NPEOCMUCJISIHE HA JIEHHOCTUTE IIO IPOBEXJIAHE HA KJIWMHAYHHA
HN3NMUTBAHUSA B YCJIOBUSATA HA ITAHAEMUSA OT COVID-19 (KOPOHABHUPYC)
Becka I'eprosa

RETHINKING CLINICAL TRIALS’ ACTIVITIES DURING THE COVID-19
(CORONAYVIRUS) PANDEMIC
Veska Gergova

Pe3ome: Pasnuunume npeouzguxamencmea no 6peme Ha nandemusma om COVID-19
pedhnexmupaxa u 8bpxy OetiHocmume no NPoexicoane Ha KIUHUYHU USNUMEAHUS HA 1eKapCmeeHU
NPOOYKMU, Koemo 008ede 00 MAXHAMA PeopeaHu3ayus U npeoCMUCisHe.

IIpenopvuanume om EMA u nayuonannume xomnemenmHuu opeanu 0eucmeus ce 0CHO8a8aAm
HA NPUHYUNA HA NPONOPYUOHATIHOC U HA CbOOPAdICEHUsL OM aHanu3 noasa-puck. bezonacnocmma
u 30pasemo Ha nayuewmume e OCHO8EH NPUOPUMEM U BCUYKU NPOMEHU 8 NpPO8eHCcOaHemo Ha
KAUHUYHUME USNUMBAHUA MPa68a 0a ce OCHO8ABAM HA 3a0bI00UEHA OYeHKA HA PUCKA.

Cmamuama npedcmass u aHAIU3UpPA NPenopbKume KbM CHOHCOpUme 3a nposexcoaue Ha
KAUHUYHU U3nUumMeaHnus no epeme Ha nanoemuama om COVID-19 u npasu 0630p na npeonpuemume
Om CHOHCOpUmMe MepKU, 3acA2aWU NPOGEeHCOAHemo HA KIUHUYHU USNUMEAHUS HA JIeKapCMEeHU
npoodykmu 8 bvieapusi no epeme Ha nanoemMusama.

Kntouosu oymu: xnunuynu usnumearnus, COVID-19, npenopvku, mepku, oyenka Ha pucka

Summary: The various challenges during the COVID-19 Pandemic reflected on the activities
of conducting clinical trials on medicinal products, which led to their reorganization and
rethinking.

The actions recommended by EMA and the national competent authorities are based on the
principle of proportionality and benefit-risk considerations. The patients’ safety and health is a
main priority and the changes in the conduct of clinical trials must be based on a detailed risk
assessment.

The article presents and analyzes the recommendations to the sponsors for the management of
clinical trials during the COVID-19 Pandemic and reviews the measures taken by the sponsors
concerning the conduct of clinical trials on medicinal products in Bulgaria during the Pandemic.

Key words: clinical trials, COVID-19, recommendations, measures, risk assessment



CPABHUTEJIEH AHAJIN3 HA TIPOTUBOENNUJIEMWNYHUTE MEPKH CPEIIY
COVID-19 B UBBPAHU BAJIKAHCKU CTPAHU
Hocug Hocugos

A COMPARATIVE ANALYSIS OF EPIDEMIC RESPONSE MEASURES AGAINST
COVID-19 IN SELECTED BALKAN COUNTRIES
Yosif Yosifov

Peztome: Peouya bankancku 0vporcasu npeonpuexa Habop om npomugoenuoemMudnu MepKu,
3a 0a oepanuyam pasnpocmpauneruemo Ha kKopouasupyca (COVID-19) u 0a noonomoenam
8b3CMAHOBA6AHEMO HA HAYUOHAIHUMe cu ukoHomuxu. Cmamuama uzcieosa egexkma om me3su
MepKU 3a KOHMpO ype3 cpasHsgane Ha nem uzbpanu owvpicasu: bvneapus, [vpyus, Cepodus,
bocna u Xepyezosuna u Pymvuusa. Ilocoueno e, ue cmenenma na panHa Hameca u epukacnocmma
Ha4 enudemMuolocudHume MepKu ca Om CbUEeCmEeHO 3HAYeHue 3d O061a0sA6aHemo U
Koumponuparnemo Ha namoemusama. Hanpaeen e onum oa ce onpeodenu KauyecmeeHo CbEKYNHUSL
eghekm om pazniuuHume MepKu 3a KOHmMpon 6wvpxy paznpocmpaneruemo Ha COVID-19 &
nocouexume ObpPIHCABU.

Knrwouosu oymu: COVID-19 nandemus, uzevHpeono nonodcenue;, bankancku 0wpoicasu
nNPOMuUBOEnUOEeMUYHU MEPKU, PAHHA UHMEPBEHYUS, KOHMPOI U YApasienue Ha NaHOeMUsma.

Summary: A number of Balkan countries have taken a set of epidemic response measures to
limit the spread of the coronavirus (COVID-19) and to help the recovery of their national
economies. The article examines the effect of these control measures by comparing five selected
countries, Bulgaria, Greece, Serbia, Bosnia and Herzegovina and Romania. It is stated that the
degree of early intervention and the effectiveness of response measures are essential for controlling
and managing the pandemic. An attempt has been made to qualify the cumulative effect of the
various measures to control the spread of COVID-19 in those countries.

Key words: COVID-19 epidemic; state of emergency, Balkan countries; response measures;
early intervention; control and management of the pandemic.



OCOBEHOCTH HA 3IPABHATA CUCTEMA B BbJIT'APUS B YCIIOBUATA HA
PE®OPMA
Panocnasa HenueBa, Annexkcanapuna Bogenunuaposa

PECULIARITIES OF BULGARIAN HEALTHCARE SYSTEM IN REFORM
Radoslava Nencheva, Alexandrina Vodenicharova

Peztome: 3anounanama npez 2000 2. opeanuzayuoHHa NPOMAHA, HapedeHa 30pasHd
pegopma, 6 Bvieapus yeru nocmueane Ha nNPOMeHU 8 30PAGHAMA NOJUMUKA, HOpMamueHama 6asza
Ha 30paseonaseéanemo U opeaHu3ayUuoOHHama cmpykmypa Ha 30paenama cucmema. Ts e pezynmam
om onpedenenu 30pagHO-NOJUMUYECKU KOHYeNnyuu u cmpamecudecku npuopumemu. Bveedenu ca
HOBU 3aKOHU 8 30pABeonas3eanemo, KOUumo npoMeHam Mexanusmume Ha ynpaegienue, OpeaHu3ayus u
@unancupane Ha 30paseonasHus npoyec, cmpykmypa u ydacmuuyu 6 pegpopmama. M3zevpuiea ce
pedopma 6 nocoka Ha 6wveedcoame HA e8ponelicKus Mooel Ha 30pasHo ocucypasave. Jlee
OJecemuniemust cle0 HAYAIOMO HA peopmama Mmodxice 0a ce HaAnpasu OYeHKA HA X00a U
pe3yimamume om 30pasHama peghopma.

Llenma na nHawemo npoyusane e 0a ce OucKymupam, onpeoeisim u aHAIU3UPam HAKOU
ocobenocmu Ha pegopmupawama ce 30paena cucmema 6 bwvieapus upez memooa na SWOT
aHanus.

Knwuosu oymu: 30pasna peghopma, opeanuzayuonHa npomMana, 30pasHa cucmemd, 30pasHu
3aKOHU, 0COOEHOCMU HA 30PA8HAMA CUCmeMd.

Summary: The organizational change, called healthcare reform, which started in 2000 in
Bulgaria aimed at achieving changes in healthcare policy, normative basis and healthcare system
organizational structure. It is a result of a defined health political conception and its strategic
priorities. New healthcare laws have been introduced in order to change management mechanisms,
whole healthcare process and financing, reform structure and participants. Bulgarian healthcare
system is being reformed toward an European insurance model. Two decades after the start of the
healthcare reform, on the basis of concrete results and effects on population health, estimation of
the accomplished reform course and results can be given.

The aim of our article is to discuss, determine and analyse some peculiarities of the
reforming healthcare system in Bulgaria using the method of SWOT analysis.

Key words: healthcare reform, organizational change, healthcare system, healthcare laws,
healthcare system peculiarities



3A HAKOU TEHAEHIIU B UBMEHEHUATA HA CTPYKTYPATA HA
HACEJIEHUETO IO CEMEWHO MOJOXEHHWE
Jumutsp I'yryrkos, CBerocaas I'apoB, Beauun I'apoB, Anren Enven

SOME TRENDS IN THE CHANGES OF THE POPULATION STRUCTURE BY
MARITAL STATUS
Dimitar Gugutkov, Svetoslav Garov, Valchin Garov, Angel Enchev

Pestome: bpaunama cmpykmypa nusie CUTHO 8bpXY eCMEeCmEeHOMO 8b3NPOU3BOOCMBO HA
HaceleHuemo u npeou 8CUYKO bpXy padicoaemocmma.yYeenuuaea ce 0elvm HA aUYamd, KOUmMo
JAHCUBESN 8 CEMELIHO CLIHCUMELCBO, De3 CKIIYEH PUOUYECKU OPAK.

Llenma na Hacmosiyemo usciedgane e 0a ce HANPABU AHAAU3 HA MEHOeHyuume no
OmHOuleHUe Ha BpayHama cmpyKkmypa Ha 0vbaeapcKkomo HaceleHue.

Kaxkmo 6 noseuemo eucokopazeumu cmpanu u cped npogecuoHarHo no-oobpe
peanusupanume 2pynu Om HAceleHUuemo, maxka u y Hac 0OUKHOBEHO ce Om.aza 6b8 8pememo
Cb30a8aAHemMo HA cemeucmso U Ha padcoanemo Ha Oeya. Ilpoowvidcasa menoenyusma Kovm
usmMecmeane Ha parcOanuama KoM no-6UCOKA 6b3pAch HA MAUKAma, Kamo OCHOBHUME NPUYUHU 3d
Mo8a ca: UKOHOMUYeCKU, 00pa308amentu, npo@ecuoHatHy (KapuepHu) u COYUaIHONCUXOI0SUYHIL.

Bnaconpuamnama scusnena, mpyooea u oKoIHa cpeda we CMUMYIUPA paxcoaemMocmmad,
we odonpuHece 3a ObI2OJIEMeH U NbIHOYEHEH JCUGOM HA XOpama Om 6CUYKU 6b3pacmu U uje
cvoelicmeam 3a YCMoOUuyu8omo U OAIAHCUPAHO 0eMo2papcKo passumue U Npocnepumem Ha
cmpanama.

Knwuoeu oymu: 6Opaven cmamyc, Oemocpaghckama NOIUMUKA, CEKCYAIHA KYImypa,
padicoaemocm

Summary: The marital structure strongly influences the natural reproduction of the
population and, above all, the birth rate. The share of persons living in a family type of
cohabitation without a legal marriage increases.

The aim of this study is to analyze the trends with respect to the marriage structure of the
Bulgarian population.

Similarly to most highly developed countries and those groups of the population with better
career prospects, founding a family and childbirth are usually postponed in our country. The trend
toward a higher age of the women giving birth persists, the main reasons for this being of
economic, educational, professional (career) and sociopsychological nature.

The favorable living and workingenvironment and the natural environment will stimulate the
birth rate, will contribute to the long and productive life of people of all ages, and will contribute to
the sustainable and balanced demographic development and prosperity of the country.

Key words: marital status, demographic policy, sexual culture, birth rate



CBBbP3AHU C PABOTATA MYCKYJIHO-CKEJIETHHU YBPEXIAHUS ITPU
MEJIUIIUHCKHA CIIEHUAJIUCTU

JIngus Xpucrosa, Py:xa HukosnoBa, Hesena [laueBa, Cumeonka CumeonoBa, HukoJuia
Mag:xapos

WORK-RELATED MUSCULOSKELETAL INJURIES IN MEDICAL PROFESSIONALS
Lidiya Hristova, Rouja Nikolova, Nevena Tzacheva, Simeonka Simeonova, Nikola Madjarov

Pe3ztome: Myckynno-ckenemuume cmywenus (MCC) 6 chepama na 30paseonazéanemo ca
om eoodewjume NPUYUHU 3a OMNYCK NO Oorecm, 3a0ona6ane U paHHO NeHcuoHupaue. Bucoxume
o0wu napamempu C8bpP3aHU C BPEMEHHUme Y8pedcoauus. Ha 30pasHume padoOmHUyu 8
MHo2onpouina bornuya 3a akmueno neverue ¢ Hao 1000 cuyscumenu, nocousam épv3Kama c
yenosusma Ha pabomuama cpeda u mpyoosusi npoyec. Om cuuku 3a001A6aHUsL C 8pEeMEeHHA
HepabomocnocoOHOCm HA 8MOPO MACMO €A 3a00NA6AHUAMA HA KOCMHO-MYCKYIHAmMAa cucmema u
HA CbeOUHUMENHA MbKAH, Kboemo cpeonume 2oouwnu caywau ca 16.52, a cpeonama
npoovaxcumennocm Ha cayvaume — 23.79. 3a npedomspamseane na yspexcoanuama om MCC ce
npenopwvuga odyuenue Ha 30pasHume pabomuHuyu U pazpadbomeane Ha cmpameuu 3a YCmMoudusa
pabomocnocoonocm. [pyea wacm om npegenyusma Ha MCC ca u3nonzeanemo Ha MeXaHUYHU
CHOCOOU U ep2OHOMUYHU PeUuleHUs], NPOMAHA 8 OP2AHU3AYUAMA Ha pabomama.

Knwuoeu oymu: epemenna 3aboneeaemocm, MycKyiHo-cKelemHume cmyulenus, 30pagHu
pabomuuyu, npeseHyus

Summary: Musculoskeletal disorders (MSD) in the field of health care are among the
leading causes for sick leave, illness and early retirement. The high general parameters related to
the temporary disabilities of the health care workers in a multidisciplinary hospital for active
treatment with over 1000 employees indicate the connection with the conditions of the working
environment and the work process. Of all diseases with temporary disability in second place are
diseases of the musculoskeletal system and connective tissue, where the average annual cases are
16.52, and the average duration of cases - 23.79. To prevent MSD disabilities, it is recommended
that health professionals be trained and that strategies for sustainable performance be developed.
Another part of the MSD prevention is the use of mechanical methods and ergonomic solutions, a
change in the organization of work.

Key words: temporary morbidity, MSD, health care workers, prevention



HNPOYYBAHE HA OBHIECTBEHUTE HATJIACHU KBM BPB3KUTE C
OBHIECTBEHOCTTA B C®EPATA HA 3IPABEOIIAZBAHETO
JMoopunana CugkuMoBa

SURVEY OF PUBLIC ATTITUDES TOWARDS PUBLIC RELATIONS IN THE FIELD OF
HEALTHCARE
Dobriana Sidjimova

Pestome: Cmamusima e noceemena HaA aHAIU3 HA NomeHyuana Ha Bpwskume c
obwecmseenocmma 6 cepama na 30paseonazéanemo. Ilpedcmasenu ca pesynmamume Om
npoyusaremo Ha coyuarHume Haznacu kom ITvoaux Punetiuvhe 6 obnacmma na 30pasemo.

Knrwouoeu oymu: [lvorux PunetiwvHc, obwecmeenu Hazuacu, 30paGHO-UHGOPMAYUOHHU
KAMNAHUU, NPOMOYUsL HA 30paee, NPeGeHYUsl Had COYUATHO-3HAYUMU 3A0O0IA6AHUS.

Summary: The article is dedicated to the analysis of the potential of Public Relations in the
field of healthcare. The results of the study of social attitudes towards Public Relations in the field
of health are presented.

Key words: Public Relations, Public Attitudes, Health Information Campaigns, Health
Promotion, Prevention of Socially Significant Diseases.



HUHTEPHET MAPKETHUHI' U TIPUJIOKEHUE HA EJIEKTPOHHUTE TEXHOJIOI'MHN
B 3IPABHUTE YCJIYTH
Bbaunn I'apos, Ceerocaas I'apos, lumutsp I'yryrkos, Anrea Enues

INTERNET MARKETING AND APPLICATION OF E-TECHNOLOGIES IN
HEALTHCARE SERVICES
Valchin Garov, Svetoslav Garov, Dimitar Gugutkov, Angel Enchev

Pe3ztome: Enekmponnama mvpeosus u UHmMepHen MapKemuHebm npuooousam nonyispHocm
C 6Ce NO-UUPOKOMO HABIU3AHE HA UHMEPHEM 8 e)CeOHEe8UEemO U ce SI856aNn HEOMMEHHA Yacm Om
BCAKA MAPKEMUHE08A KAMNAHUSL.

Llenma na nacmosiwama cmamus e 0a ce nPeoCmassan OCHOBHUNE NPUHYUNU HA 30PAGHUSL
MAapKemuHe U aKmyaiHume MmMeHOCHYUU Npu NPULONCEHUEMO HA Cb8PeMeHHUme eleKmpoHHU
MeXHONI02UU 8 30PABEONA3BAHEMO.

Ponama ma 30pasnus mapkemune 6 bwreapua we ce ysenuuasa 6 cvomeemcmeue ¢
Hapacmeanemo Ha OYAKEAHUAMA U KPUMUYHOCMMA HA nompebumenume (nayuewmume) no
OMHOUleHUe HA MeOUYUHCKOMO OOCIYIHCBAHE U 8b3IMONCHOCTIUME UM 34 U300p, KAKMO U nopaou
CbNEPHUYECMBOMO MeHCOY 30PaAGHUME 3A6€0eHUSL.

30pasnusam unmephem nopman e eOHa HEOOXOOUMOCM, KOSIMO NOONOMA2a npoyecume Ha
npoghunaxmuka, OUAZHOCMUKA U JleyeHue, Kamo 2u npagu no-eekmuehu u epukachuu, Koemo 8
Cb8peMeHHUsL KOHKYPEHMEH C8M NPeOCmasinga UKIoUUmenaHo MapKemuHes060 npeoumcmaeo.

Knwuoeu oymu: ynpasnenue Ha 30pageonassanemo, MeOUYUHCKU YCIYeUu, eleKmpOHHU
UHOBAYUU, KAUECMBO HA JHCUBOM, 30PAGHU UHMEPHEN NOPMAU

Summary: E-commerce and internet marketing are gaining popularity with the increasing
introduction of Internet in everyday life, and are an integral part of any marketing campaign.

The aim of this article is to present the main principles of health marketing and the current
trends in the application of modern electronic technologies in healthcare.

The role of health marketing in Bulgaria will increase in accordance with the rising
expectations and critical attitude of consumers (patients) with respect to medical services and their
options to choose from as well due to the rivalry among medical institutions.

The healthcareinternet site is a necessity that supports the processes of prevention,
diagnosis and treatment, making them more effective and efficient, which is an exceptional
marketing advantagein today's competitive world.

Key words: healthcare management, medical services, e-innovations, quality of life,
healthcare internet sites



PEKJIAMA B JIEYUEBHATA JEMHOCT — HOPMATHUBHA PAMKA U AHAJIN3 HA
CBbCTOAHUETO HA TPOBJIEMA B BbJITAPUSA
Bukrtopus 7Kexosa, Heau I'pagunaposa

MEDICAL ADVERTISING - LEGAL FRAMEWORK AND CURRENT SITUATION IN
BULGARIA
Victoria Jekova, Nelly Gradinarova

Pe3rome: Ecmecmeomo Ha nekapcka npoghecus u emuyHume HOpmMu Ha nogeoeHue, 3a1e2HaIU
68 Mpaouyusama Ha uzepaxrcoane Ha eoOuH J1eKap Kamo npoghecuoHanucm, Haiazam no-cneyupuyna
peayrayus u peouya peCmpukyuu 8 ooiacmma Ha pekiamama Ha aevebnama oevnocm. Om opyea
cmpaua, pearHocmume Ha OHEWHOMO OUSUMATU3UPAHO 00UWecmeo U npagomo Ha nayuenma od
0v0e ungopmupan Hanaea c60600HO OBUdNCEHUe HA UHDOPpMAYUs, BKIIOYUMETHO OMHOCHO HOBU
Memoou Ha JedeHue, NOCMUdNCEHUs HA Jekapume u npouue. Jueumannuam Mmapkemune e
nOBCeMeCmHO paA3NpOCMpPaHeH, 8KIIOYUMETHO U 8 chepama Ha 30paseonazéaremo. B cmamuama e
HANpAaseHo Npoyusame HA CoUeCmey8auama HOpMAmusHa 6asa, npaKkmu4eckomo U npuiacame u
€8PONEUCKOMO 3aKOHOOAMeNCMB0, KAKMO U peaiHume 00ujeCmeenu Omuouleus 6 masu cgepa.

Knrwouosu oymu: pexnama, neveonama oetinocm, 30pasHo 3aKOHO0Amencmaso.

Summary: The essence of the Medical Doctor profession and traditional ethical norms of
professional behavior leaded to a specific regulations and legal restrictions in the field of
advertising of medical services. However, nowadays reality of developed digital society and
patients right of free access of information requires free movement of information, medical
included. Digital marketing is widely used in all economical fields and healthcare is not an
exception. This article contain a comprehensive investigation of the subject of current legislation,
practical implementation of requirements, EU legislation, court practice and real situation in the
field of advertising of medical activities.

Key words: advertising, medical activities, healthcare legislation.



PEUMBYPCHU NNOJIUTUKHU 3A MEAUIIUHCKHU U3JIEJIUA B EC
Ninana beanyeHnosa

REIMBOURSEMENT POLICIES FOR MEDICAL DEVICES IN EU
Iliyana Belichenova

Pestome: Peumbypcuume nonumuku 3a meouyuncku usdeius ¢ EC ca 6 ocnoeama Ha
Hacmoswama cmamusi. TAXHOMO pazsumue e pe3yimam om KOOPOUHAYUSI HA MHO20 UHCTUMY YUl
— Eeponeiicku napiamenm, npagumencmeo u Op. 3HAYEHUemo um e Kioyoso. Duuancosume
UHCMPYMEHMU Npu peumOypcHume NOAUMUKU 3a meouyurcku uzdenuss ¢ EC cmasam ece no-
A6aHeapOHU, KAMO KIIOY080 3HAYEHUE 3aeMam mesu om Ooapenus. AKyeHmvm e bpxy poasima Ha
nyonuuHama AaoOMuHUCmMpayus, 3a @opmupanemo Ha e@exmueHu peumOypCHU NOIUMUKU 34
MEOUYUHCKU U30euss 6 YHUCOH ¢ meHOoeHyuume u O0obpume npakmuxu 6 obracma Ha
meouyunckume uzoenuss — O3T u akmueHomo yuacmue 6 npoyecume, Cb8MeCMHO C e8pPONnelicKume
uHcmumyyuu u npoepamu. Pasenescoam ce anmeprnamusnu u uH08amMuHU NOOX0OU U NOJUMUKU 30
peumbypcupane na meouyuncku usoeaus 6 EC, ocnosanu na O3T. Ilpoyusanusma ca 6v3 ocHosa
Ha e8PONeucKuUsi ONUm npedsud CUHXPOHU3AYUAMA C eBPONEUCKUmMe pe2idMeHmuU, YeOHaKEs8aAHemo
Ha memooume Ha ynpaeieHue u ponsma Ha O3T 6 obracmma Ha ynpaeienuemo Ha NYOIUUHU
cpedcmea om uHCmumyyuume.

Knwuosu oymu: peumobypcuu nonumuxu, meouyuncku usoenus, EC, oyenxa na 30pagnume
MEeXHON02UU

Summary: Reimbursement policies for medical devices in EU are at the heart of this article.
Their development is as a result of coordination of many institutions - European Parliament, the
government, etc. The financial instruments in the reimbursement policies for medical devices in EU
are becoming more and more avant-garde, innovative with big importance of donations. The author
emphasizes the role of public administration in establishing the effective reimbursement policies for
medical devices in line with trends and good practices in the field of medical devices and health-
technology assessment /HTA/. The focus of the research is on the European experience, the
synchronization with European regulations, the harmonization of management methods and the
role of HTA in the field of management of public funds by institutions and public organizations in
Bulgaria. The research is based on the experience of European institutes taking into consideration
the legislation in the field of HTA-experience of Great Britain, Germany, France, given the
benchmark they have in the field of management of public funds.

Key words: reimbursement policies, medical devices, EU, health technology assessment



