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INTRODUCERE

Lucrarea de fatd este o cercetare originald a aspectelor legate de marketingul
produselor de protezare medicald. Lucrarea si-a fixat ca obiective analiza pietei
romanesti specializata pe acest tip de produse, realizarea unei comparafii cu piata
internationala si prezentarea unor strategii coerente de marketing si management ale
firmelor ce 1si desfasoara activitatea Tn acest domeniu, constituind astfel un instrument
util de lucru atdt pentru firmele producatoare si distribuitoare de produse de protezare
medicala, cat si pentru profesionistii din domeniu si managerii de spital.

Lucrarea este structuratd in doud parti: stadiul actual al cunoasterii si contributii
personale.

Stadiul actual al cunoasterii cuprinde aspecte generale legate de legislatia
introducerii $i punerii pe piata a produselor de protezare medicala, definitii si clasificarea
acestora. Se precizeaza rolul autoritatilor si organismelor competente si decizionale in



domeniul produselor de protezare medicala si se mentioneaza strategiile utilizate de firme
pentru introducerea pe piata a produselor pe care le fabrica.

Partea de contributii personale este structurata in cinci capitole.

Tn primul capitol s-a realizat o analizd a legislatiei care sti la baza importului,
introducerii pe piatd, distributiei, achizitiei, precum si punerii in functiune a
dispozitivelor medicale. S-a urmarit si modul in care standardele roménesti au adoptat
standardele europene privind dispozitivele medicale, modul de prescriere, eliberare si
decontare a acestor produse, si nu in ultimul rdnd armonizarea legislatiei romanesti cu
legislatia europeana in domeniu.

Tn continuare s-au studiat datele referitoare la piata interna si internationald a
produselor de protezare medicald pe o perioadd cuprinsd intre anii 2003 si 2010,
insistandu-se pe dinamica pietei internationale si dezvoltarea pietei romanesti pe acest
segment.

Deoarece in Romania existd o incidentd mare a patologiei avand ca indicatie
terapeutica endoprotezarea soldului, un capitol este dedicat acestui tip de protezare.

In ultimul capitol al lucririi au fost identificate si analizate strategiile de
marketing adoptate de diferite companii pentru abordarea pietei produselor de protezare,
strategiile de diferentiere si pozitionare utilizate de diferiti producatori.

PARTEA
STADIUL ACTUAL AL CUNOASTERII

Pentru unitatile sanitare, dar si pentru companiile producatoare si distribuitoare,
elaborarea unei politici de marketing in domeniul produselor de protezare constituie
primul element al unei strategii de management bazat pe “dovezi”.

Ministerul Sanatatii este autoritatea competentd si decizionald in domeniul
dispozitivelor medicale. in cadrul Ministerului Sanatatii functioneaza structura de
specialitate care asigura realizarea politicii acestuia in domeniul dispozitivelor medicale.

Sistemul asigurarilor sociale de sanatate reprezinta principalul sistem de finantare
a ocrotirii i promovarii sanatatii populatiei.

Notiunea de mix de marketing se defineste prin dozarea precisa si manipularea
coerentd si unitard a celor mai importante patru variabile prin care agentul economic
actioneaza asupra pietei pentru a avea un impact maxim. Cele patru elemente
componente ale mixului de marketing sunt: Produsul; Pretul; Plasamentul (distributia);
Promovarea. Produsul, plasamentul (distributia) si promovarea sunt componente care
produc costuri, singura componentd care produce un venit fiind pretul.

PARTEA II
CONTRIBUTII PERSONALE

CERCETARI PRIVIND LEGISLATIA PRODUSELOR DE PROTEZARE
MEDICALA iIN ROMANIA
Ipoteza de lucru: Studiul isi propune sa analizeze legislatia dispozitivelor medicale din
Romania, sd verifice modul in care s-a facut armonizarea cu legislatia europeana si sa
evalueze gradul in care principalele activitati in domeniu sunt acoperite legislativ.



Material si metodi: Materialele de lucru utilizate au fost actele normative roméanesti si
europene privind dispozitivele medicale. Pentru realizarea cercetarii s-au utilizat metode
adecvate cercetarii legislatiei: metoda comparativa si metoda logico-rationala.

Rezultate si discutii: Actele normative romanesti transpun reglementarile Uniunii
Europene in domeniul dispozitivelor medicale. Exista reglementari proprii elaborate de
autoritatile romanesti competente in domeniu.

PIATA INTERNATIONALA A PRODUSELOR DE PROTEZARE MEDICALA
Ipoteza de lucru: Marile piete internationale ale produselor de protezare sunt cele din
SUA, Europa, Asia (Japonia) si Australia. Dintre acestea in primul rand piata americana
este aceea care dicteaza evolutia vanzarilor atat la nivel valoric cat si cantitativ. Studiul
isi propune sa realizeze o analizd globala si regionala a pietei produselor de protezare
medicald, o estimare a tendintelor vinzarilor pentru urmatorii ani, precum si o analizd
comparativa intre principalii producatori de produse de protezare medicala.

Material si metoda: Materialele de lucru utilizate au fost: rapoarte de vanzari ale marilor
companii producatoare publicate pe internet, rapoarte de activitate anuala ale
companiilor, portaluri care publicd rapoarte de cercetare de piata, studii individuale si
personalizate de cercetare. A fost analizata perioada 2003 — 2010 privind evolutia pietei
produselor de protezare medicala, atat din punct de vedere cantitativ cat si valoric. Pentru
realizarea obiectivelor lucrarii s-au utilizat metode adecvate cercetdrii:  metoda
exploratorie, metoda descriptiva, metoda comparativa si metoda logico-rationala.
Rezultate si discutii: Studiul pietei internationale a produselor de protezare medicala a
fost abordat in ansamblu fiind analizate urmatoarelor aspecte: dimensiunile pietei, aria
geografica de raspindire, produse, producdtori, segmentarea pietei, pozitionarea
produselor si producatorilor si preturile. Au fost prezentate si previziuni privind evolutia
unor segmente ale pietei de protezare, pe termen lung.

PIATA ROMANEASCA A PRODUSELOR DE PROTEZARE MEDICALA

Ipoteza de lucru: Piata produselor de protezare medicald a cunoscut o dezvoltare
importantd in ultimii 20 de ani §i in Romania, prin aparifia unui numdr mare de
producatori si distribuitori. Studiul isi propune sa realizeze o analizd a pietei romanesti a
produselor de protezare medicala, a principalilor competitori prezenti pe aceastd piata
precum si a evolutiei resurselor financiare alocate de Casa Nationala de Asigurari de
Sanatate, din Fondul National Unic al Asigurarilor Sociale de Sanatate, pentru decontarea
de produse de protezare medicala.
Material si metoda: Materialele de lucru utilizate au fost: rapoarte de activitate anuald
ale producdtoare publicate pe internet, articole si materiale de promovare ale/despre
companiilor producatoare, rapoarte anuale de activitate publicate de Casa Nationald de
Asigurari de Sanatate, date prezentate de Registrul National de Endoprotezare.  Piata
romaneascd a produselor de protezare a fost analizatd din punctul de vedere al
principalelor companii de profil active pe aceastd piata si a produselor pe care acestea le
ofera. Pentru realizarea lucrarii s-au utilizat metode adecvate cercetdrii: metoda
exploratorie, metoda descriptiva, metoda comparativa si metoda logico-rationala.
Rezultate si discutii: Au fost identificate 21 dintre principalele companii prezente pe
piata romaneasca implicate Tn desfacerea de produse de protezare, dar, in lipsa unor studii
de piata publicate, nu s-a putut calcula cota de piatd detinutd de fiecare companie.



CERCETARI PRIVIND ENDOPROTEZAREA SOLDULUI iN ROMANIA
Ipoteza de lucru: Desi in Romania se practica un numar mare de endoprotezari, nu sunt
foarte multe informatii publice despre numarul acestor interventii, despre costurile pe
care le implica, despre tipurile de proteze utilizate. Studiul isi propune sa prezinte situatia
endoprotezarilor de sold din Romania, din 2003 pana in primul semestru al anului 2010,
adica numarul endoprotezarilor efectuate (operatii primare si de revizie), costurile acestor
interventii, principalele tipurile de proteze implantate, repartifia pe sexe a
endoprotezarilor, principalii furnizori, formalitatile de raportare si de Inregistrare a
interventiilor efectuate.

Material si metoda: Pentru o imagine cat mai exacta asupra situatiei endoprotezarilor in
Romania a fost consultata literatura existentd, si, mai ales, informatiile oferite de
Ministerul Sanatatii, Casa Nationald de Asigurari de Sanatate si Registrul National de
Endoprotezare. Ca metode de lucru s-au utilizat cercetarea exploratorie si analiza logica a
datelor.

Rezultate si discutii: in Romania, existd un Program National de Endoprotezare prin
care Ministerul Sanatatii si Casa Nationala de Asigurari de Sanatate asigura fondurile
necesare achizitiondrii endoprotezelor. Acest program a luat nastere in anul 2001.
Programul a dus la infiintarea Registrului National de Endoprotezare, document extrem
de important pentru Inregistratea tuturor interventiilor efectuate in serviciile de ortopedie
din Romania. In prezent, Registrul National de Endoprotezare are inregistrate fise pentru
aproximativ 55.000 pacienti cu endoproteze de sold primare si de revizie.

EVALUAREA UNOR STRATEGII DE MARKETING PENTRU ABORDAREA
PIETEI PRODUSELOR DE PROTEZARE

Ipoteza de lucru: In lucrare este realizatd o analizi SWOT a pietei produselor de
protezare medicald din Romaéania, in ansamblu, dar si asupra catorva companii
producatoare de dispozitive medicale aflate Tn concurentd. Cercetarea a fost directionata
asupra strategiilor de marketing utilizate de companiile producatoare de dispozitive
medicale, aflate In lupta directd, pentru cucerirea pietei romanesti de produse de protezare
medicala.
Material si metoda: Materialele de lucru utilizate au fost informatiile publicate pe
internet despre marile companii producatoare de dispozitive medicale §i discutii cu
reprezentantii acestor companii. Ca metoda de cercetare s-au utilizat analiza SWOT,
cercetarea exploratorie si analiza logica a datelor. Analiza SWOT permite aflarea unor
date calitative despre situatia si strategia unei companii. Pentru a putea face diferentierea
intre strategiile diferitelor companii, metoda SWOT a fost modificatd prin acordarea
unor puncte pentru fiecare caracteristicd pozitiva i scdderea unor puncte pentru fiecare
caracteristica negativa, transformind-o dintr-o metoda cantitativa intr-o metoda calitativa.
Rezultate si discutii: Pe o piatd in care sunt prezenti competitori de aceeasi marime si
putere financiard apropiata, competifia este bazatd pe: tehnologie, inovatie, calitate,
reputatie, relationarea cu clientii si servicii de intretinere.

Elaborarea strategiei de marketing este un proces complex care include stabilirea
in primul rand a obiectivelor, analizarea situatiei existente (analiza SWOT), elaborarea
strategiilor potrivite pentru atingerea obiectivelor de marketing.



CONCLUZII GENERALE

1. In domeniul serviciilor de sanitate marketingul presupune desfisurarea unor actiuni de
analiza, adaptare, activare si evaluare a serviciilor oferite.

2. In Romania nu exista studii de marketing privind piata produselor de protezare. Existd
doar studii private efectuate de companiile producitoare si importatoare a acestui tip de
produse.

3. Lucrarea abordeazad citeva aspecte importante de marketing: piata produselor de
protezare, factorii care influenteazd aceasta piatd, segmentarea pietei si strategiile
utilizate pentru pozitionarea companiilor si a produselor acestora.

4. Beneficiile utilizarii produselor de protezare medicald sunt atat medicale (indepartarea
handicapului §i recuperarea functionala si organicd), sociale (reintegrare socio-
profesionald, mentinerea si prelungirea vietii active a individului) precum si psihologice.
5. Principalele indicatii ale utilizarii produselor de protezare medicald sunt afectiunile
medicale si chirurgicale din sfera urmatoarelor specialitati: ortopedie, cardiologie, ORL,
gastroenterologie, urologie, chirurgie generald, chirurgie plastica, obsterica-ginecologie,
oftalmologie, oncologie, medicina dentara.

6. Autoritatile si organismele imputernicite in domeniul dispozitivelor medicale sunt
Ministerul Sanatatii, Casa Nationala de Asigurari de Sdnatate si Agentia Nationald a
Medicamentului si Dispozitivelor Medicale.

7. Legislatia romaneasca privind dispozitivele medicale s-a aliniat la prevederile Uniunii
Europene, 1n privinta conditiilor de introducere pe piata si utilizare, a normelor de calitate
ale produselor, precum si a managementului calitdtii dispozitivelor medicale in unitatile
sanitare.

8. Ministerul Sanatatii ca autoritate centrala in domeniul dispozitivelor medicale are ca
obiectiv introducerea in tard si utilizarea unor produse de cea mai inaltd calitate, care
respectd de la productie pand la import, desfacere si utilizare standarde de calitate
internationala.

9. Datele privind dispozitivele medicale utilizate in Romania sunt stocate intr-o baza de
date nationald, organizata si coordonata de Ministerul Sanatatii, care se transmite in Baza
europeand de date, accesibila autoritatilor competente din statele membre.

10. Piata internationald a produselor de protezare este in continud crestere, atat prin
cresterea volumului de vanzari, cit si prin diversificarea acestora. SUA rdmine principalul
producator, dar si consumator de produse de protezare.

11. SUA si Europa sunt principalele piete, impreuna detinand 85% din piata mondiala
pentru segmentul produselor de protezare.

12. Tn perioada 2005-2009, la nivel global, vanzarile de dispozitive medicale ortopedice
au crescut de la 25,6 la 37,1 miliarde USD.

13. In anul 2009, la nivel global, structura pietei implantelor ortopedice a fost: 19%
implante spinale, 18% proteze de genunchi, 15% proteze de sold, 15% produse pentru
traumatologie si afectiuni cranio-maxilo-faciale, 8% produse ortobiologice, 3% acid
hialuronic si 3% implante pentru extremitdti si ciment.

14. Vanzarile totale de implante ortopedice au crescut in perioada 2005-2009 de la 18,8 la
29,5 miliarde USD, cele mai bine vandute tipuri de implante fiind cele spinale.



15. In privinta implantelor de sold si genunchi, un clasament al primelor 3 regiuni cu cea
mai mare cota de piatad detinutd, plaseazd SUA si Japonia si Germania pe primele 3
pozitii.

16. Compania Zimmer a fost, in perioada 2005-2009, lider pe piata internationala a
implantelor de sold, genunchi, extremitdti si ciment ortopedic, urmatd de companiile
Johnson&Johnson si Stryker.

17. Compania Medtronic a fost, in perioada 2005-2009, lider pe piata implantelor spinale,
urmata de Johnson&Johnson si Synthes.

18. Dintre factorii care ar putea influenta piata produselor de protezare in viitor ar fi:
Tmbatrinirea populatiei, rata de crestere a comorbiditatilor, cum ar fi obezitatea sau
diabetul si abilitatea companiilor producitoare de a dezvolta noi produse si tehnologii,
dar si de a le Tmbunatati pe cele existente.

19. Tn ultimii ani s-a observat o crestere importanti a investitiilor ficute de companiile
producdtoare in cercetdrile privind produsele orthobiologice, produse de regenerare
destinate pacientilor cu optiuni restrinse de tratament.

20. Orientarea actuala a principalelor companii producatoare la nivel mondial este spre
tarile in curs de dezvoltare, pentru care se estimeaza ca rata de crestere a vanzarilor va fi
dubla in comparatie cu cea din tarile dezvoltate.

21. Cererea de implante cardiace este estimatd a creste In SUA cu 7,3% anual, pana la
16,7 miliarde USD in 2014.

22. Piata globala a implantelor auditive era estimata la 750-800 milioane USD in anul
20009 iar potentialul acestei piete este estimat la 200.000 de pacienti noi pe an.

23. Piata romaneasca a produselor de protezare a inceput sa se dezvolte dupa anul 1989
prin intrarea pe aceasta piata a unor mari producatori internationali.

24. Dezvoltarea pietei produselor de protezare a avut loc intr-un timp relativ scurt {indnd
cont de patologia si necesitatile existente.

25. Un factor care a influentat dezvoltarea pietei produselor de protezare medicala a fost
insuficienta pregatire a medicilor specialisti in domeniu si accesul limitat la informatie si
tehnologie avansata.

26. Raportat la piata internationald, piata din Romania poate fi considerata o nisd a pietei
produselor de protezare medicala

27. Odatd cu dezvoltarea sistemului privat de sanatate, se deschid noi oportunitifi de
28. Au fost identificate 21 dintre principalele companii prezente pe piata romaneasca
implicate in desfacerea de produse de protezare: Zimmer, Stryker Howmedica Osteonics,
Biotechnic, Biomet, DePuy Johnson&Johnson, Fournitures Hospitalieres si Surgival,
Aesculap (B. Braun).

29. Nu exista date centralizate, publice si oficiale, privind vanzarile sau cotele de piata
detinute de jucatorii acestei piete. Se cunoaste doar faptul ca in anul 2003, pe piata
protezelor auditive din Romania, compania Audionova detinea o cotd de 53% din piata
protezelor auditive din Romania, urmata de Sonorom cu 9%, Romsound 8%, Spitalul
Panduri “Dr. Hociotd” 10%, Audio Optica 6%, restul de 14% fiind detinut de alte
companii.

30. Anumite tipuri de dispozitive medicale (implante auditive, vizuale, stomii, proteze
pentru membrele superioare §i inferioare, endoproteze) sunt decontate de Casa Nationala
de Asigurari de Sanatate din Fondul National Unic al Asigurdrilor Sociale de Sanatate,



mai exact din fondul alocat dispozitivelor sau din cel alocat programelor nationale de
sanatate. Numarul total al dispozitivelor medicale si tipurile de implante comercializate
pe piata romaneasca este in mod cert mult mai mare decat cel decontat de Casa Nationala
de Asigurari de Sanatate, insa nu exista rapoarte publice centralizate privind vanzarile de
pe piata romaneasca.

31. Casa Nationald de Asigurari de Sanatate Tncheie anual contracte cu furnizorii de
dispozitive medicale, numarul acestora fiind in anul 2009 de 2.922 fata de 1.567 in anul
2004. Conform executiei bugetare pe anul 2009, Casa Nationala de Asigurari de Sanatate
a facut plati in valoare de 95.218 mii lei pentru dispozitive si echipamente medicale.

32. Dezvoltarea continuda a pietei de protezare a determinat infiintarea unor societati
nationale de profil, care impreuna cu Ministerul Sanatatii, Casa Nationald de Asigurari de
Sanatate si medicii specialisti au gandit si dezvoltat programe nationale de sanatate cu
scopul de a sustine, cel putin partial, costurile procedurilor de protezare.

33. Ministerul Sanatatii deruleazd anual mai multe programe nationale de sdnatate,
programe finantate din Fondul National Unic al Asigurarilor Sociale de Sanatate, n
limitele stabilite anual prin Legea Bugetului de Stat. Sumele anuale alocate pentru
Programul National de Endoprotezare au crescut de la 16.500 mii lei Tn anul 2003 la
30.800 mii lei in anul 2010, numarul pacientilor cuprinsi in acest program crescand de la
2.571Tn anul 2003 la 10.000 in anul 2010.

34. Costul mediu pe pacient endoprotezat s-a redus semnificativ de la 6.418 lei in anul
2003 la 2.910 lei in anul 2010.

35. Achizitia produselor de protezare medicald de catre unitatile sanitare publice se face
in baza Ordonantei de Urgentd a Guvernului nr 34/2006 privind achizitiile publice, cu
modificarile ulterioare.

36. In Romania, endoprotezirile de sold se fac in cadrul Programului National de
Endoprotezare; toate interventiile sunt inscrise in Registrul National de Endoprotezare.
Cetatenii care au asigurare medicala beneficiazd in mod gratuit de proteze. Fondurile
dovedindu-se insa insuficiente, se creeaza liste de asteptare pentru pacienti. Acestia au de
asemenea posibilitatea sa-si achizifioneze contracost proteza.

37. Sumele alocate pentru Programul national de endoprotezare s-au dublat in anul 2008
fata de anul 2003, iar numarul de pacienti operati a crescut de 5 ori. Acest lucru a devenit
posibil datorita scaderii costurilor unui pacient endoprotezat cu mai mult de 50% fata de
anul 2003, datoritd cresterii numarului de specialisti in endoprotezare, Tmbunatatirii
tehnicilor de protezare si cresterii ofertei de endoproteze pe piata romaneasca.

38. Din anul 2003 pana in anul 2010 (semestrul I), s-au implantat 55.810 proteze de sold,
94,5% fiind endoproteze de sold primare si doar 5,5% endoproteze de revizie.

39. Desi numarul protezelor cimentate este Inca mai mare decat a celor necimentate,
numarul de proteze necimentate este In continud crestere, astfel ca, in curand, numarul
celor doua tipuri de proteze va fi egal.

40. Distributia pe sexe a endoprotezarilor de sold este net in favoarea femeilor (59%),
fata de barbati (41%).

41. In Registrul National de Endoprotezare sunt inscrise toate spitalele care realizeazi
interventii chirurgicale de endoprotezare. In momentul de fati sunt inregistrate 88 de
spitale, din care 3 sunt spitale private.

42. Conform datelor prezentate de Registrul National de Endoprotezare, in anul 2009,
principalele companii producatoare a cdror produse au fost implantate in cadrul



protezarilor totale de sold au fost: Zimmer, Stryker, Biomet, Biotechnic, Furniture
Hospitaliers si DePuy Johnson&Johnson.

43. Formularea strategiei unei companii este procesul prin care managementul companiei
defineste misiunea ei strategica, deduce obiectivele strategice necesare realizarii misiunii,
alege strategia adecvata atingerii obiectivelor si precizeaza modalitatile de punere in
practica.

44. Elaborarea strategiei de marketing este un proces complex care include stabilirea
obiectivelor, analizarea situatiei existente (analiza SWOT), elaborarea strategiilor
potrivite pentru atingerea obiectivelor de marketing. Rezultatele punerii in practica a
strategiilor elaborate sunt cuantificate sub forma comenzilor, cifrei de vanzari (pe o
anumita perioada de timp, pentru un anumit produs, pe anumite segmente de piatd), cotei
de piata (pe produse si segmente de piatd) si a profitului.

45. Strategiile de marketing adoptate de companiile producatoare au fost diferite, in
functie de obiectivele stabilite si de cota de piata vizata.

46. S-a efectuat o analiza SWOT asupra strategiilor a patru companii concurente. Pozitia
pe care fiecare companie o detine pe piatd este rezultatul strategiilor aplicate si care
oglindesc puterea financiara detinuta si capacitatea de a se adapta la piata romaneasca si
specificul local.

47. Tn contextul actual al sistemului sanitar romanesc, pentru a rispunde cAt mai exact
cerintelor demografice, sociale, economice, precum si patologiei abordate de acest
segment de piata este importanta realizarea unui echilibru intre necesitatea asigurarii unui
act medical de cea mai inaltd calitate si realizarea unui raport cost/beneficiu care sa se
incadreze in limitele economico-financiare relativ restranse si care sa respecte cadrul
legal.
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INTRODUCTION

This thesis is an original research of aspects related to medical prosthetics
marketing. The objectives were the analysis of the Romanian market specialized in
prosthetic products, a comparison with the international market, and the presentation of
coherent marketing and management strategies of companies within this area, providing a
useful working instrument for the companies that manufacture and distribute medical
prosthetic products, as well as for professionals and hospital managers.

The thesis is structured in two parts: current stage of knowledge and personal
contributions.

The current stage of knowledge includes general aspects related to the legislation
on the marketing of medical prosthetic products, their definition and classification. The
role of decision-making authorities and bodies competent in the field of medical
prosthetic products is described and the strategies used by companies for the marketing of
their products are mentioned.

The part of personal contributions is structured in five chapters.



The first chapter presents an analysis of the legislation on the import, sale,
distribution, acquisition, as well as starting up of medical devices. The way in which
Romanian standards have adopted European standards regarding medical devices, the
prescription, delivery and reimbursement of these products and not least, the
harmonization of Romanian legislation with the European legislation in the field, are also
described.

The data on the domestic and international medical prosthetics market between
2003 and 2010 were studied, with an emphasis on the dynamics of the international
market and the development of the Romanian market in this area.

Given that in Romania there is a high incidence of diseases having endoprosthetic
hip replacement as a therapeutic indication, a chapter is dedicated to this type of
prosthesis.

In the last chapter of the thesis, the marketing strategies adopted by various
companies for the approach of the prosthetics market, the differentiation and positioning
strategies used by various manufacturers were identified and analyzed.

PART I
CURRENT STAGE OF KNOWLEDGE

For health care units, as well as for manufacturing and distributing companies, the
elaboration of a market policy in the field of prosthetic products is the first element of an
evidence based management strategy.

The Ministry of Health is the decision-making authority competent in the field of
medical devices. Within the Ministry of Health, there is a specialized structure ensuring
the implementation of its policy in the field of medical devices.

The social health insurance system is the main financing system for the protection
and promotion of the population health.

The concept of marketing mix is defined by the precise dosage and the coherent
and unitary handling of the four most important variables through which economic agents
act on the market in order to have a maximum impact. The four components of the
marketing mix are: Product; Price; Placement (distribution); Promotion. The product,
placement (distribution) and promotion are cost generating components, the only income
producing component being price.

PART I
PERSONAL CONTRIBUTIONS

RESEARCHES ON THE LEGISLATION OF MEDICAL PROSTHETIC
PRODUCTS IN ROMANIA

Working hypothesis: The study aims to analyze the legislation of medical devices in
Romania, to verify the harmonization with European legislation and to evaluate the
extent to which the main activities in this field are covered by legislation.

Material and method: The work materials used were Romanian and European
normative documents regarding medical devices. Methods adequate for the research of
legislation were used: the comparative method and the logical-rational method.



Results and discussion: Romanian normative documents transpose the regulations of the
European Union in the field of medical devices. There are also domestic regulations
elaborated by Romanian authorities competent in this area.

THE INTERNATIONAL MEDICAL PROSTHETICS MARKET

Working hypothesis: The great international medical prosthetics markets are those of
USA, Europe, Asia (Japan) and Australia. Of these, the American market is the one that
dictates the evolution of sales from the point of view of both value and amount. The
study aims to provide a global and regional analysis of the market of medical prosthetic
products, an estimation of the trends of sales for the following years, as well as a
comparative analysis between the main medical prosthesis manufacturers.
Material and method: The work materials used were: sales reports of the great
manufacturers published on the Internet, annual activity reports of companies, portals
publishing market research reports, individual and personalized research studies. The
period 2003-2010 was analyzed regarding the evolution of the medical prosthetics
market, from the point of view of both amount and value. In order to achieve the
objectives of the study, methods adequate for research were used: the exploratory
method, the descriptive method, the comparative method and the logical rational method.
Results and discussion: The study of the international medical prosthetics market was
approached, the following aspects being analyzed: the size of the market, the
geographical distribution area, products, manufacturers, market segmentation, positioning
of products and manufacturers, and prices. Predictions regarding the long term evolution
of some segments of the prosthetics market were also presented.

THE ROMANIAN MEDICAL PROSTHETICS MARKET
Working hypothesis: The medical prosthetics market has witnessed an important
development over the past 20 years in Romania, through the appearance of a great
number of manufacturers and distributors. The study aims to perform an analysis of the
Romanian medical prosthetics market, of the main competitors present on this market, as
well as of the evolution of the financial resources allocated by the National Health
Insurance House, from the National Social Health Insurance Fund for the reimbursement
of medical prosthetic products.
Material and method: The work materials used were: annual activity reports of
manufacturers published on the Internet, articles and promotion materials of/about
manufacturers, annual activity reports published by the National Health Insurance House,
data presented by the National Endoprosthesis Register. The Romanian prosthetics
market was analyzed from the point of view of the main active specialized companies on
this market and of the products provided by these. For this purpose, methods adequate for
research were used: the exploratory method, the descriptive method, the comparative
method and the logical rational method.
Results and discussion: 21 of the main companies present on the Romanian market,
involved in the sale of prosthetic products, were identified, but in the absence of
published market studies, the market share of each company could not be calculated.



RESEARCHES ON ENDOPROSTHETIC HIP REPLACEMENT IN ROMANIA
Working hypothesis: Although a great number of endoprosthetic hip replacements are
performed in Romania, there is not much public information available on the number of
interventions, the costs involved, the types of prostheses used. The study aims to present
the situation of endoprosthetic hip replacement in Romania, from 2003 to the last
semester of 2010, i.e. the number of endoprosthetic hip replacements performed (primary
and revision surgery), the cost of these interventions, the main types of implanted
prostheses, the sex distribution of endoprosthetic replacements, the main providers, the
reporting and registering formalities for the interventions performed.

Material and method: For an accurate image of the situation of endoprosthetic
replacements in Romania, the existing literature was consulted and particularly, the
information provided by the Ministry of Health, the National Health Insurance House and
the National Endoprosthesis Register. Exploratory research and the logical analysis of
data were the working methods used.

Results and discussion: In Romania, there is a National Endoprosthesis Program by
which the Ministry of Health and the National Health Insurance House ensure the
necessary funds for the acquisition of endoprostheses. This program started in 2001. The
program led to the foundation of the National Endoprosthesis Register, an extremely
important document for the registration of all interventions performed in orthopedic
services in Romania. At present, the National Endoprosthesis Register has records for
approximately 55,000 patients with primary and revision hip endoprostheses.

EVALUATION OF SOME MARKETING STRATEGIES FOR THE APPROACH
OF THE PROSTHETICS MARKET
Working hypothesis: The study provides a SWOT analysis of the medical prosthetics
market in Romania in general, as well as of some competing medical device
manufacturers. The research was focused on the marketing strategies used by directly
competing medical device manufacturers in order to conquer the Romanian medical
prosthetics market.
Material and method: The work materials used were the information published on the
Internet regarding the great medical device manufacturers and the discussions with the
representatives of these companies. The research methods were SWOT analysis,
exploratory research and logical data analysis. The SWOT analysis allows to find out
qualitative data on the situation and strategy of a company. In order to differentiate
between the strategies of various companies, the SWOT method was changed, by adding
points for each positive characteristic and by deducting points for each negative
characteristic, from a quantitative method into a qualitative method.
Results and discussion: On a market where competitors of the same size and similar
financial power are present, competition is based on: technology, innovation, quality,
reputation, and client interaction and maintenance services.

The elaboration of the marketing strategy is a complex process that includes the
establishment of objectives in the first place, the analysis of the existing situation (SWOT
analysis), and the elaboration of adequate strategies for the achievement of the marketing
objectives.



GENERAL CONCLUSIONS

1. In the field of health services, marketing involves the analysis, adaptation, activation
and evaluation of the provided services.

2. In Romania, there are no marketing studies regarding the market of prosthetic
products. There are only private studies performed by companies that produce and import
this type of products.

3. The thesis approaches several important marketing aspects: the prosthetics market,
factors that influence this market, market segmentation and strategies used for the
positioning of companies and their products.

4. The benefits of the use of medical prosthetic products are medical (elimination of
disability and functional and organic rehabilitation), social (socio-professional
reintegration, maintenance and prolongation of active life), as well as psychological.

5. The main indications for the use of medical prosthetic products are medical and
surgical disorders within the area of the following specialties: orthopedics, cardiology,
ENT, gastroenterology, urology, general surgery, plastic surgery, obstetrics-gynecology,
ophthalmology, oncology, dental medicine.

6. The authorities and bodies competent in the field of medical devices are the Ministry
of Health, the National Health Insurance House and the National Agency for Drugs and
Medical Devices.

7. The Romanian legislation on medical devices is aligned with the provisions of the
European Union regarding the marketing and use conditions, the quality norms of
products, as well as the management of the quality of medical devices in health care
units.

8. The objective of the Ministry of Health as the central authority in the field of medical
devices is the introduction and use in Romania of the highest quality products that meet,
from production to import, sale and use, international quality standards.

9. The data regarding the medical devices used in Romania are stored in a national
database, organized and coordinated by the Ministry of Health, which is transmitted to
the European Database, accessible to the competent authorities of the member states.

10. The international prosthetics market is continuously increasing, both by the increase
in the volume of sales and their diversification. USA remains the main manufacturer and
consumer of prosthetic products.

11. USA and Europe are the main markets, representing 85% of the world prosthetics
market.

12. In the period 2005-2009, at global level, the sales of orthopedic medical devices
increased from 25.6 to 37.1 billion USD.

13. In 2009, at global level, the structure of orthopedic implants was: 19% spinal
implants, 18% knee prostheses, 15% hip prostheses, 15% products for traumatology and
craniomaxillofacial disorders, 8% orthobiological products, 3% hyaluronic acid and 3%
limb and cement implants.

14. The total sales of orthopedic implants increased in the period 2005-2009 from 18.8 to
29.5 billion USD, the best sold types of implants being spinal implants.

15. Regarding hip and knee implants, a ranking of the regions with the highest market
share places USA, Japan and Germany on the top 3 positions.



16. The Zimmer company was in the period 2005-2009 the leader of the international
market of hip, knee, limb and orthopedic cement implants, followed by the Johnson &
Johnson and Stryker companies.

17. The Medtronic company was in the period 2005-2009 the leader of the spinal implant
market, followed by Johnson & Johnson and Synthes.

18. The factors that might influence the prosthetics market in the future include:
population aging, the rate of growth of comorbidities such as obesity and diabetes, and
the ability of manufacturers to develop new products and technologies as well as to
improve the existing ones.

19. The past years have witnessed an important increase in investments made by
manufacturing companies in researches on orthobiological products, regeneration
products intended for patients with limited treatment options.

20. The current orientation of the main world manufacturers is towards developing
countries, for which the estimated rate of growth of sales will be double compared to that
of developed countries.

21. The demand of cardiac implants is estimated to increase in USA by 7.3% every year,
up to 16.7 billion USD in 2014.

22. The global hearing implant market was estimated at 750-800 billion USD in 2009 and
the potential of this market is estimated at 200,000 new patients every year.

23. The Romanian prosthetics market started to develop after 1989 by the integration of
some important international manufacturers.

24. The prosthetics market developed in a relatively short time, considering the existing
pathology and needs.

25. A factor that has influenced the development of the medical prosthetics market was
the insufficient training of specialist doctors in the field and the limited access to
information and advanced technology.

26. Compared to the international market, the Romanian market can be considered as a
niche of the medical prosthetics market.

27. With the development of the private health system, new opportunities have been
opened for the development of this market, by increasing the accessibility to these
relatively expensive procedures.

28. 21 of the main companies present on the Romanian market, involved in the sale of
prosthetic products, were identified: Zimmer, Stryker Howmedica Osteonics, Biotechnic,
Biomet, DePuy Johnson & Johnson, Fournitures Hospitalieres and Surgival, Aesculap (B.
Braun).

29. There are no public official centralized data regarding the sales or the market shares
of the players of this market. It is only known that in 2003, the Audionova company
represented 53% of the Romanian hearing prosthetics market, followed by Sonorom with
9%, Romsound 8%, “Dr. Hociota” Panduri Hospital 10%, Audio Optica 6%, other
companies 14%.

30. Certain types of medical devices (hearing, visual implants, stoma prosthesis, upper
and lower limb prostheses, endoprosthesis) are reimbursed by the National Health
Insurance House from the Unique National Fund of Social Health Insurances (FNUASS),
more precisely, from the fund allocated to devices or the fund allocated to national health
programs. The total number of medical devices and types of implants available on the
Romanian market is definitely much greater than that reimbursed by National Health



Insurance House, but there are no centralized public reports regarding the sales on the
Romanian market.

31. National Health Insurance House concludes annual contracts with medical device
providers, their number being 2,922 in 2009 compared to 1,567 in 2004. According to the
2009 budget execution, National Health Insurance House made payments amounting to
95,218 thousand lei for medical devices and equipment.

32. The continuous development of the prosthetics market has determined the creation of
national societies that, together with the Ministry of Health, the National Health
Insurance House and specialist doctors, have designed and developed national health
programs in order to support, at least partially, the costs of prosthetic procedures.

33. The Ministry of Health develops several national health programs every year, which
are financed by Unique National Fund of Social Health Insurances, within the limits
established annually by the State Budget Law. The annual sums allocated for the National
Endoprosthesis Program increased from 16,500 thousand lei in 2003 to 30,800 thousand
lei in 2010, the number of patients included in this program increasing from 2,571 in
2003 to 10,000 in 2010.

34. The mean cost for an endoprosthesis patient significantly decreased from 6,418 lei in
2003 to 2,910 lei in 2010.

35. Medical prosthetic products are acquired by public health care units based on the
Governmental Emergency Order no. 34/2006 regarding public acquisitions, with the
subsequent changes.

36. In Romania, endoprosthetic hip replacements are performed within the National
Endoprosthesis Program; all interventions are recorded in the National Endoprosthesis
Register. Citizens who have medical insurance benefit from free prostheses. Given that
funds are insufficient, waiting lists are created. Patients can also pay for their prostheses.
37. The sums allocated for the National Endoprosthesis Program doubled in 2008
compared to 2003, and the number of operated patients increased 5 times. This was
possible because the costs for an endoprosthesis patient diminished by more than 50%
compared to 2003, due to the increase in the number of specialists in endoprosthetic
replacement, the improvement of prosthetic techniques and the increasing endoprosthesis
offer on the Romanian market.

38. From 2003 to 2010 (first semester), 55,810 hip prostheses were implanted, of which
94.5% were primary hip endoprostheses and only 5.5% revision endoprostheses.

39. Although the number of cemented prostheses is still greater than that of uncemented
prostheses, the number of the latter is continuously increasing, so that the number of the
two types of prostheses will soon be equal.

40. The sex distribution of hip endoprostheses is clearly in favor of women (59%)
compared to men (41%).

41. The National Endoprosthesis Register includes the records of all hospitals that
perform surgical endoprosthetic replacement. There are currently 88 recorded hospitals,
of which 3 are private hospitals.

42. According to the data presented by the National Endoprosthesis Register, in 2009, the
main manufacturers whose products were used for total endoprosthetic hip replacement
were: Zimmer, Stryker, Biomet, Biotechnic, Furniture Hospitaliers and DePuy Johnson &
Johnson.



43. The formulation of the strategy of a company is the process by which the
management of that company defines its strategic mission, deduces the strategic
objectives required for the achievement of its mission, chooses the adequate strategy for
the accomplishment of the objectives and defines the modalities for their implementation.
44. The elaboration of the marketing strategy is a complex process that includes the
establishment of objectives, the analysis of the existing situation (SWOT analysis), the
elaboration of adequate strategies for the achievement of the marketing objectives. The
results of the implementation of the elaborated strategies are quantified in the form of
commands, the sales figure (for a certain time period, for a certain product, for certain
market segments), the market share (by products and market segments), and profit.

45. The marketing strategies adopted by the manufacturers were different, depending on
the established objectives and market shares.

46. A SWOT analysis of the strategies of four competing companies was performed. The
position of each company on the market is the result of the applied strategies that reflect
the financial power and the ability to adapt to the Romanian market and specific local
peculiarities.

47. In the present context of the Romanian health care system, in order to accurately meet
the demographic, social, economic requirements and to adequately respond to the
pathology approached by this market segment, it is important to achieve a balance
between the need for high quality medical services and cost effectiveness within the
relatively tight economic-financial limits, while respecting legislation.
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