TaKa U 3a IPaKTUKaTa.

TpyabT nputexkaBa MHTEPAUCHUIUIMHAPEH XapaKTep U BKIIOYBA IPOOJIEMH OT
pasnu4HM 00acTH Ha paBoTo. HechMHEHO, AricepTausiTa vMa Hai-roJIsiMo 3HAaYCHUE
3a pa3BUTHETO Ha U3CJeABaHUATA B 00JaCTTa HA MEAMIIMHCKOTO MPABO, HO ChHILO TaKa
3acsra BbIIPOCH HA aAMUHHUCTPATUBHOTO MPABO, HA TPAXKIAHCKOTO MPABO, HA MPABOTO
Ha EC u ap. ABTopbT € u3noii3Ban noaxoisiia meroaonorus. [loctaBenure uenu u
3alayl ca TOCTUTHAaTH B XoJa Ha wu3cieABaHeTo. Paborata mnpuTexaBa 100pa
JIOTUYECKA CTPYKTYpPAa, €3UKBT € SICEH U TOYECH.

H3cnenBaHeTo pasKpuBa 33H’LH60‘I€HOTO IIO3HaBaHC Ha MaTCpusTa W Ha



OCHOBHHUTE MpOOJEeMHU, CBBP3aHU C KOHTPOJA BHPXY KIMHUYHUTE H3MUTBAHHUS OT
CTpaHa Ha aucepTtanTa. M3Boaute ca 1006pe 000CHOBaHU, a HAIPABEHUTE MPEATI0KECHUS
3a YCHBBPIICHCTBAaHE Ha HOpPMaTUBHAaTa ypeaba MoraT Ja ObAaT IMOJKPETECHH.
N3non3BaHata HayyHa JUTEpAaTypa C€ ChCTOM OT AKTYyaJIHH 3arJIaBUsi U BKJIIOYBA
JO0CThITHATA JUTEpaTypa Ha ObArapcku e3uk. M3cnensanero Ha mpaBoTo Ha EC u
MPOYYBAHETO Ha ChAcOHATA MpaKTHKa JOMPUHACS 3a MOCTUTAHETO Ha ISUIOCTEH U
3anbpi00UYeHa aHaMM3 M 3a J00poTO 00OCHOBaBaHE Ha aBTOPOBUTE TE3H U
MIPEAJIOKEHUS.

OcHOBHHTE IPUHOCH Ha TUCEPTALMOHHUS TPY] BKIIOUBAT MPOCIEIIBAHETO HA
BB3HUKBAHETO M MCTOPUUYECKOTO Pa3BUTHE Ha ypendaTa Ha MEIUIIMHCKUS KOHTPOJI
BbpXY KIMHMYHUTE M3nuTBaHus B EBpoma m B CAILl, kakTo U Ha pa3BUTHETO Ha
BBTPEIIHONpPAaBHATa  ypenda Ha  I[OCOYCHUTE  OTHOUICHHS, aHaiu3a  Ha
aJIMUHUCTPATUBHOIIPABHATA 3alllUTa HA YYACTHULIUTE B KIWHUYHU W3MUTBAHUS U
M3CIIEIBAHETO HA €THYHaTa paMKa Ha KIMHUYHUTE W3MUTBAHMUS KAaTO OCHOBa 3a
Pa3BUTHETO HAa HOpMaTUBHATa ypeaoa. KaTo 3HaunmMu mpruHOCH Ha TpyAa clie/iBa Jia ce
OoTKposiT omle (opmynupanara u 100pe OOOCHOBaHA OT [AHMCEpTaHTa Te3a 3a
KOHCTUTYLIMOHHATa OCHOBA Ha CIHEIUATU3UPAHUS aJJMUHUCTPATUBEH KOHTPOJ BBPXY

KIIMHUYHUTE U3IMTBAHUS, KAKTO U HampaBeHuTe npemioxenus de lege ferenda.

4. OueHka HAa NyOJUKALMHUTE N0 TEMATA HA JUCEPTALMOHHUSA TPy

Kanaunatst e nmpeactaBuil o010 YeTUpH IMyOauKanuu. J[Be oT TAX ca JIoKIaau
OT Hay4YHM KOH(EpEeHIMH, a JPYTuTe JABE Ca CTAaTUM B CIELUUATU3UPAHO IMPABHO
cnucanue. JlokiagpT Ha TeMa ,,J[bp>KaBHO perysinpaHe Ha KIMHUYHNATE U3MUTBAHUS HA
JIEKapCTBEHU MPOAYKTU™ € BKIt0YeH B COOpHUK € JAOKJIAIM OT Hay4yHa KOH(pepeHIUs
Ha teMma: ,,JOpuanuecku, MKOHOMUYECKH M HCTOPUYECKO ACHEKTHU HA JBP>KABHOTO
peryivpaHe BbPXy CTONAHCKara jAeiHocT®, mpoBeneHa npe3 2022 roa. B YHCC,
Codus. Bropust noknana e usHeceH Ha koH(epeHuus mnpe3 2024 ron. u € NOCBETEH Ha

TEMaTa OTHOCHO MHCIICKIIUUTC Ha KIIMHUYHU U3IMMUTBAHUA HA JICKAPCTBCHU MIPOAYKTH.



Cratuute ca TmyOJWKYBaHH B CIIMCAHUETO ,MEIWIIMHCKO TMPaBO W
3npaBeona3Bane’’. [IbpBara OT TAX pas3riexia mpoOIeMUTE OTHOCHO U3ITBIHEHUETO Ha
norosopute mexay H30K u uznbnuurenute Ha Mmeauinacka nomori (6p. (1) 2023), a
BTOpaTa ChAbPKa aHAIU3 HAa 00E3IIETCHHETO 3a BPEIU, KOUTO ca OWJIM MPUYUHEHH OT
KJIMHUYHU W3MUTBAHMS Ha JICKapCTBEHU MPoaykTH (Op. (1) 2024).

[Tybnukanuute Ha KaHAUIATA ca M3ILIIO 10 TEMAaTHKaTa Ha JAWCEPTAIlMOHHUS
Tpyd. Bernpocute, Ha KOUTO ca MOCBETCHU Ca BaKHW HE CaMO 3a TCOPHATa, HO U 3a
Pa3BUTHETO HA MPaKTUKaTa. ABTOPHT € HACOUWJ YCHIIMATA CH KbM H3SICHSIBAHETO HA
npoOJieMH, KOUTO WUMAT TOJSIMO MPAKTHYECKO 3HAYCHHE, a MMEHHO KOHTPOJBT Ha
KIIMHUYHUTE TTPOYyYBAHUSA U 00€3IIEeTEHUETO 3a Bpeau. Hapen ¢ ToBa, n3cieaBaHusTa
CBUJICTEJICTBAT 3a CIIOCOOHOCTTA HA KAHIIUAATa J1a IPaBU TCOPETUIHH 000OIICHUS TIPU
aHaliM3a Ha Pa3IMYHUTE acleKTH Ha JBPKAaBHOTO PEryJHpaHe M Ha MPHIaraHeTo Ha
3aKOHOJATEIICTBOTO B 00JIaCTTa Ha MPOBEXKJTAHETO HA KIMHUYHU W3HUTBAHUS.
[IpencTaBeHOTO HAyYHO TBOPUYECTBO Pa3KpHBa CHIO Taka YMEHUETO Ha KaHIUIaTa Ja
ce (pokycupa BbpXy CHIECTBEHU 3a HayKaTa W 3a MpaKTHKaTa MPOOJIEMHU U OTTOBapS

Ha n3ucksanusaTa Ha 3PACPB.

5. Ouenka Ha aBTOpedepara

ABTOpedepaThT ce ChbCTOM OT MET YacTu. B mbpBaTa AMCEPTAHTHT MPEACTABS
aKTyaJIHOCTTa Ha W3CIIEJIBAHETO, OOEKTa, LEJIUTe U METOJUTE M CTPYKTypara Ha
W3CIIEIBAHETO U MPaBU MpeErjie]] Ha ChCTOSHUETO Ha W3CIIE/IBAaHUATA [0 TeMara Ha
aucepTanusaTa B ObJArapckara TpaBHA JMTeparypa. BTopara wact mpencTaBs
ChABPKAHUETO Ha JUCEpTalusATa, a B TpETaTa € HAIpaBEHO KPATKO H3JI0KEHUE Ha
CBHABPKAHUETO Ha BCSIKA OT TJIABUTE Ha Tpyna. B ueTBbpTaTa yact Ha ABTOpedepara
aBTOPBHT € M3JIOKUJI OCHOBHUTE HAYYHU NMPUHOCH Ha TPyJa, a MOcCjeJHaTa nera 4yact
ChIBPKA MyOJIUKAIIMHUTE 110 TEMATa Ha JUCEPTAILUATA.

ABTOpedepaTsT OTroBapsl Ha yCTaHOBEHUTE M3UCKBaHUS. [IpeacTaBeH € KakTo
Ha OBJITapPCKHU, TaKa U B IPEBOJI HA aHIVIMICKU €3UK, HaydHUTe 1 HayYHO-TIPUITOKHUTE

MPUHOCHU Ha TPYy/a ca OTPa3eHU KOPEKTHO OT AUCEpPTaHTA.



6. bejiexkku U mpenopbLKH

Hapen ¢ MHOXECTBOTO AOCTOMHCTBA Ha JMCEpTalMsATa, KbM aBTOpa Morar ja
ObJaT OTHpPAaBeHH U HAKOM Npenopbku. [71aBa mbpBa € B TBBpAE Malbk 00eM 3a
CaMOCTOSITETHOTO M 000co0siBane. ChIbpiKaHUETO U MOXKe J1a Obe 00eTMHEHO 3aeTHO
c ToBa Ha [';1aBa BTOpa B eHa 001Ia riaBa, cbC 3ariaBue ,,CHIIHOCT U UCTOPUUECKO
pa3BUTUE HA KOHTPOJIA BbpPXY KIMHUYHUTE u3nuTBaHuA . [lo TO3n HaumH 1ie ce
MIOCTUTHE MO-100Bp OanaHc MeXAy OTIEIHUTE YacTH Ha Tpyaa. [locoueHoTo 3arnaBue
OM JompHUHECTO 3a TPEOAOJSBAHETO M Ha OIIe €IWH HEJOCTaThK, a HMEHHO
MMOBTOPEHHUETO HA 3arjaBHETO Ha TpyJa B 3arjiaBueTo Ha I'maBa Tpera. Tl kaTo mo
CBIIECTBO UCTOPUYECKHUST IPETJIE]l CE€ OTHACS Hali-Beue /0 MOosIBaTa U Pa3BUTUETO HA
MpaBUJlaTa OTHOCHO KOHTpOJIa BbPXY KIMHMYHHUTE W3MUTBAaHMS, TOBa CIleJBa Ja
HaMepH OTPaKEHUE B 3arjaBUETO Ha IJIaBata.

Heobxonumo e, chIno Taka, J1a ce Mpeuu3npa H3MOJI3BAHETO Ha TMOHATHUETO
,»YYaCTHHUIIM B KIMHUYHUTE U3NUTBaHusA . B maparpad Bropu Ha ['naBa mbpBa aBTOpPBHT
M3M0J13Ba TOBA MOHITHE B IMIMPOK CMUCHII, KaTO 0000111aBaIlo 32 BCHYKH YYaCTHUIIU B
M3MUTBAHUATA: BB3JIOKUTENS, [JIaBHUSI M3CIIe0BaTeN, U3CIeA0BaTeNs U JINLaTa, KOUTO
10JIy4aBaT U3NUTBAHUS NPOAYKT. B 3armaBuero Ha ['1aBa Tpera ce U3I0JI13Ba ChHIIOTO
MIOHATHE, HO B TECEH CMUCHJI, KATO TO BKJIFOYBA €IUHCTBEHO JULaTa, KOUTO MOJIy4aBaT
M3MHUTBAHU MPOIYKTU. ABTOPBHT OU MOT'BJ J1a U3SICHU U3MOJI3BAHETO HA MOHATHUETO B
TECEH U B IIHUPOK CMUCHJI, UJIM BMECTO Jja IO U3I0J13Ba B IIMPOK CMUCHI, 1a IO 3aMEHU
C TMOHATUETO ,,CyOEeKTH®, KaTo MO TO3M HAuMWH II€ C€ NPUIbpKa TOYHO KbM
HOpMaTHBHATa Je(UHUIMSA HA MOHATHUETO ,,yYaCTHUK', KOSATO € MNpeJocCTaBeHa B
Pernament 536/2014.

C orznen roiasMoOTO MPUIIOKHO 3HAYEHHE HA M3CJIEIBAHETO, NPENOpbhYBaM Ha
aBTOpa Ja U3Aaze AUcepTauusira.

HampaBenute OeleXku M MOPENOPbKM HE MPOMEHAT IIIOCTHOTO MU

MOJIOKUTCIIHO BIICHATIICHUEC OT MMPEACTABCHUA TUCCPTAIUOHCH TPYA.



7. 3akJloueHue

JlucepTamOHHUAT TpyA Ha TeMa “KOHTPOJIBT BbPXY KIMHUYHUTE U3IATBAHUSA
Ha JIEKapCTBEHHW NpOAyKTH ¢ aBTop PamocnaB VBaHOB npencTtaBiiiBa OpPUTMHAIHO
HAY4YHO M3CJIe[IBaHE MO aKTyaJHH 3a MpaBHATA HayKa U 3a MpaKTHKaTa MpoblieMUu Ha
MEIUIMHCKOTO IpaBo. M3cineaBaHETO ce OT/IMYaBa C MHOXECTBO JOCTOMHCTBA M
IIPEICTABIIsIBA LICHEH ITPUHOC 3a Pa3BUTUETO HA IpaBHATa HAyKa U 3a IPaKTUKaTa y HacC.
Tpyapt otroBaps Ha u3uckBaHusTa, yctaHoBeHHM B 3PACPB u B [lpaBunnuka 3a
MpUJIAraHeTo My U CJI€/IBa Ja MOJYYH MOJOKHUTEIIHA OLEHKA.

Bb3 ocHOBa Ha UOSUVIOCTHOTO MH BHe4YaT/ieHHe 3a KadecTBaTa M
AOCTOMHCTBATA Ha TPyAa, y0eleHO MpeAaraM Ha HAYYHOTO KypH 1a B3eMe
peleHue 3a npuchb;xkaaHe Ha Pagociaas UBanos UBaHoB Ha oOpa3oBaTesiHATa U
HAY4YHA CTeleH ,,JOKTOP* mo npodecuonaano HanpasJienue 3.6. ,,IIpaBo*, Hayuna

CNENMATHOCT “AIMUHHUCTPATUBHO MPAaBO U AAMUHUCTPATHBEH MpoIec®.

09.12.2024
rp. Codus npod. 1.H. Kusko [[paranos



REVIEW

From: Prof. Dr. Sc. Jivko Ivanov Draganov, Department of International Law and EU

Law, Law Faculty of the University of National and World Economy

Subject: the dissertation work of Radoslav Ivanov Ivanov on the topic "The
Control over clinical trials of medicinal products", presented for the
award of the educational and scientific degree "doctor" in professional
field 3.6 Law, Doctoral Program "Administrative Law and

Administrative Procedure"

The reason for presenting the review is my participation in the composition of the
scientific jury for the defence of the dissertation according to Order 3487/26.11.2024
of the Vice-Rector for Research and Development of the UNWE

4. Information about the candidate

Radoslav lvanov graduated from the Faculty of Law at Sofia University "St.
Kliment Ohridski™ in 2015. After graduation until 2016. works as a lawyer's associate
and as a consultant, and since 2016 he has been admitted to the BAR and practices as a
lawyer. In 2021 he established a one-person law firm, which provides legal advice and

legal representation in the field of administrative, civil and commercial law.



He has participated in a course on "Medical Law, Health Care and National
Security in Bulgaria and the European Union" and completed a qualification in
"National and European Medical Law" at the Institute for Postgraduate Studies at the
University of National and World Economy. The candidate demonstrates a sustained
and deep interest in research and teaching.

From 2021 he is enrolled as a full-time doctoral student in the doctoral program
"Administrative Law and Administrative Procedure” at the Department of "Public Law
Sciences" of the Faculty of Law of the UNWE, and from 2022 he is a part-time assistant
professor at the same faculty and conducts seminars on the disciplines "Administrative

Law - general part" and "Administrative law - special part". He speaks English.

5. General characteristics of the dissertation

The dissertation is an original and up-to-date scientific study, which is dedicated
to the research of the legal framework of the administrative control over the clinical
trials of medicinal products. The work has a volume of 180 pages and consists of an
Introduction, four chapters and a Conclusion. The used scientific literature includes 74
titles in Bulgarian and English.

In the Introduction, the doctoral student reviews the existing publications in the
Bulgarian scientific literature on the topic of the dissertation, presents the object, the
subject, the goals and tasks and the methodology of the research. The main goal of the
dissertation is to answer the question regarding the type and characteristics of the
control over the conduct of clinical trials of medicinal products.

The author has applied a wide range of methods, which include historical,
comparative, normative methods, etc.

The first chapter is devoted to an analysis of the concepts of "medicinal
products™ and “clinical trials". The functions, the subjects and the stages of conducting
clinical trials are reviewed.

The second chapter traces the emergence and development of practice in the

field of clinical trials in Europe and the USA and the rules regarding their conduct and



the exercise of the control. The third chapter contains a detailed study of the legal
framework of the organization, conduct and administrative control over clinical trials
in our country.

The last chapter is devoted to the issues concerning the protection of the subjects
participating in the clinical trials and the mechanisms and means of administrative and
civil protection of their rights. In a separate paragraph, the author has addressed liability
insurance for the sponsor and the principal investigator.

The conclusion contains a summary of the main results and conclusions of the
research, as well as the proposals formulated by the candidate for improving the

regulatory framework.

6. Evaluation of the scientific and scientific - applied contributions of the

dissertation

The dissertation is an original and in-depth study of the control of the clinical
trials of medicinal products. The topic of the dissertation has not been subject of an
independent monographic study in our country, and this determines the scientific
novelty of the work.

The problems that have been reviewed are of contemporary significance and
have an important meaning both for the development of the science and for the practice.
The work has an interdisciplinary character and includes problems from different areas
of the legal science.

Undoubtedly, the dissertation has the greatest importance for the development
of the research in the field of medical law, but it also touches on issues of administrative
law, civil law, EU law, etc. The author used an appropriate methodology. The set goals
and objectives were achieved during the research. The work has a good logical
structure, the language is clear and precise.

The study reveals the candidate's in-depth knowledge of the subject matter and
of the main issues related to the control of clinical trials. The conclusions are well-

founded, and the proposals made for improving the regulatory framework can be
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supported.

The scientific literature used consists of current publications and includes the
available scientific literature in Bulgarian. The study of EU law and the study of judicial
practice contributes to the achievement of a complete and in-depth analysis and a good
justification of the author’s theses and proposals.

The main contributions of the dissertation include tracing the emergence and
historical development of the regulation of medical control over clinical trials in Europe
and the USA, as well as of the development of the domestic legal regulation of the
aforementioned relations, the analysis of the administrative legal protection of the
subjects participating in the clinical trials, and the analysis of the ethical framework of
the clinical trials as a basis for the development of the regulatory framework.

The thesis formulated and well-substantiated by the candidate on the
constitutional basis of specialized administrative control over clinical trials, as well as
the proposals made de lege ferenda, should also be highlighted as significant

contributions of the work.

8. Evaluation of the publications

The candidate has submitted a total of four publications. Two of them are reports
from scientific conferences, and the other two are articles in a specialized legal journal.
The report on the topic "State Regulation of Clinical Trials of Medicinal Products” is
included in the Collection of Reports from a scientific conference on the topic: "Legal,
Economic and Historical Aspects of State Regulation of Economic Activity"”, held in
2022 at the University of National and World Economy, Sofia. The second report was
presented at a conference in 2024 and iss dedicated to the topic of the controlling
inspections of clinical trials of medicinal products.

The articles are published in the Journal of Medical Law and Health. The first
of them examines the problems regarding the implementation of contracts between the

National Health Insurance Fund and the providers of medical care (No. (1) 2023), and

11



the second contains an analysis of compensation for damages that were caused by
clinical trials of medicinal products (No. (1) 2024).

The publications of the candidate are entirely on the subject of the dissertation
work. The questions to which they are devoted are important not only for theory, but
also for the development of practice. The author has focused his efforts on the
clarification of problems of great practical importance, namely the control of clinical
trials and the compensation for damages.

In addition, the research works reveal the candidate's ability to make theoretical
generalizations in the analysis of various aspects of state regulation and the application
of the legislation in the field of conducting clinical trials. The presented publications
also demonstrate the candidate's skill to focus on problems essential for science and
practice and meets the requirements of the Act on the Development of Academic Staff

in the Republic of Bulgaria.

9. Evaluation of the abstract

The abstract consists of five parts. In the first part, the candidate presents the
relevance of the topic, the object, the goals and methods and the structure of the research
and reviews the state of the scientific research works on the topic of the dissertation in
Bulgarian legal literature.

The second part shows the content of the dissertation, and in the third, a brief
presentation of each of the chapters of the work is made. In the fourth part of the
Abstract, the author has presented the main scientific contributions of the work, and the
last fifth part contains the list of publications on the topic of the dissertation.

The abstract meets the established requirements. It is presented both in Bulgarian
and in English translation. The scientific and scientific-applied contributions of the

work are correctly reflected by the candidate.

10. Remarks and recommendations

Along with the many merits of the dissertation, some recommendations can be
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addressed to the author. Chapter one is too small in a volume to stand as a separate
chapter. Its content can be combined together with that of Chapter Two into a single
chapter, entitled "Nature and Historical Development of the Control of Clinical Trials".
In this way, a better balance will be achieved between the separate parts of the
work. This title would contribute to overcoming another drawback, namely the
repetition of the title of the work in the title of Chapter Three. Since the historical
overview is essentially concerned with the emergence and development of the rules on
the control of clinical trials, the latter should also be reflected in the title of the chapter.
It is also necessary to clarify the use of the term "subjects participating in the
clinical trials". In the second paragraph of Chapter One, the author uses this term in a
broad sense, as generalizing to all participants in the trials: the sponsor, the principal
investigator, the investigator and the persons receiving the test product. The title of
Chapter Three uses the same term, but in a narrow sense, including only the persons
who receive tested products. The author could clarify the use of the expression in a
narrow and a broad sense, or instead of using it in a broad sense, replace it with the
word "subjects", thus adhering precisely to the normative definition of the concept of
"subjects participating in the clinical trials *, which is provided in Regulation 536/2014.
In view of the great applied significance of the research, | recommend that the
author publish the dissertation.
The notes and recommendations made do not change my overall positive

impression of the presented dissertation.

11. Conclusion

The dissertation on the topic "Control over clinical trials of medicinal products"
by Radoslav lvanov is an original scientific study on current issues of medical law for
legal science and practice.

The research is distinguished by numerous merits and represents a valuable
contribution to the development of legal science and practice in our country. The work

meets the requirements established in the Act on the Development of Academic Staff
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in the Republic of Bulgaria and in the Regulations for its implementation and should
receive a positive assessment.

Based on my overall impression of the qualities and merits of the work, |
confidently propose to the scientific jury to take a decision to award Radoslav
Ivanov Ivanov the educational and scientific degree *"doctor* in professional field
3.6. 'Law", scientific specialty "Administrative Law and Administrative

Procedure"'.

09.12.2024

Prof. Dr.Sc. Jivko Draganov
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