(?) MEOVMUNHCKN YHUBEPCUTET — CO®UA
.-5,. LEHTPAITHA MEOULUUWHCKA BUBJTUOTEKA

MERNLIRCKI MEHIAXMBbHT
Il 3APABHA NONNTINKA

MEDICAL MANAGEMENT
AND HEALTH POLICY

PenakumoHHa Konerus

lMpogh. 6-p B. Bopucoe, OMH, rMaBeH peaakTop
A-p XK. Cypyeea, Om, OTTOBOPEH pefakTop
lpogp. 0-p E. LlunkoseHcka, OM, Hay4eH cekpeTap
lpogp. 6-p M. Anocmorsnoe, OMH
lNpocgb. 6-p LJ. BoGeHu4apoes, OMH

OpwrMHanHm cTatum, nutepaTypHu 0630pu 1 pedepatu
Ha YyXKOEeCTpaHHW Hay4YHU MedMLMHCKM Ny6nvkaumm B obnacTTa Ha:
COUMANHA MEOVNUNMHA, MKOHOMUWKA HA 30PABEOINA3BAHETO,
MEOVNUMNHCKA MHOOPMATUKA N S0PABEH MEHUOXMBHT,
MEOVUMHCKA NMEJATOIMKA, TPYOOBA MEONLUMHA U MTPOPECUNOHAIIHA
3ABONABAHUA, CMNEWHA MEONUMHA, MEOVUUMHA HA KATACTPO®UTE,
CbOEBHA MEOVUWMHA, CAHUTAPHO MHXXEHEPCTBO

CnucaHuemo ce obpabomsa e B/
BBNFAPCKA MEOAULUWHCKA NNUTEPATYPA

Mepa. meHnaX. 1 34p. NonuT.

Med. menidzh. i zdr. polit.

lop. LI 2020 Bpon 1



CbAbPXAHUE

OPUTUHATTHA CTATUU
T. Bekos. AHan13 Ha ehekTUBHOCTTA Ha pa3xoauTe 3a KoOMOMHaUNs

OT UMYHOTEpPaNnst U XMMUOTEpPanusi NPy TPOMHO HEraTUBEH KapLMHOM
L WY oY1 F= - PRSP
T. Bekos, [. LlaHoea, H. Benega. KnuHn4Ha n pasxogHa epekTUBHOCT

Ha anTepHaTuBHUTE aHAPOreH-noTuckKally Tepanmn 3a nevyeHune

Ha MeTacTaTu4eH XOpMOHOYYyBCTBUTENEH KapLUMHOM Ha npocTtataTta
A. lNemkos. CpaBHMTeJ’IEH aHanu3 Ha MmapkeTuHroeata Kyntypa B I'Iy6-
TIYHUN Y HACTHU OOTTHULIM ...t e ettt ee et e e e e etnae e e e e e e

A. AHdpeesa, I". lonosa. WarpaxaaHe Ha HauvoHanHaTta 3apaeHo-

MHOPMALMOHHA CUCTEMA — TEHAEHLNN N MPaBHA PAMKA............vveee.s

OB30PU
Lis. Benukosa. ABTOPCTBOTO B Hay4HUTe CTaTUM — Crassar Jn ce

TIP@BUITATA? ... ieiiieeeeeeeeette et e e e e e e st e e e e e s e s et e e e eaesessnsaeeeaeessennnsreeaaaeeas

..... 38

MEOVUNHCKA MEHWOXMDBHT U 30PABHA MOJNIMTUKA 1/2020
ISSN 1312-0336 YOK614.2

YpenHuk B. Konee

EaunkoBa pepakums M. Mumesa, B. L{vknesa, B. Kornee (aHrn.)
CtpaHupaHe M. AnekcaHOposa

LleHTpanHa MeauuuHcka 6MbnuoTeka

1431 Codoms, yn. ,Cs. I'. Codouiickn” Ne 1

® 02 952 05 15, e-mail: vasil1kolev@abv.bg



N

( OPUT'MHAITHU CTATUN
L ORIGINAL ARTICLES

AHAJIIN3 HA E®EKTUBHOCTTA HA PA3XOOUTE
3A KOMBUHALIUA OT UMYHOTEPAINUA N XUMUOTEPAINUA
NPU TPOMNHO HEFATUBEH KAPLIMHOM HA NbPOATA

T. Bekoe
QapmauyesmuyeH akynmem, MY — NneeeH

Pestome. Llen Ha nscnegBaHeTo € MogenvpaHe Ha foKamnHW AaHHW 3a
pasxoau v 3gpaBHM nona3n Ha atozolizumab (ATE) + nanoparticle albumin-
bound paclitaxel (NAB-PAC) B cpaBHeHue ¢ moHoTepanusa NAB-PAC 3a ne-
YeHue Ha MaumMeHTU C MeTacTaTu4yeH TPOMHO HeraTMBEH KapuvHOM Ha rbpaa-
Ta (MTNBC) B bbnrapus. Bxogswute gaHHu B mogena ca oueHeHuTe Tepa-
neBTMYHA edmKacHoCcT U 6e30nNacHOCT B paHOOMMU3MPAHOTO MHOMOLEHTPOBO
KNMHUYHO m3nuTtBaHe IM passion. MogenupaHeTo e M3BbPLUEHO C MoMoLWTa
Ha codpTyepeH npoaykt Tree Age Pro Healthcare Software. NpoBeaeH e aHa-
nn3 pasxon/ePeKTUBHOCT U € U3YUCITEHO MHKPEMEHTANHOTO CbOTHOLLEHWE Ha
OOMBIHUTENHN Pa3XxoAu U OOMbIHUTENHW 3a0paBHM nonau (incremental cost-
effectiveness ratio, ICER) Ha ATE + NAB-PAC B cpaBHeHne ¢ NAB-PAC 3a
neyeHune Ha naumeHTn ¢ mTNBC. Pe3yntatute nokassaT, Yye kombuHaumaTa
OT umyHoTtepanus (atezolizumab) n xummotepanusa (NAB-paclitaxel) yabmka-
Ba CTATUCTUYECKM 3HAYMMO MnpexnBsieMocTTa 6e3 nporpecus Ha 3abornsiBaHe-
To 1 obwara npexmesemocT. MogenvpaHeTo Ha AaHHK 3a GbAelun 3apaBHU
nonau u pasxoau, 6a3npaHo Ha KMUHUYHUTE KpariHW TOYKU, NAEHTUdULMPaHN
N U3MEPEHN B PaHOOMM3UPAHOTO KNUHWYHO m3nuTeaHe IM passion 130, goc-
TUra o u3Boaa, Ye KoOMOMHaLMsATa MMyHOTEpanust 1 XumMmnoTepanus AeMOHC-
TpYpa TepaneBTUYHO MNPEBBH3XOACTBO B CpPaBHEHME CbC CaMOCTOATENHOTO
npunaraHe Ha XMMMoTepanusi, HO He e pa3xoA4HO edhekTMBHaA Tepanus nopaau
TBbPAE BMCOKaTa CU LieHa.

Knroyoeu dymu: mpoliHo HezamueeH KapUyuHOM Ha ebpdama, uMyHomeparusi,
Xumuomeparnusi, aHanu3 pa3xod/e¢hekmusHocm



AN ANALYSIS OF THE COST-EFFECTIVENESS OF THE
COMBINATION OF IMMUNOTHERAPY AND CHEMOTHERAPY
IN TRIPLE-NEGATIVE BREAST CARCINOMA

T. Vekov

Faculty of Pharmacy, Medical University — Pleven

Abstract. The study aim is to model local data for costs and health ben-
efits of atozolizumab (ATE) + nanoparticle albumin-bound paclitaxel (NAB-
PAC) in comparison with monotherapy NAB-PAC for treatment of patients
with metastatic triple-negative breast carcinoma (mTNBC) in Bulgaria. The
input data in the model are the assessed therapeutic efficacy and safety in the
IM passion randomized multicenter clinical trial. Modeling was performed
using the TreeAge Pro Healthcare Software product. A cost-effectiveness
analysis was made and incremental cost-effectiveness ratio (ICER) of ATE +
NAB-PAC in comparison with NAB-PAC for treatment of patients with mTNBC
was calculated. The results showed that the combination of immunotherapy
(atezolizumab) and chemotherapy (NAB-paclitaxel) prolongs statistically sig-
nificantly the disease progression-free survival and the overall survival. Model-
ing of data for further health benefits and costs based on the clinical end-
points identified and measured in the IM passion 130 clinical trial concluded
that the combination of immunotherapy and chemotherapy demonstrates
therapeutic superiority in comparison with the separate administration of
chemotherapy but it is not a cost-effective therapy due to its high price.

Key words: triple-negative breast carcinoma, immunotherapy, chemotherapy,
cost-effectiveness analysis



KNWHUYHA U PA3XOOHA E®EKTUBHOCT HA ANTEPHATUBHUTE
AHOPOTEH-NMOTUCKALLU TEPAMNMUUN 3A NEMYEHUE

HA METACTATUYEH XOPMOHO4YYBCTBUTEJIEH KAPLUMHOM

HA MPOCTATATA

T. Bexoe’, Aa. LlaHoeaz, H. Beneea’

1®aKynmem rno ¢papmauyus, MY — NneeeH

2CDaKynmem rno obwecmeeHo 30pase, MY — lNnegeH

Pe3stome. Lien Ha nscnegsaHeTo e MogenvpaHe Ha nokanHu AaHHW 3a pas-
XOOM W 34paBHW MON3W Ha anTepHaTUBHUTE aHOPOreH-noTUCKaLm Tepanun 3a
Nle4yeHne Ha meTacTaTMyeH XOPMOHOYYBCTBMTENEH KapuMHOM Ha npocrararta
(mHSPC) 1 peanuanpaHe Ha KOCBEHO CpaBHeHMe, 6a3npaHo Ha MPEXOoB MeTaa-
Hanua. Bxogsawmre AaHHM B Mogena ca M3MepeHn 1 OLEHEHW KIIMHWUYHN KpanHu
TOYKM B paHOOMU3MpaHUTE MHoroueHTpoBu usnuteaHus ARCHES n ENZAMET.
PesynTtatute nokaseart, Yye enzalutamide (ENZ) n abiraterone (ABI) B komGuHa-
LM C aHApOreH-noTUckalla Tepanusi He ca pasxogHo eheKTVBHW B CPaBHEHWE C
aHaporeH-noT1ckalla Tepanus CamoCTOATENHO UM B KOMOMHaUMS C XMMKUOTe-
panusi (docetaxel). Bbnpekn TepaneBTUYHOTO npeBb3xoacTBo Ha ENZ un ABI,
TBbpAE BUCOKATA LieHa 3a roguiliHa Tepanusi Boam o cronHoctu Ha ICER, Bapu-
pawm B goseputeneH nHtepsan 74 000-158 300 ne./QALY, KOUTO 3HaYUTENHO
HaaBWLWaBaT npara 3a eekTnBHOCT Ha pasxogute. ENZ B cpaBHeHne ¢ ABI, 1
ABeTe B KOMOMHauUMsA ¢ aHOpOreH-noTMcKalla Tepanus, € pasxogHo edekTMBHa
Tepanusa 3a neveHne Ha mMHSPC (ICER 9800 nB./QALY). Cbwmat n3sog Moxe
Aa O6bde HanpaBeH 1 3a KOMOMHaUMATa XMMMWOTEpanua 1 aHApPOreH-noTucKalla
Tepanus B CpPaBHEHMWE CbC CaMOCTOATENHOTO MPWUIIOXKEHWEe Ha aHOporeH-
noTuckalla Tepanus. Pesyntatute OT HawaTta oueHka Ha 3apaBHUTE TEXHOMNOMMK
3a neveHvie Ha Bb3pacTHM naumeHTn ¢ mHSPC ce noTBbpKaaBaT oT pesynTaTu-
Te OT OLEHKUTE Ha CbLUMTE TexHororvm, nposedenun B bpasunua n CALL.

Kmrovoeu dymu: memacmamuyeH XOPpMOHOYY8CmeumesieH KapyuHoM Ha npoc-
mamama, aHOpozeH-nomuckawu meparuu, aHanus pasxod/eghekmusHocm

THE CLINICAL AND COST-EFFECTIVENESS OF ALTERNATIVE
ANDROGEN SUPPRESSION THERAPIES FOR TREATMENT
OF METASTATIC HORMONE SENSITIVE PROSTATE CANCER
T. Vekov’, D. Tzanovaz, N. Veleva'

7Faculty of Pharmacy, Medical University — Pleven

2Faculty of Public Health, Medical University — Pleven

Abstract. The aim of the study was to model local data for costs and
health benefits of alternative androgen suppression therapies for treatment of
metastatic hormone sensitive prostate cancer (MHSPC) and realization of an



indirect comparison based on network meta-analysis. The input model data
were the measured and assessed clinical end-points in the ARCHES and
ENZAMET randomized multicenter clinical trials. The results showed that
enzalutamide (ENZ) and abiraterone (ABI) in combination with androgen
suppression therapy are not cost-effective therapeutic approaches in compar-
ison with androgen suppression therapy alone or combined with chemothera-
py (docetaxel). In spite of the therapeutic superiority of ENZ and ABI, the very
high price of the annual therapy leads to the values of ICER within the range
of confidence interval of BGN 74,000/QALY — BGN 158,300/QALY, which
significantly exceed the threshold of cost-effectiveness. Compared to ABI,
ENZ, when both of them are used in combination with androgen suppression
therapy, is a cost-effective therapy for treatment of patients with mHSPC
(ICER BGN 9,800/QALY). The same conclusion can be drawn also for the
combination of chemotherapy and androgen suppression therapy in compari-
son with the individual administration of androgen suppression therapy. The
results from the present assessment of the health technologies for treatment
of adult patients with mHSPC are confirmed by the results of the assessments
of similar technologies performed in Brazil and the USA.

Key words: metastatic hormone sensitive prostate cancer, androgen suppres-
sion therapies, cost-effectiveness analysis



CPABHUTEJIEH AHAINN3 HA MAPKETUHIOBATA KYJITYPA
B NYBNINYHN U YHACTHU BOJIHULIM

A. lNemkoe
YMBAI ,,Ces. Us. Puncku — Cogpusi

PestoMe. B ycrnoBuaTa Ha BHegpeH nasapeH MexaHUsbMm B neyeGHUs
CeKTop Ha 3gpaBeonasBaHeTo B Bbnrapusi Bb3HWKBa HeoGX0AMMOCTTa OT MNo-
LUIMPOKO WU3MON3BaHe Ha MapKeTMHroBuTe noaxoau. HapacTtea akTyanHoctTa
Ha MapKeTMHroBaTa KynTypa B 34paBHaTa cucTema, KosaTo npezrosiara HoBO
OTHOLLEHME KbM NauueHTUTe 3a ocUrypsiBaHe Ha TsXHaTa afgekBaTHa MHdop-
MupaHoCT. CpaBHUTENHM OaHHU OT KOHKPETHO M3cneaBaHe nokassaTt U3BecT-
Ha pasnuka mexay MapKeTuHroBaTa KynTypa Ha MyornuMyHu U YacTHU GOmnHK-
un. MapKeTUHIOBUAT NOAXOA MO-LUMPOKO Ce M3MoN3Ba B YacTHUTE GOnHULM,
KOWUTO MO-4€CTO NpunaraTt KOHKYPEeHTEeH aHanm3 B yrpaBrieHCKUs NpoLec.

Kmrouoeu Aymu: mapkemuHz08a Kynmypa, razapeH mexaHusbM, adekeamHa
UHGbopMUpaHOCM Ha nayueHmume, cpagHUMesneH aHanu3

COMPARATIVE ANALYSIS OF MARKETING CULTURE
IN THE PUBLIC AND PRIVATE HOSPITALS

A. Petkov
UMHAT ,,Sv. Ivan Rilski“ - Sofia

Abstract. With the introduction of a market mechanism in the healthcare
sector in Bulgaria, there is a need for a greater use of marketing approaches.
The relevance of the marketing culture in the healthcare system is increasing,
suggesting a new attitude towards patients in order to ensure that they are
adequately informed. Comparative data from a particular study shows some
difference between the marketing culture of the public and private hospitals.
The marketing approach is more widely used by private hospitals, which more
often use competitive analysis in the management process.

Key words: marketing culture, market mechanism, adequate patient awareness,
comparative analysis



N3rrAXgAHE HA HAUMOHANHATA 30PABHOUH®OPMALIMOHHA
CUCTEMA - TEHAEHUWU N NMPABHA PAMKA

A. AHdpeesa, I". Monosa
Kamedpa “TlpasHu Hayku”, lkoHomu4Yecku yHuUsepcumem — BapHa

Pestome. Llenta e aa ce aHanuavpa npaBHaTta pamka Ha npolieca no
narpakaaHe Ha HauuoHanHaTa 3apaBHOMHMOPMALIMOHHA cucTema, KaTo
pellaBalla CTbMKa MO BbBEXOaHe Ha enekTPoHHO 3apaBeonasBaHe. Cnef
nscrneaBaHe B HaUMoHaneH nnad 1 npeasua obwuTe eBponenckn NonuTUKK,
TEHOEHLUMM U HAcOKM MO M3rpaxaaHe Ha cucTemarta ce U3BexaaT HelHuTe
TUMWYHM XapaKTEPUCTUKM; OTNPABAT Ce KOHKPETHU Npernopbky 3a KopurupaHe
Ha 3aKOHOBWTE TEKCTOBE C Lien afekBaTHOTO UM U edeKTUBHO mpunaraHe B
npakTMkaTa Mo peanuavpaHe Ha WHTerpupaHata cuctema. YCTaHOBeHW ca
cregHvTe pesysimamu: Hyxna OT NpeuusupaHe TeKCToBeTe Ha 3akoHa 3a
30paBeTo B HACOKUTE AO0CTbMN A0 NUYHU eNEKTPOHHU 3OpaBHU 3amnncu, KOHK-
peTusnpaHe Ha XWNoTesuTe Ha npedocTaBAHe Ha WHQOPMaLMA OTHOCHO
3acTpaxoBaTenHUTe ApYXeCcTBa; NpeuusupaHe Ha TepMuHa ,rpaxkgaHn” kato
nMua, MMaly NpaBo Ha OOCTbLM, U 3amsiHaTa My C ,OCUTYpeHu nuua“ unm
Lmua, nonsealm meguumHcku yenyru“. OT gpyra cTpaHa, ce npuema, 4e
BbBEX4AHETO M NPaBUITHOTO (PYHKLIMOHMPaHe Ha cucTemaTa cregsa ga oTro-
Baps Ha BMCOKO HMBO Ha 3allMTa Ha JaHHWUTE, Tbil KaTo MpakTukaTa Ha Bb-
BeXdaHe Ha eneKTPOHHW MEAMLMHCKU JocueTa MPSAKOo 3acsara BCUYKU KOHK-
peTHU rapaHuuu, NpeaocTaBaAHM Ha MauMeHTa BbB Bpb3ka CbC 3aliuMTaTta Ha
HEeMNpPUKOCHOBEHOCTTA Ha NNYHUSA KMUBOT M A0CTbNA A0 NUYHN JaHHW.

Kmoyoeu dymu: HayuoHanHa 30pasHOUHGhOpMayUoHHa cucmema, MpuHyuUmu,
e-30paseornaseare, 30pagHo ocugypsisaHe

ESTABLISHMENT OF THE NATIONAL HEALTH INFORMATION
SYSTEM — TRENDS AND LEGAL FRAMEWORK

A. Andreeva, G. Yolova
Legal Sciences Department, University of Economics — Varna

Abstract. This paper aims to analyze the legal framework of the process
of establishing the National Health Information System as a crucial step in the
introduction of e-healthcare. Following a national survey and taking into ac-
count common European policies, the trends and guidelines for creating sys-
tem, its typical characteristics are pointed out. Based on the analysis, specific
recommendations are made for correcting the legal texts in order to adequate-
ly and effectively implement them in the practice of applying the integrated
system. The study found the following results, namely — the need to refine the



texts of the Health Act, of the guideline for access to personal electronic
health records, to specify hypotheses for providing information about insur-
ance companies, to refine the term ,citizens® as persons, entitled to access
and to consider replacing them with "insured persons" or "persons using med-
ical services". On the other hand, it is accepted that the introduction and
proper functioning of the system should meet a high level of data protection
criteria, since it is indisputable that the practice of introducing electronic medi-
cal records directly affects all the specific guarantees provided to the patient in
connection with the protection of privacy and access to personal data.

Key words: national health information system, principles, e-healthcare, health
insurance
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ABTOPCTBOTO B HAYMHUTE CTATUU —

CMA3BAT JI1 CE NPABUIIATA?

Le. Benukosa

Jlabopamopusi no knuHu4Ha umyHornoeusi, Y6 ,JloseHey";
LIMB, MY — Cocbusi

Pestome. [IHec, koraTto nybnvnkyBaHeToO € Msipka 3a akaJeMU4eH ycrex,
BCe No-Habonsn crtaBa NpobreMbT ¢ aBTOPCTBOTO. Bbnpeku Ye aBTOPCTBOTO
MoXe Aa 6bae onpeneneHo no MHOro HauMHKU, NoOBeYEeTo AeUHULMK BKIoYBaT
M3NCKBaHe 3a OOCTaTbYeH WHTEMNeKTyarieH NMpyHOC B LSINIOCTHOTO Mpoy4YBaHe,
KaKTO M NMoemMaHe Ha OTrOBOPHOCT 3a Hero (ausariH, MeTodonorusa, pesynTaru,
aHanu3). MNogpen6arta Ha aBTOpUTE B KOMEKTVMBA CbLUO NMOYMBa Ha HEMMcaHu
npaBuna, KOeTo MoXe Aa AOBEAE M [0 HEETUYHU NPaKTUKK KaTo ,MOYETHO" Unn
L,pU3payHo” aBTOpCcTBO. Ch3aBaHETO Ha MO-KATETOPUYHU U pernameHTUpaHn
npaBuna B usgartenckarta AeiHOCT Ha HayyHu NyGnvKauum Lie nossonu pery-
nMpaHe Ha Teau Npouecn 1 n3barsaHe Ha HEETUYHWUTE NPAKTUKK.

Kmoyoeu Aymu: asmopcmeo, cbasmopcmeo, cmamusi, ny6rukayus, agmopcku
Koslekmuse, no4YemHo aemopcmeo, npuspadqHo agmopcmeo, emuka Ha rny6ruKyeaHemo

AUTHORSHIP IN SCIENTIFIC ARTICLES: DO WE COMPLY
WITH THE RULES?

Tsv. Velikova

Laboratory of Clinical Immunology — University Hospital Lozenetz,
CML, MU — Sofia

Abstract. Today, when publishing is a measure of academic success,
the problem of authorship becomes more prevalent and significant. Although
the authorship can be defined in many ways, most definitions include requiring
sufficient intellectual input for the overall study as well as taking responsibility
for all aspects of it (design, methodology, results, analysis, etc.). The ordering
of authors in a team also lies on unwritten rules, which can also lead to
unethical practices such as 'honorary' or 'ghost' authorship. Creating more
regulations and standards in the publishing of scientific publications will help
to control these processes and avoid unethical practices.

Key words: authorship, co-authorship, article, publication, team of authors,
honorary authorship, ghost authorship, publication ethics



