. INBEPCHUTET 3A HANIMOHAJIHO U1 CBETOBHO CTOITAHCTBO

CTAHOBHWIIE
Ot:  Ooy. 0-p Koncmaumun Bacunes [lexnusanos;
fOpuouuecku  gpaxynmem  ma  Ilnoeousckus  yuusepcumem ,, Ilaucui
Xunenoapcku “;

Hayuna cneyuannocm ,, AOmMunucmpamuéno npageo u AOMUHUCMPAMUBEH
npoyec

OTHOCHO:  JUCEPTALMOHEH TPY[ 3a MPUCHKIAHE Ha 00pa3oBaTelIHa U HAy4YHA
CTEIIEH ,AOKTOP 110 Hayuna cneyuarnocm B YHCC.

ABTOp Ha nucepTanuoHHus Tpya:  Paodocnas Hseanos Heanos
Tema Ha qucepTauMOHHUSA TPYA: Tema ,,Konmponvm 6vbpxy KIUHUYHUME
U3NUMBAHUS HA 1eKapCMBEeHU NPpooyKmu *

OcHosanue 3a IPE/ICTaBSIHE HA CTAHOBUIIETO: YYaCTHE B ChCTaBA HA HAYYHOTO
KypU MO 3amuTa Ha JUCEPTAlMOHHUS Tpyd CbriaacHo 3amoBex Ne
3487/26.11.2024 . na Pextopa Ha YHCC. CbriacHo pelieHue Ha HAyYHOTO
xKypu, IIporoxkonm Ne 87 or 27.11.2024 r. MU € BB3JIOKEHO H3TOTBIHETO Ha
CTaHOBHUIIIE.

1. NUndopmanus 3a fucepTaHTa

JucepTanThT ce € 00yyaBaj Mo JOKTOpPCKa nmporpama ,,AJIMUHACTPATUBHO
MpaBo M aJIMMHHUCTpaTUBEH npouec” kbM Kareapa ,IlyOonuunonpaBHU HayKu*
Ha FOpunnueckus paxynter Ha YHCC no ceriiacHo 3anoBes Ha 3aM.-peKkTopa mo
HUJT va YHCC Ne 1176/21.04.2021 r. OOy4eHHETO € OCBIINECTBEHO B PeIOBHA
dopma npe3 nepuoga 31.03.2021 — 10.12.2024 r., ¢ HaydeH pbKOBOAUTET TIPOD.
n-p Banepuit ['eoprues Jumutpos

2. O0ma xapaKkTepucTUKA HA MPeJICTABEHNUs I1MCePTALMOHEH TPY]

JlucepTalMOHHUAT TPyA € CTPYKTYpUpaH B YBOJ, YETHPU IJIABU U
3aKJIFOUYEHHUE, KOETO CyMUpa MPUHOCHUTE HA AUCEPTAaUMOHHUA Tpya. [Ipunoxenn
ca CIIMCBHK Ha M3MOJI3BAHUTE CHKpPAIICHUS, CIIUCHhK HAa IUTHUpAHATa JUTEpaTypa,
CIUCHK Ha IIUTHpPaHaTa ChAeOHA MpaKTUKA. ChUIMHCKUAT aHATUTUYEH TEKCT Ha
yeTupute 1y1aBu € 156 crpanunm. Llutupanu ca 74 u3zrounuka, ot kouto 10 Ha
AHIJIMICKU €3UK.

TemaTta He € M3cinenBaHa B ILJIOCT, MIOHE B IOPUAMYECKATA JUTEPATYPA,
HaMMpaM M3CIEABAHETO 3a MNPHUHOCHO. Karo menm Ha JucepTalroOHHOTO



U3CIIEIBAHE € TO0COYEH NyOJUYHONPABHUAT PEKUM BBPXY KIMHUUHUTE
U3IUTBAHKS Ha JICKAPCTBEHU MPOLYKTH, KOWTO CJIEABA Ja IapaHTUpa KUBOTA U
3/IpaBETO Ha TrpakJaHUTE Ype3 JOIMYyCKaHE JI0 Ia3apa caMo Ha €(EeKTUBHU U C
J0Ka3aH e(eKT JeKapcTBEHU NMpoayKTH. [locTaBeHu ca yetupu HampaBiIeHUs Ha
U3CJIeIBaHE — U3CIICBAHE HA KOHTPOJIA 110 BPEME; U3CIEABAHE HA UHCIIEKIUATA
KaTto (opMa Ha IOPUANYECKH KOHTPOJI; MU3CJIEIBAHE Ha OJWTAa U MOHUTOPUHIA
BbPXY KJIMHUYHUTE U3IUTBAHUS KaTO HEIOPUAUYECKU KOHTPOJI U U3CJIEIBaHE Ha
KOHTPOJHOTO IPaBOOTHOLIEHNE U IPOU3BOJICTBO.

3. OueHka Ha HAYYHHUTE U HAYYHO-TIPUIIOKHH IPUHOCH

JlucepTalluOHHUST TPYA Pa3TIIekKaa MbJIHO U CUCTEMATUYHO AbP>KaBHUST
KOHTPOJ BBPXY BHUCOKOPHCKOBAaTa JIEMHOCT MO KIMHUYHM W3NUTBAHUS Ha
JIEKapCTBEHU CPEICTBA, KOSITO 3acsira >KU3HEHUTE HHTEPECH Ha IIUPOK KPbI JIUIIA.
Temata nmocera He e pa3paboTBaHa B IPJIOCT W JUCEPTAMOHHUAT TPYA €
CTOMHOCTEH U MPUHOCEH.

[IpocneneH € CTOPUYECKUST MTPOU3XO]] Ha TyOTUYHOIIPABHATA PETYIALUS
HAa KIWHUYHUTE W3MNUTAHUS C PEI HHTEPECHU NpUMEpU. AHaIU3UpaH €
MEXAYHApOIHONPABHUAT pexuM, mnpenu Bcuuko [upextuBa 2001/20/EO wu
Pernament (EC) Ne 536/2014, xakTo MU Ha akTOBET€ Ha ,,MEKOTO MPaBO®,
BKJIFOUMTEITHO TIpaBrJja 3a 100pa MpakTUKa U JACKIapaliu.

Touen u moApoOEH € aHaIM3bT HAa CyOEKTHaTa CTPyKTypa B
MPABOOTHOIICHUATA U POJISITA CTPAHUTE B TAX, KATO C€ OTYUTAT JOIMYCTUMUTE TIO
BTOpUYHOTO NpaBo Ha EC ycnoxHeHus: (HeopMaHu MpPEXH, KOUTO MOTrar Jia
CTaHAT BaXXHM B TMpaKTHKaTa Ha KIMHUYHUTE U3MNUTBaHMSA). AHAIU3BT Ha
cyOeKTHaTa CTpaHa Ha MPABOOTHOIICHUSITA HAMUPaM CHJIEH OT TEOpeTUYHA
IJIeIHA TOYKA U C BXKHU NMPAKTUYECKU MOCIIEIULIN.

ETtanurte Ha KOHTpOJIa ca MPOCIEAEHU TOYHO U B XPOHOJIOTHYEH PEll, KOUTO
METOJ] Ha U3CJIe/IBAHE HAMUPaM OIPaB/IaH 32 LEIUTE Ha JUCEPTALUOHHUS TPY/I.
[Toapo6HO ca ananu3upanu ¢a3uTe Ha BCEKH €TaIl.

HencrBamoro B bbharapus 3aKOHOJATEICTBO M MOA3aKOHOBH AKTOBE Ca
aHAIM3UPaHU TMOJIPOOHO C TEXHUTE CHITHH U CJ1a0W CTpaHHU.

['maBa TpeTa HaMHupam Hal-CUJIHATA M TPUHOCHA OT LIEJIHS TUCEPTAIMOHECH
TPy, KaTO Ha OCHOBaTa Ha oOIaTa TEOpHs 3a aIMUHUCTPATUBHUS KOHTPOJI U
Ha/J30p Ha aJIMUHUCTPATUBHOTO TMpaBO Ce€ TMpEeMUHABa KbM aHAIW3 Ha
NPUIOKEHUETO W B CHENMaJIM3UpaH OTPACHI. YMECTHO € BKJIIOYBAHETO B
npeaMeTa Ha M3clieIBaHe Ha 3aKOHA 3a OrpaHUYyaBaHe Ha aJIMUHHCTPATHUBHOTO
peryiupaHe W aJIMUHUCTPATUBHHUS KOHTPOJ BBPXY CTOMAHCKaTa JAEWHOCT,
JOKOJIKOTO JIeHHOCTTa MO pa3paboTBaHE Ha JEKapCTBEHM CPEACTBAa MMa KaKTO
XyMaHEH, Taka M Oe3CMOpHO TBHPrOBCKM XapaKTep M € BBIPOC Ha TOJIEMH
WHBECTHUIINH; TO3U U xapakTep He TpsAOBa aa Obae mpeHeOpersad. [lo Bbmpoca



N00pOCHBECTHO € H3IUMPEHAa M aHAIW3MpaHa HNpPOTHBOpEYMBATa IOHAKOIa
[IpPaKTUKa Ha BBpXOBHMSA agMUHUCTpaTHBEH CbA. M31MpeHu ca U MHTEPECHHU
peuieHUss Ha BbppxoBHHA KacannoHeH cbl M Komucusra 3a 3ammra Ha
KOHKYPEHIIUATA.

IIpocienena e cucremara OT MHCTUTYLIMH C IIPAaBOMOILMS B U3CJIEIBAHATA
oOnact; mNOAPOOHO ca TPOYYEHH BB3MOKHOCTUTE 3a OO0XKaJBaHE Ha
aAMUHUCTPATUBHU AaKTOBE, W3/aBaHU OT Te3M OpraHu. Tyk BHUMATEIHO €
pasrpaHMueHa HallMOHAIHATa [paBHa ype0a oT HaJHAllMOHAIHATA, C IPOsiBa Ha
NpPUHIMIIA HAa MBIYAJIMBO chbIylacue, ciuensaml or npaBoto Ha EC. CuiieH u
MPUHOCEH € aHAIN3bT HAa UHCTICKIIUUTE 110 BpeMe U 00XBaT.

['maBa yeTBBpTa aHAIM3Mpa 3alIMTaTa HA IpaBaTa Ha YYACTHULUTE H
aBTOPBHT AHAJIM3UPA YMEJIO CII0KHA MATEpHs, B KOATO C€ MPEeCHYaT HALIMOHATIHO
nmpaBo, MexayHaponHo npaBo (KonBeHumsTa 3a mnpaBaTa Ha 4YOBEKa H
onomenuuuHara) v akropere Ha EC. TOUHO ¥ MOAXOASIIO € pa3rpaHuYeHUETO Ha
TEPMHUHA ,,JIALIUEHT CIOope] pa3iauuHu akToBe. llogpoOHO ca aHanmu3upaHu
BB3MOKHOCTUTE 3a 3allMTa M OOE3LETEeHHE IO aJMHUHUCTPATUBHONPABEH U
IPAKIAHCKOIIPABEH pell, KakTo M BB3MOXKHOCTTA 3a 3acCTpPaxOBaHE Ha
BB3JIOKUTEIIS U TJIABHUSA U3CIIEI0BATEIL.

[IpenyioxkeHusTa 3a IMPOMEHM B 3aKOHOJATEJICTBOTO €A IPEMMCIICHH,
PAlMOHAJIIHU U ITPAKTUYECKH OCBILECTBUMHU.

4. OueHka HA Ny0JIMKANMUTE MO JUCEPTANUITA

[IpencraBenu ca yeTupu MyOJUKAIMU 10 MPOLEypaTa, HAMUPAM I'd TPUHOCHU U
CBUJICTEJICTBAIIM 32 MOCThIIaTeJIHATA HAyYyHa padoTa Ha IOKTopaHTa. Tpu OT TAX
ca Mo chllara TeMaTUKa, YeTBbpTaTa Ha Tema ,,KOHTPOJ MO M3IMIBIHCHUETO HA
norosopute mexay H30K u u3nbiaHuTEenMTe Ha MEIUIIMHCKA TOMOIT € TIO IpyTa
TEMaTHKa, KaTO ChIIO HAMUPAM CTATUATA 32 CTOMHOCTHA. BCcuuku cratnm ca B
pedepupann u3maHus C PETAKIMOHHHM KOJIETHMHM M 3aJI0BOJISIBAT MUHHUMATHHUTE
HaIlMOHAJIHA U3UCKBaHUS.

5. Ouenka Ha aBTOpedepara

ABTOpedepaThT € U3roTBEH KOPEKTHO M OTpa3siBa TOUHO CTPYKTypaTa Ha
JTUCEPTALMOHHUS TPYH U MPUHOCUTE; MIPEBEACH € Ha Uy €3HK, M3I0JI3BaH B
HAy4YHOTO HAIpPaBJICHUE.

6. Kputuunu 0e/ie:KKH, IPeNnoOpbKH U BHIIPOCH
[IpenopbuBaM u3aaBaHe B MoHoOrpaduueH Tpyn. TakoBa u3cieaBaHE
Jl0cera He MU € U3BECTHO U I1le 000raTH TEOpHUsATa U IPAKTUKATA.

/. 3akiaro4eHue

[lopagu kadecTBaTa HaA JUCEPTALMOHHUS TpPyJ C HAMMEHOBAHUE
»KOHTPOIBT BBPXY KIMHUYHWATE M3IHWTBAHUS HA JIEKAPCTBEHH HPOLYKTH
Hamupam, 4e aBTopbT PanocnaB VMBanoB MBaHOB 3aciykaBa NpUCHKIAaHE HA



oOpasoBarenHaTa CTENEH ,JJOKTOP® 1O oOiacT Ha BuUcie oOpa3oBaHHE 3.
CounanHu, CTOMAHCKA M TpPaBHU HayKH, MPOQECHOHAIHO HarpaBieHue 3.6
[IpaBo, nokropcka mporpama ,, AIMUHUCTPATUBHO MPAaBO U aJMUHUCTPATUBEH
nporec.

IHommuce: ....coovvviiiiiiiea.n.
(mou. a-p Koncrantun [lexnmBaHoB)

18.12.2024
IInoBauB



UNIVERSITY FOR NATIONAL AND WORLD ECONOMY

OPINION

From: Assoc. Prof. Konstantin Vasilev Pehlivanov, PhD;
Faculty of Law, University of Plovdiv “Paisii Hilendarski ”
Scientific specialty "Administrative Law and Administrative Process"

Subject: dissertation for awarding educational and scientific degree '‘Doctor""
in scientific specialty at the UNWE.

Author of the dissertation: Radoslav Ivanov Ivanov
Subject of the dissertation: "Control over clinical trials of medicinal
products"

Grounds for presenting the opinion: participation in the scientific jury on the
defense of the dissertation in accordance with Order No 3487/26.11.2024 of the
Rector of UNWE. Pursuant to a decision of the scientific jury, Protocol No 87 of
27.11.2024, | have been entrusted with the preparation of an opinion.

1. Information about the dissertation

The dissertant studied under the Doctoral Programme in Administrative
Law and Administrative Process at the Public Law Department of the Law Faculty
of UNWE in accordance with the Order of the Vice-Rector on UNWE on
Research Activity No 1176/21.04.2021. The training was carried out in full-time
form during the period 31.03.2021 — 10.12.2024, headed by Prof. Valerii
Georgiev Dimitrov, Ph.D.

2. General characteristics of the dissertation presented

The dissertation is structured into an introduction, four chapters and a
conclusion that sums up the contributions of the dissertation. A list of the
abbreviations used, a list of the literature cited, a list of the case-law cited are
attached. The actual analytical text of the four chapters is 156 pages. 74 sources
are cited, of which 10 are in English.

The topic has not been studied in its entirety, at least in the legal literature,
| find the study to be a contributing one. The aim of the dissertation study is the
public law regime on clinical trials of medicinal products, which should guarantee
the life and health of citizens by allowing on the market only effective and proven
medicinal products. Four strands of research have been set — time-based control
research; examination of inspection as a form of legal control; investigation of



audit and monitoring of clinical trials such as non-legal control and investigation
of the control relationship and production.

3. Evaluation of scientific and applied contributions

The dissertation deals fully and systematically with the state control over
the high-risk activity of clinical trials of medicinal products, which affects the
vital interests of a wide range of individuals. The topic has not been developed in
its entirety so far and the dissertation is valuable and worthwhile.

The historical origins of the public law regulation of clinical trials are traced
with a number of interesting examples. The international legal regime is analysed,
in particular Directive 2001/20/EC and Regulation (EU) No 536/2014, as well as
soft law instruments, including rules of good practice and declarations.

The analysis of the subjective structure of legal relationships and the role
of their parties is precise and detailed, taking into account the complications
permitted under secondary EU law (informal networks that may become
important in clinical trial practice). The analysis of the subjective side of legal
relationships seems to me to be strong from a theoretical point of view and with
Important practical consequences.

The stages of control are traced accurately and in chronological order,
which method of research | find justified for the purposes of the dissertation. The
phases of each stage are analysed in detail.

The legislation and regulations in force in Bulgaria are analysed in detail
with their strengths and weaknesses.

Chapter Three I find the strongest and most useful of the entire dissertation,
and on the basis of the general theory of administrative control and supervision of
Administrative Law, it moves on to an analysis of its application in a specialized
sector. It is appropriate to include in the scope of the study of the Restriction of
Administrative Regulation and Administrative Control over Economic Activity
Act, as the activity of developing medicines is both humane and undeniably
commercial in nature and is a matter of large investments; this character should
not be overlooked. The sometimes contradictory case-law of the Supreme
Administrative Court has been investigated and analysed in good faith on this
issue. Interesting decisions of the Supreme Court of Cassation and the
Commission for Protection of Competition are also sought.

The system of institutions with powers in the field of research is traced; the
possibilities for appealing against administrative acts issued by these authorities
have been examined in detail. Here, the national legal framework is carefully
distinguished from the supranational one, with the manifestation of the principle
of tacit consent stemming from EU law. The analysis of inspections in time and
scope is strong and relevant.



Chapter Four analyses the protection of the rights of the participants and
the author skilfully analyses a complex matter in which national law, international
law (the Convention on Human Rights and Biomedicine) and EU acts intersect.
The distinction between the term ‘patient’ according to different acts is precise
and appropriate. The possibilities for protection and compensation under
Administrative and Civil Law are analyzed in detail, as well as the possibility of
insurance of the contracting authority and the principal investigator.

Proposals for changes in legislation are considered, rational and practically
feasible.

4. Assessment of the dissertation publications
Four publications on the procedure are presented, | find them contributing and
testifying to the progressive scientific work of the doctoral student. Three of them
are on the same topic, the fourth on the topic ‘Control of the implementation of
contracts between the NHIF and medical care providers’ is on another topic, and
| also find the article valuable. All articles are in refereed editions with editorial
boards and satisfy the minimum national requirements.

5. Assessment of review

The review has been prepared correctly and accurately reflects the structure
of the dissertation and the contributions; it has been translated into a foreign
language used in the scientific field.

6. Critical remarks, recommendations and questions
| recommend publishing the thesis. Such research is unknown to me so far
and will enrich both theory and practice.

7. Conclusion

Due to the qualities of the dissertation entitled ‘Control over clinical trials
of medicinal products’, I find that the author Radoslav Ivanov Ivanov deserves
the award of the scientific and educational degree ‘Doctor’ in the Field of higher
education 3. Social, economic and legal sciences, Professional direction 3.6 Law,
doctoral programme ‘Administrative Law and Administrative Process’.

SIgNAtUre: oo
(Assoc. Prof. Konstantin Pehlivanov, Ph.D.)

18.12.2024
Plovdiv



