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Centrul de Cercetare si Dezvoltare Sociald , Solidaritatea”

Preambul

Prezentul studiu abordeaza prevederile Directivei nr. 24/2011 din perspectiva impactului esti-
mat al acesteia asupra sistemului sanitar romanesc in ansamblul sdu. Analiza se desfasoara, in mod si-
multan, atat raportat la situatia actuala a sistemului cat si prin luarea Tn considerare a necesitatilor de
reforma ale acestuia, Tncercand pe aceasta cale sa sugeram variantele optime din punctul nostru de ve-
dere.

n cadrul acestui demers nu ne-am propus o simpl3 redare analitici a textelor legale, ci am con-
centrat cercetarea pe ceea ce este deosebit de relevant din perspectiva impactului, abordand intr-o ma-
niera rezumativa prevederile mai curand tehnice sau pe cele al caror impact 1l consideram minim. Astfel,
n domeniu, avand

” A
|

am evidentiat in special acele prevederi care corespund unor ,sensibilitati nationale
in vedere ca suntem, de mai multi ani, martorii sau actorii unei dezbateri pe tema reformei sistemului
sanitar. Tn acest sens, am avut in atentie atat problemele ce tin de principiile aplicabile unui sistem de
sanatate, in masura Tn care Directiva le aminteste, cat si mecanismele functionale ce ar trebui luate Tn
considerare din perspectiva reglementarilor U.E.

Deoarece Directiva nr. 24/2011 nu este un gest solitar al institutiilor Uniunii Europene in dome-
niul sanatatii, ea fiind precedata atat de unele acte normative cat si de numeroase hotarari ale Curtii de
Justitie a Uniunii Europene pe aceasta tema, studiul debuteaza cu o schita a cadrului juridic in care se
situeaza aceasta Directiva si a modului in care ea produce efecte la nivel national. Chiar daca nu este
vorba de o tratare complexa a mecanismelor juridice ale Uniunii, consideram ca foarte scurta prezentare
a acestora este suficienta pentru a intelege contextul juridic aplicabil.

Analiza prevederilor Directivei este organizata pe doud mari parti: abordarea textului introduc-
tiv, ce fundamenteaza si expliciteaza interpretarile ce trebuie date acesteia, si tratarea continutului legal
propriu-zis. O parte din prevederile asupra carora insistam la analiza fundamentarii nu le reluam in par-
tea dedicata articolelor Directivei. Situatia nu este aplicabila Thsa anumitor aspecte mai delicate, cum ar
fi, spre exemplu, autorizarea prealabild, in cazul carora reludm si amplificam in partea a doua ceea ce
am abordat intr-o masura partiala in prima parte.

Dupa cum am amintit, am insistat in mod deosebit pe expunerea si analiza acelor prevederi ale
Directivei care, Tn opinia noastra, au un impact deosebit de mare asupra modului de functionarea a sis-
temului sanitar romanesc, transpunerea prevederilor Directivei in legislatia nationala facand de fapt par-
te din masurile de reforma ale sistemului. Cu alte cuvinte, consideram ca o buna parte din masurile de
reforma ale sistemului sanitar anuntate deja la nivel oficial sunt de fapt rezultatul obligatiei de transpu-
nere a prevederilor Directivei Tn legislatia nationala (ex.: modificarea legislatiei malpraxisului, tratarea
intr-o maniera mai complexa a drepturilor pacientului s.a.) sau anticipari ale efectelor acesteia (definirea
pachetului de baza de servicii medicale, modificarea modului de salarizare etc.). Abordarea in aceasta
cheie ne-a permis sa indicam variante alternative de reforma impreuna cu efectele previzibile ale aces-
tora, aratand de fiecare data solutiile pe care le consideram optime.

Avand in vedere faptul ca prevederile Directivei trebuie transpuse in legislatia interna pana la
data de 25 octombrie 2013, aflandu-ne in acest moment in cursul procedurii de elaborarea a prevederi-
lor legislative corespunzatoare, consideram ca prezentul studiu constituie in primul rand un cadru de
dezbatere privind identificarea celor mai bune solutii legislative, in acord cu multiplele interese implica-
te, respectiv cele ale cetatenilor, ale pacientilor, ale salariatilor din sdnatate, ale statului roman s.a.
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Impactul juridic al directivelor la nivel national

Deoarece pentru analiza impactului estimat al Directivei nr. 24/2011 asupra sistemului sanitar
romanesc este esentiala intelegerea modului Tn care actioneaza orice directiva asupra legislatiei nationa-
le si spatului juridic din Romania, expunem pe scurt ceea ce poate fi considerat regimul juridic al directi-
velor.

Prin comparatie cu tratatele si regulamentele, care au aplicare nemijlocita Tn statele membre, fiind
obligatorii si pentru instante, directivele sunt reglementari cadru care isi produc efectele prin transpune-
rea lor in legislatia nationald. Cu mentiunea insa ca obiectivele directivelor sunt obligatorii pentru statele
membre. Acest statut juridic are cateva efecte semnificative:

- Judecatorul aplica, in situatia unei spete deduse judecatii, normele nationale care transpun pre-
vederile/obiectivele directivei.

- Prevederile directivelor netranspuse in legislatia nationald sunt opozabile doar statelor membre,
ele nefiind aplicabile in relatiile dintre cetateni. Altfel spus, obligatia de a transpune prevederile
unei directive in legislatia nationala, intocmai cu obiectivele directivei, revine statului. Motiv
pentru care el poate fi considerat culpabil pentru orice abatere de la transpunerea conforma,
fiindu-i opozabile interpretarile corecte ale acestora.

- Tn situatia in care prevederile unei directive sunt transpuse in legislatia nationald judecatorul se
va raporta la prevederile dreptului intern.

a) Efectul direct al directivei

Aceste principii de aplicare cunosc Tnsa si o exceptie, cu un impact deosebit de importat in ceea ce
priveste Directiva pe care o avem in vedere: cand directiva nu a fost implementata in legislatia interna in
termenul stabilit de directiva iar prevederile directivei sunt neconditionate si suficient de precise, aceste
dispozitii pot fi invocate Tmpotriva oricarei reglementari de drept intern, insd numai impotriva statului.
in acest caz vorbim de aplicarea in mod nemijlocit a prevederilor directivei, respectiv de invocarea
efectului direct al acesteia. Esentiald Tn acest caz este definitia statului din perspectiva dreptului U.E.:
jurisprudenta Curtii indica faptul ca prevederile unei directive pot fi invocate impotriva agentiilor aflate
sub autoritatea sau controlul statului, Tmpotriva autoritatilor fiscale sau financiare, impotriva autoritati-
lor locale sau regionale si chiar Tmpotriva autoritatilor aflate sub controlul statului insarcinate sa furnize-
ze servicii publice. Trebuie retinut de asemenea faptul ca actionarea in instantda a acestor institu-
tii/organizatii poate fi ficuta atat in calitatea acestora de autoritate publics cat si ca angajatori.’

Doctrina stabileste drept efect direct vertical al directivei faptul ca prevederile acesteia se pot mani-
festa numai Tmpotriva statului, lui adaugandu-i-se imposibilitatea efectului direct orizontal, respectiv
faptul ca o persoana nu poate invoca prevederile directivei impotriva altei persoane (fizice sau juridice).

! Tn aceast3 ultim3 calitate un impact deosebit il au prevederile Directivei 88/2003.
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Alt efect 1l constituie faptul ca absenta unor prevederi in dreptul intern care sa transpuna directiva, sta-
tele membre nu pot angaja raspunderea penali a celor care incalcs prevederile acesteia.’

b) Interpretarea prevederilor directivei atunci cand acestea sunt transpuse in dreptul intern
in privinta interpretérii normelor legale nationale care transpun prevederile unei directive retinem
in special urmatoarele:

- Instantele nationale trebuie sa prezume ca statul membru a dorit sa respecte n totalitate obiec-
tivele directivei;

- Normele nationale de transpunere vor fi interpretate cat mai aproape de sensul prevederilor di-
rectivei;’

- Interpretarile dreptului national trebuie facute in asa fel incat sa nu se ajunga la contradictii cu
prevederile directivei, fara a putea apela insa la interpretarea dreptului national impotriva legii;

- 1n caz de indoiald in ceea ce priveste interpretarea prevederilor directivei instanta nationald va
solicita o interpretare din partea Curtii de Justitie a Uniunii Europene, aceasta pronuntandu-se
prin intermediul unei hotarari preliminare.

c) ,Efectul direct” al Hotararilor Curtii date in interpretarea/aplicarea directivelor

Datorita importantei precedentului in dreptul comunitar, hotararile Curtii de Justitie a Uniunii Euro-
pene fiind foarte aproape de sistemul common law,* interpretarea pe care Curtea o da sensul directive-
lor este opozabila statelor si orienteaza interpretarile judecatorilor nationali. Motiv pentru care putem
vorbi, intr-o anumita masura, de existenta efectului direct al hotdrdrilor date de Curte in interpretarea si
aplicarea prevederilor directivelor.

Definitii si abrevieri

>

Statul membru de dfiliere — desemneaza statul in care pacientul are statutul de cetatean ori un drept
legal de sedere sau alte variante care-i conferd statutul de afiliat. In toate situatiile, pacientul trebuie s
aiba un drept minim de acces la serviciile medicale prevazute in , pachetul social”.

Statul membru de tratament — desemneaza statul in care se efectueaza tratamentul.
Curtea — Curtea de Justitie a Uniunii Europene

Directiva — Directiva nr. 24/2011

?Tn acest sens se poate observa ca netranspunerea Directivei nr. 24/2011 in legislatia nationala ar face inaplicabile
prevederile acesteia impotriva persoanelor fizice si a persoanelor juridice private, nu insa si impotriva persoanelor
juridice de drept public (institutiile statului si organizatiile similare).

® Sunt deosebit de relevante in acest sens spetele judecate de Curtea de Justitie a Uniunii Europene, ele avand un
caracter mixt: de interpretare a legislatiei europene si de creare a dreptului in domeniu (principiul precedentului
fiind aplicabil).

* Sistemul juridic al U.E. fiind in bun3 masur3 unul similar celui anglo-saxon in ceea ce priveste importanta prece-
dentului, interpretarile date de Curtea de Justitie a Uniunii Europene raman esentiale in acest domeniu. Evolutia
interpretarilor privitoare la autorizarea prealabild depinde foarte mult de actiunile asociatiilor de pacienti in aceas-
ta directie.
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Fundamentarea Directivei nr. 24/2011

Introducere

Pentru o mai buna delimitare conceptuala a obiectivelor Directivei abordam mai intai, intr-o
maniera critica, argumentele care fundamenteaza introducerea Directivei nr. 24/2011 si principiile care
stau la baza ei. In cadrul acestui demers avem in vedere in primul rand o mai bun3 intelegere a cadrului
juridic complex pe care aceasta il creeaza dar si faptul ca Directiva introduce Tn mod cel putin implicit si
alte obligatii pentru statele membre decat cele precizate in mod expres in obiectivele ei. Analiza funda-
mentarii Directivei este concentratd asupra punctelor pe care le consideram deosebit de importante,
incercand sa evidentiem sensurile lor posibile, problemele pe care acestea le ridica si sa estimam impac-
tul acestora asupra sistemului de sanatate din Romania.

Precizari metodologice

Acolo unde am considerat textul Directivei ca fiind deosebit de dens si relevant |-am redat parti-
al sau in intregime, in rest expunand Th mod rezumativ interpretarile pe care le-am dat textului legal.
Preluarea unor texte din fundamentarea Directivei este indicata de fiecare data cu italice, punctul de la
care au fost preluate fiind precizat la inceputul sau la sfarsitul paragrafului. Schematismul expunerii, ine-
rent din punctul nostru de vedere abordarii unui astfel de text, permite cititorului construirea unei in-
terpretari proprii, simultan cu urmarirea celei pe care-o propunem.

Argumente pentru un sistem social de sanatate

(1) Ca principiu, referirea la tratate indica intentia de protectie a sanatatii, sugerand ca sanatate
constituie o prioritate. Prevederile in domeniu din tratate includ Sanatate ca parte a dimensiunii sociale
asumata de U.E.

(2) ,majoritatea dispozitiilor prezentei directive are drept scop Imbundtdtirea functionarii pieti
interne si a liberei circulatii a mdrfurilor, persoanelor si serviciilor”. Cadrul juridic este cel al libertatilor
fundamentale ale Uniunii, respectiv libera circulatie a marfurilor, persoanelor si serviciilor, Directiva
combinand interesele ce privesc circulatia serviciilor cu cele legate de circulatia persoanelor. Altfel spus,
contextul este unul predominant economic, pe el inserandu-se si interesele legate de asigurarea sanata-
tii persoanelor.

(3) ,Sistemele de sandtate din Uniune reprezintd o componentd centrald a nivelurilor ridicate de
protectie sociald ale Uniunii si contribuie atdt la coeziunea sociald si la justitia sociald, cdt si la dezvolta-

X~

rea durabild.” Uniunea Europeana include, cel putin la nivel declarativ, sistemele de sanatate in cadrul
mai larg al sistemului de protectie sociala. Reforma sistemului sanitar va trebui sa tina cont de acest as-

pect, asigurand cel putin un nivel minim de protectie sociala. Altfel spus, consideram ca este exclusa va-
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rianta introducerii unui sistem de sanatate neo-liberal pe motiv de inadecvare la legislatia si strategia
U.E. in domeniu.

(21) a. In concluziile sale, Consiliul a recunoscut cd existd un ansamblu de valori si principii co-
mune, valabile in intreaga Uniune, cu privire la modul in care sistemele de sanatate raspund nevoilor
populatiei si ale pacientilor pe care ii deservesc. Valorile generale ale universalitdtii, ale accesului la
ingrijiri de bund calitate, ale echitdtii si solidaritdtii au fost recunoscute la scard largd in cadrul activita-
tilor diferitelor institutii ale Uniunii.(s.n.)

Retinem astfel existenta unei preocupari la nivelul U.E. in ceea ce priveste functionarea de an-
samblu a societatii, cu impact semnificativ asupra sistemelor (sociale) de sanatate, fiind astfel consacrat
faptul ca exista un ansamblu de valori comune statelor membre. Aceste valori/principii sunt:

- Universalitatea;

- Solidaritatea;

- Echitatea;

- Accesul la ingrijiri de buna calitate.

Din aceasta perspectivad, putem observa faptul ca orice reforma a sistemului sanitar va trebui sa
tina cont de respectarea acestor principii,” in masura in care Romania doreste si aib3 de jure calitatea
de stat membru. Ceea ce inseamna ca libertatea statelor de a-si organiza propriile sisteme de sanatate
este una limitata de respectarea acestor principii (si a unor conditii ce deriva din aceasta Directiva).

Deciziile ce raman la nivelul statelor membre

(4).a) ,,statele membre rdmdn responsabile pentru furnizarea unei asistente medicale sigure, de
inaltd calitate, eficiente si suficiente din punct de vedere cantitativ cetdtenilor de pe teritoriul lor.” Chiar
daca in mod incidental, Directiva mentioneaza si nivelul de responsabilitate al statelor membre n do-
meniul serviciilor medicale ce trebuie acordate cetdtenilor. Raportat la sensul textului, se observa faptul
ca o incercare de reforma din partea Romaniei, care ar avea ca efect excluderea unor cetdteni de la ac-
cesul la anumite categorii de servicii medicale pe motiv de insuficienta a resurselor financiare, aduce cu
sine riscul unui defazaj semnificativ fata de restul statelor membre, ce poate genera un set complex de
fenomene cu un impact greu de estimat in ceea ce priveste integrarea in U.E. Avand in vedere textul
prezentat, un alt efect 1l constituie obligatia statului roman de a construi un sistem de sanatate eficient,
obligatie ce poate fi interpretata si in termenii anumitor limite stabilite in fata unui accent exagerat pe
sistemele private. Suplimentar, obligatia de a asigura un nivel Tnalt al calitatii serviciilor medicale fortea-
za statul roman la eforturi semnificative pentru a asigura posibilitatea furnizarii celor mai noi tehnici
medicale, posibile doar in contextul unei finantari corespunzatoare.®

Fraza ridica si o problema ce tinde sa depdseasca posibilitatile unui stat raportat la fenomenul
migratiei: obligativitatea asigurarii resurselor umane necesare, adica prezenta acestora la un nivel canti-

> Din aceast3 perspectivd, se pune intrebarea in ce masur3 Proiectul unei noi legi a sinatitii - Viddescu (devenit
ulterior, cu mici modificari, Proiectul Cepoi) respecta aceste principii in conditiile in care era vizata privatizarea
sistemului social de asigurari sociale de sanatate?

® Este drept, combinatia dintre calitate si eficient3 poate fi interpretatd si intr-un sens limitativ raportat la noile
tehnici si tehnologii medicale, eficienta putand fi folosita ca argument impotriva costurilor acestor tehnologii.
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tativ si calitativ care sa asigure servicii medicale suficiente in conditiile unor inalte standarde de calitate.
Migratia personalului medical aduce cu sine deficit de personal si, mai ales, un deficit de competente,’
fapt care afecteaza in mod direct calitatea serviciilor medicale furnizate populatiei.

(4).b) ,transpunerea prezentei directive in legislatia nationald si aplicarea acesteia nu ar trebui
sd conducd la situatia in care pacientii sunt incurajati sa recurgd la un tratament in alt stat decdt cel in
care sunt dfiliati”. Observam aici doua aspecte: primul priveste necesitatea transpunerii Directivei nr.
24/2011 in legislatia nationald, cunoscut deja din perspectiva ierarhiei si a modului de actiune a norme-
lor europene, iar cel de-al doilea faptul ca sistemul trebuie organizat de asa natura incat sa nu conduca
la o Tncurajare directa sau la una implicita a pacientilor de a se trata intr-un alt stat decat cel de afiliere.
Daca n privinta Tncurajarii explicite lucrurile sunt relativ clare, problema o constituie incurajarile implici-
te ale migratiei pacientilor, care pot deriva din modul de organizare al unui sistem de sanatate. O inter-
pretare a masurilor de reforma in sensul unei incurajari implicite a migratiei pacientilor poate fi invocata
in conditiile Tn care masurile respective sunt luate cu ocazia transpunerii prevederilor Directivei in legis-
latia nationald. Suplimentar, se pune problema in ce masura abtinerea, respectiv faptul de a nu face ni-
mic Tn sensul reformelor necesare, constituie o incurajare implicita a migratiei pacientilor.

(5) ,trebuie plasate in contextul national deciziile cu privire la pachetul asistentei medicale la ca-
re au dreptul cetdtenii si la mecanismele folosite pentru finantarea si furnizarea asistentei medicale res-
pective, cum ar fi mdsura in care este adecvat sd se recurgd la mecanismele de piatd si la presiunea con-
curentei pentru a administra sistemele de sdndtate.” Retinem atat libertatea de optiune a statelor in
ceea ce priveste alegerea mecanismelor de finantare ale san3titii® cat si necesitatea existentei/definirii
unui pachet al asistentei medicale la care au dreptul pacientii. In acelasi timp ins3, aceste prevederi tre-
buie interpretate si prin intermediul obligatiilor minime prevazute in textul Directivei privitoare la nivelul
cantitativ si calitativ® al serviciilor medicale din fiecare stat.

(7) ,,Prezenta directivd respectd si nu aduce atingere libertdtii fiecarui stat membru de a decide
tipul de asistentd medicald pe care il considerd adecvat.” Aceasta recunoastere a libertatii statelor
membre de a decide modelul de sistem sanitar pe care-l considera cel mai adecvat trebuie interpretata
in contextul unor prevederi ce mentioneaza cateva conditii ce trebuie indeplinite de sistemele de sana-
tate.

’ Dac3 lucritorii din s3ndtate pot fi inlocuiti de noile generatii de absolventi (mai ales in conditiile in care raportul
dintre numarul absolventilor si numarul noilor intrati in sistem este supraunitar; mai exact, numarul absolventilor
este cu mult mai mare decat numarul noilor angajati) nu acelasi lucru se intampla si cu setul de competente in
domeniu, grav afectat de faptul ca procesul migratiei este unul selectiv in materie de competente.

® Ea poate fi interpretat3 si ca neimplicare in aceastd problem3. Atitudinea este de inteles mai ales dac3 avem in
vedere faptul ca aceasta directive este situata mai curand in contextual libertatii de circulatie a serviciilor si a ceta-
tenilor decat in cel al drepturilor fundamentale ale cetatenilor U.E.

° Din aceast3 perspectivi putem considera c3 Directiva creeazi premisele unei forme de solidaritate intre statele
U.E. in ceea ce priveste sistemele de asigurari sociale de sanatate.
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Obiectivele Directivei

(9) ,,Consiliul a recunoscut valoarea deosebitd a unei initiative privind asistenta medicald trans-
frontalierd care s garanteze cetdtenilor Uniunii informatii clare cu privire la drepturile acestora atunci
cdnd se deplaseazd dintr-un stat membru in altul, in vederea asigurdrii securitdtii juridice.” Din perspec-
tiva acestei propozitii, Directiva pare mai curand o masura necesara de acompaniament a libertatii de
circulatie, intinderea ei fiind puternic legata de aceasta libertate. Formularea pare a nu permite, in prin-
cipiu, turismul medical, dreptul la ingrijiri de sanatate in alt stat fiind unul contextual. Dacd am considera
aceasta interpretare drept una definitiva ar trebui sa constatam ca Tn intentia legiuitorului exceptia pare
s-0 constituie situatiile Tn care un anume tip de tratament nu poate fi furnizat in tara de origine. ins§,
daca presupunem ca un cetatean are dreptul de a obtine autorizarea prealabild pentru a beneficia de
rambursarea tratamentului intr-un alt stat membru pe motiv de diferente in ceea ce priveste calitatea
serviciilor medicale, atunci suntem indreptatiti sa discutam de existenta unor standarde minime, implici-
te, in ceea ce priveste calitatea serviciilor medicale in Uniunea Europeana, constituite prin raportare la
cel mai tnalt nivel calitativ existent intr-un serviciu public.® Ceea ce indicd un domeniu de aplicare mult
mai mare al Directivei, enuntat expres in textele citate mai departe.

(10). a. ,,Prezenta directivd urmdreste sd stabileascd norme care au ca scop sd faciliteze accesul
la o asistentd medicala transfrontaliera sigurd si de inaltd calitate in Uniune si sd asigure mobilitatea
pacientilor in conformitate cu principiile stabilite de Curtea de Justitie, precum si sG promoveze coopera-
rea intre statele membre in domeniul asistentei medicale...”.

Dupa cum putem constata, Directiva asuma crearea cadrului legal pentru:
- Mobilitatea pacientilor;
- Accesul la asistenta medicala transfrontaliera;
- Servicii medicale sigure si de calitate; '
- Promovarea cooperarii intre statele membre in domeniul asistentei medicale.

(10). b. ....respectdnd totodatd pe deplin responsabilitdtile statelor membre in ceea ce priveste
definirea prestatiilor de securitate sociald in domeniul séndtdtii si ’n ceea ce priveste organizarea si
furnizarea de asistentd medicald, de ingrijiri medicale si de prestatii de securitate sociald, in special in
caz de boald.

Interpretarea riguroasd ne conduce la concluzia cd drepturile statelor membre®? sunt limitate la:
- definirea prestatiilor de securitate sociala in domeniul sanatatii;

% pe aici si pana la faptul ca tratamentul de o anumitd calitate nu poate fi furnizat in tara de origine pare sa nu mai
fie decat un pas.

™ Interpretarea sistematici a prevederilor Directivei ne conduce la concluzia identititii dintre calitatea serviciilor
medicale acordate in cadrul asistentei medicale transfrontaliere si calitatea serviciilor medicale din fiecare stat.
Devine astfel evident faptul ca Directiva cel putin sugereazd, acolo unde nu impune chiar, obligatia statelor
membre de a face demersurile necesare pentru asigurarea unor standarde de calitate ale serviciilor medicale.

!> De observat c3 ele sunt definite ca responsabilititi ale statelor in acest domeniu, fapt care ne conduce la
concluzia obligativitatii existentei acestora. Din perspectiva intentiilor de reforma aceasta obligativitate este
deosebit de importanta.
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- organizarea si furnizarea de:
o asistenta medical3;
o ingrijiri medicale;
o prestatii de securitate sociala in caz de boala.

Domeniul de aplicare

(11). a) ,,Prezenta directivd ar trebui sd se aplice pacientilor individuali care decid sé solicite asis-
tentd medicald intr-un alt stat membru decdt statul membru de afiliere. Astfel cum s-a confirmat de cd-
tre Curtea de Justitie, nici natura speciald a asistentei medicale si nici modul de organizare sau finantare
a acesteia nu o situeazd in afara sferei principiului fundamental al libertdtii de a presta servicii.”

Putem deduce ca medicina transfrontaliera are doua izvoare juridice:

- libertatea de prestare a serviciilor, asistenta medicala facand si ea parte din categoria
larga a acestora;

- libertatea (limitata de autorizarea prealabila a) pacientilor de a decide, in mod individu-
al, locul in care sa solicite asistenta medicala.

Dupa cum putem observa atat din acest text cat si din interpretarea sistematica a prevederilor
Directivei, libertatea serviciilor este mult mai ,tare” decat libera optiune a pacientului. Altfel spus, in
masura Tn care solicitarea asistentei medicale de catre pacient tine de libertatea prestatorului de-a
acorda servicii medicale, ea tinde sa fie permisa. Ceea ce ne conduce la concluzia c3, din perspectiva spi-
ritului acestei Directive, interesul firmelor/unitatilor furnizoare de servicii medicale prevaleaza interese-
lor cetiteanului.”® Trebuie remarcat faptul ca libera circulatie a pacientilor subzista ca libertate in masu-
ra in care ea este corelativa liberei circulatii a serviciilor si, in plan secundar, liberei circulatii a cetateni-
lor. Altfel spus, libera circulatie a pacientilor este puternic dependenta de piata serviciilor medicale, pri-
ma fiind cu atat mai ampla cu cat contribuie mai mult la satisfacerea unui interes al celei din urma.

Rambursarea cheltuielilor

(26) Temeiul juridic al acestei reglementari'® in domeniu il constituie cateva hotérari anterioare
ale Curtii de Justitie a Uniunii Europene, care au recunoscut dreptul pacientilor, in calitate de persoane
asigurate, la rambursarea cheltuielilor ocazionate de asistenta medicald acordatd in alt stat membru, in
cadrul sistemului obligatoriu de securitate sociald. Retinem astfel, pentru inceput, faptul ca rambursarile
au ca punct de reper sistemul obligatoriu de securitatea sociald," ele putand fi privite si ca o forma de

3 Aceastd constare este deosebit de relevant3 din perspectiva anumitor strategii in domeniu ale unitatilor sanita-
re, ce pot merge de la limitarea dezvoltarii in directia prestarii anumitor servicii medicale deosebit de costisitoare,
pana la masuri active pentru atragerea pacientilor, ultimele putand fi luate in considerare mai ales in sistemele Tn
care unitatile private participa la furnizarea serviciilor sociale. Daca nivelul de rambursare al costurilor serviciilor
medicale este compatibil cu existenta unui profit, tendinta va fi cu atat mai accentuata.

* Am putea spune chiar ci acesta este principalul motiv pentru aparitia Directivei.

> Formula atrage atentia asupra obligatiei in ceea ce priveste existenta unui sistem de asigurdri sociale, care s3
includa si Sanatatea, fiind astfel una din mentiunile exprese in favoarea unui sistem social european. Din aceasta
perspectivad, putem observa faptul ca gestul Presedintelui Traian Basescu de a vorbi de disparitia statului social (in
termeni aproximativi), mai exact atacul la statul social pe care I-a intreprins in ultimii 3-4 ani, este n contradictie cu
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cooperarea la nivel inter-institutional intre sistemele obligatorii de securitate sociala ale diferitelor sta-
te."® Dupa cum vom vedea, Directiva deschide chiar perspectiva unui grad mai ridicat de armonizare prin
posibilitatea adoptarii in relatiile bilaterale a sistemului decontarilor.

(26) ,,Curtea de Justitie a stabilit cd dispozitiile tratatului referitoare la libertatea de a presta ser-
vicii includ libertatea beneficiarilor de asistentd medicald, inclusiv a persoanelor care au nevoie de tra-
tament medical, de a se deplasa in alt stat membru pentru a beneficia acolo de ingrijiri medicale.” Este
evident faptul ca unul din fundamentele (poate cel mai important) asistentei medicale transfrontaliere il
constituie libertatea de a presta servicii."” Ne retine atentia dreptul persoanelor de a se deplasa in alt
stat membru pentru a beneficia de servicii medicale,'® acesta oferind o potentiald deschidere a pietii
serviciilor medicale pentru cetatenii U.E, afectata insd, dupa cum vom vedea, de numeroase conditionari
si restrictii, majoritatea implicite.

(27) Cadrul juridic de aplicare a prevederilor Directivei include si urmatoarele:
- prevederile trebuie interpretate in conformitate cu principiile stabilite de Curtea de Justitie;
- prevederile trebuie interpretate in sensul Tn care nu este periclitat echilibrul financiar al siste-
melor de asistentd medical3 si de securitate social3 ale statelor membre;*’
Directiva trebuie Tnsa sa aiba ca rezultat o mai mare securitate juridica in ceea ce priveste rambursarea
costurilor asistentei medicale pentru:
- pacienti;
- cadre medicale;
- furnizorii de servicii medicale;

prevederile U.E. in domeniu. Ceea ce naste o intrebare privind natura relatiilor dintre domnia sa si Comisie, Consi-
liul si Parlamentul U.E. in acest domeniu, respectiv daca aceste institutii au sesizat aceasta nota discordanta exis-
tenta intre politica interna si declaratiile privind adeziunea ferma la Uniune, ori ea corespundea unei intentii gene-
rale Tn domeniu a Uniunii, ce n-a apucat inca sa fie transpusa in plan juridic.

'® Ceea ce ar constitui un prim pas (chiar daca extrem de mic) in directia unei dorite armonizari a sistemelor sociale
si, poate, chiar crearea unui sistem de protectie sociald unic. in opinia noastra, mult discutata uniune fiscala ar tre-
bui sa vina la pachet cu un pas hotarat in directia unei armonizari a sistemelor sociale la nivelul U.E.

7 Fiind construit3 pe libertatea prestatorului, asistenta medicala transfrontaliera este asezata in limitele inerente
acestei libertati. Deoarece este privita in primul rand ca libertate de a presta servicii medicale, ea poate fi ingradita
prin intermediul prestatorilor, cel putin atunci cand acestia sunt in incapacitate (obiectiva, speram) de a presta
aceste servicii. Problema o constituie modalitatea in care se iveste aceastd incapacitate. Tn principiu, un stat nu are
dreptul de a gestiona sistemul medical aferent celui de asigurarii sociale de sanatate astfel incat sa genereze in
mod voit astfel de incapacitati, deoarece o astfel de politica excede spiritului Directivei. Problema se pune in situa-
tia In care resursele financiare insuficiente conduc de fapt la o incapacitate obiectiva. Din punctul nostru de vedere
este singura varianta aplicabila Romaniei in acest moment. Ceea ce implica insa eforturile pentru evidentierea cos-
turilor reale aferente serviciilor medicale, straduinta pentru cresterea nivelului de finantare si, in final, dimensiona-
rea sistemului de asigurari sociale de sanatate la posibilitatile concrete din punct de vedere financiar.

'8 Efectul posibil al acestui drept fiind desemnat, in mod relativ impropriu, cu formula turism medical.

% 0 prevedere foarte largs, ce risci s3 genereze abuzuri din partea statelor, determinate de dorinta de a-si proteja
propriul echilibru financiar. Instrumentul de protectie il constituie aprobarea prealabild, intinderea acesteia stabi-
lind limitele libertatii de circulatie. Daca Tnsa echilibrul financiar al unui stat in acest domeniu este unul asezat pe o
diferenta radicala intre ceea ce sistemul declara in mod oficial ca asigura si posibilitatile financiare efective (mult
mai mici) atunci este foarte probabil ca el sa nu fie in situatia de a fi protejat.
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- institutiile de securitate sociala.

Punctul (28) al fundamentarii trimite la prevederi deja aplicabile in baza altor principii decat cel
privitor la libera circulatie a serviciilor, in special la cele aferente coordonarii sistemelor de securitatea
sociala la nivelul Uniunii.

(29) Tn principiu, scopul Directivei este ca pacientii si se bucure si ei de principiul liberei circula-
tii, asemenea libertatii circulatiei serviciilor si cetatenilor. Ca si in cazul celor din urma, este vorba totusi
de o libertate limitata. Trei limite se evidentiaza la acest punct:

- referinta la statul membru de afiliere in ceea ce priveste nivelul minim al rambursérii;*°

- libertatea statelor membre de a stabili amploarea asigurdrilor sociale de sanata-
te/nivelul de protectie sociald in domeniul sanatatii;

- prevenirea efectelor considerabile” asupra finantarii sistemelor nationale de asistent3
medicala.

Evident, ultimele doua puncte au un impact semnificativ asupra autorizarii prealabile, acesta fi-
ind punctul nodal de protectie in strategia (anticipata) a statului roman. Trebuie retinut ca in lipsa unor
liste de asteptare pentru diferitele afectiuni, autorizarea prealabila nu poate fi refuzata pe motivul pre-
venirii efectelor considerabile asupra finantarii sistemului national de asistenta medicala, rambursare
costurilor pentru tratamentul facut in striinitate ficandu-se la nivelul costurilor din Romania.*

Raportul dintre prevederile directivei si reglementarile U.E. privind coordo-
narea sistemelor socialez3

(30) Acolo unde exista situatii in care reglementarile U.E. privind coordonarea sistemelor sociale
sunt aplicabile, se aplica fie prevederile Directivei fie reglementarile U.E. privind coordonarea sistemelor
sociale.

2% Aceastd limit3 consacrs o form3 de inegalitate intre cetatenii U.E., vizibila Tn mod flagrant in anumite situatii, mai
ales ca diferenta dintre tarile bogate si cele sarace. Astfel, in situatia in care doi pacienti din doua state diferite se
trateaza in aceeasi unitate sanitara, nivelul costurilor suportate din sistemele sociale/de asigurari sociale de sana-
tate pentru fiecare dintre ei poate inregistrate diferente considerabile. (Cu precizarea ca aceasta referinta are un
caracter minimal, fiind la dispozitia statelor membre s-o depaseasca.)

! De intelesul termenului considerabil depinde amploarea migratiei pacientilor, acesta constituind una din variabi-
lele ce intervin Tn acordarea autorizatiei prealabile.

22 Mai mult chiar, in principiu turismul sindical al pacientilor romani poate constituie o forma de amanare a cheltu-
ielilor (mai ales daca avem in vedere rambursarea dupa perioade mari de timp), adica de detensionare momentana
a presiunilor financiare.

?* Chiar dac3 la acest moment prevederile nu sunt aplicabile in cazul Romaniei nu excludem posibilitatea ca ele s3
fie aplicabile intr-un viitor apropiat. Avand in vedere procesul migratiei consideram ca se impune demararea pro-
cesului de coordonare a sistemelor de securitate sociala in special cu Italia si Spania. Suplimentar, consideram ca
procesul de reforma a sanatatii ar trebui sa tind cont de acest aspect, inclusiv in ceea ce priveste modalitatea de
finantare a sanatatii, respectiv dimensiunea sociala a acesteia.
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(31) Pacientii nu ar trebui sd fie privati de drepturile mai avantajoase garantate de reglementdri-
le Uniunii privind coordonarea sistemelor de securitate sociald, atunci cdnd sunt indeplinite conditiile
pentru acordarea acestora....

n conditiile in care unui stat fi sunt aplicabile reglementdrile U.E. privind coordonarea sisteme-
lor sociale, oricarui pacient care solicita autorizatia de a beneficia de un tratament adecvat bolii sale in
alt stat membru ar trebui sa i se acorde intotdeauna aceasta autorizatie daca (conditii cumulative):

- tratamentul Tn cauza se numara printre prestatiile la care pacientul are dreptul in statul
membru de resedinta si
- cand acest tratament nu poate fi acordat pacientului intr-un termen rezonabil din punct
de vedere medical, avandu-se in vedere:
o starea sa actuala de sanatate
o evolutia probabili a acesteia.*

in situatia in care reglementdrile U.E. privind coordonarea sistemelor sociale sunt mai favorabi-
le, statul membru de afiliere trebuie sa atraga atentia pacientului asupra acestui lucru. Daca pacientul
solicita Tn mod expres sa beneficieze de tratament in conditiile Directivei prestatiile care se aplica ram-
bursarii (in special nivelul rambursarii) trebuie sa se limiteze la cele aplicabile in temeiul Directivei.

(32) Fie ca se aplica prevederile directivei fie reglementarile U.E. privind coordonarea sistemelor
sociale, pacientii nu trebuie sa beneficieze de avantaje financiare de pe urma asistentei medicale acor-
date Tntr-un alt stat membru, suportarea costurilor sau rambursarea acestora trebuind sa fie limitata la
costurile efective ale asistentei medicale primite.

Astfel, costurilor efective ale asistentei medicale primite in cadrul asistentei medicale transfron-
taliere le sunt aplicabile urmatoarele situatii:

- constituie nivelul de decontare intre state n cadrul:

o acordurilor ce urmeaza regimul reglementarile U.E. privind coordonarea siste-
melor sociale;
o acordurilor intre state incheiate din perspectiva Directivei nr. 24/2011;

- constituie plafon maxim in cazul rambursarii: nivelul rambursarii se stabileste in functie
de nivelul costurilor din statul membru de afiliere. Daca nivelul rambursarii pentru servi-
ciul medical este mai mare decat costurile efective ale asistentei medicale primite in alt
stat atunci rambursarea se va face la nivelul costurilor efective.

(33) ,Prezenta directivd nu vizeazd instituirea unui drept la rambursarea costurilor asistentei
medicale acordate in alt stat membru in cazul in care o astfel de asistentd medicald nu se numdrd printre
prestatiile prevazute de legislatia statului membru de dfiliere al persoanei asigurate. Ceea ce ar insemna,

** Observam faptul ¢ in discutie este in principal capacitatea statului membru de resedint3 de a acorda acel servi-
ciu medical intr-un orizont de timp rezonabil si nu capacitatea financiard a acestuia. De asemenea, remarcam fap-
tul ca un punct de vedere deosebit de important in acordarea autorizarii prealabile Tn vederea accesarii tratamen-
tului dintr-un alt stat membru il are corpul medical, prin intermediul diferitelor sale institutii: organismele profesi-
onale (in special Colegiul Medicilor), Comisiile de specialitate din cadrul Ministerului Sanatatii (care tind insa sa
reflecte mai curand punctul de vedere al statului), corpul expertilor din sanatate etc.

17



Impactul Directivei nr. 24/2011 asupra sistemului sanitar din Roménia

per a contrario ca Directiva vizeaza rambursarea costurilor asistentei medicale acordate in alt stat mem-
bru in cazul in care o astfel de asistenta medicala se numara printre prestatiile prevazute de legislatia
statului membru de afiliere al persoanei asigurate. Cu observatia ca nasterea acestui drept este conditi-
onat3 de indeplinirea anumitor conditii, autorizarea prealabil3 fiind una din cele mai importante.”

,De asemenea, prezenta directivd nu ar trebui sG impiedice statele membre sd isi extindd regi-
mul de prestatii in naturd la asistenta medicald acordatd intr-un alt stat membru.” Destul de probabil,
este vorba de situatia Tn care unele state inteleg sa incheie conventii prin care acorda reciproc servicii
medicale cetdtenilor lor. in m3sura in care ipoteza se verificd, putem vorbi de un al treilea mecanism,
prestatiile in naturd, care completeaza mecanismul rambursdrii si pe cel al decontdrii.

Retinem, suplimentar, faptul ca ,statele sunt libere sd isi organizeze sistemele de asistentd medicald si
de securitate sociald astfel incét sd stabileasca dreptul de a beneficia de tratament la nivel regional sau
local” drept un alt izvor de posibile conditionari in ceea ce priveste acordarea autorizarii prealabile.

(34) ,Statele membre de dfiliere ar trebui sd le acorde pacientilor dreptul de a beneficia, in alt
stat membru, de cel putin aceleasi prestatii ca si cele oferite de legislatia statului membru de afiliere”. Tn
primul rand este evidentad cunoasterea de catre fiecare stat membru a nivelului prestatiilor aplicabile Tn
fiecare din statele membre. Ceea ce presupune atat un vast sistem informatic cat si un grad suficient de
transparenta Tn acest domeniu, respectiv corespondenta dintre ,,promisiunile legale” (prevederile lega-
le) si posibilitatile concrete ale sistemului. Suplimentar, stabilirea dreptului pacientului la prestatiile me-
dicale intr-un alt stat porneste de la un nivel minim reprezentat de nivelul prestatiilor din tara de origi-
ne/statul membru de afiliere, Directiva admitand posibilitatea unor diferente de tratament care, in prin-
cipiu, ar trebui ,,omologate”. Acest proces de ,,omologare” trebuie sa faca subiectul autorizarii prealabi-
le; motiv pentru care consideram ca procedura de autorizare prealabilad trebuie sa includa si criterii de
analiza si mecanisme procedurale specifice acestei ,omologari”.

Ingradirea dreptului la rambursarea costurilor serviciilor medicale26

(11) b) ,,....statul membru de dfiliere poate alege sda limiteze rambursarea asistentei medicale
transfrontaliere din motive legate de calitatea si siguranta asistentei medicale acordate, in situatia in
care acest lucru poate fi justificat de motive imperative de interes general legate de sdndtatea publicd.
Statul membru de dfiliere poate lua si alte mdsuri, in temeiul altor considerente, in cazul in care acestea
pot fi justificate de astfel de motive imperative de interes general. intr-adevdr, Curtea de Justitie a decis
cd protectia sandtdtii publice se numdrd printre motivele imperative de interes general care pot justifica
restrictiondri ale liberei circulatii prevazute in tratate.”

» Retinem Tnsa faptul ca autorizarea prealabila este instituita pentru a proteja interesele statului in anumite condi-
tii bine precizate si doar pentru o anumita categorie de servicii medicale (e drept, cea mai importanta).

?® Consideram c3 ingridirea dreptului la rambursarea costurilor serviciilor medicale prestate intr-un alt stat mem-
bru, manifestata de statul membru de afiliere, constituie o forma de Tngradire a dreptului de circulatie a pacienti-
lor, insa una care vizeaza extinderea protectiei sociale acordate de catre statul membru de afiliere, nu si posibilita-
tea cetateanului de-a apela la propriile mijloace financiare pentru a plati costurile de tratament intr-un alt stat
membru.
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Situatiile Tn care statul membru de afiliere poate actiona pentru ingradirea libertatii pacientilor de

a-si alege statul in care sa beneficieze de servicii medicale, prin limitarea rambursarii asistentei medicale

transfrontaliere, sunt urmatoarele:

din motive legate de calitatea si siguranta asistentei medicale acordate; ceea ce ne duce cu
gandul la posibilitatea unui stat membru de a ingradi libera circulatie a pacientilor invocand
motive de sigurantd (ex. epidemii, practici nepotrivite etc.) sau de calitate scazuta a serviciilor
medicale prestate in alt stat. Cu alte cuvinte, daca un stat nu doreste ,,sa piarda” pacientii pro-
priului sistem este suficient s& invoce motive de calitate.”’

motive imperative de interes general legate de sdndtatea publicd. Unul din aceste motive 1l
constituie protectia sdndtdtii publice, asa cum a stabilit Curtea. Tn aceste conditii se pune pro-
blema sensului pe care-l poate avea protectia sdndtdtii publice. Spre exemplu, daca se constata
ivirea unui mecanism de genul celui invocat mai sus, in cadrul caruia are loc o spoliere a buge-
tului alocat sanatatii, ce risca sa afecteze posibilitatile statului de asigurare a serviciilor de sa-
natate catre proprii cetateni, poate fi invocata protectia sdndtdtii publice ca motiv pentru limi-
tarea rambursarilor?! Punctul 12 consideram ca aduce o oarecare lumina in aceasta problema,
motiv pentru care-l redam in intregime.

(12) ,Conceptul de ,,motive imperative de interes general” la care se face trimitere in

anumite dispozitii din prezenta directivd a fost elaborat de catre Curtea de Justitie in jurisprudenta sa in

legdturd cu articolele 49% si 56%° din TFUE si ar putea evolua in continuare. Curtea de Justitie a afirmat in

?7 0 astfel de situatie ridica doua tipuri de probleme:

Standardele existente in domeniu, respectiv nivelul de raportare. Adica, pentru ca un stat sa poata in-
voca absenta calitatii serviciilor medicale el trebuie sa indice incalcarea unor standarde minime de ca-
litate acceptate la nivelul U.E.. Ceea ce conduce la necesitatea crearii unor astfel de standarde.
Asimetria dintre statele bogate si cele sarace din U.E. in ceea ce priveste calitatea serviciilor medicale,
ea fiind de obicei guvernata de regula: calitatea este direct proportionald cu resursele alocate. Ceea
ce ne conduce la urmatoarea situatie probabila: statele bogate (adica statele care au un nivel ridicat
al calitatii serviciilor medicale) vor fi mult mai indreptatite sa invoce calitatea ca motiv pentru a re-
strange libertatea propriilor cetateni de a se trata in statele mai sarace, in timp ce statelor sarace nu
le este accesibil un astfel de motiv. Rezultatul il va constitui o asimetrie in circulatia pacientilor, res-
pectiv nu va exista un aflux de pacienti catre statele sarace din alte state membre, dar vor putea ple-
ca pacienti citre statele bogate. In cazul unor tratamente ce nu pot fi aplicate in statul membru de
afiliere, diferenta de cost intre tratarea pacientilor in propriul sistem (pentru afectiuni similare ca ni-
vel de dificultate) si tratarea lor in sistemele occidentale va impovara si mai mult bugetele tarilor sa-
race, accentuand problemele si riscand sa genereze un adevarat cerc vicios al calitdtii. Acest meca-
nism va primi un impuls suplimentar si din partea migratiei cadrelor medicale, salariile mai mari din
sistemele de sanatate occidentale accentuand deficitul de competente din statele sarace, deci contri-
buind continuu la scaderea calitatii.

%8 TEUE, Articolul 49 Tn conformitate cu dispozitiile care urmeazd, sunt interzise restrictiile privind libertatea de sta-
bilire a resortisantilor unui stat membru pe teritoriul altui stat membru. Aceastd interdictie vizeazd si restrictiile
privind infiintarea de agentii, sucursale sau filiale de cdtre resortisantii unui stat membru stabiliti pe teritoriul altui
stat membru. Libertatea de stabilire presupune accesul la activitdti independente si exercitarea acestora, precum si
constituirea si administrarea intreprinderilor si, in special, a societdtilor in intelesul articolului 54 al doilea paragraf,
in conditiile definite pentru resortisantii proprii de legislatia tdrii de stabilire, sub rezerva dispozitiilor capitolului
privind capitalurile.
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numeroase ocazii cd motive imperative de interes general pot justifica o barierd in calea principiului li-
bertdtii de a presta servicii, cum ar fi cerintele de planificare referitoare la asigurarea unui acces suficient
si permanent la o gamd echilibratd de tratamente de inaltd calitate in statul membru in cauzd sau la do-
rinta de a controla costurile si de a evita, pe cdt posibil, orice risipd de resurse financiare, tehnice si uma-
ne. In mod similar, Curtea de Justitie a recunoscut cd obiectivul asigurdrii unui serviciu medical si spitali-
cesc echilibrat si accesibil tuturor poate face, de asemenea, obiectul uneia dintre derogdrile, din motive
de sdndtate publicd, prevdzute la articolul 52°° din TFUE, in mdsura in care contribuie la atingerea unui
nivel ridicat de protectie a sdndtdtii. De asemenea, Curtea de Justitie a stabilit cd respectiva dispozitie a
TFUE permite statelor membre sd limiteze libera prestare a serviciilor medicale si spitalicesti in mdsura in
care mentinerea unei capacitdti de tratament sau a unei competente medicale pe teritoriul national este
esentiald pentru sdndtatea publicd.”

n ceea ce priveste motivele de interes general retinem faptul ci pot fi invocate urmétoarele:

- Cerintele de planificare referitoare la asigurarea unui acces suficient si permanent la o gamd
echilibratd de tratamente de inaltd calitate in statul membru in cauza. Altfel spus, controlul ac-
cesului la servicii medicale de Tnalta calitate, avand Tn vedere faptul ca acestea pot constitui
principala atractie pentru ,turismul medical”.

- Dorinta de a controla costurile si de a evita, pe cdt posibil, orice risipd de resurse financiare, teh-
nice si umane. n principiu, dorinta de control a costurilor ar putea fi invocatd de orice stat care
risca sa fie Intr-o situatie de pierderi semnificative in noul context, diferenta dintre costurile ser-
viciilor medicale similare putand fi interpretatd ca risipa de resurse financiare. in conditiile in ca-
re este vorba de suportarea unor costuri identice indiferent de statul membru in care pacientul
se trateaza, putem vorbi de o limitare semnificativa a acestei posibilitati.

- Obiectivul asigurdrii unui serviciu medical si spitalicesc echilibrat si accesibil tuturor, in mdsura in
care contribuie la atingerea unui nivel ridicat de protectie a sGndtdtii, raportat la prevederile art.
52 din TFUE. Altfel spus, daca afluxul mare de pacienti straini risca sa afecteze capacitatea unui
sistem de sanatate de a asigura serviciile medicale propriilor cetateni, statul in cauza poate in-
terveni cu masuri ce pot limita accesul pacientilor din alte state membre. Daca in cazul pacienti-
lor care doresc sa se trateze intr-un alt stat mecanismele de actiune sunt cele aferente autoriza-
rii prealabile, in cazul statului de destinatie sunt dificil de identificat mecanismele legale de acti-
une care nu risca sa afecteze libertati fundamentale ale cetateanului.

- Mentinerea unei capacitdti de tratament sau a unei competente medicale pe teritoriul national
este esentiald pentru sdndtatea publicd. Tn aceastd ipotezd, daci ,migratia pacientilor” riscd sd

? TEUE, Articolul 56 In conformitate cu dispozitiile ce urmeazd, sunt interzise restrictiile privind libera prestare a
serviciilor in cadrul Uniunii cu privire la resortisantii statelor membre stabiliti intr-un alt stat membru decdt cel al
beneficiarului serviciilor. Parlamentul European si Consiliul, hotdrdnd in conformitate cu procedura legislativa ordi-
nard, pot extinde beneficiul dispozitiilor prezentului capitol la prestatorii de servicii care sunt resortisanti ai unui
stat tert si sunt stabiliti in cadrul Uniunii.

% TFUE Articolul 52 (1) Prevederile prezentului capitol si mdsurile adoptate in temeiul acesteia nu aduc atingere
aplicarii actelor cu putere de lege si actelor administrative care prevdd un regim special pentru resortisantii strdini
din motive de ordine publicd, sigurantd publica si sandtate publicd.

(2) Parlamentul European si Consiliul, hotdrdnd in conformitate cu procedura legislativd ordinard, adoptd directive
privind coordonarea dispozitiilor mentionate anterior.
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afecteze mentinerea unei capacitati de tratament,®’ statul membru de afiliere poate refuza
acordarea autorizatiei prealabile pe acest motiv.

Ill

Retinem nsa si posibilitatea evolutiei Tn continuare a conceptului ,motivele de interes general” prin
intermediul jurisprudentei Curtii, raportat la cazurile concrete ce se vor ivi dupa intrarea in vigoare a
Directivei. De aceea, putem considera ca sensul prevederilor acesteia nu este inca unul stabil Tn ceea ce
priveste gradele de libertate de care se bucura pacientii din diferitele tari ale U. E., respectiv nivelul obli-

gatiilor statelor membre.
Sintetizand, dupa cum putem observa, punctele 11 si 12 trateaza doua perspective diferite:

a) dreptul statului membru de afiliere la limitarea rambursarii asistentei medicale transfrontalie-
re pentru anumite motive, respectiv:
a. asigurarea calitatii si siguranta serviciilor medicale nationale;
b. motive imperative de interes general.
b) dreptul statului membru de a limita accesul cetatenilor altor state UE la propriul sistem de sa-
natate pentru urmatoarele motive imperative de interes general:
a. planificarea care asigura acces suficient si permanent la o gama echilibrata de servicii de
calitate;
b. controlul costurilor;
c. asigurarea serviciilor medicale echilibrate si accesibile tuturor;
mentinerea capacitatii de tratament.

Ceea ce inseamna ca libera circulatie a pacientilor poate fi limitata/ingradita atat de statul
membru de afiliere cat si de cel in care intentioneaza sa se faca tratamentul. Descoperirea acestor limite
si buna incadrare n ele face parte din efortul necesar pentru transpunerea prevederilor Directivei in le-
gislatia nationala si din strategia tuturor organismelor interesate de a-si descoperi noi oportunitati.

13. ,Este clar cd obligatia rambursdrii costurilor asistentei medicale transfrontaliere ar trebui sd
se limiteze la asistenta medicald la care persoana asiguratd are dreptul in conformitate cu legislatia sta-
tului membru de dfiliere.” Nivelul serviciilor medicale de care pacientul poate beneficia in propria-i tara
constituie punctul de reper in ceea ce priveste rambursarea costurilor pentru serviciile medicale presta-
te n alte state ale U. E.

in continuare, punctele 14 si 15 din Fundamentare reglementeazi exceptiile de la prevederile
prezentei Directive, respectiv excluderile, acestea fiind urmatoarele:
- Serviciile de ingrijire pe termen lung furnizate:
o La domiciliul pacientilor;
o Inunitatile de asistentd sociald specializate;
o Incasele de ingrijire.

31 z . v T . .

Daca procesul este unul de amploare, el are drept consecinta afectarea capacitatii de tratament a unui stat prin
urmatorul mecanism: scaderea semnificativa a adresabilitatii unui serviciu combinata cu prevalenta principiului
eficientei si cu interesul pentru economii financiare poate determina disparitia serviciului respectiv.

21



Impactul Directivei nr. 24/2011 asupra sistemului sanitar din Roménia

- Accesul la organe in cadrul transplantului de organe.

Excluderea serviciilor pe termen lung poate ridica o serie de probleme izvorate din diferentele
de proceduri dintre statele membre. Spre exemplu, sistemul romanesc este caracterizat de o durata de
spitalizare mare si un nivel destul de redus al serviciilor aditionale de ingrijire pe termen lung. Tn conditii-
le Tn care acesta este considerat standardul Tn domeniu la nivel national, in procesul schimburilor de pa-
cienti si servicii prilejuit de prezenta Directiva se vor ivi cateva dificultati de ,,omologare” a serviciilor
medicale ntre statele membre, avand in vedere durata variabild a acestora.

Punctele 16 si 17 stabilesc conditiile aplicabile prescriptiilor farmaceutice si de materiale sanita-
re adiacente asistentei medicale transfrontaliere, respectiv faptul ca Directiva trebuie sa lamureasca mai
multe tipuri de situatii:

- Prescrierea medicamentelor si achizitionarea acestora in tara in care sunt furnizate
serviciile medicale;

- Prescrierea medicamentelor Tn alta tara si achizitionarea acestora in statul membru de
afiliere;

- Prescrierea medicamentelor in alta tara (ex. una in care pacientul beneficiaza de servicii
medicale) si achizitionarea acestora intr-o terta tara.
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Limite in care opereaza prevederile Directivei: incalcarea prevederilor privi-
toare la libera circulatie

(18) , Prezenta directivd nu ar trebui s confere nici unei persoane dreptul de intrare, sedere sau
resedintd intr-un stat membru pentru a primi asistentd medicald in statul respectiv. In cazul in care sede-
rea unei persoane pe teritoriul unui stat membru nu respectd legislatia statului membru respectiv cu pri-
vire la dreptul de intrare sau de sedere pe teritoriul acestuia, aceastd persoand nu ar trebui consideratd
persoand asiguratd in conformitate cu definitia prevazutd in prezenta directivd. Statele membre ar trebui
sd fie in continuare in mdsurd sd specifice in legislatia nationald cine este considerat persoand asiguratd
in sensul sistemului lor public de asistentd medicald si al legislatiei in materie de securitate sociald, atdta
vreme cdt sunt garantate drepturile pacientilor stabilite in prezenta directivd.”

Dreptul la asistentd medicala transfrontaliera este, din punctul de vedere al cetateanului, un
drept accesoriu libertatii de circulatie, fiind tinut de limitele celui din urma. El nu poate fi transformat in
drept principal, respectiv in drept care sa motiveze stabilirea intr-o tara U.E. Fiind un drept accesoriu,
dreptul la asistenta medicala impartaseste soarta dreptului principal: daca dreptul la intrare sau sedere
pe teritoriul unui stat este afectat, atunci si dreptul la accesarea serviciilor medicale®® sau la rambursa-
rea costurilor aferente acestora va fi afectat. Observam faptul ca sanctiunea este ,aceasta persoana nu
ar trebui considerata asigurata”, ceea ce are urmatoarele efecte: persoana poate accesa serviciile medi-
cale, Tnsa contra cost, fard a beneficia de rambursarea costurilor si ea poate totodata accesa serviciile de
urgenta (echivalentul pachetului minim); eventual si acestea din urma contra cost, deoarece pachetul
minim este aferent unei persoane cu drept legal de sedere, Tnsa care nu este asigurata. Or, in acest caz
este vorba de ipoteza in care un cetatean a incalcat prevederile privitoare la intrarea, sederea sau rese-
dinta in alt stat, acel stat avand dreptul la anumite sanctiuni. Tn cauzd sunt de fapt operante doud statu-
te simultane: statutul de rezident ilegal in tara in care se afla si statutul de cetatean al statului de origi-
ne. Pentru a nu exista o situatie de conflict intre consecintele celor doua statute din perspectiva asigura-
rilor sociale de sanatate ar trebui ca si in statul de origine sa existe prevederi clare privitoare la situatia
cetatenilor sdi care se gasesc in astfel de situatii. Fundamentarea sugereaza faptul ca o persoana care
ncalcd limitele libertdtii de circulatie nu mai este persoand asiguratd. Insd statutul de persoan3 asigura-
ta este derivat in principal din statutul pe care-l are cetateanul in propria tara. Ceea ce inseamna ca sun-
tem 1n situatia in care incalcarea unei prevederi legale dintr-o alta tara ar putea fi sanctionata in tara de

32 Servicii medicale corelative nivelului de servicii medicale de care ar fi avut dreptul in tara de origine. Aceasta
ipoteza este una slaba, fiind mult mai probabila (si mai fireasca) situatia in care pacientul poate accesa aceste ser-
vicii medicale, Tnsa cu suportarea costurilor. Ea poate deveni o ipoteza tare in situatiile in care este operanta de-
contarea, deci atunci cand exista intelegeri intre cele doua state pe acest domeniu. Chiar si Tn aceasta varianta,
cetateanul ar avea aceleasi drepturi precum orice cetatean neasigurat din tara in care se afla. Ipoteza contrara
conduce la o concluzie inacceptabild, respectiv refuzul accesului la servicii medicale ca sanctiune pentru incalcarea
prevederilor privitoare la intrare, sedere sau resedinta in acel stat, putandu-se considera ca suntem intr-o situatie
de incalcare a drepturilor omului.
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origine; suplimentar, aceasta sanctiune vizeaza un drept care, in principiu, nu poate fi afectat de sancti-
uni (spre exemplu, chiar si un detinut are dreptul la asistenta medicald; ceea ce inseamna ca o persoana
care incalca limitele libertatii de circulatie ar fi intr-o situatie mai proasta decat un detinut).

Altfel spus, cand o persoana se afla in situatia de a fi incalcat limitele libertatii de circulatie, pro-
blema suporta urmatoarele perspective:

- Accesul la pachetul minim de servicii medicale — este corelativ calitatii de cetatean,
deci, in principiu acesta nu poate fi pierdut. Se pune insa problema daca in cazul acestui
pachet (sau cel putin a anumitor servicii din acest pachet) se aplicd principiul teritoriali-
tatii, avand in vedere gradul lor de adaptare la necesitatile specifice unei tari. Altfel
spus, un cetatean roman (spre exemplu) poate beneficia de pachetul minim doar in
conditiile in care se afla pe teritoriul Romaniei? Doua solutii sunt posibile:

o Raspunsul DA: un cetdtean roman poate beneficia de pachetul minim doar in
conditiile Tn care se afld Tn Romania - conduce la ideea unei limite Tn ceea ce pri-
veste pachetul minim. Tn acest caz se pune problema influentelor Directivei asu-
pra pachetului minim, respectiv daca ea vizeaza si aceste servicii sau doar pe ce-
le derivate din calitatea de asigurat. Pentru a ne l[amuri ar trebui sa vedem ce
este pachetul minim de servicii medicale. Tn acest sens retinem faptul c3 acesta
suporta doua definitii:

= Definirea in functie de sursa de finantare: pachetul minim este finantat
de catre stat.*® A nu se intelege c3 tot ceea ce este finantat de stat face
parte din pachetul minim si nici ca nu poate intra in pachetul minim
ceva ce nu este finantat de la bugetul de stat.

= Definirea prin diferenta specifica: pachetul minim reprezinta acel pachet
de servicii de care beneficiaza toti cetatenii, inclusiv cei neasigurati. Din
aceasta perspectiva vedem posibile doua tipuri de situatii:

e Cetatenii asigurati — care beneficiaza de efectele Directivei in
acest plan, serviciile din pachetul minim fiind cumva inglobate
in pachetul de baza de servicii medicale.

e Cetatenii neasigurati — singurii pentru care problema beneficie-
rii de pachetul minim Tn alt stat se pune intr-un mod veridic.

o Raspunsul NU, care conduce la ideea ca un cetatean roman are dreptul la pa-
chetul minim si cand se afla pe teritoriul altui stat.

- Accesul la pachetul de bazd de servicii medicale - din perspectiva Directivei nr. 24/2011
un cetatean care are dreptul la serviciile medicale din pachetul de baza din statul mem-
bru de afiliere are dreptul la aceste servicii in oricare stat al Uniunii.** Problema se pune

** Este o definitie teoretic3, ce nu acoperi intotdeauna realitatea. Faptul c3 unele programe nationale sunt finanta-
te de catre Casa Nationala de Asigurari Sociale de Sanatate (sau au fost finantate astfel) conduce la ideea ca nu
intotdeauna si nu intru totul pachetul minim este finantat de catre stat.

** Dreptul lui se concretizeaz3 prin faptul c3 are dreptul s3 fie primit ca pacient intr-o unitate sanitar3 sub trei for-
me:
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daca in momentul in care incalca prevederile legale privind intrarea, sederea sau rese-
dinta din statul in care ajunge pierde aceste drepturi. Textul fundamentarii sugereaza ca
le pierde. insd natura drepturilor cetdteanului este mai complicata, ele fiind tot timpul
opozabile statului din care provine. Interpretarea riguroasa a relatiilor dintre cetatean si
statul membru de afiliere in ceea ce priveste drepturile privitoare la serviciile medicale
raportat la Directiva pare sa sugereze urmatoarele: intinderea obligatiilor statului fata
de propriul cetatean in acest domeniu depaseste teritoriul national extinzandu-se la tot
spatiul U.E., cu exceptia situatiilor in care cetateanul se afla ilegal pe teritoriul unui stat.
Chiar si Tn aceasta situatie obligatia se pdstreaza, insa ea este mai curand lipsita de efici-
entd, neputand fi onorata (adica se suspenda onorarea ei). Altfel spus, nu vorbim de o
sanctiune, ci de ineficienta unei prevederi.

Fundamentarea Directivei sugereaza astfel, la acest punct, necesitatea clarificarii prin legislatia
nationald a eventualelor conflicte de interpretari, clarificari ce ar trebui aduse prin intermediul definitiei
asiguratului, o definitie care sa acopere si situatiile create de accesul transfrontalier la serviciile medica-
le.

Accesul la informatiile medicale

(19) Accesul pacientului la informatiile despre normele aplicabile asistentei medicale in statul in
care doreste sa se trateze este esential, Directiva construind un adevarat sistem de informare a pacien-
tului.®® Chiar daci normele ce guverneaza acordarea serviciilor medicale la nivelul unui stat sunt la dis-
pozitia acelui stat, ele trebuie sa indeplineasca cateva conditii esentiale in ceea ce priveste informatiile:

- s3 ajute pacientul s3 facs o alegere in cunostinta de cauz3;*

- sa permita evitarea interpretarilor eronate si neintelegerile;

- sa permita stabilirea unui nivel ridicat de incredere intre pacient si furnizorul de servicii medi-

cale.

Modul general in care sunt formulate aceste obligatii de rezultat permite o serie de interpretari
in ceea ce priveste intinderea de facto a obligatiilor fiecarui stat. Suplimentar, remarcam faptul ca res-
pectarea acestor prevederi raportat la un pacient dintr-un alt stat membru necesita modificari structura-
le ale unui sistem sanitar, sub aparenta respectului dreptului fiecarei tari la a-si organiza propriul sistem
de sdnatate prezenta Directiva stipuland de fapt o serie de principii si prevederi aplicabile tuturor state-

o Urgents;

o Contra cost — va beneficia in tara sa de rambursarea sumelor pe care le plateste;

o Gratuit — daca este functionala decontarea intre state.
%> Sistem de informare ce constituie, la randul lui, baza pentru o colaborarea mult mai profunda in domeniul asis-
tentei medicale la nivelul U.E.
** Tn principiu, subiectii in favoarea cirora sunt emise aceste prevederi sunt pacientii proveniti dintr-un alt stat
membru. Tnsd deoarece nu poate fi conceputi o situatie mai favorabild in acest sens pentru pacientii din alt stat
membru fata de pacientii din propriul stat, consideram ca toate aceste prevederi sunt aplicabile si pacientilor din
propriul stat, ele trebuind astfel sa fie introduse in legislatia nationala odata cu transpunerea prevederilor Directi-
vei.
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lor.” Dincolo de eforturile necesare pentru depdsirea barierelor lingvistice,*® important3 este atat con-
stituirea canalelor de informatii cat si, mai ales, a standardelor de functionare la care se refera aceste
informatii. Altfel spus, conditiile ce trebuie indeplinite trebuie interpretate atat din perspectiva informa-
tiilor necesar a fi puse la dispozitie, cat si din punctul de vedere al standardelor de functionare pe care
acestea il prezum3.*

Cunoasterea normelor aplicabile, amintita la acest punct, anuleaza posibilitatea disjunctiei actu-
ale dintre normele legale in domeniu (exemplu: serviciile medicale de care poate beneficia, in principiu,
un asigurat) si posibilitatile concrete ale sistemului. Spre exemplu, unui cetatean strdin nu-i sunt opoza-
bile (sau nu-i sunt opozabile fara consecinte) lipsurile financiare ale unitatilor sanitare manifestate atat
prin intermediul absentei medicamentelor si materialelor sanitare necesare tratamentului cat si prin
atitudinea personalului nemultumit de nivelul de salarizare si care ,protesteaza” cumva pe seama paci-
entilor.

(20) Obligatia de a pune la dispozitie informatii pacientilor din alte state aduce cu sine si obliga-
tia implicita privitoare la existenta:

- standardelor de sigurantd si de calitate;

- informatiilor privind furnizorii de servicii medicale cdrora li se aplicd aceste standarde.”

La randul lor, furnizorii de servicii medicale au obligatia sa puna la dispozitia pacientilor, la cere-
re, informatiile privind:
- Aspectele specifice ale serviciilor medicale pe care le ofer3;

Optiunile de tratament.*

Daca exista deja o asemenea procedura functionald de informare a pacientilor, ea este aplicabila
si pacientilor ce provin din alte state membre.

Prin decizia statului, obligatia oferirii acestor informatii poate fi transferata institutiilor statului
sau asiguratorilor.*? Tnsa chiar si in acest caz trebuie s3 existe procedurile corespunzatoare la nivelul fur-
nizorilor de servicii medicale.

37 Aproape de fiecare data obligatia de diligenta (in locul celei de rezultat) trimite in cadrul Directivei la masuri con-
crete pe care fiecare stat trebuie sa le ia in raport cu propriul sau sistem sanitar.

38 Si ele parte a modificarilor ce trebuie facute din perspectiva acestei Directive.

9 larasi, libertatea statului de a-si organiza conform propriilor norme activitatea sanitara este limitata de obligatia
de-a crea standarde minime de functionare si mecanisme transparente.

40 Singurul sistem care ar putea satisface cel putin o parte din cerintele de standardizare si certificare a calitatii si
sigurantei, il constituie acreditarea unitatilor sanitare de citre CoNAS. Insa si procedura acreditarii este la momen-
tul actual deficitara, ea trebuind completata prin intermediul introducerii obligativitatii acreditarii pentru toate
unitatile sanitare, prin introducerea unor efecte in plan juridic si financiar ca efect al rezultatului evaluarii, prin
adaptarea standardelor de acreditare a unitatilor sanitare la cele existente la nivel international, prin eliminarea
suspiciunilor de lipsa a obiectivitatii in cazul unora din vizitele de evaluare etc. Suplimentar, este necesara verifica-
rea modalitatii de asezare a procedurilor de evaluare si monitorizare (monitorizarea fiind absenta n procesul acre-
ditarii si mentinerii acesteia) raportat la cele doua dimensiuni: standardele de sigurantd si standardele de calitate.
*1 Spre exemplu, optiunile de tratament necesitd o modalitate de standardizare la nivelul fiecirei unititi sanitare,
realizabila Tn principiu prin intermediul protocoalelor de practica.
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Obligatiile privitoare la calitatea serviciilor medicale

(21) a. In concluziile sale, Consiliul a recunoscut cd existd un ansamblu de valori si principii comune,
valabile in intreaga Uniune, cu privire la modul in care sistemele de sdndtate rdspund nevoilor popula-
tiei si ale pacientilor pe care ii deservesc. Valorile generale ale universalitatii, ale accesului la ingrijiri de
bunda calitate, ale echitatii si solidaritatii au fost recunoscute la scard largd in cadrul activitdtilor diferi-
telor institutii ale Uniunii.*(s.n.)

Aceste valori trebuie respectate (si) in ceea ce priveste pacientii si cetdtenii din alte state membre,
acestia trebuind sa beneficieze de un tratament echitabil, orientat mai curand in functie de necesitatile
acestora in materie de asistentd medical3 decat in functie de statul de apartenents.* in acest sens, sta-
tele membre trebuie sa respecte urmatoarele principii:

- principiul liberei circulatii a persoanelor in cadrul pietei interne;

- principiul nediscriminarii, printre altele cu privire la nationalitate;

- principiul necesitatii si al proportionalitatii oricaror restrictii cu privire la libera circula-

‘;ie.45
Limitarea restrictiilor nu trebuie interpretata insa in sensul crearii unor obligatii care ar conduce la agra-
varea situatiei din sistemul sanitar al unui stat Tn sensul diminuarii considerabile a capacitatii acestuia de
acordare a serviciilor medicale. Spre exemplu, furnizorii de servicii medicale nu pot fi obligati sa accepte
furnizarea tratamentului planificat pacientilor provenind din alte state membre sau sa acorde prioritate
acestora in detrimentul altor pacienti, de exemplu prin prelungirea termenului de asteptare pentru tra-
tamentul acordat altor pacienti.*®
Daca fluxurile de pacienti creeaza o cerere ce depaseste capacitatile existente Tntr-un stat mem-

bru pentru un anumit tip de tratament, statul membru poate invoca motivele de sanatate publica pen-
tru a lua méasuri de limitare a acelor fluxuri, in conformitate cu articolele 52 si 62 din TFUE.*’ Posibilitatile

*> Dacj sistemul va pastra actuala structura de organizare, principalii actori in culegerea si oferirea informatiilor de
acest gen ar trebui sa fie Casa Nationala de Asigurari de Sanatate si Ministerul Sanatatii. Lor li se adauga CoNAS, ca
institutie Tnsarcinata cu monitorizarea respectarii de catre unitatile sanitare a unor standarde de sanatate. Orga-
nismele profesionale ar trebui sa faca si ele parte din acest sistem al oferirii informatiilor relevante pentru pacientii
straini, in masura in care statul le-a cedat atributii Tn acest domeniu.

* Am reluat aceste prevederi, expuse deja in prima sectiune din aceastd parte a studiului, din cauza importantei
acestora si a afectelor multiple pe care le au in planuri diferite, respectiv in planul politicilor de sanatate ale unui
stat si din perspectiva introducerii unor standarde minime de calitate ale serviciilor medicale.

* Ar trebui deslusit in ce masurd asistim la acest punct la o exceptie de la principiul nivelului de servicii din statul
de origine la care are dreptul un pacient care se trateaza intr-un alt stat. Interpretarea pe care o dam este aceea ca
respectarea acestui principiu regulator in ceea ce priveste rambursarea/decontarea serviciilor medicale nu trebuie
sa afecteze necesitatile concrete de servicii medicale ale pacientului.

*> Am putea interpreta acest principiu in sensul unor limitdri ale restrictiilor privitoare la libera circulatie avand ca
temei protectia propriilor sisteme de sanatate.

*® pentru acele tipuri de servicii medicale pentru care un stat are liste de asteptare, in principiu, pacientii dintr-un
alt stat nu pot accede la inscrierea pe acele liste deoarece asta ar putea conduce la afectarea cetatenilor din statul
respectiv.

* TEUE, Articolul 62 (Sectiunea Serviciile)

Dispozitiile articolelor 51-54 se aplicad domeniului reglementat de prezentul capitol. (N.a. Este vorba de conectarea
libertatii de circulatie a serviciilor cu cea de circulatie a cetatenilor.)

(Cap. 2, Dreptul de stabilire)
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de interventie sunt insa limitate de obligatia respectarii prevederilor Regulamentului (CE) nr. 883/2004
al Parlamentului European si al Consiliului din 29 aprilie 2004 privind coordonarea sistemelor de securi-
tate sociala. Retinem astfel prezumtia de afectare a calitatii serviciilor medicale dintr-un stat in cazul in
care se ivesc fluxuri mari de pacienti catre acel stat.

(22) , Ar trebui depuse eforturi sistematice si continue pentru a asigura imbundtdtirea standarde-
lor de calitate si sigurantd in conformitate cu concluziile Consiliului si tindnd seama de progresele inregis-
trate in stiinta medicald internationald si de bunele practici medicale recunoscute la nivel general, pre-
cum si de noile tehnologii din domeniul sanatatii.”

Raportat la acest punct doua intrebari sunt fundamentale: 1) Este vorba de o obligatie de dili-
genta sau de una de rezultat? 2) Aceasta obligatie este aplicabild ih mod unitar tuturor statelor mem-
bre? Raspunsul la aceste intrebari poate fi furnizat de o interpretate sistematica a Directivei (si, supli-
mentar, a TFUE). Tn principiu, consideram c& statele membre au cel putin o obligatie de diligentd* in
ceea ce priveste stabilirea unor standarde de calitate ale serviciilor medicale. Chiar daca Directiva pare a
sugera ca ea are caracter obligatoriu din perspectiva raporturilor cu cetatenii/pacienti proveniti din alte
state membre, numeroasele prevederi privitoare la egalitatea de tratament (aplicabila in raporturile din-
tre pacientii din propriul stat si cei proveniti din alt stat membru) conduc la concluzia ca ele trebuie con-
siderate obligatii in raport cu toti pacientii. Ceea ce ne conduce la concluzia ca Directiva 24/2011 stabi-
leste cel putin obligatii de diligenta in ceea ce priveste fixarea unor standarde de calitate a serviciilor
medicale prestate in sistemul sanitar romanesc. Concluzia este cu atat mai mult justificata daca accep-
tam ipoteza unor diferente in minus fata de alte state in privinta calitatii.

Articolul 51 Sunt exceptate de la aplicarea dispozitiilor prezentului capitol, in ceea ce priveste statul membru intere-
sat, activitdtile care sunt asociate In acest stat, chiar si cu titlu ocazional, exercitdrii autoritdtii publice.

Parlamentul European si Consiliul, hotdrdnd in conformitate cu procedura legislativa ordinard, pot excepta anumite
activitdti de la aplicarea dispozitiilor prezentului capitol.

Articolul 52

(1) Prevederile prezentului capitol si mdsurile adoptate in temeiul acesteia nu aduc atingere aplicdrii actelor cu
putere de lege si actelor administrative care prevad un regim special pentru resortisantii strdini din motive de ordi-
ne publicd, sigurantd publicd si sandtate publicd.

(2) Parlamentul European si Consiliul, hotdrdnd in conformitate cu procedura legislativa ordinard, adoptd directive
privind coordonarea dispozitiilor mentionate anterior.

Articolul 53

(1) in vederea facilitdrii accesului la activitdtile independente si a exercitdrii acestora, Parlamentul European si
Consiliul, hotdrdnd in conformitate cu procedura legislativd ordinard, adoptad directivele privind recunoasterea reci-
procd a diplomelor, certificatelor si a altor titluri oficiale de calificare, precum si privind coordonarea actelor cu pu-
tere de lege si a actelor administrative ale statelor membre cu privire la accesul la activitdtile independente si la
exercitarea acestora.

(2) In ceea ce priveste profesiile medicale, paramedicale si farmaceutice, eliminarea treptatd a restrictiilor este
subordonatd coordondrii conditiilor de exercitare a acestora in diferitele state membre.

Articolul 54

Societdtile constituite in conformitate cu legislatia unui stat membru si avand sediul social, administratia centrald
sau locul principal de desfdsurare a activitdtii in cadrul Uniunii sunt asimilate, in aplicarea prezentei subsectiuni,
persoanelor fizice resortisante ale statelor membre.

Prin societdti se inteleg societdtile constituite in conformitate cu dispozitiile legislatiei civile sau comerciale, inclusiv
societdtile cooperative si alte persoane juridice de drept public sau privat, cu exceptia celor fdard scop lucrativ.

*® R&mane s3 stabilim dac3 putem identifica prevederi care stabilesc obligatii de rezultat in acest domeniu. Motiv
pentru care formula ,,au cel putin o obligatie de diligentd” are, deocamdata, un caracter provizoriu.
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Modificarea de paradigma in abordarea malpraxisului ca efect al Directivei

(23) Directiva stabileste necesitatea existentei unor ,,obligatii comune clare in ceea ce priveste
mecanismele de interventie in cazul unui prejudiciu rezultat In urma asistentei medicale, pentru a evita
ca lipsa de incredere in mecanismele respective sd constituie un obstacol in calea solicitdrii asistentei
medicale transfrontaliere.” Consideram ca asta inseamna obligatia instituirii unor mecanisme de coope-
rare intre state inclusiv in ceea ce priveste asigurarile de malpraxis/despdgubiri in caz de prejudicii, atat
din partea personalului cat si din partea unitatilor sanitare. Suplimentar, este luata in considerare posibi-
litatea instituirii unui sistem de protectie si despagubire centrat pe pacient, care sa suplimenteze pe cele
centrate pe furnizorii de servicii medicale.

(24) ,,Statele membre ar trebui sd se asigure cd sunt instituite, pentru asistenta medicald acorda-
ta pe teritoriul lor, mecanisme pentru protectia pacientilor si pentru repararea daunelor in cazul unui
prejudiciu si cd aceste mecanisme sunt adecvate naturii si amplorii riscului. Cu toate acestea, ar trebui sa
rdmdnd la latitudinea statului membru sd determine natura si modalitdtile de functionare ale unor astfel
de mecanisme.”

Daca vom considera ca asigurarile de malpraxis acopera aspectul de ,reparare a daunelor aduse pacien-
tilor in caz de prejudiciu”,*® constatdm c ele trebuie si indeplineascd cel putin dous conditii esentiale:

- sa contina mecanisme pentru repararea daunelor in cazul unui prejudiciu;

- aceste mecanisme sa fie adecvate naturii si amplorii riscului.

Acest aspect este deosebit de important din perspectiva unei viitoare legi a malpraxisului, care
ar trebui sd acopere riscurile si eventualele despagubiri aferente raportat atat la pacientii romani cat si
la pacientii straini. Ceea ce Tnseamna, spre exemplu, cd despagubirile de care poate beneficia un pacient
trebuie raportate la nivelul despagubirilor din U.E.*° Tn discutie sunt atat plafoanele aferente intelegerii
partilor cat si cele stabilite prin intermediul instantelor. O interpretare contrara ne-ar conduce la o situa-
tie paradoxald, in care doi pacienti tratati in aceeasi unitate, de acelasi medic/asistent medical, si care
au suferit acelasi prejudiciu, ar beneficia la despagubiri diferite, stabilite in functie de statul de origine al
pacientului, ceea ce exprima o discriminare inacceptabila.

n ceea ce priveste mecanismele de protectie a pacientilor, altele decat cele ce tin de domeniul
malpraxisului, situatia este cu atat mai complicata cu cat includem n aceasta categorie mai multe in-
stante/proceduri. Spre exemplu, dacd vom considera ca Ghidurile de practicd medicald fac parte din me-

* Formularea necesit3 o analizi atent3 deoarece considerdm c3 este vorba doar de o aparenta tautologie. Litera-
tura de specialitate consacra o diferenta de esenta intre sistemul malpraxisului si sistemul despagubirii pacientilor
n caz de prejudicii, Directive sugerand mai curand necesitatea celui de-al doilea sistem.

% Estim3m ins3 c3 impactul asupra salariatilor pe care-l are introducerea unor mecanisme si nivele de despagubire
comparabile cu alte state membre poate fi unul deosebit de negativ datorita cresterii exponentiale a primelor de
asigurare. in acest sens, considerdm oportuna o formul3 de , co-asigurare”, costul primelor de asigurare urmand a
fi impartit intre angajat si angajator. Remarcam aici faptul ca orientarea reformei catre cresterea gradului de libe-
ralizare a exercitarii profesiilor medicale ascunde de fapt si o astfel de pasare a responsabilitatilor si costurilor su-
plimentare determinate de prevederile Directivei catre salariati. Motiv pentru care consideram sistemul despagu-
birii pacientilor in caz de prejudicii mult mai adecvat la intentiile Directivei si la realitatilor romanesti decat cel al
malpraxisului.
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canismele de protectie a pacientilor,”* ajungem la concluzia c3 acestea sunt supuse unui mecanism de
adaptare la forme echivalente din alte state ale U.E. Toate acestea constituie nivelurile de referinta,
modalitatea de atingere a lor fiind la latitudinea statelor membre.

in contextul general al malpraxisului considerdm urgenta schimbarea de paradigma prin trece-
rea de la ,,modelul Acarul Paun” la constatarea erorilor sistemului, respectiv trecerea la sistemul despa-
gubirilor in caz de prejudiciu. Credem ca este relevant din acest punct de vedere si sistemul de evaluare
a personalului, care la ora actuala intretine un paradox: salariati cu evaluari excelente acuzati de mal-
praxis. Din punctul nostru de vedere acestia pot invoca cu succes erorile de sistem drept cauza in situati-
ile de malpraxis.

Ipoteza plafonarii prin lege a cuantumului despagubirilor acordate n caz de malpraxis, existenta
in proiectul de lege propus de Ministerul Sanatatii, pentru a mentine un cost suportabil pentru angajati a
asigurarii de malpraxis, este problematica deoarece odata cu aplicarea Directivei nr. 24/2011 cuantumul
despagubirilor trebuie sa se raporteze la echivalentul lor din Uniunea Europeana.

Protectia datelor cu caracter personal

(25) Din perspectiva protectiei datelor cu caracter personal raportate la asistenta medicald
transfrontalierd sunt relevante trei dimensiuni esentiale:

a) asistenta medicala transfrontaliera este posibila doar in contextul accesului transfrontalier la

datele personale din partea institutiilor si unitatilor sanitare;

b) nou cadru trebuie sa asigure respectarea dreptului ,persoanelor fizice de a avea acces la pro-

priile date cu caracter personal privind starea lor de sdndtate, de exemplu datele din dosarele lor

medicale care contin informatii precum diagnostice, rezultate ale examindrilor, evaludri realizate

de medicii curanti si orice alt tratament sau alte interventii realizate”;

c) necesitatea credrii unor proceduri sigure de protectie a datelor personale, care sa respecte

drepturile fundamentale in domeniu.

Dupa cum se poate observa, este vorba atat de extinderea cadrului de accesarea si prelucrarea a
datelor personale,*” inclusiv la nivelul U.E., cat si de cresterea gradului de acces al pacientilor la propriile
date personale. Din perspectiva accesului pacientilor la datele personale, este evidenta necesitatea cre-
arii unei proceduri specifice de acces la propriile date privind starea de sanatate, nota de fundamentare
dand ca exemple: datele din dosarele medicale care contin informatii precum diagnostice, rezultate ale
examinarilor, evaluari realizate de medicii curanti si orice alt tratament sau alte interventii realizate. Ca-

> Chiar daci Ghidurile de practicd medicald par a proteja mai curand interesele asiguratorilor, fiind orientate im-
potriva costurilor excesive ale serviciilor medicale (uneori chiar cu riscul afectarii bunei vindecari a pacientilor),
consideram ca ele au si o importanta dimensiune de protectie a pacientilor prin intermediul aspectului de standard
minim de tratament.

> Ceea ce presupune crearea unor standarde in domeniu si respectarea lor de fiecare stat membru. Asta implics,
spre exemplu, compatibilizarea programelor de prelucrare a datelor cu caracter personal, pentru a se putea asigu-
ra astfel interoperabilitatea.
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racterul de exemplu sugereaza posibilitatea introducerii unui acces exhaustiv al pacientului la propriile
date cu caracter personal.*®

n cazul Romaniei, este evidentd necesitatea credrii mai intai a unor proceduri de stocare a aces-
tor date si apoi crearea procedurilor de acces, pentru a putea vorbi de-o armonizare legislativa eficienta,
din acest punct de vedere, la prevederile Directivei. Introducerea acestor mecanisme de transparentiza-
re va avea ca efect, odata cu cresterea gradului de incredere (acolo unde este cazul), si sporirea cazurilor
de malpraxis care ajung in fata instantelor, unitatile sanitare si institutiile medicale (inclusiv cele profesi-
onale) nemaiputand ingreuna accesul la datele personale ce vizeaza starea de sanatate si tratamentul
pacientilor prin intermediul procedurilor proprii, fiind eliminat3 astfel opozabilitatea lor citre pacient. in
masura Tn care libertatea accesului pacientului la propriile informatii medicale va fi realizata in mod

” A
|

efectiv vom asista la o adevarata ,revolutie” Tn abordarea malpraxisului, ale carei efecte asupra unitati-
lor medicale si salariatilor pot fi intrucatva compensate prin introducerea unui sistem eficient de asigu-
réri de malpraxis™ sau, de preferat, prin introducerea unui sistem de despagubire a pacientilor in caz de

prejudiciu.

>* La limit3, el poate s3 includ3 accesul la criteriile de diagnostic si metoda de alegere a procedurii de tratament,
aspecte care tin mai degraba de Ghidurile si protocoalele de practica.

>* Este motivul pentru care o noud lege a malpraxisului este pe agenda Ministerului S3natatii, anticipandu-se astfel
o parte din problemele viitoare ale sistemului.
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Analiza prevederilor Directivei

Obiectivele si principiile Directivei

Principalul obiectiv al Directivei nr. 24/2011 este acela de a permite libertatea de a furniza ser-
vicii medicale pentru pacienti, textul acesteia concentrandu-se pe inldturarea obstacolelor nejustificate
din calea acestei libertati fundamentale in cadrul statului membru de dfiliere al pacientului. Cu alte cu-
vinte, Directiva este fundamentata pe libera circulatie a serviciilor Tn interiorului Uniunii Europene.

Chiar daca intr-un mod secundar, Directiva este totusi fundamentata si pe libera circulatie a ce-
titenilor in statele membre U.E.>> Combinatia dintre libertatea de circulatie a serviciilor medicale, liber-
tatea de circulatie a cetatenilor/lucratorilor si prevederile Directivei conduce la nasterea libertdtii de
circulatie a pacientilor, aflata in plin proces de definire. Chiar daca suficient de limitata pentru a isca du-
bii asupra oportunitatii utilizarii acestei formule in calitate de principiu U.E., libertatea de circulatie a
pacientilor capata prin intermediul Directivei cateva dimensiuni importante, suficiente pentru a anticipa
posibilitatea ca in viitor aceasta libertatea sa fie conturata mult mai amplu, in special prin intermediul
hotararilor Curtii.

Dintr-o altd perspectiva, putem considera ca Directiva are drept tema conditiile acordarii servi-
ciilor medicale pacientului dintr-un stat membru de afiliere Tn alt stat membru, completand cadrul juri-
dic preexistent in domeniul medicinii de urgenta si al prevederilor privind coordonarea sistemelor socia-
le.

Tn conformitate cu prevederile art. 4, alin. 1, medicina transfrontaliera trebuie s3 tind cont de
cadrul general al principiilor universalitatii, accesului la ingrijiri de buna calitate, echitatii si solidarita-
tii. Asa cum aminteam si la analiza fundamentarii, putem considera ca Directiva consacra aceste principii
la nivelul U.E.. Tn consecinta, in cadrul obligatiei de transpunere in legislatia nationald a prevederilor Di-
rectivei este necesara luarea in considerare a acestor principii de organizare a sistemelor nationale de
sanatate in ceea ce priveste dimensiunea lor sociala.

Ipotezele de lucru ale Directivei

Directiva opereaza cu doua ipoteze diferite in ceea ce priveste accesul unui cetatean dintr-un stat
membru la serviciile medicale dintr-un alt stat membru:
- situatia cetateanului dintr-un stat membru de afiliere aflat pe teritoriul altui stat membru si care
acceseaza serviciile medicale din acel stat;
- situatia cetateanului dintr-un stat membru de afiliere care doreste sa se trateze in alt stat mem-
bru si:
o solicita o autorizarea prealabila Tn acest sens;
o acceseaza servicii medicale pentru care nu are nevoie de-o autorizare prealabil3;
o setrateaza in alt stat membru in conditiile Tn care:

55 . v ey Y v . o . . o o A .
Dintr-o perspectiva extrem de critica am putea spune ca intentiile Directivei sunt legate mai curand de libera
circulatie a lucratorilor, dorind sa acorde o forma de sprijin acesteia prin intermediul sistemelor de sanatate.
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= autorizarea prealabila i-a fost refuzata, dar el considera ca avea dreptul la aceas-
ta;
= autorizarea prealabila a intarziat.

n ceea ce priveste motivele apeldrii la medicina transfrontalierd, din perspectiva Directivei dorinta unui
cetatean dintr-un stat al Uniunii Europene de a se trata in alt stat membru poate fi determinata de:

o faptul cd tratamentul nu-i poate fi acordat la timp datorit listelor mari de asteptare;®

o diferentele dintre state in ceea ce priveste serviciile medicale;

o situatiile Tn care membrii de familie se afla intr-un alt stat membru;

I. Responsabilitatile statului membru in care se efectueaza tra-

tamentul
n principiu, in ceea ce priveste responsabilitate, putem spune c& se aplici legislatia, standardele si ori-
entarile de calitate si siguranta ale statului membru in care se efectueaza tratamentul, insa cu luarea in
considerare a prevederilor U.E. in domeniu, inclusiv a conditiilor stipulate Tn Directiva. Indicam in conti-

nuare cele mai importante conditionari:

Constituirea sistemului si a standardelor privind informatiile ce trebuie furnizate si conditiile ce
trebuie indeplinite:
a) Constituirea si functionarea punctelor nationale de contact (PNC):
o Publicarea datelor de contact si a denumirilor acestora;
o PNC —urile furnizeaza pacientilor, la cerere, datele de contact ale punctelor nationale de
contact din alte state membre;
o Acestea trebuie si se consulte cu:>’
= QOrganizatiile de pacienti
=  Furnizorii de servicii medicale
=  Asiguratorii de sanatate
o Furnizeaza pacientilor din alte state membre urmatoarele categorii de informatii:
= privind furnizorii de servicii medicale
e Incluzdnd dreptul sau restrictiile de a furniza anumite servicii medicale
sau desfasurarea activitatii lor profesionale
= privind standardele si orientarile privind calitatea si siguranta serviciilor medica-
le;
= privind drepturile pacientilor;
= procedurile referitoare la plangeri;
= mecanismele de reparare a daunelor;

56 ¢ . . o v v N v .. . ae o v
In acest sens, Directiva asigura un debuseu pentru cetateni in vederea acordarii serviciilor medicale sau o0 masu-
ra prin intermediul careia statele se pot sprijini reciproc in acest domeniu. De observat faptul ca sentintele Curtii

au fost date in special pentru astfel de cazuri.
> putem deduce c3 obiectul acestor consultiri il reprezintd ansamblul drepturilor si obligatiilor pe care partile le au

in cadrul general al medicinii transfrontaliere.
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= optiunile juridice si administrative disponibile privind solutionarea litigiilor;
= dispozitiile relevante privind supravegherea si evaluarea furnizorilor de servicii
medicale si furnizorii care intra sub incidenta acestor standarde;
= accesibilitatea spitalelor pentru persoanele cu handicap.
b) Informatiile pe care trebuie sa le ofere furnizorii de servicii medicale:>
a. Informatii pertinente pentru a ajuta pacientii individuali sa ia o decizie Tn cunostinta
de cauza, incluzand:
= Optiunile de tratament;
= Disponibilitatea, calitatea si siguranta asistentei medicale pe care o furni-
zeaza;
= Facturi clare;
= Informatii clare privind preturile;
= Autorizarea sau inregistrarea;
= Sistemul asigurarilor privind raspunderea profesionala aplicat, vizand:
1. Raspunderea individuala
2. Raspunderea colectiva.

Daca furnizorii de servicii medicale ofera deja pacientilor informatii relevante pe aceasta tema,
Directiva nu obliga furnizorii de servicii medicale sa ofere informatii mai ample. Per a contrario, in situa-
tia in care aceste informatii nu sunt deja oferite, trebuie sa luam in considerare urmatoarele consecinte:

e Statul membru trebuie sa introducad obligativitatea acestora prin intermediul legislatiei ce
transpune prevederile Directivei. Daca el nu procedeaza la aceste modificari legislative paci-
entii afectati in aceste drepturi ale lor sau datorita netranspunerii acestora au o actiune di-
recta impotriva statului, indiferent de tipul furnizorului de servici medicale.

e Furnizorilor publici le sunt aplicabile prevederile Directivei chiar Tn situatia Tn care acestea nu
sunt prevazute n legislatia nationald, datorita calitatii lor de institutii/organizatii/unitati ale
statului.

c) Statul membru trebuie sa se asigure ca:

- exista proceduri transparente pentru depunerea de plangeri;

- existd mecanisme prin intermediul carora pacientii pot solicita repararea daunelor daca acestia

sufera prejudicii;

- exista sisteme de asigurarii de raspundere profesionala (sau echivalent) adecvate naturii si am-

plorii riscului;

- sistemele de gestionare a informatiilor cu caracter personal satisfac standardele europene pri-

vind protectia datelor cu caracter personal;

- pacientii au dreptul la dosarul medical al tratamentului de care au beneficiat si au acces cel pu-

tin la o copie a acestuia;

- este aplicat principiul nediscriminarii in functie de nationalitate fata de toti pacientii proveniti

din statele membre;

- furnizorii de pe teritoriul lor aplica pacientilor din alte state membre:

58 .y e . . .. T . . u . . ~ . .
Indicam aici informatiile pe care furnizorii de servicii medicale trebuie sa le ofere pacientilor in mod direct, in-
formatii care se adauga celor pe care furnizorii trebuie sa le ofere punctelor nationale de contact.
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- aceeasi gama de onorarii precum cele aplicate pacientilor autohtoni daca exista situatii
medicale comparabile;

- cer un pret calculat in conformitate cu criterii obiective si nediscriminatorii daca nu exista
preturi pentru servicii medicale comparabile.

Restrictionarea accesului la serviciile sale medicale
pentru cetatenii din alte state membre

n conditiile in care principiul nediscriminarii cetdtenilor altui stat membru tinde s3 sugereze ac-
cesul egal la serviciile medicale indiferent de statul membru de afiliere si indiferent de statul membru in
care sunt furnizate serviciile medicale, se naste urmatoarea intrebare: Exista limite in ceea ce priveste
libera circulatie a pacientilor? Altfel spus, care este dimensiunea acestei libertati? Este clar ca, in ceea ce
priveste rambursarea costurilor aferente serviciilor medicale de care un cetdtean a beneficiat intr-un alt
stat membru, exista niste limite si ele vor fi tratate cu atentie Tn momentul in care ne ocupam de autori-
zarea prealabila si conditiile conexe. Ramane insa de lamurit daca statul membru in care se face trata-
mentul poate limita accesul la serviciile medicale pentru cetatenii dintr-un alt stat membru si conditiile
in care poate face acest lucru.

Art. 4, alin. 3 paragraful al doilea din Directiva prevede conditiile in care un stat membru poate
ingradi accesul cetatenilor din alt stat membru la serviciile medicale proprii, chiar daca ele sunt cumva
mascate de formula discret evaziva a posibilitdtii statului membru de tratament... de a adopta mdsuri
privind accesul la tratament menite sd indeplineascd responsabilitatea sa fundamentald de a asigura
acces suficient si permanent la asistentd medicald pe teritoriul sdu. Deci, in principiu, un stat membru
poate restrictiona accesul la serviciile sale medicale pentru pacientii din alte state membre, Tnsa numai
in anumite situatii. De formularea si intinderea acestor conditii depinde marimea libertatii pacientilor de
a accesa serviciile medicale dintr-un alt stat membru.

Un stat membru de tratament poate restrictiona accesul la serviciile sale medicale pentru cetatenii din
alte state membre atunci cand acest lucru este justificat de urmdtoarele motive imperative de interes
general:

o cerintele de planificare referitoare la asigurarea unui acces suficient si permanent la o
gamd echilibratd de tratamente de inaltd calitate in statul membru in cauzd;

o dorinta de a controla costurile si de a evita, pe cGt posibil, orice risipd de resurse financi-
are, tehnice si umane;

o dorinta de a adopta mdsuri privind accesul la tratament menite sd indeplineascd respon-
sabilitatea sa fundamentald de a asigura acces suficient si permanent la asistentd medi-
cald pe teritoriul sdu.

Aceste masuri de restrictionare a accesului au urmatoarele limite:
- selimiteazd la ceea ce este necesar si proportional;
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- nu pot constitui un mijloc de discriminare arbitrard;
- sunt facute publice in prealabil.

Statul membru are libertatea sa-si stabileasca propriile preturi, cu conditia sa nu discrimineze paci-
entii din alte state membre.

Statului membru i sunt aplicabile prevederile proprii privind utilizarea limbilor in institutii-
le/organizatiile sale. Totusi, dacd doreste, poate alege s3 furnizeze informatiile si in alte limbi.>

Cateva perspective critice

Sensul libertdtii pacientilor de a accesa serviciile medicale dintr-un alt stat membru

Consideram ca libertatea pacientilor de a accesa serviciile medicale dintr-un alt stat membru are
un statut mai delicat, fiind in buna masura parte a libertdtii de circulatie a pacientilor si depasindu-i tot-
odata, Intrucatva, continutul. Astfel, libertatea pacientilor de a accesa serviciile medicale dintr-un alt stat
membru este parte a libertatii de circulatie a pacientilor in sensul intentionat de Directiva in momentul
in care costurile aferente serviciilor medicale sunt cuprinse intr-unul din mecanismele urmatoare: ram-
bursare, decontare in contextul Directivei sau beneficiaza de mecanismele aferente prevederilor specifi-
ce coordonarii sistemelor sociale. Libertatea pacientilor de a accesa serviciile medicale dintr-un alt stat
excede sensul dat de Directiva liberei circulatii a pacientilor in momentul in care costurile serviciilor me-
dicale sunt suportate de pacient sau prin alte formule decat sistemele de asigurari sociale de sanata-
te/sistemele sociale (incluzand formula asigurarilor private de sanatate). De altfel, in conditiile in care un
pacient nu primeste autorizarea prealabila sau nu o primeste Tn timp util dar acceseaza serviciile medica-
le dintr-un alt stat membru urmand ca ulterior sa incerce rambursarea costurilor prin intermediul in-
stantei, in ipoteza in care va avea castig de cauza, el are pentru un anumit interval un statut incert in
ceea ce priveste situatia sa juridica din perspectiva sensului social al libertatii de circulatie a pacientilor.
Situatia este aplicabila si Tn cazul in care nivelul rambursarii este sub nivelul costurilor serviciilor medica-
le, in ceea ce priveste diferenta de cost suportata de pacient.

Prin intermediul aceste abordari incercam sa sugeram ca limitele in care se efectueaza trata-
mentul, stabilite de statul membru, dau de fapt seama de cea mai importanta limitare a libertatii circula-
tiei pacientilor Tn sensul tare al acesteia, perspectivele sociale ale acestei libertati, chiar daca deosebit de
importante Tn contextul acestei Directive, cazand intr-un plan secundar.

Limitele libertatii unui stat membru de a restrictiona accesul la serviciile medicale pentru cetatenii din
alt stat membru

n principiu, formularea situatiilor in care un stat membru poate introduce restrictii ale libertatii
de accesare a serviciilor medicale este suficient de generald pentru a considera ca aici poate intra
aproape orice. Daca vom corela acest aspect cu faptul ca Directiva nu anticipeaza nasterea unor fluxuri

59 . . . sy o . o e» . P . " . T .

Complianta lingvistica a furnizorilor de servicii medicale va constitui o variabila foarte importanta din perspectiva
fluxului de pacienti. Unitatile sanitare care aplica o strategie de pregatire a personalului in acest domeniu, corelata
cu o selectie strategica a limbilor, ar putea avea un avantaj competitiv.
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mari de pacienti ca urmare a aplicarii prevederilor ei, atunci aceste norme trebuie cu atat mai mult in-
terpretate in sensul unei mari libertati a statelor membre de a introduce restrictii.

n acelasi timp Tnsd considerdm ca trebuie luatd in considerare si influenta altor variabile. Cea
mai importanta contributie o au hotararile Curtii, care vor defini in continuare sensul acestor prevederi
odata cu intrarea lor in vigoare/transpunerea lor in legislatiile statelor membre.

Importanta in acest sens este si decizia politica, in conditiile in care introducerea unor restrictii seve-
re poate afecta libertatea de circulatie a cetatenilor. Analiza efectelor unor astfel de politici trebuie in-
treprinsa n cadrul general al strategiilor privind combaterea declinului demografic, care afecteaza intr-o
masura considerabild Tn special statele occidentale. Daca ne raportam la politicile oficiale si la strategiile
informale, putem constata incurajarea migratiei lucratorilor, pe care o practica o buna parte din statele
occidentale, ea fiind coerenta mai curand cu o politica mai relaxata Tn domeniul conditiilor de acces.
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I

Responsabilitatile statului membru de afiliere

Obligatiile de informare a pacientilor
Obligatiile de informare trebuie privite in contextul ansamblului informatiilor oferite de satele

membre pacientilor conform Directivei, responsabilitatile statului membru de afiliere fiind complemen-

tare cu cele ale statului membru de tratament. Avand Tn vedere faptul ca responsabilitatile statului

membru de tratament le-am discutat Tntr-o sectiune anterioard, completam tabloul general al informati-

ilor ce trebuie oferite pacientilor cu cele oferite de statul membru de afiliere.

Statul membru de afiliere trebuie sa se asigure ca exista mecanisme care sa furnizeze pacientilor, la

cererea acestora, informatii referitoare la asistenta medicala transfrontaliera, in special privitoare la:

- Rambursarea costurilor serviciilor medicale efectuate in alt stat membru:

o

O
O
O

Conditiile de rambursare a costurilor;

Procedurile de evaluare si stabilire a dreptului de rambursare;

Caile de apel in cazul in care pacientii considera ca drepturile nu le-au fost respectate;
Asigurarea informarii diferentiate in ceea ce priveste drepturile la tratament izvorate in
baza Directivei si a celor ce-si au izvorul in alte prevederi;

- Asigurarea monitorizarii medicale a pacientilor tratati in alt stat membru;

- Pacientii care beneficiaza de tratament intr-un alt stat membru au acces la distanta la dosarele

lor medicale sau primesc o copie a acestora.

Rambursarea costurilor serviciilor medicale

Rambursarea costurilor serviciilor medicale de care un cetdatean a beneficiat intr-un alt stat

membru constituie cea mai importanta obligatie a statelor membre de afiliere, de situatia acesteia de-

pinzand libera circulatie a pacientilor, in sensul social avut in vedere de Directiva.

Rambursarea costurilor medicale este guvernata de cateva reguli:

- Rambursarea presupune faptul ca un pacient care se trateaza intr-un alt stat membru isi suporta

mai Tntai costurile serviciilor medicale si apoi solicita rambursarea acestora in statul membru de

afiliere.

- Rambursarea se face la nivelul la care pacientul are dreptul in statul membru de afiliere si doar

pentru serviciile medicale la care acesta are dreptul in cadrul propriului sistem social de sanata-

te/sistem de asigurari sociale de sanatate.

- Pentru o buna parte din cazuri rambursarea este conditionatd de obtinerea unei autorizatii

prealabile pentru a efectua tratamentul in alt stat membru, autorizatie data de statul membru

de afiliere.

- Rambursarea se poate face cel mult pana la nivelul costurilor efective ale serviciilor medicale.

Deoarece rambursarea sumelor aferente tratamentului in alt stat membru al U.E. se face la nivelul

costurilor din tara de origine, avantajul financiar rezultat din diferenta de costuri poate deveni un scop,

determinand dezvoltarea unor actiuni specifice. n acest sens sunt posibile dou3 situatii:
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a. Nivelul de decontare al serviciilor medicale din statul membru de afiliere este mai mic de-
cat cel din statul in care pacientul s-a tratat — pacientul suporta diferenta de pret;

b. Nivelul de decontare al serviciilor medicale din statul membru de afiliere este mai are de-
cat cel din statul in care pacientul s-a tratat — statul membru de afiliere ramburseaza costuri-
le medicale la nivelul la care acestea au fost facturate, adica la un nivel mai mic decat I-ar
costa acelasi tratament efectuat de propriul sistem de sanatate. Aceasta varianta este evi-
dent avantajoasa pentru statul membru de afiliere, acesta putand dezvolta o politica orien-
tata catre ,,exportul de pacienti” ce poate merge pana la eliminarea autorizarii prealabile si
chiar pana la stimularea migratiei propriilor pacienti.®

Autorizarea prealabila

Deoarece autorizarea prealabild reprezinta cea mai importanta institutie prevazuta de Directiva

raportat la libertatea de circulatie a pacientilor, ea definind cea mai importanta limita, respectiv cea sta-

bilita de statul membru de afiliere, abordam problema acesteia intr-o maniera mai ampla.

Hotararile Curtii in domeniul autorizarii prealabile

Directiva invoca, intr-o forma rezumativa, hotararile Curtii in favoarea introducerii autorizarii prea-

labile, acestea indicand fundamentele dreptului statelor de a decide in acest sens. Redam in continuare

textul asa cum este prezentat el Tn Directiva, subliniind aspectele pe care le consideram deosebit de re-

levante:

(40) In conformitate cu jurisprudenta constantd a Curtii de Justitie, statele membre pot supune
unei autorizdri prealabile suportarea costurilor de cdtre sistemul national pentru asistenta spi-
taliceascd acordatd in alt stat membru. Curtea de Justitie a hotdrdt cd aceastd cerintd este atdt
necesard, cdt si rezonabild, intrucdt numdrul spitalelor, distribuirea geograficd si modul de or-
ganizare al acestora, echipamentele cu care sunt dotate si chiar natura serviciilor medicale pe
care sunt In mdsurd sd le ofere reprezintd aspecte pentru care trebuie sd fie posibild o planifi-
care, in general conceputd pentru a satisface diferite nevoi. Curtea de Justitie a hotdrdt cd o
astfel de planificare incearcd sd asigure existenta unui acces suficient si permanent la o gama
echilibratd de tratamente spitalicesti de inaltd calitate in statul membru vizat. In plus, aceas-

60
Se nas
Pentru a
a)

b)

te intrebarea daca o astfel de atitudine poate dduna statului/statelor in care se efectueaza tratamentul?
raspunde la aceasta intrebare consideram ca trebuie sa operam cu doua ipoteze diferite:

Costurile cu serviciile medicale mai mici din alt stat membru sunt determinate de eficienta deosebita a sis-
temului si/sau de costurile mai mici cu forta de munca — statul in care se efectueaza tratamentul nu inre-
gistreaza pierderi;

Costurile cu serviciile medicale mai mici din alt stat membru sunt artificiale, determinate fie de o subesti-
mare a costurilor (care se deconteaza in final pe seama furnizorilor de servicii medicale, a pacientilor etc.)
fie de forme diverse de subventionare a costurilor — statul in care se efectueaza tratamentul are de pier-
dut.
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ta vine in intdmpinarea dorintei de a controla costurile si a preveni, pe cdt posibil, orice risipa
de resurse financiare, tehnice si umane. Potrivit Curtii de Justitie, o astfel de risipd ar crea pre-
judicii cu atGt mai mari, fiind in general recunoscut cd sectorul asistentei spitalicesti genereazd
costuri considerabile si cd acesta trebuie sd satisfacd nevoi in crestere, in timp ce resursele fi-
nanciare puse la dispozitie pentru asistenta medicald nu sunt nelimitate, oricare ar fi modul de
finantare aplicat.(s.n.)

Reluand intr-o forma sintetica, putem constata ca:
- introducerea autorizarii prealabile este o posibilitate a statelor membre (per a contrario,
ar insemna ca nu este o obligatia a acestora);
- autorizarea prealabild este o cerinta necesara si rezonabilad (ceea ce anuleaza caracterul
de posibilitate, transformand autorizarea prealabild intr-un instrument necesar®?);
- necesitatea autorizarii prealabile este fundamentata in special:
o pe nevoia de planificare a sistemelor de sanatate;
o pe necesitatea de a controla costurile;
o pe nevoia de a preveni in limitele posibilului risipa de resurse financiare, tehnice
si umane.®
- nevoia de planificare este bazata pe necesitatea ca sistemele de sanatate sa asigure un
acces suficient si permanent la o gama echilibrata de tratamente spitalicesti de Tnalta
calitate in statul membru vizat;*

n acelasi timp insa (44) In conformitate cu jurisprudenta constantd a Curtii de Justitie criteriile
pentru acordarea sau refuzul autorizdrii prealabile ar trebui sé se limiteze la ceea ce este necesar si pro-
portional din perspectiva acestor motive imperative de interes general.

Din perspectiva jurisprudentei Curtii de Justitie a Uniunii Europene, in principiu, autorizarea pre-
alabild nu ar trebuie sa impiedice acordarea in alt stat a serviciilor medicale de care pacientul ar fi bene-
ficiat oricum in statul membru de afiliere. Referindu-se la acest aspect in fundamentarea prevederilor
sale Directiva mentioneaza: ,,suportarea de cdtre sistemul obligatoriu de securitate sociald sau de cdtre
sistemul national de sdndtate a costurilor asistentei medicale acordate Tn alt stat membru sub rezerva
unei autorizdri prealabile constituie o limitare a liberei circulatii a serviciilor. Prin urmare, ca requld gene-
rald, statul membru de dfiliere nu ar trebui sd supund autorizdrii prealabile suportarea costurilor asisten-

®1 Directiva are un aspect de ambiguitate Tn mai multe parti ale sale, parand a contine numeroase prevederi con-
tradictorii. in ceea ce priveste caracterul autorizérii prealabile raportat la statele membre, respectiv balansul intre
posibilitate si necesitate, prevederile Directivei tind sa acopere o gama foarte larga de interese, fara insa a le putea
satisface intru totul. Raportat la textul citat, Directiva ia Tn considerare hotararile Curtii, reludnd unele sentinte cu
un caracter contrar. Unii autori sugereaza ca acest comportament la Curtii, respectiv revenirea la unele din hotara-
rile anterioare, da seama de faptul ca sistemul juridic al U.E., generat in special de caracterul obligatoriu al hotara-
rilor Curtii care tinde sa creeze uneori drept, nu are intru totul caracterul dreptului anglo-saxon, revenirea la decizi-
ile anterioare indicand Tn acest caz apropierea de sistemul juridic franco-german.

%2 Toate acestea constituie argumente ce fundamenteazi introducerea autorizirii prealabile, precum si criteriile
necesare impreuna cu procedura de solutionare a cererilor pe aceasta tema.

% Altfel spus, autorizarea prealabil3 protejeazi interesele cetitenilor-pacienti care doresc si se trateze in statul
membru de afiliere, avand in acest caz rolul de a contribui la mentinerea propriului sistem de sanatate.
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tei medicale acordate in alt stat membru in conditiile in care costurile asistentei respective ar fi fost su-
portate de cdatre sistemul sdu obligatoriu de securitate sociald sau de sistemul national de sdndtate, in
cazul in care aceasta ar fi fost acordatd pe teritoriul propriu.” (38) Dupa cum se poate observa, din mo-
mentul in care statul/sistemul de asigurari sociale ar deconta/rambursa/plati oricum, la acelasi cost, ser-
viciile medicale, rambursarea acestora in cazul in care sunt acordate in strainatate nu modifica situatia
din perspectiva costurilor aferente. Aceasta evaluare are caracterul de principiu fundamental in arhitec-
tura Directivei, stabilindu-i cadrul general de aplicare. Ceea ce inseamna ca autorizarea prealabild are
mai curand caracterul de exceptie, situatiile in care este aplicabila trebuind sa fie clar delimitate.

Precizarile directivei

Textul directivei indica faptul ca trebuie sa ramana la latitudinea statelor membre sa decida da-
ca este necesara introducerea unui sistem de autorizare prealabila. Statele care decid introducerea au-
torizarii prealabile trebuie sa faca urmatoarele demersuri:

- sdcreeze o intreaga procedura (sau sistem) in cadrul careia/caruia:
- saidentifice asistenta medicala care necesita autorizare prealabila in contextul sistemu-
lui propriu,
o Tn conformitate cu criteriile definite de directiva;
o avand in vedere jurisprudenta Curtii de Justitie.
- sa puna la dispozitia publicului, anticipat, informatiile cu privire la asistenta medicala ca-
re necesitd autorizare prealabila.

Tn principiu, conditiile in care cetdteanul poate beneficia de asistentd medicald in statul membru
de afiliere sunt aplicabile si in ceea ce priveste dreptul acestuia de a se trata intr-un alt stat membru.
Astfel, pot exista conditii generale, criterii de eligibilitate si formalitati de reglementare si administrative
privind primirea de asistentd medicala si rambursarea costurilor asistentei medicale. Directiva da cateva
exemple de astfel de conditii:

- cerinta de a consulta un medic generalist Thainte de a consulta un specialist sau Thainte
de a beneficia de asistent spitaliceasca;®

* se pune problema ce se intampla in situatia Tn care statul membru in care se efectueaza tratamentul nu are
aceste conditii? in principiu, o astfel de situatie pare a fi exclusa de cadrul juridic creat de prezenta Directiva, ea
avand ca subiect libera circulatie a pacientilor (de fapt, libera circulatie a serviciilor, ce are in acest caz un impact
semnificativ asupra circulatiei pacientilor). Altfel spus, pentru a putea fi accesat cadrul juridic al prezentei directive
(evident, in special via prevederilor din legislatia nationala care transpun stipulatiile acestei directive) un cetatean
trebuie sa aiba calitatea de pacient, ceea ce inseamna ca trebuie sa fie mai intai diagnosticat. Avand in vedere
aceasta ipoteza/conditie pare rezonabil sa consideram c3, in principiu, diagnosticarea se face (ori cel putin este
declansata) in statul de origine (statul membru de afiliere). Or, stabilirii diagnosticului ii sunt aplicabile procedurile
si traseele administrative nationale. Ceea ce are drept rezultat faptul ca un cetatean nu poate accesa, spre exem-
plu, in mod direct serviciile medicale dintr-un alt stat, depdsind toate filtrele/conditionarile administrative anteri-
oare. Deoarece procedura autorizarii prealabile necesita in mod obligatoriu existenta unui diagnostic, deci dovedi-
rea calitatii de pacient, problema se pune in special pentru tratamentele care exced procedura autorizarii prealabi-
le, adica cele pentru care autorizarea prealabild nu este necesara. Daca ne gandim, spre exemplu, la prescrierea
ochelarilor, este evident faptul ca aceasta trebuie facuta in cadrul administrativ national (recomandare de la medi-
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- o evaluare de catre un cadru medical sau un administrator de servicii medicale care fur-
nizeaza servicii sistemului obligatoriu de securitate socialda cum ar fi medicul generalist
sau medicul primar la care pacientul este inregistrat;

Limitele acestor conditii impuse pentru accesarea sistemului social de sanatate sunt date de ma-
sura n care respectivele conditii sunt:
- necesare;
- proportionale cu obiectivul urmdrit;
- nuau un caracter discretionar sau discriminatoriu.
Pentru exemplele date evaluarea trebuie introdusa doar daca acest lucru este necesar pentru
determinarea dreptului individual al pacientului la asistentda medicala.

Aceste limite se aplicd, simultan, la accesarea serviciilor medicale furnizate in cadrul sistemelor
nationale publice/sociale de sdnatate si la accesarea serviciilor medicale dintr-un alt stat membru. Sunt
deosebit de importante doua constatari:

- obiectivele Directivei pot fi atinse doar in conditiile in care sistemele nationale socia-
le/publice de sanatate respectd anumite criterii. Ceea ce inseamna ca prevederile Direc-
tivei creeaza inclusiv unele reguli de functionare pentru sistemele nationale de sanatate.

- Conditiile de accesare a serviciilor medicale dintr-un alt stat si limitele acestora au in ve-

” s
|

dere conditiile din statul membru de afiliere, ,ponderate” insa de limitele stabilite prin

Directiva.

Avand in vedere atat conditionarile cat si limitarile, consideram necesare doua demersuri in mo-
mentul transpunerii prevederilor Directivei in legislatia nationala:
a) Introducerea unei proceduri nationale de stabilire a conditiilor de acces la serviciile medicale ca-
re sa includa:
- mecanismele de stabilire a conditiilor necesare;®
- asigurarea proportionalitatii dintre restrictii si obiectivul urmarit (ceea ce inseamna ca
pentru fiecare restrictie trebuie indicat obiectivul care-i corespunde);
- crearea criteriilor clare de decizie si a unor instante ierarhice de decizie si solutionare a
contestatiilor (pentru a elimina riscul comportamentului discretionar);
- evitarea situatiilor de discriminare.
b) Preluarea procedurii nationale ca parte a procedurii autorizarii prealabile pentru cererile de ser-
vicii medicale acordate Tntr-un alt stat membru.

Pentru accesarea serviciilor medicale nationale si a celor dintr-un alt stat membru este necesara
stabilirea unor criterii pe baza carora trebuie luata deciziile pentru fiecare din pacienti. Criteriile utilizate
trebuie:

- sd fie aplicate in mod obiectiv, transparent si nediscriminatoriu;

cul de familie, consult la un specialist din cadrul sistemului de asigurarii sociale) pentru ca pacientul sa poata bene-
ficia de rambursare costurilor.
65 ¢ . o ges . .

In cea mai mare parte este vorba de restrictii determinate de finantare.
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- sd fie cunoscute in prealabil;

- sdse bazeze in primul rnd pe circumstantele medicale;

- sd nu impund sarcini suplimentare pacientilor care doresc sd beneficieze de asistentd
medicald intr-un alt stat membru in comparatie cu pacientii tratati in statul membru de
afiliere al acestora;®®

- deciziile sd fie luate cu celeritate.

Asa cum aminteam, faptul ca Directiva se refera simultan la sistemele nationale de sanatate si la
conditiile ce trebuie indeplinite pentru libera circulatie a pacientilor/serviciilor medicale, creeaza un
anumit set de obligatii pentru sistemele nationale de sanatate pe care si Romania este tinuta sa le res-
pecte prin introducerea unor prevederi legale specifice. Altfel spus, conformitatea la prevederile directi-
vei include crearea unui anumit cadru juridic aplicabil serviciilor medicale acordate in sistemul public/de
asigurari sociale de sanatate din Romania, in opinia noastra el trebuind sa se situeze in primele obiective
ale reformei sistemului de sanatate. Putem considera ca Directiva prezuma faptul ca absenta criteriilor
de acces la serviciile medicale publice/sociale nationale si faptul ca aceste criterii, in masura in care exis-
ta, nu respecta conditiile enuntate, constituie o Tngradire a libertatii de acordarea a serviciilor medica-
le/de circulatie a pacientilor. Altfel spus, conformitatea la prevederile Directivei presupune citeva modi-
ficari structurale esentiale pentru sistemul sanitar romanesc.®’

Fata de aceste criterii aplicabile la nivel national, statele membre sunt libere sa introduca si cri-
terii si conditii suplimentare pentru autorizarea prealabila in cazul pacientilor care doresc sa beneficieze
de asistenta medicalad Tn statul membru de afiliere al acestora. Acestea insa trebuie sa respecte si ele
conditiile amintite anterior, la care se adauga, dupa cum vom vedea, alte restrictii. Altfel spus, statul
membru de afiliere poate restrictiona accesul propriilor cetateni la serviciile medicale dintr-un alt stat
membru, Tnsa numai in anumite conditii bine precizate si indeplinind, suplimentar, obligatia ca accesul la
serviciile medicale sociale/publice nationale sa indeplineasca la randul sau aceste conditii. Ceea ce in-
seamna ca intelegerea autorizarii prealabile ca institutie juridica depinde intr-un mod decisiv de stabili-
rea conditiilor in care aceasta poate fi utilizata si introducerea lor in cadrul normativ national.

Avand in vedere faptul ca sunt obstacolele in calea liberei circulatii a serviciilor medicale, criterii-
le aferente acordarii autorizarii prealabile ar trebui sa fie justificate din perspectiva motivelor imperative
de interes general, cum ar fi:

- cerintele de planificare referitoare la asigurarea unui acces suficient si permanent la o
gama echilibrata de tratamente de Tnalta calitate in statul membru in cauz3;

- dorinta de a controla costurile si de a evita, pe cat posibil, orice risipa de resurse financi-
are, tehnice si umane.

% De intelesul pe care Curtea il va da acestei propozitii depinde intr-o misurd considerabil3 libera circulatie a paci-
entilor.

® Observatiile noastre se bazeazi atat pe constatarea putinitatii unor astfel de criterii cit si prezumtia nerespec-
tarii conditiilor enuntate n cazul criteriilor existente, in sistemul sanitar romanesc. Analiza fiecarui criteriu poate
releva o multitudine de cazuri (unele din ele de notorietate) in care aceste conditii nu sunt respectate.
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n acest sens trebuie luate in considerare exemplele de motive indicate de Curtea de Justitie:
- riscul de a submina Tn mod grav echilibrul financiar al unui sistem de securitate social3g;
- obiectivul mentinerii din motive de sanatate publica a unor servicii medicale si spitali-
cesti echilibrate deschise tuturor;
- obiectivul mentinerii capacitatii de tratament sau a competentei medicale pe teritoriul
national, esentiale pentru sanatatea publica si chiar pentru supravietuirea populatiei;
- principiul general al asigurarii sigurantei pacientului.

Avand in vedere cd impactul asupra sistemelor nationale de sdndtate cauzat de mobilitatea pa-
cientilor ar putea varia intre statele membre sau intre regiunile dintr-un stat membru, in functie de fac-
tori cum ar fi pozitia geograficd, barierele lingvistice, localizarea spitalelor in regiuni de frontierd sau ma-
rimea populatiei si a bugetului destinat asistentei medicale,(44) rdmane la latitudinea statelor membre
stabilirea unor criterii pentru refuzul autorizdrii prealabile care sa fie necesare si proportionale in contex-
tul specific respectiv, tindnd seama si de asistenta medicald care intrd sub incidenta sistemului de autori-
zare prealabild, deoarece anumite tratamente cu un caracter foarte specializat vor fi mai usor afectate
decdt altele, chiar si de un flux limitat de pacienti. Libertatea statelor membre de a stabili criterii include
posibilitatea ca acestea sa fie diferentiate raportat la diferitele regiuni, judete sau alte forme de organi-
zarea administrativa relevante din punctul de vedere al organizarii sistemului sanitar si chiar din cel al
posibilitatii de a furniza anumite tratamente. Este evidenta necesitatea unei proceduri speciale, care sa
tind cont de mai multe aspecte. Consideram ca sarcina probei existentei situatiilor care justifica refuzul
acordarii autorizatiei prealabile revine statului, cetateanul neputand fi obligat sa demonstreze lipsa in-
fluentelor de acest gen.

Alte conditii pe care trebuie sa le indeplineasca autorizarea prealabila si mecanismele adiacen-
te, inclusiv rambursarea costurilor:
- pacientii sa beneficieze de garantii de obiectivitate, nediscriminare si transparenta;
- deciziile:
o trebuie luate Tn timp util, rezonabil
o trebuie saiain considerare:
= principiile generale;
= circumstantele fiecarui caz in parte;
o trebuie luate intr-un termen scurt, daca o impune caracterul urgent al trata-
mentului.

Tn situatiile Tn care statul membru de resedint refuzd autorizarea prealabild pe motivul impac-
tului financiar, consideram ca acest gest are doua consecinte:
- Statului 1i revine sarcina probei;
- Se pune problema modalitatii in care drepturile cetatenilor sunt respectate avand in vedere
ca:
o Cetateanul trebuie sa aiba acces la un serviciu inclus n listd/garantat in functie de
nevoile sale;
o Cetateanului nu-i sunt opozabile disfunctionalitatile sistemului sau strategiile de
imagine de tipul dreptului la un pachet de servicii medicale care nu poate fi asigurat

in mod practic.
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Decontarea/rambursarea costurilor in situatia introducerii autorizarii prealabile

Daca regula in materie de rambursare a costurilor serviciilor medicale transfrontaliere o repre-
zinta raportarea la costul serviciului medical din statul membru de afiliere, in cazul existentei autorizarii
prealabile se adauga cateva prevederi suplimentare.

- Se mentine regula generala: costurile trebuie sa fie rambursate de cdtre statul membru
de afiliere pdnd la nivelul costurilor care ar fi fost acoperite in cazul in care aceeasi asis-
tentd medicald ar fi fost acordatd in statul membru de dfiliere, fard a se depdsi costurile
efective ale asistentei medicale primite. (46)

- Insituatiile in care reglementarile U.E. privind coordonarea sistemelor sociale sunt apli-
cabile, autorizarea prealabila trebuie acordata iar decontarea se face la nivelul costurilor
sau conform Tntelegerii dintre state. Exceptie face situatia in care pacientul opteaza pen-
tru cadrul creat de Directiva nr. 24/2011, renuntand astfel la prevederi mai favorabile.®®

- In situatia in care statul refuzé acordarea autorizatiei prealabile in prim3 instants, paci-
entul urmeaza totusi tratamentul intr-un alt stat membru iar cererea de autorizare este
aprobatd in urma unei reexaminari administrative® sau judiciare a cererii, rambursarea
costurilor medicale se face la nivelul de cost al acestora.”

Directiva sugereaza posibilitatea combinarii rambursarii cheltuielilor pentru serviciile de sanata-
te cu cele legate de diferite aspecte sociale, Tn special Tn cazul costurilor suplimentare suportate de o
persoana cu handicap. De altfel, problematica specificad acestor cazuri este una mult mai complicata, Tn
fapt fiind incidente si prevederile privind egalitatea de sanse si combaterea discriminarii.”*

Limitele autorizarii prealabile

Dupa cum am putut observa, institutia autorizarii prealabile este una generatoare de limite in
calea liberei circulatii a pacientilor. Daca puterea de decizie a statelor membre in acest domeniu ar fi
nelimitatd atunci nu s-ar mai putea vorbi de libera circulatie a pacientilor, dreptul de circulatie fiind mai
curand unul conjunctural. De altfel, trebuie sa ne amintim faptul ca Directiva a luat nastere in special in
urma mai multor hotarari ale Curtii care au recunoscut dreptul cetatenilor dintr-un stat membru la ram-

68 Institutiile statului sunt obligate sa informeze pacientul despre aceasta situatie.

6 Retinem astfel necesitatea unei institutii ierarhic superioare, careia i se poate adresa plangerea impotriva decizi-
ei de respingere a autorizarii prealabile data de institutia din prima linie. Ceea ce Tnseamna ca sunt aplicabile pro-
cedurile specifice contenciosului administrativ.

’® Reddm formula din Directivi, pct. 46, ultima frazd din fundamentare: Astfel se respectd jurisprudenta Curtii de
Justitie, care a precizat cd pacientii cdrora li s-a refuzat autorizarea prealabild pe baza unor motive care s-au dove-
dit ulterior nefondate au dreptul la rambursarea integrald a costului tratamentului obtinut intr-un alt stat membru,
conform dispozitiilor legislatiei statului membru in care se efectueazd tratamentul.

1 Estim3m c3 odat3 cu intrarea in vigoare a Directivei se va dezvolta si o intreag3 cazuistici pe aceast3 tema.
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bursarea costurilor serviciilor medicale efectuate in alt stat, in anumite conditii specifice.”* Criteriile pen-
tru acordarea sau refuzul autorizarii prealabile ar trebui sa se limiteze la ceea ce este necesar si propor-
tional din perspectiva motivelor imperative de interes general.

Situatia este foarte complexa. Spre exemplu, in ceea ce priveste calitatea serviciilor medicale, di-
ferentele de la un stat la altul (care pot fi semnificative, dacad tinem cont de faptul ca nivelul de finantare
al sistemului este o variabila importanta pentru calitatea serviciilor medicale) pot influenta acestea con-
ditiile de acordare a autorizarii prealabile? Tn acest context se ivesc cateva intrebdri: Care este raportul
dintre interesele generale ce pot fi invocate de cdtre un stat membru pentru a interzice autorizarea pre-
alabila si interesul direct al pacientilor privind propria sandtate? Pot fi opuse interesele de ordin general
celor personale, ale unor pacienti care pot fi uneori sa se afle Tn situatii ce le pun viata in pericol? Este
necesara crearea unor standarde europene in domeniu? Diferentele mari de la un stat la altul pot fi
abordate din perspectiva nerespectarii drepturilor omului?

Analiza limitelor libertatii statului de a recurge la autorizarea prealabila trebuie sa porneasca de
la reamintirea a doua din obiectivele fundamentale ale Directivei:

e de a permite libertatea de a furniza servicii medicale pentru pacienti,
e inldaturarea obstacolelor nejustificate din calea acestei libertdti fundamentale in cadrul
statului membru de dfiliere al pacientului.

Dupa cum se poate lesne observa, ambele obiectiva exprima limite ale autorizarii prealabile,
primul facand trimitere la scopul concret al Directivei, respectiv de a permite libertatea de a furniza
servicii medicale pentru pacienti, ce poate fi inteleasa si sub forma liberii circulatii a pacientilor, iar cel
de-al doilea indicand faptul ca autorizarea prealabild poate lua in considerare doar motive justificate,
fiecare motiv de respingere fiind un obstacol in calea libertatii de a furniza servicii medicale. Aceasta a
doua parte arata faptul ca motivele de refuz a autorizarii prealabile trebuie sa fie suficient de puternice
pentru justifica limitarea acestei libertati fundamentale.

Tn principiu, punctul de referintd pentru serviciile de care un cetitean poate beneficia intr-un alt
stat 1l constituie nivelul prestatiilor la care are dreptul pacientul in tara sa/statul membru de afiliere.
Cum acest lucru este mai greu de pus in practica in conditiile unor diferente semnificative intre metode-
le de tratament, Directiva ia in considerare si cazurile limitd. In acest sens ea opereazé cu doud concepte
esentiale, prestatiile medicale si tipurile sau metodele de tratament, fara ca acestea sa beneficieze de o
definitie explicita. Chiar daca stabilirea dreptului pacientului la prestatiile medicale intr-un alt stat por-
neste de la un nivel minim reprezentat de nivelul prestatiilor din tara de origine/statul membru de afili-
ere, Directiva admite posibilitatea unor diferente de tratament care, in principiu, ar trebui ,omologate”.
Acest proces de ,omologare” trebuie sa faca subiectul autorizarii prealabile; motiv pentru care conside-
ram ca procedura de autorizare prealabila trebuie sa includa si criterii de analiza si mecanisme procedu-
rale specifice acestei ,omologari”.

72 . . . " v v op:
Din acest punct de vedere Directiva este un exemplu de actiune cetateneasca ce are drept rezultat modificarea
legislatiei.
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De asemenea, cadrul legal specific autorizarii prealabile trebuie sa introduca precizari si in ceea
ce priveste includerea sau nu a posibilitatii de a rambursa costurile serviciilor medicale dincolo de limite-
le la care acestea sunt decontate in Romania. Aceste prevederi sunt foarte importante daca ludam in con-
siderare situatia in care autorizarea prealabila este solicitatd pentru servicii medicale care nu pot fi acor-
date in tar3,” deoarece in aceste situatii este vorba de o limitare a dreptului pacientului la tratament
medical de catre modul in care este gestionat sistemul de sanatate. Discutiile devin si mai complicate
dacd incercam sa stabilim un nivel de raportare, un standard al serviciilor medicale/tratamentelor ce ar
trebui acordate pentru diferitele afectiuni.”* Putem spune in acest sens c& Directiva instituie un drept al
cetdteanului la cel mai bun tratament din Uniune? Tn definitiv, esenta dreptului la circulatie al pacienti-
lor aduce inevitabil in discutie problema motivelor pentru care pacientii ar apela la servicii medicale intr-
un alt stat, pe primul loc situandu-se intentia de a beneficia de cel mai bun tratament posibil ca principal
motiv.”® Asta ar insemna c3 putem considera performanta si eficienta tratamentului drept un standard
din punctul de vedere al Directivei.

Refuzul de a acorda autorizare prealabild nu poate sa se bazeze pe motivul ca pe teritoriul nati-
onal exista liste de asteptare menite sa permita planificarea si gestionarea acordarii de asistenta spitali-
ceasca, pe baza unor prioritati clinice generale prestabilite, fara a efectua o evaluare medicala obiectiva.

Tn situatia in care statul membru decide s3 aplice criterii diferentiate la nivel regional sau al altei
forme de organizare administrativa ori medicald este obligat sa creeze un sistem transparent si usor ac-
cesibil, iar criteriile sunt in prealabil puse la dispozitia publicului. (44)

Tn principiu, in situatia in care un pacient ce are dreptul la asistentd medicald nu poate beneficia
de serviciile medicale necesare intr-un termen justificat din punct de vedere medical, statul membru ar
trebui sa fie obligat sa acorde autorizatia prealabila. Dupa cum putem observa, conceptul cheie il repre-
zinta termenul justificat din punct de vedere medical, el dand seama de una din modalitatile negative de
indreptatire a pacientului la tratamentul Tn al stat membru, motivata de riscurile pe care le reprezinta
intarzierea tratamentului medical. Este evident faptul ca acest concept va necesita un travaliu juridico-
administrativ atent, inclusiv prin prevederea termenelor de tratament justificate din punct de vedere

73 Aceast3 ipoteza ridica in mod evident problema conditiilor in care cetatenii pot primi autorizarea prealabild. Do-
ua situatii diferite pot fi sesizate aici: serviciile medicale care nu pot fi acordate in Romania datorita lipsei specialis-
tilor si solicitarea pacientului determinata de diferentele de calitate intre serviciile medicale sau de alte criterii.

’* ici legiuitorul roman se afl3 intr-o adevirati dilem3 in ceea ce priveste modalitate de definire a prestatiilor la
care cetatenii au dreptul. Daca definirea se face pe tipuri de afectiuni ce beneficiaza de tratament se pune in mod
evident problema unor tratamente mai eficiente in alte state. Daca definirea se face pe tipuri de tratament respec-
tiv proceduri terapeutice se pune problema unor excluderi inadecvate. Avand in vedere diferenta pe care Directiva
o face intre prestatii si metodele de tratament, consideram ca definirea pachetului de baza ar trebui facuta pe ti-
puri de afectiuni.

7> Evident, se adaug3 atat motivele ce tin de tehnicile terapeutice (durere, durati de vindecare, sechele etc.) cat si
motive personale (apropierea de familie, confort etc.).
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medical in ghidurile de practica medicala si in alte documente de acest tip. Aceasta prevedere este cu
atat mai importantd cu cat disfunctionalititile unui sistem medical sunt mai mari.”®

Pentru stabilirea Intinderii autorizatie prealabile sunt deosebit de relevante hotararile Curtii Tn
ceea ce priveste limitele autorizarii prealabile. Spre exemplu, in cauza C 157/99 Geraets-Smits si
Peerbooms (2011) Curtea a stabilit ca autorizarea prealabild ar putea fi justificata de considerente ce tin
de stabilitatea sistemului social national, Tnsa refuzul autorizarii nu poate fi unul arbitrar, ci trebuie sa
fie conditionat de existenta unui tratament cu aceleasi rezultate si in timp util din punct de vedere me-
dical in tara de origine.

7 Mai ales in conditiile Tn care disfunctionalitatile tind sa afecteze sanatatea pacientilor prin faptul ca serviciile
medicale nu-i pot fi acordate in termenele justificate din punct de vedere medical. In acelasi timp ins3, ne retin
atentia o serie intreaga de excluderi, respectiv:

- tot ceea ce nu se incadreaza in termenul justificat din punct de vedere medical;

- situatiile Tn care asistenta transfrontaliera poate expune pacientul sau publicul larg la un risc care preva-
leazd asupra interesului pacientului de a beneficia de asistenta medicald transfrontalierd dorita. Intinderea efecte-
lor depinde de intelesul pe care-l capata riscul in acest caz.
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Alte prevederi ale Directivei

Statele membre sunt obligate la asistenta reciproca si cooperare cel putin in ceea ce prives-
te:

Punerea in aplicare a prevederilor Directivei;

Standardele si orientdrile privind calitatea si siguranta;’’

Schimbul de informatii privitor la:
o Informatiile obligatorii stabilite de Directiva;
o Dreptul de practica al cadrelor medicale (prin Sistemul de informare al pietii in-
terne - Directiva 49/2008).
- Acordarea asistentei medicale transfrontaliere la nivel regional si local.
Cooperarea poate constitui obiectul unor acorduri, Comisia incurajand statele membre sa le in-
cheie.

Recunoasterea prescriptiilor medicale eliberate intr-un alt stat membru?8

Pentru ca prescriptiile eliberate intr-un stat membru sa fie recunoscute in alt stat membru este
necesar ca:
- Medicamentul sa fie autorizat pentru introducerea pe piata in ambele state;
- Prescriptia sa nu faca obiectului unor restrictii.
Restrictiile privind recunoasterea prescriptiilor individuale pot fi introduse numai cu respectarea
urmatoarelor conditii:
a) Generale:
- Selimiteaza la ceea ce este necesar si proportional pentru protejarea sanatatii umane;
- Sunt nediscriminatorii.
b) Particulare:
- Se bazeaza pe indoieli legitime si justificate legate de urmatoarele caracteristici ale pre-
scriptiei:79
o Autenticitatea
o Continutul
o Claritatea.

7 Acesta este unul din argumentele fundamentale in favoarea constituirii unui grup de lucru la nivelul Comisiei pe
tema armonizarii standardelor de acreditare a unitatilor sanitare.

7% pentru informatiile complete privind procedurile aplicabile a se vedea Directiva 2012/52/UE a Comisiei din 20
decembrie 2012 de stabilire a unor masuri pentru facilitarea recunoasterii prescriptiilor medicale emise in alt stat
membru.

7® Avand in vedere aceste conditii este evidenta necesitatea introducerii prescriptiilor electronice in Romania sau
cel putin trecerea la un format standardizat, ce exclude scrierea manuala (evident, exceptand semnatura). Pentru a
putea verifica indeplinirea acestor conditii este necesara constituirea unei baze de date cu toti profesionistii care
au dreptul la prescriptii medicale (si tipul de prescriptii la care are dreptul fiecare din ei), accesibila la nivelul U.E.
Suplimentar, sistemul informatic trebuie sa permita verificarea fiecarei prescriptii si la emitatorul ei; altfel spus,
fiecare profesionist cu drept de practica medicala si de prescriptie ar trebui sa aiba propria baza de date cu pre-
scriptiile eliberate, accesibila pe canalele informatice specializate la nivelul U.E.
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Recunoasterea prescriptiilor nu anuleaza reglementarile nationale speciale in domeniul anumi-

tor medicamente sau dreptul farmacistului de a refuza, pe temeiuri etice, eliberarea unei prescriptii,

daca el are dreptul legal de refuz.

Prevederile aplicabile prescriptiilor medicale se aplica si dispozitivelor medicale.

Retelele europene de referinta

Comisia sprijin statele membre in vederea dezvoltarii retelelor europene de referinta.

3.%% Acestea

pot fi constituite intre furnizorii de servicii medicale si centrele de expertiza din statele membre, in spe-

cial in domeniul bolilor rare. Criteriile si conditiile specifice pe care trebuie sa le indeplineasca furnizorii

de servicii medicale care doresc sa faca parte din aceste retele vor fi elaborate de Comisei. Directiva

mentioneazd cateva din criteriile si conditiile pe care trebuie s& le indeplineasca retelele de referints:®

dispun de cunostinte si expertizd pentru a diagnostica, monitoriza si gestiona pacientii,
dupd caz, cu rezultate pozitive dovedite;

urmeazd o abordare multidisciplinard;

oferd un nivel ridicat de expertizd si dispun de capacitatea de a elabora orientdri in ma-
terie de bune practici si de a pune in aplicare mdsuri indreptate spre rezultate si contro-
lul calitatii;

contribuie la cercetare;

organizeazd activitdti de educare si formare; si

colaboreazd stréns cu alte centre si retele de expertizd la nivel national si international.®?

Pentru a putea fi organizata o retea de referinta sprijinita de Comisie aceasta trebuie sa asume

cel putin trei din urmatoarele obiective:

sd contribuie la atingerea potentialului cooperdrii europene in materie de asistentd me-
dicald de Tnaltd specializare destinatd pacientilor si sistemelor de asistentd medicald,
prin exploatarea inovatiilor din stiinta medicald si a tehnologiilor din domeniul sandtdtii;

sd contribuie la utilizarea in comun a cunostintelor referitoare la prevenirea imbolndviri-
lor;

sd faciliteze imbundtdtirea diagnosticdrii si furnizdrii de asistentd medicald de naltd cali-
tate, accesibild si eficientd din punct de vedere al costurilor pentru toti pacientii a cdror
situatie medicald necesitd o concentrare deosebitd de expertizd in domenii medicale in
care expertiza este rard;

sd maximizeze utilizarea rentabild a resurselor prin concentrarea acestora acolo unde
sunt necesare;

sd consolideze cercetarea, supravegherea epidemiologicd, cum ar fi intocmirea de regis-
tre, si asigurarea formdrii cadrelor medicale;

80 . T . ar s T " a .
Una din formele de materializare a acestui sprijin o constituie crearea unor linii de finantare in cadrul fondurilor

U.E. specifice acestor activitati.

81 . . o . . . PN . o o o
Pornind de la aceste criterii putem deduce o mare parte din criteriile ce vor trebui indeplinite de furnizorii de

servicii medicale.

8 Art. 12, alin. 4, lit. a) din Directiva.
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- sd faciliteze mobilitatea virtuald sau fizicd a expertizei si dezvoltarea, comunicarea si
rdspdndirea de informatii, cunostinte si bune practici si, in special, sd stimuleze dezvolta-
rea diagnosticdrii si tratamentului bolilor rare, in cadrul si in afara retelelor;

- sdincurajeze elaborarea unor criterii de referintd in materie de calitate si de sigurantd si
sd acorde sprijin pentru dezvoltarea si raspdndirea celor mai bune practici in cadrul si in
exteriorul retelei;

- sd ajute statele membre care au un numdr insuficient de pacienti cu o anumita situatie
medicald sau cdrora le lipseste tehnologia sau expertiza pentru a furniza servicii foarte
specializate de inaltd calitate.”’

Bolile rare

Comisia sprijina cooperarea statelor membre in domeniul dezvoltarii capacitatilor de diagnostic
si tratament a bolilor rare Tn special in urmatoarele directii:
- sporirea gradului de informare a cadrelor medicale in ceea ce priveste instrumentele
existente la nivelul Uniunii, centrata pe:
o asistenta in vederea diagnosticarii corecte a bolilor rare;
= fnspecial prin baza de date Orphanet;
o existenta retelele europene de referinta;
- sporirea gradului de informare a:
= pacientilor;
= cadrelor medicale;
= organismele responsabile de finantarea asistentei medicale.
- privitor la posibilitatile oferite de Regulamentul (CE) nr. 883/2004 de a trimite pentru
diagnostic si tratament 1n statele membre pacientii care sufera de boli rare chiar si pen-
tru diagnosticare si tratamente ce nu sunt disponibile in statul membru de afiliere.®*

Constituirea si functionarea retelei de e-sanatate

Uniunea sprijind constituirea retelei de e-sanatate la nivelul Uniunii. Aceasta are rolul de a co-
necta intre ele autorititile nationale responsabile de e-sanatate desemnate de statele membre.?* Dintre
obiectivele acestei retele amintim:

% Art. 12, alin. 2 din Directiva.

8 Observim aici c3 ceea ce am putea considera drept un blind spot din punctul de vedere al posibilitatilor de dia-
gnosticare ale unui stat intra in sfera de preocupari a Comisiei, existand posibilitatea de a urma proceduri de dia-
gnostic si tratament n alte state. Pentru ca aceste posibilitati sa fie aplicabile consideram necesara introducerea
unor proceduri riguroase de identificare a unor astfel de cazuri care presupun declinarea de competenta a specia-
listilor/furnizorilor de servicii medicale din Romania.

¥ Deducem de aici necesitatea constituirii unei asemenea autorititi pentru Romania, care ar trebui s3 aib3 un ca-
racter strategic, integrand retelele de comunicare existente si contribuind la implementarea unor noi solutii ce tin
de domeniul e-health. Tn mod evident, Comisia incurajeazé aceastd directie de dezvoltare atat la nivelul parteneria-
telor dintre state cét si la nivel national. De altfel, analiza orientarii fondurilor alocate de Comisie pentru sanatate
releva faptul ca un procent semnificativ din acestea sunt destinate proiectelor e-health.
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Elaborarea unei liste de date (neexhaustivad) are urmeaza a fi incluse in fisele electronice
ale pacientilor;

Identificarea metodelor eficiente de a utiliza informatiile medicale.

Sprijinirea statelor membre pentru identificarea, autentificarea si facilitarea transferului
de informatii in cadrul asistentei medicale transfrontaliere.

Aceasta retea ar trebui sa asigure si canalul de transmitere a informatiilor necesare pentru apli-

cabilitatea prevederilor privitoare la medicina transfrontaliera, in lipsa acesteia statele membre fiind

nevoite sa dezvolte acorduri bilaterale prin intermediul carora sa conecteze punctele nationale de in-

formare intre ele. Avand n vedere complexitatea masurile ce trebuie luate pentru a crea sistemul de

informare suport pentru Directiva, consideram ca implementarea acestuia va fi semnificativ intarziata

raportat la data stabilitda pentru intrarea in vigoare a acesteia.

Cooperarea privind evaluarea tehnologiei medicale

Uniunea sprijina constituirea unei retele voluntare intre autoritatile sau organismele nationale

responsabile de evaluarea tehnologiilor in domeniul sanatatii. Aceasta retea trebuie sa functioneze n

principiului bunei guvernante, incluzand urmatoarele criterii de functionare:

Transparenta;

Obiectivitatea;

Independenta;

Avizele expertilor;

Caracterul echitabil al procedurilor;
Consultari adecvate ale partilor interesate.

Sprijinul Uniunii poate fi acordat sub urmatoarele forme:

(a) contributiei la finantarea asistentei tehnice si administrative;

(b) sprijinirii colabordrii dintre statele membre in ceea ce priveste dezvoltarea si comunicarea re-

ciprocd a metodologiilor de evaluare a tehnologiilor medicale, inclusiv evaluarea eficientei relati-

ve;

(c) contributiei la finantarea furnizdrii de informatii stiintifice transferabile destinate utilizdrii in

rapoartele nationale si in studiile de caz comandate de retea;

(d) facilitdrii cooperdrii dintre retea si alte institutii si organisme relevante ale Uniunii;

(e) facilitdrii consultdrii pdrtilor interesate cu privire la activitatea retelei.®®

Obiectivele acestei retele vizeaza:

Evitarea dublei evaluari;

Schimb de informatii Tn timp util in ceea ce priveste eficacitatea relativa si eficienta pe
termen scurt si lung a tehnologilor medicale;

Sprijinirea cooperarii.

8 Art. 15, alin. 3 din Directiv.
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Impactul Directivei nr. 24 /2011

Unul din riscurile majore care ameninta atat procesul de reforma cat si pe cel de adaptare a le-

gislatiei la prezenta Directivi®’

il constituie tentatia lejeritatii si a superficialitatii, deosebit de periculoasa
in contextul unui domeniu de interes pentru Curtea de Justitie a Uniunii Europene.®® Tn acest sens, esti-
mam o coerenta a Curtii cu intentiile initiale, ea putand afecta statele care nu inteleg sau nu reusesc

adecvarea la prevederile Directivei.

Directiva 24/2011 pune o presiune deosebita pe statul roman in special in urmatoarele directii:
e Decontarea serviciilor medicale pentru romanii care se trateaza in strainatate;
e Crearea procedurilor specifice autorizarii prealabile;
e Asigurarea unui standard de calitate a serviciilor medicale;
e Crearea sistemului de informare a pacientilor;
e Existenta unui sistem functional de asigurari de malpraxis/despagubiriin caz de prejudiciu;
e Asigurarea coerentei dintre masurile de reforma si principiile de functionare ale unui sistem
de sanatate enuntate in Directiva.

La o prima analiza putem considera ca, in conditiile unor sisteme de asigurari sociale/asigurari
sociale de sanatate corecte, care platesc serviciile medicale in functie de costurile de piata, vor fi in
avantaj statele care:

= Auun nivel ridicat in ceea ce priveste calitatea serviciilor medicale;

=  Au personalul necesar pentru a acoperi un surplus de pacienti;

=  Auinfrastructura medicala necesara;

=  Importa pacienti” din alte state;

= |nhiba migratia pacientilor din propria tar3;

= Costul investitiilor in sn&tate se regdseste in costul serviciilor medicale.®

Observam astfel ca serviciile de sanatate ar putea deveni cel putin o sursa de ocupare a fortei de
munca, dacd nu chiar una de profit. in acest ultim sens, trebuie luat in considerare si impactul pe orizon-
tala al cresterii cantitatii de servicii medicale furnizate intr-un stat, mai ales in conditiile Tn care calitatea

87 4 A . v v . . . N

In cazul Romaniei am putea spune ca cele doud demersuri sunt de fapt identice in acest moment.
® Trebuie observat faptul ca aceasta Directiva este in buna masura rezultatul unor sentinte ale Curtii de Justitie a
Uniunii Europene, date in interpretarea Tratatului privind Functionarea Uniunii Europene, fapt indicat si in cuprin-
sul acesteia (ex. punctul 6 din Preambul). Functionarea Curtii dupa modelul anglo-saxon (regula precedentului)
face din ea atat un arbitru in stabilirea interpretarilor prezentei Directive cat si un factor de decizie raportat la in-
tregul cadrul juridic al Uniunii si la interesele cetadtenilor. Cum influenta politica asupra Curtii pare sa tinda catre
zero, adaptarile legale si institutionale ale statelor membre la prezenta Directiva trebuie sa tina cont de interpreta-
rile juridice, lasand umorile politice deoparte.
89 . ey,

Cel putin sub forma amortizarilor.
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ridicata a serviciilor medicale este determinata in mare parte si de consumul ridicat de materiale si me-
dicamente sanitare.

Impactul Directivei nr. 24/2011 asupra cetatenilor romani

Dupa cum am precizat, nivelul de referinta in ceea ce priveste rambursarea costurilor serviciilor
medicale de care un cetdatean roman a beneficiat intr-un alt stat este cel din statul membru de origi-
ne/afiliere, respectiv Romania. Consecinta evidenta o constituie punerea cetatenilor romani intr-o situa-
tie de inferioritate fata de cetatenii altor state membre ale U.E. raportat la accesarea serviciilor medicale
transfrontaliere. Ceea ce inseamna ca efectele Directivei sunt in mod clar favorabile cetadtenilor din sta-
tele care aloca sume considerabile pentru sinatate,”® acestia putand accesa fira probleme financiare
orice sistem de sanatate din statele membre ale U.E., in timp ce pacientii din tarile cu alocari timide pen-
tru sanatate (in special tarile sarace) vor fi obligati sa suporte din bugetele personale diferente conside-
rabile de cost. Altfel spus, accesarea serviciilor medicale din alte state ale U.E. devine, in mod paradoxal,
foarte scumpa exact pentru cetatenii saraci. Cum este destul de probabil ca acesti cetateni-pacienti sa
sufere deja Tn propriul stat datorita resurselor insuficiente, putem considera ca Directiva risca din acest
punct de vedere decat sa accentueze inegalitatile economice,’ respectiv segregarea pe criterii de apar-
tenenta nationala.

O variabila esentiala care influenteaza aceasta situatie o constituie nivelul de decontare al servi-
ciilor medicale: cu cat nivelul de decontare este mai apropiat de preturile de piata cu atat costurile su-
portate de cetateanul-pacient care acceseaza servicii medicale dintr-un alt stat sunt mai mici (luand in
considerare pachete de servicii medicale de baza echivalente).

Aceasta variabila este la randul ei influentata de alta doua variabile: costul medicamentelor si al
materialelor sanitare si costul fortei de munca (specialistilor), ambele fiind componentele definitorii ale
costului final al serviciilor medicale. Cum costurile medicamentelor si materialelor sanitare tind sa fie
echivalente,” diferentele esentiale ajung sa fie stabilite de variatiile semnificative in ceea ce priveste
costul fortei de munca, adica de nivelul de salarizare din sectorul sanitar. Din acest punct de vedere, un
cetatean-pacient roman care doreste sa se trateze intr-un alt stat ajunge sa fie dezavantajat de salariile
mult prea mici ale personalului din Romania (comparativ cu cele din statul unde vrea sa se trateze), su-
portand din buzunarul propriu aceasta diferenta de salarizare (respectiv reflectarea ei in costul serviciu-
lui medical).

% Mergand pe ipoteza relatiei direct proportionale intre nivelul finantirii si gradul de acoperire a costului real al
serviciilor medicale.

1 Motiv pentru care credem c3 este esential rolul Curtii in ponderarea acestor tendinte.

%2 Ele ajungand chiar mai mari, in mod paradoxal, tocmai in tirile sirace, datoritd coruptiei si proastei gestiondri a
sistemului.
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Migratia pacientilor

Directiva nu anticipeaza o modificare semnificativa a fluxului de pacienti ca urmare a implemen-
tarii prevederilor ei, estimand ca fiind mai probabila dorinta de accesare a unor tipuri specifice de asis-
tenta medicala intr-un alt stat, cum ar fi:
asistenta medicala foarte specializata;

- asistenta medicala din zonele de frontiera;

- pacientii care au membrii de familie intr-un alt stat membru;”

- pentru a avea acces la o alta metoda de tratament decat cea oferita in statul membru
de afiliere;**

- sentimentul ca vor beneficia in alt stat membru de un nivel mai mare de calitate al ser-
viciilor medicale.

|II

n opinia noastrd ,turismul medical” constituie una din variabilele importante din perspectiva
Directivei nr. 24/2011, el aducand cu sine ,fluxuri naturale” de potentiali pacienti. Reforma sistemului
sanitar poate constitui o modificarea suficient de radicald a contextului intern incat sa determine ivirea

unui factor de tip push sau pull (in functie de orientarea reformei) pentru migratia pacientilor.

Chiar daca nu exista date care sa indice intentii semnificative de a migra din partea pacientilor
din Romania, situatia nu poate fi interpretata ca una definitiva, ea avand o oarecare lipsa de predictibili-
tate. Migratia de amploare din perioada 2002-2008 pe care a cunoscut-o Romania, determinata de fac-
tori contextuali interni si externi, este suficientd pentru a indica modalitatea in care o situatie relativ
stabila se poate transforma rapid in una instabila. Suplimentar, acest flux migratoriu pentru munca va
avea drept efect nasterea unui flux migrator al pacientilor, el fiind anticipat chiar si de Directiva; este
vorba de membrii de familie ai romanilor care lucreaza in alte state membre, in cazul carora probabilita-
tea de a dori sa se trateze in statul membru de destinatie este mult mai mare.

Tn masura in care se va ivi, migratia pacientilor va fi puternic orientatd in functie de nivelul de
venituri, de curajul de-a asuma neplacerile deplasarii, de accesul la infrastructura, de existenta retelelor
migratorii, de crearea unor trasee dedicate migratiei pacientilor.

,Finantarea” migratiei pacientilor prin intermediul sistemului de asigurari sociale de sanatate n con-
textul Directivei constituie doar una din variabile. Acesteia i se adauga finantarea din asigurarile private
de sanatate, pe model complementar si chiar suplimentar. Daca vom asista la definirea concreta a pa-
chetului de baza de servicii medicale, care presupune in mod automat o reducere a serviciilor medicale
de care poate beneficia populatia in sistemul de asigurdri sociale de sinitate,”® masura fireasci o va
constitui dezvoltarea asigurdrilor complementare de sindtate. intr-o astfel de variant interesantd este

% Avand in vedere situatia speciala a Romaniei, care are cca. trei milioane de lucratori in strdinatate, in special in
Italia si Spania, estimam un impact potential semnificativ al unor astfel de cazuri, el fiind dependent intr-o masura
considerabild si de ceea ce se va intdmpla in perioada urmatoare in sistemul sanitar romanesc, respectiv de masu-
rile de reforma ce vor fi realizate.

% Gradul de actualizare a procedurilor de tratament dintr-un stat si imaginea de care se bucurd una sau alta din
metodele de tratament pot constituie variabile semnificative pentru procesul de migratie a pacientilor.

% Raportat la nivelul actual de finantare , publici” a sistemului de s3n3tate. Tns3 situatia se mentine chiar si in vari-

anta cresterii finantarii sistemului, in masura in care ea depinde de gradul de saracie al natiunii.
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complianta asigurarilor complementare la contextul asistentei medicale transfrontaliere, presiunea
exercitata de asigurati si oportunitatile oferite de asiguratori in acest sens putand fi definitorii pentru
nasterea fluxului migratoriu. In ipoteza in care asigurdrile complementare vor fi compatibile cu asistenta
medical3 transfrontalier3,’® credem c& sunt aplicabile dou3 ipoteze:

a) Decontarea serviciilor medicale se va face la nivelul costurilor de piatd — atunci sunt intrunite
toate conditiile pentru ca pacientul sa beneficieze de un nivel mare al rambursarii, deci, in prin-
cipiu, contextul ar fi unul favorabil migratiei.”’” Ipoteza trebuie completatd cu urméatoarele ele-
mente care ntregesc tabloul: ea aduce cu sine scaderea serviciilor medicale din pachetul de ba-
z3, deci cresterea cuantumului celor din asigurarea complementar3. Tn acest caz atitudinea asi-
guratorilor din sistemul complementar constituie o variabila importanta, ce va influenta semnifi-
cativ procesul migratiei.”®

b) Decontarea serviciilor medicale se va face sub nivelul costurilor de piatd (modelul actual) — este
greu compatibild cu introducerea asigurarilor complementare de sandtate. Din aceasta perspec-
tiva insa Directiva ar putea reprezenta o fereastra de oportunitate pentru asigurarile comple-
mentare, daca pacientii inteleg sa-si asume fie costurile derivate din diferenta dintre nivelul
rambursarii asigurate de statul roman si costul concret al serviciilor medicale din pachetul de
baza de care beneficiaza in strainatate, fie costul total al serviciilor medicale din pachetul de ba-
za (mai ales n ipoteza Tn care acesta va fi unul redus).

Daca nivelul costurilor informale dintr-un stat este acelasi sau destul de apropiat de costurile trata-
mentului intr-un alt stat, este destul de probabil ca o astfel de situatie sa constituie conditii favorabile
migratiei pacientilor. Disponibilitatea pacientilor de plata (in special a unor categorii de pacientii) este o
variabila importanta in fenomenul migratiei pacientilor.

Una din solutiile impotriva ,, migratiei pacientilor” o constituie modalitatea de rambursare a costuri-
lor de catre statul de origine, acesta putand crea proceduri suficient de greoaie pentru a inhiba intr-o
anume masura gesturile de acest tip. Daca nu va exista obligatia unei simetrii intre comportamentul di-
feritelor state in ceea ce priveste procedurile de rambursare, statul care impune proceduri inhibitorii
tinde s3 aiba un avantaj®® in fata celui care se comports corect fatd de proprii cetdteni.*®

% Considerdm c3 ele vor trebuie s3 fie compatibile, tocmai ca efect al Directivei, ipoteza contrara conducand la
situatia Tn care asigurarile complementare ar constituie limitari ale libertatii de circulatie a pacientilor.

7 pentru a evidentia mecanismul de actiune suspendam pentru moment influenta altor variabile intr-o asemenea
ipoteza, cum ar fi cresterea calitatii serviciilor medicale care pot fi acordate la nivel national, aceasta putand avea
un efect inhibitor asupra migratiei pacientilor.

%8 Avand in vedere costurile mai reduse cu forta de munca din Romania putem anticipa ca interesul societatilor de
asigurari va fi mai curand ca serviciile medicale sa fie acordate in tara, pentru a reduce costurile de decontare a
serviciilor medicale de care beneficiaza asiguratii.

% Restrictionarea migratiei pacientilor proprii prin intermediul autorizirii prealabile constituie un avantaj din punc-
tual de vedere al prezervarii (si eventual chiar dezvoltarii) infrastructurii medicale proprii si mai ales in situatia exis-
tentei listelor de asteptare. A se vedea in acest sens estimarile dinamice pentru fiecare ipoteza din cadrul prezen-
tului studiu.

199 acest sens, estimidm o reactie si din partea Comisiei, cel putin in cadrul rapoartelor ce vor fi intocmite perio-
dic pe tema aplicarii acestei Directive.
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Analiza efectelor raportat la diferitele strategii abordate de statul roman

Din perspectiva impactului Directivei, in cazul Romaniei posibilitatile sunt urmatoarele:
a) Mentine actualele costuri ale rambursarii/decontirii serviciilor medicale® (cele previzute in
Normele la Contractul cadru, utilizate in relatiile cu unitatile sanitare). Consecintele:
o Peplanintern:
= Se mentine diferenta semnificativa dintre ceea ce sistemul declara ca
poate asigura si ceea ce asigura efectiv, cu urmatoarele consecinte:

e Pacientii suporta diferentele de costuri;

e Practic se extinde inegalitatea accesului la serviciile medicale,
nivelul resurselor financiare generand diferente chiar si in cazul
serviciilor medicale cu o puternica tenta sociala.

=  Pacientii romani care se trateaza in strainatate (presupunand existenta
autorizarii prealabile) vor avea parte de:

e Rambursarea costurilor serviciilor medicale de care au benefici-
at la un nivel sub cel al costurilor de piata ale serviciilor medica-
le din statul membru de afiliere;

e Amanarea rambursarilor va fi utilizatd ca mecanism de echili-
brare a bugetului;

e In functie de costurile serviciilor medicale din tara in care se tra-
teaza costurile pentru pacient pot fi:

o Mai mari (in special datorita nivelului salariilor persona-
lului din acea tard); gradul de satisfactie poate compen-
sa in bun3 masura diferenta de costuri.'®?

o Mai mici (in special datoritd eficientei; poate fi luat in
considerare si impactul diferitelor tipuri de subventio-
nare); diferentele lingvistice si culturale precum si dis-
tanta sunt singurele care pot diminua tendinta de mi-
gratie.

= Sistemul de finantare face economii/castiga in situatia in care tot mai
multi pacienti romani se trateaza in strdinatate, fiind interesat sa accele-
reze/simplifice procedura autorizarii prealabile;
= Are loc o diminuarea a adresabilitatii unitatilor sanitare din tara in fa-
voarea celor din strdinatate, organizata pe criterii de venit:
e Pacientii cu un nivel de venituri mai ridicat vor tinde sa se trate-
ze in strdinatate;

101 . a A . v v oA .
Aceasta este varianta in care Romania pastreaza intru totul actualul sistem.

Trebuie sa luam in considerare si efectul pe care-l poate avea un astfel de comportament asupra statusului so-
cial, acest demers putand intra in indicatorii unui anumit nivel de trai.

102
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e ntard se vor trata in special pacientii cu venituri mici si cazurile
sociale.
Scad incasarile unitatilor sanitare, situatia avand un impact semnificativ
asupra:
e Nivelului de salarizare se va reduce si mai mult:
o Inconsecintd se accentueaza procesul migratiei
= Caurmare are loc o scadere a nivelului de com-
petenta a salariatilor din sanatate, unul din
efecte constituindu-l o diminuarea a capacitatii
sistemului de-a acorda servicii medicale de cali-
tate si serviciile medicale rare:

e Lipsa posibilitatii de-a acorda anumite
servicii medicale creste procesul migra-
tiei pacientilor (scaderea calitatii servici-
ilor medicale consideram ca va avea
acelasi efect);

o la nastere un adevarat cerc vi-
cios.
e Posibilitatile de acordare a medicamentelor si materialelor sani-
tare scad;
e Investitiile n aparatura/update tehnici si servicii scad si ele:

o Ambele au ca efect scaderea calitatii serviciilor medicale
si a capacitatii de acordare a acestora, potentand astfel
tendinta de migratie a pacientilor, impreuna cu efectele
ulterioare.

o Peplan extern

Tratamentul Tn Romania devine, n principiu, o afacere rentabila pentru
alte state membre, datorita costurilor mai mici pe care trebuie sa le
ramburseze propriilor cetateni care au fost tratati in Romania;
Putem asista la nasterea unui flux de pacienti catre Romania, cel putin
in faza initial3;
Deoarece pacientilor din alte state membre nu le sunt in principiu apli-
cabile procedurile platilor informale, diferenta dintre nivelul de plata al
serviciilor medicale si nivelul de cost (pierderea) va fi suportata de :

e Unitatile sanitare;

e Pacientii din Romania;

e Personalul din sistem (salariile scazute).
Se vor mentine deficientele privitoare la calitatea serviciilor medicale:

e Cresc exponential situatiile litigioase;

e Pe fondul cresterii nivelului de despagubire (inerent Directivei)

va avea loc o crestere a cuantumului primelor de asigurare:
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o Se va reflecta in special in buzunarul salariatilor avand
drept consecinta o scadere a veniturilor;
Va determinat aparitia medicinii defensive;
Creste neincrederea personalului in sistem — se accen-
tueaza tendintele de migratie.
Pot aparea ,pacientii straini speculativi”, dornici de exploatarea

in interes personal a situatiei prin intermediul litigiilor.

b) Creste valoarea de decontare a serviciilor medicale:
b.1) Creste valoarea decontdrii serviciilor medicale (tinzdnd cdtre costurile de piatd ale

acestora) cu mentinerea aceluiasi nivel de finantare al sistemului de asigurdri sociale

de sdndtate:

b.1.1: scade nivelul pachetului de bazi de servicii medicale:'*

O necesita introducerea asigurarilor complementare de sanatate:

. . . 1
= considerate ca parte a pachetului social:'**

prevederile Directivei sunt aplicabile;

rambursarea serviciilor medicale tinde catre costuri;

autorizarea prealabila trebuie acordata de-o instantd mixta: au-
toritatile de stat si asiguratorul complementar;

calitatea serviciilor medicale poate sa influenteze semnificativ
adresabilitate interna sau externa;

nivelul la care pacientii din alte state membre trebuie sa supor-
te costurile serviciilor medicale din Romania tinde catre costul
real al acestora;

unitatile sanitare ar putea avea de castigat;

salariatii ar putea avea de castigat;

= considerate ca parte a pachetului privat:

103
104

nu intra in domeniul de actiune a Directivei;

scade numarul serviciilor medicale pentru care pacientii romani
ar putea beneficia de rambursare;

se accentueaza tendinta de discriminare fata de cetatenii altor
state U.E.;

creste presiunea pentru sporirea sectorului privat de furnizare a
serviciilor medicale Tn dauna celui public;

Pachetul de baza de servicii medicale tinzand catre pachetul minim.
Am luat in considerare aceasta varianta destul de putin probabila a introducerii unui sistem complementar ca

parte a sistemului de asigurari sociale de sanatate avand in vedere unele propuneri in acest sens care au circulat la
nivel oficial. Chiar daca este parte a unei strategii oneste de abordare a problemelor ce privesc finantarea sistemu-
lui sanitar, o astfel de varianta ridica urmatoarea problema: in ce masura asigurarile complementare de sanatate

pot avea un caracter social?
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e sau creste orientarea catre servicii medicale in alte state mem-
bre (pe sistemul privat);

e scade posibilitatea statului roman de a furniza serviciile medica-
le in sectorul public la nivelul serviciilor suportate de sistemele
sociale/asigurarile sociale de sanatate din alte state

o scade nivelul de adresabilitate externa a sistemului sa-
nitar public romanesc.
b.1.2: se mentine pachetul de baza actual de servicii medicale:
o necesitd reducerea semnificativa a totalului serviciilor medicale acordate popu-
latiei;

o eficienta teoretic in masura in care ar putea elimina marja determinata de cererea
indusa de servicii medicale (efectul sistemului DRG combinat cu finantarea scazuta
si absenta unui nivel rezonabil al controlului);

e determina introducerea listelor de asteptare:

o creste presiunea (justificatd legal) pentru avizul prealabil in vederea tratarii
in strainatate;

e se accentueaza diferenta dintre nivelul teoretic si cel practic de asigurare a servicii-
lor medicale necesare populatiei.

b.2) Creste valoarea decontdrii serviciilor medicale (tinzénd cdtre costurile de piatd ale
acestora) cu cresterea nivelului de finantare al sistemului de asigurdri sociale de sdand-
tate
o constituie varianta optima din punctul de vedere al:
= pacientilor:

e creste cantitatea si calitatea serviciilor medicale de care poate
beneficia in tara;

e scade presiunea pentru platile informale;

e creste nivelul de rambursare al tratamentelor din strdinatate;

e scade tendinta de discriminare a pacientilor romani fata de cei
straini;

= salariatilor:

e cresterea nivelului Tncasarilor unitatilor sanitare pentru pacientii
romani si straini poate conduce la cresterea nivelului de salari-
zare;

e creste calitatea serviciilor medicale

o creste gradul de satisfactie profesionalg;

e scade tendinta de migratie;

= sistemului sanitar:

e creste capacitatea unitatilor sanitare de acordare efectiva a ser-
viciilor medicale;

e creste capacitatea de dezvoltare a spitalelor;

e creste calitatea serviciilor medicale:
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o creste nivelul de adresabilitate;
o scade tendinta de migratie a pacientilor;
e creste increderea cetatenilor in capacitatea statului de a le sa-
tisface dreptul la sanatate.
o sunt aplicabile in parte mentiunile de la scdderea pachetului de bazd cu introdu-
cerea asigurdrilor complementare cu caracter social.

c) Se elimina sistemul de asigurari sociale de sanatate trecandu-se la finantarea din bugetul sta-
tului a pachetului de bazd/pachetului social de servicii medicale:
c.1) cu finantarea la acelasi nivel a sistemului:
c.1.1) asigurand acelasi nivel de decontare a serviciilor medicale — a se vedea punctul a);
c.1.2) crescand nivelul de decontare a serviciilor medicale — a se vedea punctul b.1;
c.2) cu cresterea nivelului de finantare (destul de putin probabil) — a se vedea b.2);
c.3) cu scaderea nivelului de finantare — o cumulare de efecte negative.

Calitatea serviciilor medicale

Avand in vedere problemele ridicate de autorizarea prealabild, una din intrebarile principale ca-
re se pune este in ce masura diferentele de calitate a serviciilor medicale intre diferitele state pot influ-
enta conditiile de acordare a autorizarii prealabile?

Calitatea serviciilor medicale constituie o variabila esentiald Tn contextul european creat de Di-
rectiva nr. 24/2011. La costuri egale si la nivel egal de acces la serviciile medicale este de asteptat ca in-
dicatorii privitori la calitate sa instituie diferente semnificative de adresabilitate.

Daca pacientii altor state membre se vor bucura de acelasi tratament precum proprii cetateni si
daca pacientilor transfrontalieri le este garantat un anume nivel al calitatii serviciilor medicale, atunci
Directiva garanteaza in mod implicit si pacientilor din tara care furnizeaza serviciul medical acelasi nivel
de calitate. Altfel spus, garantarea unui anumit nivel de calitate a serviciilor medicale pentru pacientii
altor state membre devine standard de calitate pentru intregul sistem medical public al unui stat.

Calcaiul lui Ahile in cazul autorizarii prealabile 1l constituie obligatia statului de-a asigura existen-
ta unui tratament cu acelasi rezultat in timp util in tara de origine. Introducerea autorizarii prealabile
aduce cu sine asumarea unor conditii obligatorii de calitate a serviciilor medicale. Altfel spus, principalul
demers ce trebuie intreprins de statul roman 1l constituie unul privitor la cresterea calitatii serviciilor
medicale (spitalicesti si nespitalicesti), aceasta fiind de fapt directia esentiala a reformei din sanatate.

n contextul Directivei, in Romania CoNAS-ul ar trebui sa devind un centru de informare si garan-
tare a calitatii serviciilor medicale. El poate intra intr-o retea a organismelor similare, prin intermediul
carora poate fi asigurat o buna parte din schimbul de informatii.

Avand in vedere desele manifestari, din cuprinsul acestei Directive, ale interesului pentru calita-
te si la fel de frecventele mentiuni privind cooperarea intre state, este evidenta necesitatea demersuri-
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lor pentru crearea unor mecanisme eficiente privind calitatea serviciilor medicale. Tinand cont de faptul
ca principala institutie de reglementare in domeniul calitatii serviciilor medicale, raportat la conditiile de
desfasurare a activitatii spitalelor, este Comisia Nationala de Acreditare a Spitalelor, este evidenta nece-
sitate credrii unui cadru de cooperare european in domeniu. In acest sens, demersul pentru stabilirea
unor standarde minime de acreditare a unitatilor sanitare din statele Uniunii Europene (armonizarea la
nivel minim a standardelor de acreditare), combinat cu interesul privind identificarea relatiei dintre cali-
tatea vietii profesionale si calitatea serviciilor medicale, constituie una din cele mai indicate directii de
actiune n spiritul acestei Directive.

Tinand cont de specializarea in ceea ce priveste controlul, certificarea si monitorizarea standar-
delor de functionare si de calitate a spitalelor, CONAS-ul ar trebui sa fie situata in prima linie a institutii-
lor care ofera informatii pacientilor strdini in domeniu. in acelasi timp, avand in vedere importanta cres-
terii calitatii serviciilor medicale din perspectiva Directivei nr. 24/2011, aceasta institutie este prima
chematd sa modifice standardele de calitate a serviciilor medicale. De altfel, consideram necesar un
grup de lucru la nivelul U.E. pe tema unei armonizari a standardelor de acreditare a unitatilor sanitare,
actionand astfel in directia stabilirii unor standarde minime de calitate Tn domeniul serviciilor medicale
la nivelul U.E.

Personalul din sistemul sanitar

Avand in vedere faptul ca efectele asupra salariatilor din sanatate au fost analizate Tn diferitele sec-
tiuni ale studiului, redam aici punctual doar cateva din efectele anticipate:

- Cresterea standardelor de calitate si siguranta a serviciilor medicale. Pe fondul actualului mod
de functionare a sistemului sanitar, caracterizat de o preocupare extrem de scazuta pentru pre-
gatirea salariatilor (evidenta fiind absenta finantarii si a standardelor in domeniu), efortul este
transferat in special pe umerii salariatilor.

- Cresterea gradului de informare a pacientilor si sporirea transparentei;

- Liberul acces al pacientilor la datele medicale personale;

- Cunoasterea standardelor de performanta a serviciilor medicale existente la nivelul U.E.;

- Introducerea unor proceduri clare si transparente n ceea ce priveste costurile;

- Punctul de vedere profesional va juca un rol foarte important pentru stabilirea criteriilor aplica-
bile autorizarii prealabile;

- Putem vorbi intr-o masura considerabila de ivirea unei piete a serviciilor medicale, care naste un
grad de concurenta, cu toate consecintele acesteia;

- Tnsusirea conditiilor in care pot refuza tratamentul unui pacient ce este cetdtean al altui stat
membru.

Migratia personalului

Nu putem estima Tn marje rezonabile efectele Directivei asupra migratiei personalului medical
atat datorita lipsei de date comparative in ceea ce priveste specificitatea diferitelor sisteme de asigurari
sociale de sanatate cat si datorita necunoasterii tipului de politici adoptate de fiecare dintre statele
membre Tn cadrul procedurii de armonizare legislativa raportat la aceasta.
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Observatii generale

Tn masura in care se bazeazd pe sistemele sociale de sinitate, fundamentarea Directivei pe li-
bertatea de a presta servicii este una problematica, avand un efect semnificativ si in ceea ce priveste
interpretarea ei. Astfel, intentiile furnizorilor de servicii medicale joaca un rol foarte important in deter-
minarea limitelor asigurarii asistentei medicale transfrontaliere. Cum putem prezuma ca este vorba de
un cadru economic Tn care se situeaza acesti furnizori, variabila profit are un impact semnificativ asupra
intregului sistem. Motiv pentru care textul Directivei este contradictoriu n diversele sale locuri, respec-
tiv acolo unde afirma valorile clasice ale unui sistem social de sanatate (solidaritatea, echitatea etc.).

Prevederile Directivei oscileaza continuu intre dreptul/obligatia statelor de a-si gestiona proprii-
le sisteme sociale de sanatate si interesul pentru crearea unui spatiu european in domeniu. Dorinta de a
realiza o uniune fiscala poate determina cativa pasi in directia creadrii unui sistem social pentru sanatate
la nivelul U.E. Daca luam in considerare fundamentul economic al Uniunii si avem in vedere sumele afe-
rente serviciilor de sanatate putem considera ca sanatatea este mult mai probabil sa fie vizata de masuri
de unificare decat alte sisteme sociale.

Intelegerea prevederilor acestei Directive este dependentd de identificarea relatiilor pe care ea
le are cu alte acte care reglementeaza acest domeniu, in special cu Regulamentul (CE) nr. 883/2004 pri-
vind coordonarea sistemelor de securitate sociala la nivelul statelor membre. Luate impreuna, ele cre-
eaza cadrul de interpretare a ceea ce am putea considera a fi drepturile cetateanului in domeniul sana-
tatii la nivelul U.E.

Prevederile Directivei conduc la situatia unor comparatii si omologari dintre doua sisteme dife-
rite de finantare a sanatatii: sistemele de asigurarii sociale de sanatate si sistemele sociale (care includ
sanatatea ca parte a lor).

n cazul unui aflux mare de pacienti intr-un stat poate fi anticipatd o crestere a costului servicii-
lor medicale; Tnsa costurile ce vor trebui suportate de propriile sisteme de asigurari sociale de sanatate
fiind surclasate de avantajele pe care afluxul de pacienti le poate oferi.'®

Avand in vedere faptul ca atat agentii privati cat si pacientii sunt indreptatiti sa speculeze opor-
tunitatile de pe piata este de asteptat ca fiecare slabiciune a sistemului sa fie exploatata. Asta ar putea
include si o asigurare pentru rambursare, care sa faciliteze recurgerea la serviciile medicale furnizate in
alt stat cu pretul ridicarii costului total al serviciilor medicale atat pentru stat cat si pentru pacienti.

105 4 . T . v sy . . .
Intr-un mode ideal cresterea ar putea fi direct proportionala cu surplusul adus de angajarile suplimentare din

sistemul sanitar.
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Concluzii si recomandari

Uniunea Europeana include, cel putin la nivel declarativ, sistemele de sanatate in cadrul mai larg al sis-
temelor de protectie sociald. Reforma sistemului sanitar va trebui sa tina cont de acest aspect, asigurand cel
putin un nivel minim de protectie sociala. Din perspectiva U. E. urmatoarele concepte constituie principii
obligatorii de functionare a sistemului de asigurari sociale de sanatate/sistemului social de sanatate:

e Universalitatea;

e Solidaritatea;

e Echitatea;

e Accesul la Tngrijiri de buna calitate.

Drept consecinta, in conformitate cu spiritul Directivei, sistemul sanitar trebuie sa aiba cel putin o com-
ponenta sociald. Aceastd cerintd poate fi indeplinitd prin intermediul mentinerii sistemului asigurarilor
sociale de sanatate (de preferat) sau prin introducerea componentei bazale a sanatatii in sistemul social. De
asemenea, mentinerea infrastructurii sanitare face si ea parte din dimensiunea sociald necesara, fapt care
conduce inevitabil la concluzia mentinerii unui numar suficient de unitati sanitare publice. Chiar daca fortand
intrucatva interpretarea textelor legale, am putea spune ca dimensiunea sociald a sistemului sanitar face
parte din aquis-ul comunitar.

Nivelul dimensiunii sociale a sistemului de sanatate din Romania ar trebui sa fie unul comparabil cu ceea
ce se intampla Tn majoritatea statelor membre U.E.. Motivul 1l reprezinta atat posibilitatea unei integrari
armonioase din perspectiva Directivei cat si necesitatea includerii tarii noastre in viziunea sociala a Uniunii.

Faptul ca Directiva se refera simultan la sistemele nationale de sdndtate si la conditiile ce trebuie Tndepli-
nite pentru libera circulatie a pacientilor/serviciilor medicale, creeaza un anumit set de obligatii pentru
sistemele nationale de sanatate, pe care si Romania este tinuta sa le respecte prin introducerea unor
prevederi legale specifice. Altfel spus, conformitatea la prevederile directivei include crearea unui anumit
cadru juridic aplicabil serviciilor medicale acordate in sistemul public/de asigurari sociale de sdnatate din
Romania, in opinia noastra el trebuind sa se situeze in primele obiective ale reformei sistemului de sanatate.
Putem considera ca Directiva prezuma faptul cd absenta atat a criteriilor de acces la serviciile medicale
publice/sociale nationale cat si faptul ca aceste criterii, in masura Tn care existd, nu respecta conditiile
enuntate, constituie o Tngradire a libertatii de acordarea a serviciilor medicale/de circulatie a pacientilor.
Altfel spus, conformitatea la prevederile Directivei presupune cateva modificari structurale esentiale pentru
sistemul sanitar romanesc.

Din punctul de vedere al liberii circulatii a pacientilor esential este faptul ca Directiva ia drept o achizitie
indiscutabila dreptul/libertatea unui cetatean dintr-un stat membru de afiliere de a se trata intr-un alt stat
membru, in discutie fiind de fapt dreptul la rambursarea costurilor serviciilor medicale in contextul in care un
pacient isi exercitd aceasta libertate.
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n principiu, n contextul cadrului juridic creat de Directiva nr. 24/2011, statul roman poate s& actio-
neze, in cadrul procesului de transpunere a prevederilor directivei in legislatia nationald, in doua directii:
- Stabilirea conditiilor de acces pentru cetatenii din alte state membre la serviciile medicale acor-
date pe teritoriul sau;
- Stabilirea conditiilor in care admite rambursarea costurilor medicale pentru serviciile medicale
de care beneficiaza cetatenii romani in alte state, prin intermediul institutiei autorizatiei preala-
bile.

Asa cum aminteam, Directiva 24/2011 pune o presiune deosebitad pe statul roman in special in urmatoa-
rele directii:

e Decontarea serviciilor medicale pentru romanii care se trateaza in strainatate;

e Crearea procedurilor specifice autorizarii prealabile;

e Asigurarea unui standard de calitate a serviciilor medicale;

e Crearea sistemului de informare a pacientilor;

e Existenta unui sistem functional de asigurari de malpraxis/despagubiri pentru prejudicii;

e Asigurarea coerentei dintre masurile de reforma si principiile de functionare ale unui sistem
de sanatate enuntate Tn Directiva.

Directiva tinde sa introduca Tn aquis-ul comunitar:

- Standardele minime de calitate ale serviciilor medicale;
- Nivelul de protectie a pacientilor impotriva daunelor;
- Nivelul de informare a pacientilor anterior accesarii serviciilor medicale si dupa acestea.

Amenintari

Mecanismul birocratic esential prin intermediul caruia statul poate incerca un grad ridicat de
control Tn ceea ce priveste circulatia/migratia pacientilor proprii il constituie autorizarea prealabild.
Avand in vedere faptul ca autorizatia prealabild poate fi refuzatd numai daca un tratament echivalent
din perspectiva eficientei poate fi obtinut in Romania fara o intarziere semnificativa, intr-o unitate sani-
tara ce are incheiat un contract cu sistemul de asigurari sociale de sanitate,'® este evident c3 efortul de
adaptare la efectele anticipate ale acestei Directive trebuie sa se concentreze pe demersul privitor la
calitatea serviciilor medicale, acesta surclasand in eficienta eventualele bariere birocratice. Mai mult
chiar, concentrarea demersurilor pe autorizarea prealabild, fara a reforma sistemul din perspectiva Di-
rectivei, risca sa genereze semnificative efecte negative, determinand agravarea conditiilor de acordare
a serviciilor medicale.

19 Cristian Vladescu, Cristian Busoi, Politici de sdndtate in Uniunea Europeand, Editura Polirom, lasi, 2011, p. 130.
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n opinia noastra in mod eronat se considerd ci toate serviciile medicale de care ar putea bene-
ficia cetatenii romani in strdinatate sunt supuse autorizarii prealabile, cu exceptia medicinii de urgenta.
Dreptul statelor de a introduce autorizarea prealabila este unul limitat la situatii definite, neputand fi

extins la toate cazurile.”’

Regula o constituie libertatea furnizarii serviciilor medicale, corelativul
constituindu-I libertatea cetatenilor dintr-un stat membru de afiliere de a beneficia de serviciile medica-
le acordate ntr-un alt stat. Sensul Directivei nr. 24/2011 este cel stabilit in mod repetat prin sentintele
Curtii:'* resortisantii UE pot beneficia de ingrijiri medicale intr-un alt stat membru féréd autorizatie prea-
labild si pot obtine rambursare in conformitate cu tarifele statului in care au asigurare. Aceste doud cau-
ze au vizat rambursarea costurilor aferente ochelarilor si tratamentului ortodontic al pacientilor externi.
n acest context, a reduce eforturile de adaptare a legislatiei la construirea unui sistem de autorizare
prealabila si a considera ca prevederile sunt similare legislatiei actuale Tn domeniu reprezinta o dovada
de neintelegere a sensului Directivei. Autorizarea prealabild trebuie vazuta ca o exceptie de la regul3,

impartasind soarta juridica a exceptiilor.

Chiar daca am fi indreptatiti sa vorbim de prevalenta autorizarii prealabile, situatia sistemului
sanitar din Romania este intr-atat de dramatica incat numarul cazurilor care au dreptul legal de a bene-
ficia de tratament in strdindtate este foarte mare. Faptul ca un spital nu are materialele si medicamente-
le necesare pentru acordarea tratamentului la care au dreptul pacientii ar putea fi invocat ca motiv pen-
tru solicitarea autorizarii prealabile.

Refuzul acordarii autorizatiei prealabile invocand mentinerea unei capacitati de tratament sau a
unei competente medicale pe teritoriul national care este esentiald pentru sdndtatea publicd este unul
indreptatit, dar care ridics insd o serie de dificultati de aplicare. Tn primul rAnd considerdm c3 statului fi
revine sarcina probei unei astfel de situatii. Apoi, aceste capacitati de tratament trebuie sa respecte
conditiile de calitate raportat la standardele europene in domeniu. Nu in ultimul rand, sunt importante
si conditiile de acces la aceste capacitati de tratament, orice disjunctie intre dreptul legal al cetateanului
si realitatile practice (spre exemplu obligarea pacientului de a cumpara medicamentele si a materialele
sanitare) putand fi invocata impotriva statului. De altfel, nerespectarea conditiilor de acces la serviciile
medicale Tn parametrii legali credem ca va constitui unul din motivele cel mai frecvent invocate in lipsa
unei reforme sanitare eficiente.

Reamintim faptul cd atat in ceea ce priveste asistente medicald pe teritoriul propriu cat si cea
transfrontaliera (deci privind primirea de asistenta medicala si rambursarea costurilor asistentei medica-
le), statele membre pot mentine:

- conditii generale;

- criterii de eligibilitate,;

- formalitati de reglementare si administrative;

- cerinta de a consulta un medic generalist inainte de a consulta un specialist sau Tnhainte de a

beneficia de asistenta spitaliceasca;

Aceste conditii pot fi introduse/mentinute in masura in care:

107 4 . . A ey o A . v 4. . . v . .
In situatia Tn care autoritatile din Romania vor cadea victimele unei astfel de interpretari, vom asista la o trans-

punere gresita a prevederilor acesteia in legislatia interna, riscand sanctiunile de rigoare.
198 Hotararile Curtii din 28 aprilie 1998, Kohll si Decker (cauzele C-158/96 si C-120/95)
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- sunt necesare;

- sunt proportionale cu obiectivul urmarit;

- nuauun caracter discretionar sau discriminatoriu.
Totodata, aceste conditii generale, criterii si formalitati trebuie:
sa fie aplicate:

o Tn mod obiectiv,
o 1n mod transparent,
o Tn mod nediscriminatoriu,

sa fie cunoscute in prealabil,

- sase bazeze in primul rand pe circumstantele medicale

- sa nu impuna sarcini suplimentare pacientilor care doresc sa beneficieze de asistenta medicala
intr-un alt stat membru Tn comparatie cu pacientii tratati in statul membru de afiliere al acesto-
ra.

informatiile cu privire la aceste conditii trebui puse la dispozitia publicului anticipat.

n acelasi timp este necesar ca deciziile sa fie luate cat mai repede posibil.

Daca pacientii altor state membre se vor bucura de acelasi tratament precum proprii cetateni si da-
ca pacientilor transfrontalieri le este garantat un anume nivel al calitatii serviciilor medicale, atunci Di-
rectiva garanteaza in mod implicit si pacientilor din tara care furnizeaza serviciul medical acelasi nivel de
calitate. Altfel spus, garantarea unui anumit nivel de calitate a serviciilor medicale pentru pacientii altor
state membre devine standard de calitate pentru intregul sistem medical public al unui stat.

Demersul pentru stabilirea costurilor reale aferente serviciilor medicale este unul obligatoriu pentru
a putea vorbi de armonizarea legislatiei la prevederile Directivei nr. 24/2011. Orice ezitare in acest sens
va afecta in mod semnificativ doua paliere ale sistemului de sanatate:

e Spitalele, acestea riscand sa fie puse n situatia de a trata si pacientii proveniti din alte state
membre la costuri subevaluate, fapt care le va accentua deficitul;*%

e Pacientii, care vor fi efectiv privati de posibilitatea de a se trata in strainatate cu rambursa-
rea costurilor la niveluri acceptabile si vor suferi toate influentele derivate din deficitele fi-

nanciare ale unitatilor sanitare.

Raportat la situatia Romaniei, putem observa ca stabilirea preturilor serviciilor medicale la nive-
lul costurilor de piata poate determina la randu-i fluxuri migratorii de pacienti din alte state membre,
datorita preturilor mai reduse comparativ cu cele din propriul stat, determinate de costurile mai reduse
cu forta de munca. Cel putin Tn situatia existentei unor liste de asteptate in statul membru de afiliere,
poate fi anticipata o astfel de fluctuatie a adresabilitatii. O astfel de varianta poate fi una profitabila pen-

109 AL . . . . . o e Ly . A
Este posibil un scenariu chiar mai grav, costurile de rambursare reduse (mult inferioare celor de piata) riscand

sa genereze adevarate fluxuri de pacienti din alte state, aceste putand astfel chiar sa incurajeze (chiar daca neofici-
al) astfel de fluxuri migratorii capabile de a genera adevarate economii in propriile sisteme.
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tru unitatile sanitare din Romania si pentru intregul sistem sanitar prin contributia la mentinerea infra-
structurii medicale.

Anticipam Tnsa ca pe termen mediu si lung avantajul competitiv oferit de costul redus al fortei
de munca (adica de salariile mici din sectorul sanitar) va disparea, el determinand ivirea unui dezavantaj
major: lipsa profesionistilor din sistem. Avand in vedere interpretarea de ansamblu a Directivei, spre
exemplu lipsa profesionistilor pentru anumite specializari genereaza efecte care nu pot fi blocate nici
macar de autorizarea prealabila. Altfel spus, in absenta posibilitatii unui tratament in tara, autorizarea
tratamentului medical intr-un alt stat devine obligatorie. Ceea ce conduce la obligatia de a suportat cos-
turile unor interventii prestate in alte state.

Introducerea acestor mecanisme de transparentizare va avea ca efect, odata cu cresterea gradu-
lui de Tncredere (acolo unde este cazul) si sporirea cazurilor de malpraxis care ajung in fata instantelor,
unitatile sanitare si institutiile medicale (inclusiv cele profesionale) nemaiputand ingreuna accesul la da-
tele personale ce vizeaza starea de sanatate si tratamentul pacientilor prin intermediul procedurilor
proprii, fiind eliminat3 astfel opozabilitatea lor fatd de pacient. in masura n care libertatea accesului
pacientului la propriile informatii medicale va fi realizata in mod efectiv, vom asista la o adevarata ,revo-
lutie” Tn abordarea malpraxisului, ale carei efecte asupra unitatilor medicale si salariatilor pot fi intrucat-
va compensate prin introducerea unui sistem eficient de asigurari de malpraxis''® sau, de preferat, prin
introducerea unui sistem de despagubire a pacientilor in caz de prejudicii.

Oportunitati

Tn ansamblul efectelor estimate o situatie aparte o au cetdtenii romani care lucreazs legal in alte
state. Tn momentul in care acestia se intorc in tara si acceseaza serviciile medicale ei sunt in situatia unor
»pacienti migratori”, avand in vedere faptul cd sunt asigurati in statul in care lucreaza. in mésura in care
statul roman va reusi sa fie competitiv pe piata serviciilor medicale acesti cetateni ar putea deveni o im-
portanta sursa de venituri pentru sistemul romanesc de sanatate. Abordata in perspectiva, situatia va
cunoaste mai curand o accentuare, daca avem in vedere faptul ca in urmatoarea decada o buna parte
din lucratorii romani din strainatate vor dobandi statutul de pensionari in tarile Tn care lucreaza si majo-
ritatea se va intoarce in Romania.'*! Este evident faptul ¢ pentru statul roman una din oportunitati o
reprezinta tratamentul asigurat romanilor care lucreaza in mod legal in alte state ale U.E., in cazul aces-
tora tratamentul contra cost si rambursarea ulterioara a costurilor de catre alte state putand contribui
la o balanta pozitiva in ceea ce priveste raportul dintre ,,exportul” si ,importul” de pacienti. Doua condi-
tii sunt Tnsa esentiale pentru reusita acestui proces: stabilirea costurilor reale pentru toate serviciile me-
dicale si limitarea semnificativa a coruptiei adiacente acestui proces.'*

110 . v . N « R P T . oA
Este motivul pentru care o noua lege a malpraxisului este pe agenda Ministerului Sanatatii, anticipandu-se astfel

o parte din problemele viitoare ale sistemului.

" Evident, nu am luat in considerare situatia (necesar3) armonizirii sistemelor de protectie social3 cu statele de
destinatie, in special cu Italia si cu Spania.

"2 principalul mod de actiune il constituie ,urgenta contra cost”: clasificarea unui caz drept urgents de citre doc-
torul care a primit o suma de bani. Poate fi considerat un gest ce tine de zona coruptiei in masura in care pacientul
in cauza are resursele necesare pentru a-si putea plati in prima instantd tratamentul, urmand sa beneficieze de
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Complianta lingvistica a furnizorilor de servicii medicale va constitui o variabila foarte importan-
ta din perspectiva fluxului de pacienti. Unitatile sanitare care aplica o strategie de pregatire a personalu-
lui Tn acest domeniu, corelata cu o selectie strategica a limbilor, ar putea avea un avantaj competitiv.

n noul context se pot dezvolta urmé&toarele tipuri de asigurari:
- pentru plata initiala a costurilor serviciilor medicale, pana la primirea rambursarii;
- pentru diferenta dintre costurile serviciilor medicale si nivelul la care statul roman le
ramburseaza;
- Tmpotriva riscului de nerambursare a costurilor medicale.

De asemenea, asigurdrile de sdnitate centrate pe tratamentul in strainitate'"® pot include posi-
bilitatea demersurilor pentru rambursarea sumelor, prin crearea unor mecanisme flexibile de finanta-
re/decontare. Suplimentar, luam in considerare posibilitatea dezvoltdrii unor servicii profesioniste de
consiliere si asistentd/acompaniere a accesarii serviciilor medicale din alt stat membru, care sa includa si
suportul lingvistic, ce poate accelera procesul.

Faptul ca Directiva foloseste concepte de genul: mobilitatea pacientilor, accesul la asistentd me-
dicald transfrontalierd, libera circulatie a pacientilor etc. este suficient pentru a vorbi cu indreptatire de
o interpretare mult mai ampla a acesteia, care sa ia in discutie inclusiv bazele unui sistem de sanatate al
Uniunii pe care le pune Directiva. Chiar daca intentia care a animat multe din statele occidentale in ad-
optarea acestui act normativ tine mai curand de crearea unui mecanism de acompaniament pentru libe-
ra circulatie a lucratorilor,”™ fiind cumva parte a strategiei de lupta impotriva declinului demografic,
efectele acestuia pot fi suficient de ample, existand sansa ca ele sa depaseasca cu mult intentiile initiale.

n cadrul prezentului studiu am incercat s3 demonstram, luand in considerare efectele estimate
ale Directivei, ca transpunerea intr-un mod adecvat a prevederilor acesteia in legislatia nationala coinci-
de intr-o foarte mare masura cu insasi procesul de reforma. Avand in vedere efectele anticipate ale pre-
vederilor Directivei am sugerat cateva masuri de reforma ce ar acoperi in cea mai mare masura interesul
general, indicand totodata o serie de dificultati ce vor aparea atat in cazul adoptarii variantelor indicate
cat si, mai ales, in situatia orientarii reformei sistemului sanitar catre alte strategii.

rambursarea costurilor in statul unde lucreazi. in momentul in care este vorba de pacienti fira resurse, situatia
trebuie analizata intr-o altd paradigma, argumentul ad misericordiam prevaland.

3 Avem in vedere acele asiguriri de sinitate care asum3 dublarea (substituirea) asigurdrii sociale de sin3tate
prin asumarea unor costuri suplimentare de catre pacient. De altfel, in conditiile in care pachetul de baza nu este
definit sau are o definire legald nefunctionala in mod practic, toate asigurarile medicale private dubleaza, cel putin
teoretic, partea care este/ar trebui sa fie asigurata de sistemul asigurarilor sociale de sanatate.

1% Aceasta fiind poate cel mai important ,,dezmembramant” al liberei circulatii a cetétenilor, aldturi de o alt3 di-
mensiune, respectiv libera circulatie a consumatorilor (din care face parte si libera circulatie a pacientilor).
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Foreword

The present study tackles the provisions of Directive 2011/24/EU from the perspective of its es-
timated impact on the Romanian healthcare system as a whole. The analysis is carried out both in rela-
tion with the present state of the system and considering its chances for reform, in an attempt at sug-
gesting the best solutions in our view.

We did not intend a mere analytical rendition of the legal text; instead, we focused on what was
relevant from the perspective of its impact, approaching the technical provisions and the ones which we
considered as having minimum impact in a compendious manner. Stress was laid especially on the pro-
visions which correspond to the “national sensitivity” in the field, considering that we have been, for
many years, witnesses or actors in a debate on the reform of the healthcare system. To this effect, we
have considered both issues pertaining to principles applicable to a healthcare system, insomuch as the
directive mentions them, and the functional mechanisms which should be taken into account.

Since Directive 2011/24/EU is not a singular gesture made by the European Union institutions,
being preceded by normative acts and numerous resolutions of the European Union Court of Justice, the
study starts from framing this directive in the judicial context and analyses the way in which it produces
effects at national level. Even though it is not a complex approach to the Union’s juridical mechanisms,
we consider that their introduction is sufficient for the understanding of the applicable juridical context.

The analysis of the provisions of the Directive is structured on two parts: an approach to the in-
troductory text which underlies and explicates the interpretations that should be given to the directive
and the approach to the legal text itself. Some of the provisions that we have tackled in the analysis of
the foundation are not discussed again in the part dedicated to the articles of the Directive. This is not
the case for some delicate aspects, such as the prior authorisation, which we tackle more thoroughly in
the second part.

As previously stated, we insisted on presenting and analysing the provisions of the Directive
which have a significant impact on the way of functioning of the Romanian healthcare system, as the
transposition of these provisions in the national law is actually one of the reform measures announced.
To put it otherwise, we consider that a large part of the healthcare system reform measures already
made official, are, in fact, either results of the obligation to transpose the provisions of the Directive in
the national law (e.g., amendments to the malpractice legislation, a more complex approach to the pa-
tients’ rights, etc.) or anticipations of its effects (e.g., specifications for a basic healthcare services pack,
modifications at the wage scale level, etc.). This approach allowed us to suggest alternative reform vari-
ants, with their foreseeable effects, indicating every time the best solutions in our view.

As the provisions of the Directive must be made part of the national legislation by 25 October
2003, at this moment, the national provisions are being drafted. Therefore, we consider that the present
study is, first and foremost, a framework for the debate with respect to the identification of the best
legislative solutions, in accordance with the multiple interests involved, i.e., those of the citizens, pa-
tients, healthcare employees, as well as those of the Romanian State.
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The judicial impact of directives at national level

For the analysis of the estimated impact of Directive 2011/24/EU on the Romanian health system is im-
portant to understand the way in which any directive acts on the national legislation and on the Roma-
nian juridical space. Therefore, we briefly present what can be regarded as the judicial status of direc-
tives.

Unlike treaties and regulations, which have direct and immediate applicability in all Member States, be-
ing also compulsory at the law courts level, directives are framework regulations with effects produced
by their transposition into national law. Mention should be made that their objectives are compulsory
for Member States. This juridical status has a few significant effects:

- The judge applies for a specific case the national norms which translate the provi-
sions/objectives of the directive.

- The directives are only opposable to Member States. They do not apply in the relationship be-
tween citizens. In other words, the obligation to translate the provisions and objectives of a di-
rective into national legislation belongs to the State, which is why it can be held responsible for
any divergence from the conformable transposition.

- Provided that the provisions of a directive are not transposed into national law, the judge shall
refer to the provisions of the national law.

a) The direct effect of the directive

These application principles have an exception with a particularly great impact as far as this Di-
rective is concerned: if the directive has not been implemented into national legislation within its terms
and its provisions are absolute and precise enough, these provisions can be appealed to against any di-
rective of national law, but only against the state. In this case, it is about the direct enforcement of the
provisions of the directive, and the appeal to its direct effect, respectively. The definition of the State
from perspective of the EU Law is crucial here: the Court case-law indicates that the provisions of the
directive may be appealed to against agencies under the State’s authority or control, against fiscal or
financial institutions, against local or regional authorities, or even against public service authorities. We
must also note that instituting proceedings against these institutions/organisations can be pursued ei-
ther in their quality of public authority or as employers.'*

The doctrine establishes the fact that its provisions can only be applied against the State as the ver-
tical direct effect of the directive, adding the horizontal direct effect to it, i.e., the fact that one cannot
apply to the provisions of the directive against another (either natural or legal person). One of these ef-
fects is the fact that, should the provisions within national law transposing the directive be missing,
Member States cannot hold liable the ones who transgress its provisions.™®

b) Interpretation of the provisions of the directive when transposed into national law

> The provisions of Directive 2003/88 have a significant impact in this respect.

In this respect, one can note that failure to transpose the provisions of Directive 2011/24/EU into national legis-
lation would render its provisions against natural persons and private legal persons inapplicable, but this is not the
case for state institutions and similar organisations.

116
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As far as the interpretation of the national law which transpose the provisions of a directive is con-
cerned, the following aspects should be particularly noted:

- The local Courts should presume that the Member State is willing to fully abide by the objectives
of the directive;

- The national transposition norms should be interpreted as closely as possible to the meanings of
the provisions of the directive;""’

- Interpretations of national law should be made in such a way that they will not contradict the
provisions of the directive, without appealing to illegal interpretations of national law;

- Whenever in doubt as far as the interpretation of the provisions of the directive is concerned,
the local Court will make a request for an interpretation from the European Union Court of Jus-
tice, the latter pronouncing a preliminary ruling.

c) “The direct effect” of the Court of Justice judgements in the interpretation of directives
Due to the importance of the precedent in the Community Law, the decisions of the European Union

18 the judgements of the Court of Justice

Court of Justice being very close to the common law system
are opposable to the States and direct the interpretations of the national judges. This is the reason why
can be speak, to a certain extent, of the existence of a direct effect of the Court of Justice ruling in inter-

preting and applying the provisions of directives.

Definitions and abbreviations

Member State of affiliation represents the state which the patient is citizen of or in which s/he has resi-
dence permit or other options which grant them affiliate status. In all situations, the patient must have
the minimum rights to benefit from the healthcare services provided by the “social pack”.

Member State of treatment means the state on whose territory healthcare is provided.
The Court of Justice — The European Union Court of Justice
Directive — Directive 2011/24/EU

7 Relevant in this respect are cases adjudicated by the European Union Court of Justice, which have a mixed char-

acter: one of interpretation of the European legislation and one of creation of specific laws (the precedent princi-
ple applies).

"% The EU judicial system is similar to a great extent to the Anglo-Saxon system as far as the importance of prece-
dent is concerned; therefore the interpretations given by the European Union Court of Justice are of the essence.
The evolution of the interpretations concerning the prior authorisation depends to a great extent on the actions
undertaken by patients associations in this direction.
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Substantiation of Directive 2011/24/EU

Introduction

In order to conceptually delineate the objectives of this Directive, we shall start by approaching
critically the arguments for the substantiation of Directive 2011/24/EU, its grounding principles. For this
demarche, we have in view firstly a better understanding of the complex judicial framework which it
generates, but also the fact that the Directive introduces implicit obligations of Member States, other
than the ones specifically provided by its objectives. The analysis of the substantiation of the Directive
focuses on aspects which we consider particularly significant, attempting at pinpointing their possible
meanings, the problems they elicit, and to estimate their impact on the Romanian health system.

Methodological study definitions

Whenever the text of the Directive was considered as particularly relevant, we have quoted
from it, fully or partially. As for the rest, we have presented the interpretations we gave to the legal text
in a compendious manner. The citation of some texts from the Directive substantiation is indicated in
italics, the number of each article being indicated at the beginning or the end of the paragraph.

Arguments in favour of a social health system

(1) As a general principle, treaties indicate the wish to protect health, suggesting that health is a priori-
ty. The provisions in the field include healthcare as part of the social dimension assumed by the EU.

(2) “The majority of the provisions of this Directive aim to improve the functioning of the internal market
and the free movement of goods, persons and services.” The juridical framework is that of the funda-
mental liberties of the Union, i.e., the free movement of goods, persons, and services, the directive
combining interests concerning the free movement of services with the ones concerning the free
movement of individuals. In other words, the context is predominantly economic, comprising elements
related to healthcare.

(3) “The health systems in the Union are a central component of the Union’s high levels of social protec-
tion, and contribute to social cohesion and social justice as well as to sustainable development.” The Eu-
ropean Union includes, at declarative level, the healthcare system in the wider framework of the social
protection system. The healthcare system reform should have regard to this aspect, ensuring at least a
minimum level of social protection. To put it otherwise, we consider that introducing a neo-liberal
healthcare system cannot be taken into consideration, as it would be incongruent with the EU strategies
and legislation in the field.

(21) “In its Conclusions the Council recognised that there is a set of common values and principles that
are shared across the Union about how health systems respond to the needs of the population and
patients that they serve. The overarching values of universality, access to good quality care, equity,
and solidarity have been widely acknowledged in the work of various Union institutions” (our emphasis).
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Hence, we note the EU preoccupation for the functioning of society as a whole, with significant
impact on the (social) health systems, acknowledging the existence of a set of common values and prin-
ciples for all Member States. These values/principles are:

- universality

- solidarity

- equity

- access to good quality care.

We can further remark from this perspective that any intentional reform of the health system
should be made with regard to these principles'*®, which means that the states’ freedom to organise
their own health systems is limited by the abidance to these principles (and to other subsequent provi-
sions of this Directive).

Decisions left at the Member States level

(4).1 “Member States retain responsibility for providing safe, high quality, efficient and quantitatively
adequate healthcare to citizens on their territory.” Although incidentally, the Directive mentions the
Member State responsibility for the healthcare provided to their citizens. It is obvious that an attempt at
reform on the part of Romania, which would result in excluding some citizens from access to certain
categories of healthcare due to their limited financial resources, represents a significant difference from
the rest of Member States which may trigger a complex set of phenomena whose impact is difficult to
predict. With regard to the text above, another effect is the Romanian State’s obligation to elaborate an
efficient health system, which can be further interpreted in terms of certain limitations of an exaggerat-
ed emphasis on private systems. In addition, the obligation to ensure high quality healthcare requires
significant efforts on the part of the Romanian system for ensuring the possibility of providing state-of-
the-art medical techniques, which is only possible with adequate funding.'*

This sentence also raises an issue which tends to exceed the possibility of a state confronted
with the migration phenomenon: the compulsoriness to ensure the required human resources, i.e., their
presence at a qualitative and qualitative level sufficient to ensure adequate healthcare with high quality
standards. The migration of the healthcare personnel brings forth workforce and especially skills defi-
cit.'*

(4).2 “The transposition of this Directive into national legislation and its application should not result in
patients being encouraged to receive treatment outside their Member State of affiliation.” Two aspects
are worth considering here: the former concerns the necessity of transposing the directive into national
legislation, already known from the point of view of the hierarchy and acting way of the European

1911 this light, we can question to what effect is Vladescu’s project for a new Health Law (subsequently become,

with some amendments, Cepoi’s project) abiding by these principles if it envisages the privatisation of the social
health insurance system?

129 1t is true that the quality and efficiency combination can be interpreted in a restrictive sense reported to the
new medical techniques and technologies, efficiency being used as an argument against the costs of these tech-
nologies.

21 |f the health system employees can be replaced with new generations of graduates (especially when the ratio
between the graduates number and the new employees number is improper, that is to say that the number of
graduates is much bigger than the number of newly employed), this is not the case for the set of skills in the field,
seriously affected by the fact that the migration process is selective in what competences are concerned.
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norms, while the latter focuses on the fact that the system should be organised such way so as to avoid
direct or implicit encouragement of patients to seek treatment in other state than their state of affilia-
tion. If things are relatively clear in the case of explicit encouragement, the issue rises from the implicit
encouragement of patients” migration, which may derive from the organisation of the health system. An
interpretation of reform measures in the sense of an implicit encouragement of patients’ migration may
be appealed to if the respective measures are being taken for the transposition of the provisions of the
Directive into national legislation.

(5) In particular, decisions about the basket of healthcare to which citizens are entitled and the
mechanisms used to finance and deliver that healthcare, such as the extent to which it is appropriate to
rely on market mechanisms and competitive pressures to manage health systems, must be taken in the
national context. We note the states’ freedom of choice in what the selection of health funding mecha-
nism'** is concerned and also the requirements for defining a healthcare basket to which patients are
entitled. Nonetheless, at the same time, these provisions should be interpreted in terms of the minimal

123
I

obligations provisioned in the directive with regard to the qualitative and quantitative level™ of medical

care for each state.

(7) This Directive respects and is without prejudice to the freedom of each Member State to de-
cide what type of healthcare it considers appropriate. This acknowledgement of the Member States’
freedom to decide upon the health system type which they consider most adequate should be inter-
preted in the context of the provisions stipulating some conditions which health systems must comply
with.

Objectives of the Directive

(9) “The Council recognised the particular value of an initiative on cross-border healthcare ensuring clari-
ty for Union citizens about their rights and entitlements when they move from one Member State to an-
other, in order to ensure legal certainty.” In the light of this sentence, this Directive seems rather a nec-
essary measure for accompanying the freedom of movement, being tightly related to the latter. As a
rule, the phrasing does not allow medical tourism, the rights to cross-border healthcare being a contex-
tual one. If this interpretation is considered definitive, we should further acknowledge the fact that, in
legislators’ view, this exception seems to refer to situations in which a certain type of treatment cannot
be provided in the state of affiliation. However, assuming that a citizen has the rights to obtain prior au-
thorisation to benefit from reimbursement of treatment in another Member State, on the grounds of
difference in the quality of healthcare, we are then entitled to discuss the existence of some implicit
minimal standards in what the quality of healthcare at the Union level is concerned, in reference to the

122 This can be also interpreted as non-involvement. The attitude is understandable especially if we consider the

fact that this directive is rather placed in the context of the freedom of movement for citizens and services than in
that of the EU citizens’ fundamental rights.

123 From this point of view, we may consider that the directive sets the premises for a form of solidarity between
Member States in what the social health systems are concerned.
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highest quality level available in public services.*** This indicates a wider application level for the Di-
rective, specifically phrased in the texts quoted below.

(10). a. “This Directive aims to establish rules for facilitating access to safe and high-quality cross-border
healthcare in the Union and to ensure patient mobility in accordance with the principles established by
the Court of Justice and to promote cooperation on healthcare between Member States ...”
As one can observe, the Directive assumes the formation of the legal framework of:

- Patient mobility;

- Access to cross-border healthcare;

- Safe and high-quality healthcare; **°

- Promotion of cooperation on healthcare between Member States.

(10). b. “....whilst fully respecting the responsibilities of the Member States for the definition of social
security benefits relating to health and for the organisation and delivery of healthcare and medical
care and social security benefits, in particular for sickness.”
A strict interpretation leads to the conclusion that the rights of Member States'*® are limited to:
- the definition of social security benefits relating to health;
- the organisation and delivery of:
o healthcare;
o medical care;
o social security benefits in case of sickness.

Application domain

(11). a) This Directive should apply to individual patients who decide to seek healthcare in a
Member State other than the Member State of affiliation. As confirmed by the Court of Justice, neither
its special nature nor the way in which it is organised or financed removes healthcare from the ambit of
the fundamental principle of the freedom to provide services.

One can infer that cross-border healthcare has two judicial sources:

- the freedom to provide services, healthcare included;
- the patients’ freedom (limited by the prior authorisation) to decide individually on the
place when they seek healthcare.

2% |t is just a step from this to quality treatment cannot be provided in the country of affiliation.

12> The methodical interpretation of the provisions of the directive leads us to the conclusion that the quality of
cross-border healthcare and the quality of healthcare in each state should be identical. It becomes apparent that
the directive suggests, if not directly requires, the states’ obligation to take the necessary action in order to ensur-
ing quality standards in healthcare.

12 One should note that these rights are actually defined as responsibilities, which entails, in fact, obligation. This
compulsoriness is of great importance from the perspective of reform.
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As one can observe from this text and from the methodological interpretation of the provisions
of the Directive, the freedom of services is more ‘powerful’ that the patient’s free choice. In other
words, insofar as the patient’s request for healthcare depends on the service provider’s freedom to
grant healthcare, it tends to be permitted. This, in turn, leads to the conclusion that the interests of the
healthcare providing companies/units outweigh the patients’ interests.'”” Mention should be made that
the patients’ freedom of movement subsists insofar as it correlates with the free movement of services
and, secondarily, with the free movement of persons. To put it otherwise, the free movement of pa-
tients depends to great extent on the healthcare services market, the former being the more ample as it
contributes to the fulfilments of the latter’s interests.

Reimbursement of costs

(26) The basis of this regulation?® is represented by a few prior judgements of the European Un-
ion Court of Justice, which acknowledged the patients’ rights, as insured individuals, to the reimburse-
ment of the costs generated by healthcare provided in another Member State, in the frame of the statu-
tory system of social security. Hence, we note that reimbursements refer to the statutory system of so-
cial security,"”® and that they can be also regarded as a form of cooperation at inter-institutional level

130 As we shall further observe,

between the statutory systems of social security from different states.
this Directive actually offers the perspective of a higher level of harmonisation through the possibility to

adopt the clearing system in the bilateral relationships.

(26) “The Court of Justice has held that the Treaty provisions on the freedom to provide services include
the freedom for the recipients of healthcare, including persons in need of medical treatment, to go to

another Member State in order to receive it there.” It is obvious that one of grounds (perhaps the most

131

important) of cross-border healthcare is the freedom to provide services.”” We note the persons’ rights

27 This remark is particularly relevant considering certain strategies approached by healthcare units, which range

from restriction of development in the direction of ensuring very expensive healthcare services to active measures
for drawing patients in, the latter being considered especially by systems in which private units participate in
providing social services. The tendency increases if the level of reimbursement of costs is compatible with the ex-
istence of profit.

128 We can actually assert that this is the main reason for the issuance of this Directive.

The phrase emphasises the obligation of possessing a social security system which includes Health, being one of
the explicit mentions in favour of a European social system. From this point of view, one can assert that President
Traian Basescu’s gesture to discuss the extinguishment of the social status (in approximated terms), more precise-
ly, the attack at the social status which he has undertaken in the last three or four years contradicts the EU provi-
sions in this direction. This gives birth to a question regarding his relationship with the EU Commission, Counsel,
and Parliament in this respect, that is to say, whether these institutions have observed this false note between the
internal politics and the declarations concerning the firm adherence to the Union or whether it corresponded to a
general intention at the Union level, which was never transposed into law.

%% This would constitute a first step (even through a very small one) towards the harmonisation of the social sys-
tems and, perhaps, even the formation of a unique social security system. In our opinion, the much debated fiscal
union should be accompanied by a decisive step towards the harmonisation of the social security systems at EU
level.

! Grounded on the provider’s liberty, cross-border healthcare is placed within the inherent limits of this liberty.
As it is primarily regarded as liberty to provide medical care, it can restrained with the help of the providers, at

129
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to go to another Member State in order to receive medical care,”® which provides a potential opening
of the healthcare services market for the EU citizens, which is, nevertheless, affected by numerous
stipulations and restrictions, most of them implicit, as we shall see.

(27) The juridical frame for the application of the provisions of this Directive also includes:
- the provisions should be interpreted in accordance with the principles established by the Court
of Justice;
- the provisions should be interpreted inasmuch as they do not affect the financial balance of
healthcare and social security systems of the Member States;***
resulting, nevertheless, in a greater judicial security as far the reimbursement of the costs of healthcare
is concerned, for the following categories:
- patients;
- health professionals;
- healthcare providers;
- social security institutions.

Article (28) of the Substantiation refers to provisions already applicable on the grounds of other
principles than that of the free movement of services, especially those pertaining to the coordination of
social security systems at the Union level.

(29) Virtually, the aim of the directive is that patients should benefit from the principle of free
movement, as well as the freedom of movement for services and citizens. As it is the case for the latter,
the freedom is, nevertheless, restricted. Three limitations stand out at this point:

- reference to the member state of affiliation in what the minimum level of reimburse-
ment is concerned;***

- the freedom of Member States to establish the level of social protection in health/the
extent of the sickness cover;

135

- prevention of the considerable ™ effects on the funding of national healthcare systems.

least when they are in the impossibility (objective, we hope) to provide these services. The problem is the way in
which this impossibility occurs. Virtually, a state does not hold the rights to manage the health system pertaining
to the social security system so as to wilfully produce such impossibilities; as such politics would exceed the spirit
of the Directive. The problem intervenes when insufficient financial resources lead practically to an objective im-
possibility. In our view, this is the only variant applicable to Romania at this moment. Nevertheless, this entails
efforts to pinpoint the real costs associated with healthcare, as well as efforts to increase the funding level, and,
last but not least, the adjustment of the dimension of the social security system to the actual possibilities.

B2 The possible effect of these rights is defined with the relatively improper syntagm medical tourism.

O very loose provision which risks entailing abuse on the part of the States, determined by their wish to protect
their own financial balance. The protection instrument is the prior authorisation, its extent establishing the limita-
tions of the freedom of movement. However, if one state’s financial balance is set on a radical difference between
what the state officially claims to provide and its financial resources (much more limited), then it is highly probable
that it is not in the condition to be protected.

% This limitation marks a form of inequality between EU citizens, blatantly obvious in certain circumstances, espe-
cially in the form of differences between rich and poor states. Thus, when two patients from two different states
get treatment from the same medical care unit, the level of the costs for the social security systems for each of
them may be significantly different. (However, this reference has minimal character, being in the power of Mem-
ber States to overcome it.)

133
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Obviously, the last two issues have significant impact on the prior authorisation, being the cru-
cial protection point in the Romanian state (anticipated) strategy. One should note that, in lack of wait-
ing lists for various diseases, the prior authorisation cannot be declined on the reasons of preventing the
considerable effects on the national healthcare system funding, the reimbursement of costs for the
treatment received in another state being made at the level of the costs in Romania.**®

The relationship between the provisions of the directive and EU regulations on the coordination of
social security systems**’

(30) In the situations in which EU regulations on the coordination of social security systems are
applicable, either this Directive applies directive or the EU regulations on the coordination of social se-
curity systems apply.

(31) Patients should not be deprived of the more beneficial rights guaranteed by the Union Regu-
lations on the coordination of social security systems when the conditions are met.

In the case of a state to which the EU regulations on the coordination of social security system
apply, any patient who requests an authorisation to benefit from adequate treatment of his condition in
another member state should be always granted this authorisation under the following conditions:

- this treatment is among the benefits to which the patient is entitled in his state of resi-

dence, and
- when the patient cannot receive this treatment within a medically justifiable time limit,
considering:
o his current state of health;
o the probable course of the condition.™®

On the condition that the EU regulations on the coordination of social security systems are more
favourable, the Member State of affiliation should draw the patient’s attention to this aspect. Should
the patient specifically require benefiting from treatment under the terms of this Directive, the benefits
which apply to reimbursement (and especially the reimbursement level) should be limited to those
which apply under this directive.

B35 The scope of patients’ migration depends on the meaning of the term considerable, this being one of the varia-

bles for granting the prior authorisation.

3% Moreover, the union-type tourism of Romanian citizens may virtually represent a form of delaying expenses (all
the more if we consider reimbursement after long periods of time), that is to say, a temporary relaxation of finan-
cial pressure.

7 Even though the provisions are not applicable for Romania at this moment, we do not rule out the possibility for
them to become applicable in the near future. Considering the migration process, we consider that it is compulsory
to start up the social security systems coordination especially with Spain and Italy. Moreover, we consider that the
Health reform process should take this aspect into account, as far as the funding means are concerned, its social
dimension respectively.

%% One should note that the ability of the state of residence to provide the treatment in a reasonable time frame is
discussed, and not its financial possibilities. It is also remarkable that a very significant voice in the matter of the
prior authorisation in view of receiving treatment in another Member State have the health professionals, through
their various institutions: professional organisations (the College of Physicians), the specialised commissions at the
Ministry of Health (which tend to reflect the state’s position), the corps of the health experts, etc.
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(32) Irrespective if the provisions of the directive or the EU regulation on the coordination of so-
cial security systems apply, patients should not benefit from financial advantage from the healthcare
provided in another Member State, and the assumption or reimbursement of costs should be limited to
the actual costs of healthcare received.

This way, the actual costs of healthcare received in the circumstances of cross-border healthcare entail
the following aspects:
- they represent reimbursement level between states in compliance with:
o conventions concluded between states in accordance with the EU regulations
on the coordination of social security systems;
o conventions concluded between states in accordance with Directive no.
2011/24/EU
- they represent the maximum amount for reimbursement: the reimbursement level is
established in accordance with the level of costs in the Member State of affiliation.
Should the level of reimbursement for healthcare be higher than the actual costs of
healthcare provided in another state, the reimbursement will be made at the level of
the actual costs.

(33) “This Directive does not aim to create an entitlement to reimbursement of the costs of
healthcare provided in another Member State, if such healthcare is not among the benefits provided for
by the legislation of the Member State of affiliation of the insured person.” This means, per a contrario,
that the Directive aims at reimbursing the costs of healthcare provided in another Member State if such
healthcare is among the benefits provided by the legislation of the Member State of affiliation of the
insured person, provided that some conditions are met, the prior authorisation being the most im-
portant one.'*’

“Equally, this Directive should not prevent the Member States from extending their benefits-in-
kind scheme to healthcare provided in another Member State.” This is probably the case in which certain
states understand to conclude conventions by which they grant reciprocal healthcare to their citizens.
Should this be the case, we can speak of a third mechanism, that of the benefits-in-kind, in addition to
mechanisms of reimbursement and clearing.

In addition, it needs pointing out that Member States are free to organise their healthcare and
social security systems in such a way as to determine entitlement for treatment at a regional or local lev-
el, which is another source for possible conditioning for granting prior authorisation.

(34) “Member States of affiliation should give patients the right to receive at least the same
benefits in another Member State as those provided for by the legislation of the Member State of affilia-
tion.” First of all, it is obvious that all Member States should be aware of the level of benefits applicable
in each of the Member States, which presupposes both an extended information system and a degree of
transparency in this field, respectively the correspondence between ‘legal promises’ (legal provisions)
and the actual possibilities of the system. In addition, the patient’s entitlement to healthcare in another

%% However, we should bear in mind that prior authorisation is implemented to protect the state’s interests under

clearly stated circumstances and only for a certain category of healthcare (the most important one).

81



Impactul Directivei nr. 24/2011 asupra sistemului sanitar din Roménia Rotild Viorel

Member State starts from a minimum level represented by the level of benefits in the country of
origin/Member State of affiliation. The Directive acknowledges the possibility for certain differences in
treatment, differences which should be, virtually, ‘homologated’. This homologation process should be
the object of the prior authorisation, which is why we consider that the prior authorisation procedure
should comprise analysis criteria and procedural mechanisms specific to this ‘homologation’.

Restrictions to the entitlement to reimbursement of costs of cross-border healthcare*

(11) b) “..the Member State of affiliation may choose to limit the reimbursement of cross-border
healthcare for reasons relating to the quality and safety of the healthcare provided, where this can be
justified by overriding reasons of general interest relating to public health. The Member State of affilia-
tion may also take further measures on other grounds where this can be justified by such overriding rea-
sons of general interest. Indeed, the Court of Justice has laid down that public health protection is among
the overriding reasons of general interest that can justify restrictions to the freedom of movement envis-
aged in the Treaties.”

The situations in which the Member State of affiliation may act in the direction of the restriction to
the patient’s freedom to choose the state in which to receive healthcare by limiting the reimbursement
of cross-border healthcare are as follows:

- reasons related to the quality and safety of healthcare provided; which makes us envisage one
state’s possibility to limit the patients’ free movement by claiming safety reasons (e.g. epidem-
ic, inappropriate practice, etc.) or reasons related to the low quality of healthcare in another
State. To put it otherwise, if a state does not want to “lose” the patients of their own system,
suffice it to claim quality reasons.**!

4% \We consider that the restriction to the rights to the reimbursement of cross-border healthcare imposed by the

Member State of affiliation represents a form of restriction to the patients’ freedom of movement, but one which
has in view the expansion of social security in the Member State of affiliation and not the citizen’s possibility to use
his own financial resources to pay for cross-border healthcare.

1 gych a situation gives birth to two types of problems:

- The existing standards in the field, that is to say, the reference point. For a state to be able to claim
the absence of quality in healthcare, it must indicate the transgression of some minimal quality
standards accepted by the EU. Which, in turn, leads to the necessity to create these standards.

- The difference between the EU rich and poor states in what the quality of healthcare is concerned,
usually based on the rule: quality depends on allotted resources. This, in turn, leads to the following
probable situation: the rich states (i.e. the states with high-quality healthcare) would be much more
entitled to claim quality as reason to restrict their citizens’ freedom to receive treatment in poorer
states, while the poor states cannot make such a claim. The results would be the difference between
patients’” movement, respectively, there will be no patients flux towards the poor states, but patients
from these states will be able to move to other states. In the case of treatments that cannot be pro-
vided for in the Member State of affiliation, the differences in costs between the patients’ treatment
in one state’s own system (for similar conditions as far as the difficulty level is concerned) and their
treatment provided for by the western systems would burden the poor countries’ budgets even
more, making the problems even more serious and creating a real vicious circle of quality. This mech-
anism will be also supported by the migration of the health professionals, the higher wages in the
West health systems emphasising the skills deficit in the poor states and thus contributing to the de-
crease in quality.
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- overriding reasons of general interest related to public health. One of these reasons is public
health protection, as the Court of Justice has lain down. Under these circumstances, raises the
qguestion of the meaning which public health protection may have. For example, if the occur-
rence of a mechanism of the type specified above, in which the health budget is affected and
the State’s possibility to provide healthcare for their own citizens is observed, could this lead
to claiming public health protection as a reason for the limitation of reimbursements? We be-
lieve that Article 12 clarifies this question to some extent; this is the reason why we shall quote
itin its entirety.

12. “The concept of ‘overriding reasons of general interest’ to which reference is made in certain
provisions of this Directive has been developed by the Court of Justice in its case-law in relation to Arti-
cles 49'* and 56" TFEU and may continue to evolve. The Court of Justice has held on a number of occa-
sions that overriding reasons of general interest are capable of justifying an obstacle to the freedom to
provide services such as planning requirements relating to the aim of ensuring sufficient and permanent
access to a balanced range of high- quality treatment in the Member State concerned or to the wish to
control costs and avoid, as far as possible, any waste of financial, technical and human resources. The
Court of Justice has likewise acknowledged that the objective of maintaining a balanced medical and
hospital service open to all may also fall within one of the derogations, on grounds of public health, pro-
vided for in Article 52'** TFEU, in so far as it contributes to the attainment of a high level of health pro-
tection. The Court of Justice has also held that such provision of the TFEU permits Member States to re-
strict the freedom to provide medical and hospital services in so far as the maintenance of treatment
capacity or medical competence on national territory is essential for public health.”

As far as the reasons of general interest are concerned, the following ones can be claimed:

- planning requirements relating to the aim of ensuring permanent and sufficient access to a bal-
anced range of high-quality services. In other words, the control of the access to high-quality
healthcare, given that they can be the main attraction for the ‘medical tourism’.

Y2 TEEU, Article 49 Within the framework of the provisions set out below, restrictions on the freedom of establish-

ment of nationals of a Member State in the territory of another Member State shall be prohibited. Such prohibition
shall also apply to restrictions on the setting-up of agencies, branches or subsidiaries by nationals of any Member
State established in the territory of any Member State. Freedom of establishment shall include the right to take up
and pursue activities as self-employedpersons and to set up and manage undertakings, in particular companies or
firms within the meaning of the second paragraph of Article 54, under the conditions laid down for its own
nationals by the law of the country where such establishment is effected, subject to the provisions of the Chapter

relating to capital..

3 TEEU, Article 56 Within the framework of the provisions set out below, restrictions on freedom to provide

services within the Union shall be prohibited in respect of nationals of Member States who are established in a
Member State other than that of the person for whom the services are intended. The European Parliament and the
Council, acting in accordance with the ordinary legislative procedure, may extend the provisions of the Chapter to

nationals of a third country who provide services and who are established within the Union

** TFEU Article 52 (1) The provisions of this Chapter and measures taken in pursuance thereof shall not prejudice

the applicability of provisions laid down by law, regulation or administrative action providing for special treatment
for foreign nationals on grounds of public policy, public security or public health. (2) The European Parliament and
the Council shall, acting in accordance with the ordinary legislative procedure, issue directives for the coordination
of the abovementioned provisions.
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- the wish to control costs and avoid, as much as possible, any waste of financial, technical and
human resources. Virtually, the wish to control the costs can be claimed by any state which is in
the circumstance of having significant loss in the new context, as the differences in costs of simi-
lar healthcare services could be interpreted as a waste of financial resources.

- the objective to provide balanced medical and hospital care, open to all, inasmuch as it contrib-
utes to the reach of a high level of health protection, in reference to the provisions of Art.52
TFEU. To put it otherwise, if the great flow of foreign patients may affect one health system’s
ability to provide healthcare services to their own patients, the respective state may intervene
with measures limiting the access of the patients from other Member States. If the action mech-
anisms pertain to prior authorisation for the patients who want to receive treatment in another
state, in the case of the state of destination, the mechanisms for the legal actions which do not
affect fundamental freedoms of the citizens are difficult to identify.

- keeping the treatment capacity or medical competence on national territory is essential for pub-
lic health. Within this framework, if the patients’ migration risks affecting the maintenance of
treatment capacity,’* the Member State of affiliation may decline to grant prior authorisation
on these grounds.

We also take note of the possibility of a further evolution of the concept of “reasons of general in-
terest” through Court of Justice’s case-law related to actual cases which may occur after the Directive’s
entering into force. Which is why we can consider that the meanings of its provisions is not yet stable in
what the degree of freedoms for EU citizens is concerned, or for the Member States’ degree of obliga-
tion.

One may note that articles 11 and 12 deal with two different perspectives:

a) the rights of the Member State of affiliation to limit the reimbursement of cross-border
healthcare for certain reasons, respectively:

a. ensuring quality and safety of national healthcare;
b. overriding reasons of general interest.

b) the rights of the Member State to restrict the access of other EU states citizens to its health sys-
tem, by virtue of the following overriding reasons of general interest:

a. planning ensuring permanent and sufficient access to a balanced range of high-quality
services;

b. costs control;

c. providing balanced and open to all healthcare;
keeping the treatment capacity.

This means that the patients’ free movement can be restricted/limited both by the Member
State of affiliation and by the one in which he intends to receive treatment. The identification of these

%> Should the process be a wide one, it affects the treatment capacity through the following mechanism: the sig-

nificant decrease in the service’s targeting, combined with the prevalence of the efficiency and savings principle
may lead to the respective service’s disparity.

84



Centrul de Cercetare si Dezvoltare Sociald ,Solidaritatea™

limits and the attempt to fall under them is part of the effort required to transpose the directive into
national legislation and also part of the strategy of all the bodies interested in finding new opportunities.

13. It is clear that the obligation to reimburse costs of cross- border healthcare should be limited
to healthcare to which the insured person is entitled according to the legislation of the Member State of
dffiliation. The level of healthcare to which a patient is entitled to in his own country is reference point
in what the reimbursement of costs of cross-border healthcare is concerned.

Articles 14 and 15 of Substantiation govern the exception from the provisions of this Directive, namely
exclusions, which are:
- Longterm care services provided:
o athome;
o inassisted living facilities;
o in nursing homes.
- Access to the allocation of organs for the purpose of organ transplant.

The exclusion of long term care services may incur a series of problems come from the proce-
dural differences between Member States. For example, the Romanian system is characterised by long
periods of hospitalisation and a low level of additional services of long-term care. Should this be the
standard at national level, in the process of patients and services exchange occasioned by this Directive,
difficulties of homologation between Member States may rise.

Articles 16 and 17 establish the conditions applicable to the prescription of medical products
and medical devices when provided in the context of cross-border healthcare, and respectively the fact
that the Directive should clarify more situation types:

- Prescription of medical products and their purchase in the state where healthcare is
provided;

- Prescription of medical products in another country and their purchase in the Member
State of affiliation;

- Prescription of medical care in another country (e.g. the one in which the patient re-
ceives medical care) and their purchase in a third country.

Limits of the provisions of the Directive; transgressions of the provisions related
to free movement

(18) “This Directive should not give any person an entitlement to enter, stay or reside in a Mem-
ber State in order to receive healthcare in that State. Where the stay of a person on the territory of a
Member State is not in accordance with the legislation of that Member State concerning the right to en-
ter or stay on its territory, such person should not be regarded as an insured person according to the def-
inition in this Directive. Member States should continue to be able to specify in their national legislation
that is considered as an insured person for the purposes of their public healthcare scheme and social se-
curity legislation as long as the patients’ rights set out in this Directive are secured.”
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The entitlement to cross-border healthcare is, from the citizen’s point of view, an entitlement
pertaining to freedom of movement, under the latter’s limits. It cannot become main entitlement, that
is to say entitlement to stay in a EU State. Being secondary, the entitlement to cross-border healthcare
shares the conditions of the main entitlement: should the entitlement to enter or stay in a Member
State be affected, then also the entitlement to cross-border healthcare '*° or to the reimbursement of
its costs is also affected. We take note that the sanction is “such person should not be regarded as an
insured person”, which triggers the following effects: the person can access healthcare but needs to pay
for it, without entitlement to reimbursement of costs and can also receive emergency services (corre-
sponding to the minimal basket); which could be also charged, as the minimal basket is associated with
uninsured persons who have legal stay permit. Nonetheless, this is the hypothesis that the citizen in-
fringed the provisions on entering, staying or residing in another state, this state being entitled to apply
sanctions. Two simultaneous statuses are operational here: the illegal resident status in the country he
is in and the citizen status in the country of affiliation. To avoid a conflict situation between the conse-
qguences of the two statuses from the perspective of social security, the state of affiliation should also
have clear provisions related to its citizens which find themselves in such circumstances. The substantia-
tion suggests that a person infringing on the limits of the freedom of movement is no longer an insured
person. But the insured person status mainly derives from the status which the citizen has in his own
country. This means that we are in the circumstance in which infringement of a legal provision of a for-
eign country could be sanctioned in the country of origin. In addition, this sanction affects rights which
can virtually be affected only in clearly delineated circumstances (e.g., even a prisoner is entitled to
healthcare, which means that a person who infringes the limits of free movement is in a worse position
that that of a prisoner).

In other words, when a person is in the circumstances of having infringed on the limits of
movement, the following issues are entailed:

- Entitlement to minimum healthcare pack — in correlation with citizenship, therefore,
virtually, it cannot be lost. The problem is whether the territoriality principle applies in
this case (at least for some services included), considering their adaptation level of one
country’s specific requirements. To put it otherwise: is a Romanian citizen entitled to
minimum healthcare only when he is on Romanian territory? There are two possible an-
swers:

o YES: a Romanian citizen is entitled to minimum healthcare on condition that he
is in Romania — limitation of the minimum healthcare pack. In this case, what is
the influence of the Directive on the minimum healthcare pack; does it concern
these services or only the ones deriving from the quality of insured person? In
order to clarify this question, we should define the healthcare minimum pack.
To this effect, one must note that two definitions are possible:

148 Corresponding to the level of healthcare he would have been entitled to in the country of origin. This assump-
tion is hardly valid, much more probable (and natural) being the situation in which the patient may access these
services supporting the costs. This may become a valid hypothesis on condition that clearing is possible, that is to
say when there exist agreements between states in this respect. Even so, the citizen would be entitled to the same
rights as an uninsured citizen from the country in which he is. The opposite hypothesis leads to unacceptable con-
clusions, namely to his being refused healthcare as sanction for transgressing the provisions on entrance, stay, or
residence in the respective state, which may be regarded as infringement on human rights.
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=  According to funding: minimum healthcare pack is financed by the
state.’ This does not mean that everything that is state-financed is
part of the minimum healthcare pack, neither that something non-
financed can become part of the minimum pack.

= According to specific difference: minimum healthcare pack is that
healthcare service pack which all citizens are entitled to, including the
uninsured ones. Two possible situations spring from here:

e Insured citizen — fall under the effects of the Directive, mini-
mum healthcare pack service being included in the basic
healthcare service pack.

e Uninsured citizens — the ones to which entitlement to minimum
healthcare pack in another state is truly questionable.

o NO: this entails the idea that a Romanian citizen is entitled to minimum
healthcare when he is on the territory of another state.

- Entitlement to basic healthcare pack — according to Directive no. 2011/24/EU, a citizen
entitled to basic healthcare in the Member State of affiliation is entitled to these ser-

vices in any Member State.'®®

The problem is whether he loses this entitlement as upon
infringement on the provisions on enter, stay, or residence. The substantiation suggests
that he does. But the nature of the citizen rights is more complicated, they being at all
times opposable to the state of origin. The strict interpretation of the relationship be-
tween citizen and Member State of affiliation in what regards the entitlement to
healthcare, in reference to the Directive, seems to suggest the following: the state’s ob-
ligation towards its citizen expands to the entire EU space, except the cases in which the
citizen stays illegally in another state. Actually, the state has obligations even in this sit-
uation; however, they are rather ineffectual and cannot be fulfilled. In other words, it is

not about a sanction, but the inefficiency of the provision.

Therefore, the Directive substantiation suggests the necessity to clarify various interpretation
conflicts with the help of national legislation. Clarification should spring from the definition of insured
person, a definition that should cover situations of cross-border healthcare.

Access to information

(19) The patient’s access to information on the rules applicable to cross-border healthcare is of

149

the essence, the Directive being a real information system.”™™ Even though the rules governing

7 This is an ideal definition, not always conformable to reality. The fact that some national programmes are fund-
ed by CNAS (or have been funded by it) suggests that not always and not fully is the minimum healthcare pack
funded by the state.
%8 His rights materialise in that he is entitled to be received as patient in healthcare unit in three variants:

o Emergency

o Paid service — entitled to reimbursement in the country of affiliation

o Free—in case of clearing settlements among the states..

149 Which, in turn, is the basis for a more profound collaboration in the field of healthcare at the UE level.
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healthcare at the level of a state concern the respective state, they should meet some requirements in
what information is concerned:

- help the patient make an informed choice;**°

- avoid misapprehension and misunderstanding;

- establish a high level of trust between the patient and the healthcare service provider.

The general way in which these obligations are stated allows a number of interpretations. In ad-
dition, mention should be made that abiding to these provisions in relation to a patient from another
Member State entails structural modifications at the level of the healthcare system, under the disguise
of the entitlement of each state to organise their own health system as they consider appropriate, the
Directive actually provides a number of principles and rules applicable to all states.”* Apart from the
necessary efforts in overcoming the linguistic barriers,"” particularly significant is to make information
channels available and, especially, the operational standards this information refers to. To put it differ-
ently, the requirements that need to be met should be interpreted from the perspective of information
made available and with regard to the operation standards they assume.*>>.

The awareness with regard to applicable rules annuls the possibility of the present-day disjunc-
tion between legal norms in the field (e.g. healthcare virtually provided to an insured person) and the
actual possibilities of the system. For example, to a foreign citizen, the shortcomings in medication and
medical supplies are not opposable to a foreign citizen (at least, not without consequence), nor is the
attitude of the personnel discontent with their wages, who somehow “protest” at the expense of pa-
tients.

(20) The obligation to supply patients from other states with information brings forth the implic-
it obligation considering the existence of:
- safety and quality standards;

- information regarding healthcare providers to whom these standards apply.”

In turn, healthcare services providers should make available to patients information concerning:

150 Virtually, the subjects of these provisions are patients from other Member States. Since a more favourable situ-

ation for the patients from another state than for their own citizens cannot be conceived, we infer that these pro-
visions apply to local patients as well and that they should be introduced into national legislation at the same time
with the transposition of the directive into national legislation.

1 Almost every time, obligation of duty (instead of obligation of performance) offers, within the Directive, actual
measures that each state should implement in relation to its own health system.

12 Also part of the modifications that should be brought from the perspective of this directive.

Again, the state’s freedom to organise its healthcare according to its own rules is restricted by the obligation to
impose transparent minimal standards and mechanism.

% The only system that could meet at least a part of the requirements of standardisation and quality certification
is the accreditation of healthcare units by CoNAS. Nevertheless, the accreditation procedure is deficient at this
point and should be completed: with the introduction of accreditation as compulsory for all healthcare units, with
the adaptation of the accreditation standards to the international standards, with the elimination of distrust in the
objectivity of the assessment, and, last but not least, with effects at judicial and financial level triggered by the
assessment. In addition, the assessment and monitoring procedures should be reconsidered (monitoring is at pre-
sent absent in the accreditation process), in reference to the two dimensions: safety standards and quality stand-
ards.

153
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- specific features of the healthcare services they provide;
- treatment options.™

If such procedure of informing the patients is already available, it also applies to patients from
other Member States.

The state may decide that providing this information can be transferred in the responsibility of
its institutions or insurance companies."*® Even so, adequate procedures should be available at the level
of healthcare service providers.

Obligations concerning quality of healthcare

(21) a. “In its Conclusions the Council recognized that there is a set of common values and principles
that are shared across the Union about how health systems respond to the needs of the population
and patients that they serve. The overarching values of universality, access to good quality care, equi-
ty, and solidarity have been widely acknowledged in the work of various Union institutions” *’(our em-
phasis).

These values should be (also) acknowledged in what concerns the patients and citizens from other
Member States, who have to be provided equity treatment, considering their healthcare necessities and

18 7o this effect, Member States should abide by the following principles:

not their state of affiliation.
- the principle of free movement of person within the internal market;
- the principle of non-discrimination with regard to nationality;
- the principle of necessity and adequacy to any restrictions concerning free move-
ment."’
The restriction of these restrictions should not be interpreted in the sense of creating obliga-
tions that would lead to the exacerbation of one state’s healthcare system (that is to say, its considera-
ble decreased ability to provide healthcare services). For example, healthcare services providers cannot

be forced to accept planned treatment for patients from other Member States or to give them prece-

135 Eor example, treatment options require a standardisation method at the level of each healthcare unit, virtually

possible through practice agreements and protocols.

18 if the system preserves the current organisational structure, the main actors in collecting and supplying infor-
mation should be CNAS and Ministry of Health and also CoNAS, as an institution charged with monitoring of health
standards in healthcare units. Professional bodies should be also part of this system of supplying relevant infor-
mation to foreign patients, if the state granted them such responsibility.

7 \We have tackled again these provisions presented in the first section of the present study because of their im-
portance and multiple consequences in various domains, that is, in the domain of health policy of a state and from
the perspective of introducing minimal quality standards in healthcare.

% One should discern the extent to which we deal with an exception from the principle of service at the level of
the state of affiliation, to which a patient receiving cross-border healthcare is entitled. Our interpretation is that
abiding by this principle in what the reimbursement /settlement of costs for healthcare is concerned should not
interfere with the patient’s actual need of healthcare.

% We could interpret this in the sense of a limitation of the restrictions of free movement, on the grounds of
protecting one state’s own health system.
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dence over their own patients by extending the waiting period for the treatment provided for other pa-

tients.*®°

If patients’ flows create a demand over the possibilities of a Member State for a certain type of
treatment, the Member State may claim public health reasons in order to take action to limit these

'®1 The possibilities of intervention are, neverthe-

flows, in accordance with Articles 52 and 62 of TFEU.
less, limited by the obligation to abide by the provisions of the Regulations 883/2004 of European Par-
liament and Council from April 29, 2004, concerning the social security systems coordination. One
should observe the presumption that healthcare can be affected in a state if great flows of patients en-

ter the respective state.

(22) “Systematic and continuous efforts should be made to ensure that quality and safety stand-
ards are improved in line with the Council Conclusions and taking into account advances in international
medical science and generally recognised good medical practices as well as taking into account new
health technologies.”

Two questions in reference to this article: 1) is it a duty of care or a performance obligation? 2)
Is this obligation applicable uniformly to all Member States? Answers to these questions can be provid-

%% |n the case of healthcare which presupposes waiting lists, patients from other states cannot, virtually, accede to

these lists, as it would affect citizens from the respective state.

®1 TEEU, Article 62 (Services)

The provisions of Articles 51 to 54 shall apply to the matters covered by this Chapter (author’note: the connection
between free movement of services and free movement of persons.)

(Ch. 2, Right of establishment)

Article 51

The provisions of this Chapter shall not apply, so far as any given Member State is concerned, to activities which in
that State are connected, even occasionally, with the exercise of official authority. The European Parliament and
the Council, acting in accordance with the ordinary legislative procedure, may rule that the provisions of this
Chapter shall not apply to certain activities.

Article 52

(1) The provisions of this Chapter and measures taken in pursuance thereof shall not prejudice the applicability of
provisions laid down by law, regulation or administrative action providing for special treatment for foreign nation-
als on grounds of public policy, public security or public health.

(2) The European Parliament and the Council shall, acting in accordance with the ordinary legislative procedure,
issue directives for the coordination of the abovementioned provisions.

Article 53

(1) In order to make it easier for persons to take up and pursue activities as self-employed persons, the European
Parliament and the Council shall, acting in accordance with the ordinary legislative procedure, issue directives for
the mutual recognition of diplomas, certificates and other evidence of formal qualifications and for the coordina-
tion of the provisions laid down by law, regulation or administrative action in Member States concerning the tak-
ing-up and pursuit of activities as self-employed persons.

(2) In the case of the medical and allied and pharmaceutical professions, the progressive abolition of restrictions
shall be dependent upon coordination of the conditions for their exercise in the various Member States

Article 54

Companies or firms formed in accordance with the law of a Member State and having their registered office, cen-
tral administration or principal place of business within the Union shall, for the purposes of this Chapter, be treated
in the same way as natural persons who are nationals of Member States

‘Companies or firms’ means companies or firms constituted under civil or commercial law, including cooperative
societies, and other legal persons governed by public or private law, save for those which are non-profit-making.
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ed by a systematic interpretation of the directive (and, in addition, of TFEU). We consider that Member
States virtually have at least duty of care'®” in what establishing quality standards in healthcare is con-
cerned. Even though the Directive seems to imply compulsoriness in what the relation with citi-
zens/patients from other Member States is concerned, the numerous provisions on treatment equity
(applicable in the relationships between local patients and patients from another Member State) lead to
the conclusion that they should be regarded as obligations in relation to all patients. This, in turn, sug-
gests that Directive 2011/24/EU establishes at least duties of care with regard to establishing quality
standards for healthcare provided in the Romanian health system. All the more justified if we
acknowledge the difference from other Member States in what quality is concerned.

Changes of paradigm in approaching malpractice as an effect of the Directive

(23) The Directive states that “ensuring clear common obligations in respect of the provision of
mechanisms for responding to harm arising from healthcare is essential to prevent lack of confidence in
those mechanisms being an obstacle to taking up cross-border healthcare.” We consider that this implies
the obligation of instituting states cooperation mechanisms in what malpractice insurance is concerned,
for the personnel, as well as for healthcare units. In addition, we also take into account the possibility
for imposing a protection and compensation system centred on patient, which would complete the ones
focusing on healthcare services providers.

(24) Member States should ensure that mechanisms for the protection of patients and for seek-
ing remedies in the event of harm are in place for healthcare provided on their territory and that they are
appropriate to the nature and extent of the risk. However, it should be for the Member State to deter-
mine the nature and modalities of such a mechanism.

If we consider that malpractice insurance covers the aspects of “remedies in the event of harm”
for the patients,'®® we also acknowledge the fact that they should meet at least two requirements:
- toinclude mechanisms for remedies in the event of harm;
- these mechanisms should be appropriate to the nature and extent of the risk.
This aspect is particularly relevant in reference to a future malpractice law which should cover
risks and eventual related compensations both for the Romanian and foreign patients. This means that

%4 This concerns

these compensations should be correlated to the level of compensations in the EU.
both the limits associated with the parties’ agreement and the ones established in Court. A different
interpretation would lead to a paradoxical situation in which two patients who received treatment in

the same healthcare unit, from the same physician/nurse and who suffered from similar harm receive

182 | dentification of the provisions which imply performance obligations is yet to be established. This is the reason

why the phrase “the states have at least duty of care” is provisional.

'%3 The phrasing requires reassessment, as we consider that the tautology it implies is only ostensible.

1% However, the impact of the mechanisms and compensation level compatible with other Member States on em-
ployees would be particularly negative due to the exponential increase in insurance premiums. In this respect, we
consider that a formula of “co-insurance” would be beneficial, the costs for insurance being shared by employer
and employee. What is more, the reform’s direction towards the increase in liberalisation or medical practice ac-
tually hides a tendency to pass the responsibility and the additional costs determined by the provisions of the di-
rective to employees.
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different compensation, established in accordance with their state of affiliation, which would represent
an unacceptable discrimination.

In what mechanisms for the protection of patients are concerned, apart from the ones related
to malpractice, the situation is all the more complicated if more procedures/ authorities are included in
this category. For example, if we regard the Medical practice guidelines as mechanisms for the protec-
tion of patients,'® we conclude that they are subject to a mechanism of adaptation to equivalent forms
from other Member States. All these represent reference levels, their reach being in the states’ power.

In the general context of malpractice, we consider that a change in paradigm is necessary and
urgent in the sense of moving from the scapegoat pattern to acknowledgement of the system’s errors.
We believe that the personnel assessment is also relevant in this respect. At this moment, the assess-
ment system is feeding a paradox: employees with excellent assessments accused of malpractice. It is
our belief that they can successfully blame the system errors for malpractice situations.

The idea of some representatives of the Ministry of Health, of limiting the amount of compensa-
tions for malpractice in order to maintain tolerable costs of malpractice insurance for employees is a
problematic one, as, once the Directive no 2011/24/EU is transposed into national legislation, the
amount of compensation should be at the EU level.

Protection of personal data

(25) From the point of view of personal data in relation to cross-border healthcare, three as-
pects are worth taking into consideration:

a) cross-border healthcare is only possible in the circumstance of cross-border access to person-

al data on the part of institutions and healthcare units;

b) the new frame should ensure the rights of the “individuals to have access to their personal

data concerning their health, for example the data in their medical records containing such in-

formation as diagnosis, examination results, assessments by treating physicians and any treat-

ment or interventions provided”;

c) the necessity to create safe procedures for the protection of personal data which should re-

spect the fundamental rights.

As one can notice, it is about the expansion of the space for accessing and processing personal
data,® including at EU level, but also an increase in the degree of patients’ access to their own personal
data. From this latter perspective, it obviously requires the implementation of a specific procedure for
the access to one’s own personal data concerning their health. The substantiation provides examples
from medical records such as diagnosis, examination results, assessment by treating physicians and any

185 Although the medical practice guidelines seem to protect the interests of the insurance companies, being tar-

geted against excessive costs of healthcare (sometimes even at the price of affecting the treatment process), they
do have an important dimension of protection for the patients, through the aspect of minimum standard of treat-
ment.

'°® Which, in turn, presupposes the creation of standards and their abidance by all Member States. For example,
this entails that the personal data processing programs are compatible and, consequently, inter-connectable.
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other treatment or intervention provided. The exemplification character suggests that an exhaustive
access of the patient to his own personal data is also possible.'®’

In Romania’s case, it is obvious that data storage systems need to be created first, and only af-
ter, access procedures, in order to be able to attempt at an efficient legislative harmonisation with the
Directive. Such transparency mechanisms will trigger, alongside an increase in the level of trust (wher-
ever appropriate), an increase in the number of malpractice cases in Courts, as healthcare units and
medical institutions will no longer be able to hinder the access to personal data concerning patients’
health and treatment. As far as the free access to medical data is made available to patients, we shall

IM

witness a real “revolution” in approaching malpractice, whose effects on healthcare units/institutions

can be somehow compensated with the help of an efficient malpractice insurance system.*®®

187 Ultimately, the access may include diagnosis criteria and the method of choosing the treatment procedure, as-

pects which rather pertain to practice guidelines and protocols.
'%% This is the reason why a new malpractice law is one of the objectives of Ministry of Health, anticipating a part of
the system’s future problems.
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Analysis of the provisions of the Directive

Aims and principles

The main aim of Directive no. 2011/24/EU is to allow freedom to provide healthcare service for
patients, its text focusing on removing any unjustifiable hindrance of this fundamental freedom in the
patient’s Member State of affiliation. In other words, the directive is grounded on the free movement of
services in the European Union.

Though secondary, the Directive is still grounded on the free movement of persons in the EU

Member States.'®®

The combination of the free movement of healthcare services, the free movement of
persons/workers, and the provisions of the directive results in the free movement of patients, which is,
at present, in full definition process. Although it is restricted enough so as to stir doubts with regard to
the opportunity of using this formula as EU principle, the free movement of patients acquires a few sig-
nificant aspects through this Directive, sufficient to anticipate the possibility for this freedom to be fur-

ther emphasised, especially by the decision of the Court of Justice.

From a different perspective, we can assert that the directive refers to the circumstances of
providing healthcare for a patient from a Member State of affiliation in another Member State of affilia-
tion and that it complements the pre-existing judicial framework in the domain of emergency healthcare
and coordination of social security systems.

In accordance with the provisions of Art. 4, par. 1, cross-border healthcare should take into ac-
count the wider framework of the principles of universality, access to good quality care, equity, and
solidarity. As mentioned in the analysis of the substantiation, we can assert that this Directive establish-
es these principles at European level. Consequently, under the obligation of transposing the directive
into national legislation, it is also necessary to consider these principles of organisation of the national
health systems with regard to their social dimension.

Working hypotheses

The directive starts from two different hypotheses in what the access of a citizen of a Member State
to healthcare in another Member State is concerned:
- the situation of a citizen of a Member State of affiliation on the territory of another Member
State, in which he accesses cross-border healthcare;
- the situation of a citizen of a Member State of affiliation who wants to receive treatment in an-
other Member State and:
o applies for prior authorisation;
o accesses healthcare which does not require prior authorisation;
o receives treatment in another Member State when:

169 ags . . . . .
From an extremely critical perspective, we can assert that the directive’s intentions rather concern the free

movement of workers, having in view to provide it support in a form specific to health systems.
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= prior authorisation has been declined, but he considers that he would have
been entitled to it;
= prior authorisation is delayed.

In what concerns the reasons for resorting to cross-border healthcare, the EU citizen’s wish to receive
treatment in another Member State than that of origin can be, according to the Directive, determined
by:
o the fact that he cannot be provided treatment in due time because of the waiting
lists;'"%;
differences between state in what healthcare services are concerned;
circumstances in which family members are in another Member State.

. Responsibilities of the Member State of treatment

We can virtually assert that legislation, standards, and quality and safety directions in the Member State
in which treatment is provided apply, considering, nonetheless, the EU rules in the field, here including
the stipulations in this Directive. In what follows, we shall present the most relevant stipulations:

Organisation of the system and the standards concerning information to be provided and requirements
to be met:
a) Organisation and functioning of national contact points (NCP)
o publication of their names and contact information;
o by request, NPCs will provide patients contact information for the national contact
points in other Member States;
o they should consult with:*"*
=  Patients organisations
= Healthcare providers
= Health insurance companies
o Provide the following categories of information for patients from other Member States:
= Healthcare providers;
e including the rights or limitations to provide certain services or to de-
velop their professional activity;
= quality and safety standards and directions;
= entitlements of patients;
= complaints procedures;
= mechanisms of compensation for the harm;
= judicial and administrative options available for settling a lawsuit;
= relevant directives on the assessment and supervision of healthcare providers
subject to these standards;

170 . . . . age . . ..
In this respect, the Directive provides a ‘safety valve’ for citizens in view of receiving healthcare or a measure

for the states to support each other in this field. It is interesting to take note that the Court of Justice decrees con-
cern precisely such cases.

! One can infer that the object of these consultations is represented by the entitlements and obligation of each
party in the general framework of cross-border healthcare.
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= accessibility of hospital for persons with disabilities.
c) Information that should be supplied by healthcare providers:'’
a. Relevant information in view of helping the individual to make an informed decision
with regard to:
i. Treatment options;
ii. Availability, quality and safety of the healthcare they provide;
iii. Explicit invoice;
iv. Explicit information on costs;
v. Authorisation or registration status;
vi. Professional liability insurance cover, in terms of:
1. individual responsibility
2. collective responsibility.

If healthcare providers already give this information, the Directive does not oblige them to pro-

vide further details. On the contrary, if this information is not provided, two consequences occur:

e The Member State should enforce obligation in this respect through the legislation which
transposes the provisions of the Directive. Failure to comply with these legislation amend-
ments, the patients affected in their rights may institute proceedings against the state, irre-
spective of the type of healthcare service provider.

e The provisions of the Directive apply to public providers even in the circumstance in which
they are not transposed into national legislation, due to their status as state
units/institutions/organisations.

c) The Member State must ensure that:

- there are transparent procedures for complaints;
- mechanisms by which patients may require compensation in the case of harm;
- there are professional liability insurance systems (or equivalent) adequate to the nature of the
risk;
- personal data processing systems comply with the European standards on protection of per-
sonal data;
- patients are entitled to a medical record of the treatment they received and they are granted
access to at least one copy of this record;
- the principle of non-discrimination with regard to nationality grounds applies for all patients
from all Member States;
- the providers on their territory

- apply the same scale of fees as for domestic patients;

- charge a price calculated according to objective, non-discriminatory criteria if there is no
comparable price for domestic patients.

72 This represents information that should be provided directly by healthcare providers to patients, in addition to

that which they must provide to national contact points.
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Restriction of access to cross-border healthcare for citizens of other Member States

If the principle of non-discrimination for the citizens of another Member State seems to suggest
equal access to healthcare regardless of the Member State of affiliation and the Member State of
treatment, a question arises: is there any limit to the free movement of patients? In other words, what
is the dimension of this freedom? It is obvious that, as far as reimbursement of the costs of cross-border
healthcare is concerned, there are some limits and they will be carefully analysed in the subchapter ded-
icated to prior authorisation and related stipulations. In this case, what is left to find out is whether the
Member State of treatment can restrict access to healthcare for citizens of another Member State and
the circumstances in which it can do it.

Art. 4, par. 3 of the Directive provides the circumstances in which a Member State can restrict
the access to healthcare for citizens of another Member State, even though they are discreetly guised
under the equivocal phrase possibility of the Member State of treatment... to adopt measures regarding
access to treatment aimed at fulfilling its fundamental responsibility to ensure sufficient and permanent
access to healthcare within its territory. Therefore, at least virtually, a Member State can restrict access
to healthcare for citizens of other states, but only in specific circumstances. The extent to which patients
are free to access cross-border healthcare depends on the specification of these circumstances.

A Member State of treatment may restrict access to healthcare for citizens of other states when this is
justified by the following overriding reasons of general interest:

o the planning requirements in reference to ensuring sufficient and permanent access to a
balanced range of high-quality treatment within the respective Member State;

o the wish to control costs and avoid, as much as possible, any waste of financial, techno-
logical and human resources;

o the wish to adopt measures regarding access to treatment aimed at fulfilling its funda-
mental responsibility to ensure sufficient and permanent access to healthcare within its
territory

These measures of restricting the access have the following limits:
- they are limited to what is necessary and adequate;
- they cannot be a means of arbitrary discrimination
- they are previously given to the public.

The Member State has the freedom to establish its own prices, on condition that it does not discrim-
inate citizens of other states.

The state applies its own provisions with regard to the use of languages in its institu-
tions/organisations. However, should the State desire, it can choose to provide information in other lan-
guages as well.!”?

73 |inguistic compliance of healthcare service providers is an important variable from the perspective of patients’

flows. Healthcare units which apply strategies for training their personnel in this domain, correlated with a strate-
gic selection of languages may prove a gain in competition.
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A few critical perspectives

The meaning of patients’ freedom to access cross-border healthcare

We consider that patients’ freedom to access cross-border healthcare has a special status, being
to a great extent part of patients’ freedom of movement, but being at the same time placed beyond
these limits. Thus, patients’ freedom to access cross-border healthcare is part of the patients’ freedom of
movement in the sense indicated by the Directive when the costs of healthcare are falling in one of the
following categories: reimbursement, settlements in the context of the Directive or when they benefit
from the mechanisms of social security systems coordination. Patients’ freedom to access cross-border
healthcare exceeds the sense which the Directive gives to patients’ freedom of movement when the
costs of healthcare are the responsibility of the patient or of other systems than social security services /
health insurance services (here including private health insurance). As a matter a fact, if a patient is not
granted prior authorisation or prior authorisation is delayed and he still accesses cross-border
healthcare intent on attempting at obtaining reimbursement in Court, and admitting that this goes in his
favour, he has, for a certain period of time, an unclear status in what concerns his judicial status from
the patients’ freedom of movement point of view. This also applies if the reimbursement level is lower
than the costs of healthcare, in what the difference paid by the patient is concerned.

This approach actually attempts at suggesting that the limits in which treatment is provided, es-
tablished by the Member State, represents, in fact, the most significant restriction of the patients’ free-
dom of movement, and that the social perspectives of this freedom, though particularly important in the
context of this directive, are secondary.

The limits of a Member State’s freedom to restrict access to healthcare for citizens of other States

Virtually, the wording of the situations in which a Member State can enforce restrictions of the
freedom to access healthcare is sufficiently general to allow us to consider that practically everything
can fall in this category. By correlating this aspect with the fact that the Directive does not foresee
greater inflows of patients as a result of the entering into force of its provisions, then, these provisions
should be rather interpreted in the sense of a greater freedom of the Member States to enforce re-
strictions.

At the same time, we consider that the influence of other variables should be also taken into ac-
count. The greatest influence comes from the decisions of the Court of Justice, which will further define
the sense of these provisions at the moment when they enter into force/they are transposed into na-
tional legislations of Member States.

Also relevant in this respect is the political decision, in the case in which enforcing severe re-
strictions may affect citizens’ freedom of movement. The analysis of the effects of such politics should
be undertaken within the general framework of the strategies of controlling the demographic decline,
which affects the western states to great extent. If we refer to official politics and informal strategies,
we observe the encouragement of workers’ migration, practised by numerous western states, correlat-
ed with a more relaxed policy of access.
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Il. Responsibilities of the Member State of affiliation

Obligations to provide information to patients

The obligations to inform should be regarded in the context of the information provided by

Member States to their citizens in accordance with the Directive, the responsibilities of the Member

State of affiliation being complementary to the ones of the Member State of treatment. As we have pre-

viously discussed the responsibilities of the Member State of treatment, we round off the information
with the details that should be provided by the Member State of affiliation.

The Member State of affiliation should ensure that there are mechanisms capable to provide pa-

tients, by request, information concerning cross-border healthcare, particularly in reference to:

- Reimbursement of costs for cross-border healthcare:

o

o

o

Conditions for reimbursement;

Procedures of assessment and establishment of the entitlement to reimbursement;
Means for appeal in the cases in which patients consider that they rights have not been
respected;

Providing differentiated information in what the entitlement to treatment on the
grounds of the Directive and the entitlement to treatment on other grounds is con-
cerned.

- Ensuring medical monitoring of patients who received cross-border treatment;

- Patients who receive cross-border treatment have distance access to their medical records or

receive a copy.

Reimbursement of costs of cross-border healthcare

Reimbursement of costs of cross-border healthcare received by a patient is the most important

obligation of Member States, patients’ free movement depending on it, in the social sense considered in

the directive.

Reimbursement of costs of healthcare is governed by a few rules:

- Reimbursement implies the fact that a patient who receives cross-border healthcare pays for

the service provided and then asks for reimbursement from the Member State of affiliation.

- Reimbursement is made at the level to which the patient is entitled in the Member State of affil-

iation and only for healthcare services to which he is entitled in the national healthcare social

security system / health insurance system.

- In many cases, reimbursement is conditioned by receiving a prior authorisation to receive cross-

border treatment, authorisation issued by the Member State of affiliation.

- Reimbursement can be made to the level of actual costs of healthcare.

Since reimbursement of costs associated with cross-border treatment in another EU state is at the

level of costs in the country of origin, the financial advantage resulted from the difference in costs may

become an end, determining development of specific actions. In this respect, two situations are possi-

ble:
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a. the clearing level for healthcare in the Member State of affiliation is lower than that in the
Member State of treatment — the patient covers the difference;

b. the clearing level for healthcare in the Member State of affiliation is higher than that that in
the Member State of treatment— the Member State of affiliation reimburses the costs at the
level of their invoice, that is, at a lower cost than the one of the same treatment received in the
domestic health system. This variant is obviously profitable for the Member State of affiliation
and may result in a policy oriented towards “patients export” which can go as far as to the elim-
ination of prior authorisation and even as far as to stimulation of migration for its own pa-
tients."’*

Prior authorisation

Since prior authorisation represents the most important institution provisioned by the Directive

with reference to the free movement of patients, defining the most important restriction, respectively
the one established by the Member State of affiliation, we shall tackle this issue more thoroughly.

Court’s decisions on prior authorisation

The Directive resumes Court’s decisions in favour of enforcing prior authorisation, indicating the

substantiation of the states’ rights to decide in this respect. We quote the text as it appears in the Di-

rective, emphasising aspects which we consider particularly relevant:

(40) “According to the constant case-law of the Court of Justice, Member States may make the
assumption of costs by the national system of hospital care provided in another Member State
subject to prior authorisation. The Court of Justice has judged that this requirement is both
necessary and reasonable, since the number of hospitals, their geographical distribution, the
way in which they are organised and the facilities with which they are equipped, and even the
nature of the medical services which they are able to offer, are all matters for which planning,
generally designed to satisfy various needs, must be possible. The Court of Justice has found
that such planning seeks to ensure that there is sufficient and permanent access to a bal-
anced range of high-quality hospital treatment in the Member State concerned. In addition, it
assists in meeting a desire to control costs and to prevent, as far as possible, any wastage of
financial, technical and human resources. According to the Court of Justice, such wastage
would be all the more damaging because it is generally recognised that the hospital care sector
generates considerable costs and must satisfy increasing needs, while the financial resources

174

The question is whether such and attitude can harm the state/s of treatment. In order to answer to this ques-

tion, we consider that two assumptions should be formulated:
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c) the lower costs of healthcare in another member state are determined by the extraordinary efficiency of
the system and/or the lower costs with workforce — the Member State of treatment does not record defi-
cits;

d) the lower costs of healthcare in another member state are artificial, determined either by an underesti-

mation of costs (ultimately settled at the expenses of healthcare providers, patients, etc.) or by various
subsidies — the member state of treatment records deficits.
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made available for healthcare are not unlimited, whatever mode of funding is applied” (our
emphasis).

Resuming the article above, one can note that:
- enforcement of prior authorisation is a possibility of Member States (that would entail
that it is not an obligation);
- prior authorisation is a requirement both necessary and reasonable (which annuls its
character of possibility and transforms prior authorisation in a necessary tool”):
- the necessity of prior authorisation is grounded especially:
o on the health systems’ need of planning;
o on the necessity to control costs;
o on the need to prevent, as much as possible, the waste of financial, technical
and human resources."”®
- the need of planning is based on the necessity for health systems to ensure sufficient
and permanent access to a balanced range of high-quality hospital treatment within the
concerned Member State.'”’

Yet, at the same time, (44) according to the constant case-law of the Court of Justice, the criteria
for granting or refusing prior authorisation should be limited to what is necessary and proportionate in
the light of these overriding reasons in the general interest.

In the light of the case-law of the Court of Justice, virtually, prior authorisation should not pre-
vent the patient to receive cross-border healthcare services that would have been otherwise available in
the Member State of affiliation. Referring to this aspect in the substantiation of its provisions, the Di-
rective states: making the assumption by the statutory social security system or national health system
of costs of healthcare provided in another Member State subject to prior authorisation is a restriction to
the free movement of services. Therefore, as a general rule, the Member State of affiliation should not
make the assumption of the costs of healthcare provided in another Member State subject to prior au-
thorisation, where the costs of that care, if it had been provided in its territory, would have been borne
by its statutory social security system or national health system. (38) As one can easily notice, from the
moment in which the state/social security system settles/reimburses/pays in any way, at any costs for
healthcare, the reimbursement of costs of cross-border healthcare does not alter the situation from the

%> The Directive is equivocal in many parts, containing, apparently, many contradictory provisions. In what the

character of prior authorisation reported to Member States is concerned, respectively the balance between possi-
bility and necessity, the provisions of the Directive tend to cover a wide range of interests, without fully satisfying
them. In reference to the text quoted above, the directive takes the decisions of the Court of Justice into account,
reproducing judgements of a contradictory nature. Some authors suggest that this behaviour of the Court, respec-
tively, the return to some of the previous judgements is indicative of the fact that the EU judicial system, generat-
ed in particular by its decisions’ character of compulsoriness, which tend to create laws, is not exclusively based on
Anglo-Saxon Law, the return to the previous judgements indicating, in this respect, a connection with the French
and German judicial systems.

7% All these are arguments substantiating the enforcement of prior authorisation, as well as the criteria and pro-
cedures for sustaining such claims.

7 In other words, prior authorisation protects the interests of the patients-citizens who want to receive treatment
in the Member State of affiliation, having the role to contribute to the preservation of the national health system.
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associated costs point of view. This assessment represents a fundamental principle in the structure of
the directive, establishing its general application framework. This, in turn, means that prior authorisa-
tion rather represents an exception and that the situations in which it applies should be clearly delineat-
ed.

Definitions of the directive

The text of the directive indicates that it should be up to the states whether prior authorisation
is necessary or not. The states which decide to enforce prior authorisation must take the following
steps:

- tocreate an entire procedure (or system) in which
- toidentify healthcare that requires prior authorisation in the context of their own system,
o inaccordance with the criteria established in the Directive;
o with regard to the Court of Justice case-law;
- to make available to the public the information concerning healthcare which requires
prior authorisation.

Virtually, the circumstances in which the citizen is entitled to domestic healthcare also apply in
the case of his entitlement to cross-border healthcare. There are general provisos, eligibility criteria and
administrative formal issues with regard to healthcare provided and reimbursement of costs of
healthcare. The directive provides a few examples in this respect:

- the requirement to see a general practitioner before a specialised physician or before
receiving hospital care;'’®

- an assessment made by a health professional or a healthcare services administrator
who provides services within the social security system, such as a general practitioner or
the family doctor.

These provisos for accessing health social security services are restricted inasmuch as they are:
- necessary;
- proportionate to the objective aimed at;
- do not have a discretionary or discriminating character.

78 The guestion arising is what happens if the Member State of treatment does not have these provisos? Virtually,

such a situation seems to be excluded by the general framework generated by this Directive, whose topic is pa-
tients’ free movement (actually, the free movement of services, which has, in this case, a significant impact over
patients’” movement). To put it otherwise, in order to access the judicial framework of this directive (naturally, es-
pecially by way of the provisions of national legislation transposing the stipulations of this Directive), a citizen must
have the status of patient, which means that he must be diagnosed. If this hypothesis/proviso is taken into ac-
count, it seems reasonable to consider that diagnosis should be performed (or, at least, initiated) in the country of
origin (the Member State of affiliation). However, local procedures and administrative ways apply to diagnosis,
which, in fact, results in the fact that a citizen is unable to access cross-border healthcare directly, without having
to deal with prior administrative provisos /filters. As prior authorisation compulsorily requires the existence of
diagnosis, that is to say, proof of the patient status, the question arises in the case of treatments exceeding the
prior authorisation procedure, namely the ones that do not require prior authorisation. If one thinks, for instance,
of eye-glass prescription, it is obvious that this have to be provided within the national system (family doctor’s
referral, consultation with an ophthalmologist in the health social security system) for the patient to be reim-
bursed.
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For the examples provided, assessment should be introduced only if this is necessary to deter-

mine the individual entitlement of the patient to healthcare.

These limits apply simultaneously to services provided within national/public health social secu-

rity systems and to cross-border healthcare. Two remarks are relevant here:

the aims of the directive can be attained on condition that national/social/public health
services comply with certain criteria; which means that the provisions of the directive
creates indirectly rules for the functioning of national social security systems.

the provisos for accessing cross-border healthcare and their limitation take into account
the provisos in the Member State of affiliation, however, balanced by the limits estab-
lished by the Directive.

Taking both provisos and limitations into account, we consider that two aspects need to be dealt

with at the moment of transposition of the directive into national law:

c) to introduce a national procedure for establishing the provisos for access to healthcare that

should:

include mechanisms for establishing the necessary conditions;'”

ensure balance between restrictions and aims (which means that for each restriction,
the corresponding objective should be indicated immediately);

establish clear criteria for decision-making and hierarchic resorts for decision-making
and settlement of appeals (in order to avoid the risk of discretionary behaviour);

avoid discrimination.

d) to assume the national procedure as part of the prior authorisation procedure for requests of

cross-border healthcare.

For accessing domestic and cross-border healthcare, certain criteria should be established in order

to make decisions for each patient. The criteria used should:

be applied objectively, transparently and non-discriminating;

to be known in advance;

be grounded on medical circumstances;

not impose additional loads on patients who wish to receive cross-border healthcare

compared with patients provided with treatment in their own Member State of affilia-
. 180

tion;

make expedient decisions.

As already mentioned, the fact that the directive refers simultaneously to national health sys-

tems and requirements that have to be met for the free movement of patients/medical services entails

a certain set of obligations for national health systems which Romania is bound to observe by introduc-

ing specific legal provisions. In other words, compliance with the provisions of the directive also includes

the establishment of a judicial framework applicable to public healthcare/health insurance system. In

179
180

sentence.

Mostly restrictions related to funding.
The patients’ free movement depends to a great extent on the meaning which the Court will ascribe to this
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our opinion, this should be one of the main objectives of the Romanian health system reform. We assert
that the fact that the directive assumes the lack of criteria for accessing public/national social
healthcare, as well as the fact that these criteria, inasmuch as they exist, do not abide by the provisos,
represents an infringement on freedom of providing healthcare/ free movement of patients. To put it
otherwise, compliance with the provisions of the directive entails fundamental structural changes in the
Romanian health system."®!

In relation to these criteria applicable at national level, Member States are free to add criteria
and additional provisos for prior authorisation of patients who want to receive domestic healthcare.
However, they should also comply with the aforesaid provisos, adding, as we shall see, other provisos. In
other words, the Member State of affiliation can restrict their own citizens’ access to cross-border
healthcare, but only in defined circumstances and meeting, at the same time, the requirement that ac-
cess to public/social healthcare should also comply with these provisos. This means that the under-
standing of prior authorisation as judicial institution depends on establishing the circumstances in which
it can be used and on their introduction in national legislation.

Taking into consideration the fact that they represent a hindrance for patients’ free movement,
the criteria associated with prior authorisation should be justified from the overriding general interests’
point of view, such as:

- planning requests in reference to ensuring a sufficient and permanent access to a bal-
anced range of high-quality healthcare within the state concerned;

- the wish to control costs and avoid, as much as possible, any waste of financial, techno-
logical, and human resources.

In this respect, one should take into consideration the reasons provided as examples by the Court of
Justice:
- therisk to severely undermine the financial balance of a social security system;
- the aim to maintain balanced healthcare and hospital care open to anyone, for reasons
of public health;
- the aim to maintain the treatment capability or medical competence on national territo-
ry, as fundamental for public health and the survival of the population;
- the general principle of ensuring the patient’s safety.

It should be noted that the impact on national health systems caused by patient mobility might vary be-
tween Member States or between regions within a Member State, depending on factors such as geo-
graphical location, language barriers, location of hospitals in border regions or the size of the population
and healthcare budget,(44) it should therefore be for Member States to set such criteria for refusing pri-
or authorisation that are necessary and proportionate in that specific context, also taking into account
which healthcare falls within the scope of the prior authorisation system, since certain treatments of a
highly specialised nature will be more easily affected even by a limited patient outflow than others. The

8L Our remarks are based both on the fact that we have noted that these criteria are scarce, but also the fact that

the provisos are not complied with, in the case of the existing criteria, within the national health system. The anal-
ysis of each proviso can reveal a large amount of circumstances (some of them, notorious) in which these provisos
are not complied with.
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freedom of Member States to set these criteria includes the possibility that they be related in different
ways to different regions, counties or other administrative forms relevant for the organisation of health
system and for the possibility to provide certain treatments. It is obvious that there should be a special
procedure having regard to more aspects. We believe that the duty to prove the existence of situations
which justify the decline of prior authorisation is the state’s duty, and that citizens cannot be forced to
prove the lack of such influences.
Other provisos that should be complied with by prior authorisation and its associated mecha-
nisms, including reimbursement of costs:
- patients should be provided with objectivity, non-discrimination and transparency war-
ranties;
- the decisions:
o should be made on a timely, reasonable manner
o should take into consideration:
= general principles;
= specific circumstances for each situation;
o should be made in a short time if imposed by emergency of treatment.

If the Member State of residence declines prior authorisation on the grounds of financial im-
pact, this determines two consequences:
- The state should provide the proof;
- A question arises with regard to the way in which citizens’ rights are respected, taking into
account that:
o the citizen should have access to services included on the list/guaranteed in accord-
ance with his necessities;
o the system’s malfunctions or image strategies such as entitlement to a healthcare
pack that cannot be actually provided are not opposable to citizens;

Settlement of costs in the prior authorisation situation

If the rule for reimbursement of the costs for cross-border healthcare is related to the costs of
healthcare in the Member State of affiliation, additional provisions apply in the case in which prior au-
thorisation is granted:

- the general rule is maintained: the costs of care provided in another Member State
should be reimbursed by the Member State of affiliation up to the level of costs that
would have been assumed had the same healthcare been provided in the Member State
of affiliation, without exceeding the actual costs of healthcare received. (46)

- In the event when EU regulations concerning social security systems coordination apply,
prior authorisation should be granted and settlement is made at the level of costs or in
accordance with the agreements between states. An exception is the situation in which
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the patient opts for the framework provided by Directive 2011/24/EU, thus renouncing
more favourable provisions.®

- In the event that the state initially declines prior authorisation, the patients receives
cross-border healthcare and the authorisation is eventually granted after judicial or ad-
ministrative re-evaluation'®® reimbursement of costs of healthcare is made at the level
of costs.™®*

The Directive suggests the possibility of combining reimbursement of costs of healthcare with
costs associated with various social aspects, especially additional costs in the case of persons with disa-
bilities. Otherwise, the specific issue is much more complicated in such cases, involving provisos on
equal opportunities and fighting discrimination.'®

Limits of prior authorisation

As we could notice, the prior authorisation institution generates limits in the patients’ free
movement. If the Member States’ decision in this respect was unlimited, there would be no longer free
movement of patients, the entitlement to free movement being rather incidental. It is important to re-
member that the Directive comes as a result of more judgements of the Court of Justice which acknowl-
edged the citizens’ entitlement to reimbursement of the costs of cross-border healthcare, under specific

186

provisos.™ " Criteria for granting or declining prior authorisation should be limited to what is necessary

and proportionate from the perspective of overriding reasons of general interest.

This is a complex situation. For example, as far as the quality of healthcare is concerned, could
the differences from one state to another (which may be significant, if one takes into account the fact
that the funding level is a significant variable for the quality of healthcare) influence the conditions for
granting prior authorisation? A few questions rise from this situation: which is the relation between the
general interests which can be claimed by a state in declining prior authorisation and the direct interest
of the patient in his own health? Could we oppose general interests to personal interests of patients
who might be in situations that endanger their lives?

The analysis of the limits of the state freedom to grant prior authorisation should start from two
of the fundamental aims of the directive:

e toallow freedom to provide healthcare services for patients;
e to remove unjustified hindrance of this fundamental freedom within the patient’s Member
State of affiliation.

82 The state institution should inform the patient with regard to this situation.

Therefore, a higher institution should be available to which appeal can be made against the rejection of prior
authorisation. Which means that procedures specific to contentious administrative matters apply.

'® The wording in the Directive, art. 46: “This is in line with the case-law of the Court of Justice which has specified
that patients who were refused prior authorisation on grounds that were subsequently held to be unfounded, are
entitled to have the cost of the treatment obtained in another Member State reimbursed in full according to the
provisions of the legislation in the Member State of treatment.”.

%> We assert that case-studies will develop with the entering into force of this Directive.

In this sense, the Directive is an example of civic action resulting in modifications of legislation.

183
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As it is easily noticeable, both aims express limits of prior authorisation, the former referring to
the actual aim of the Directive, i.e. to allow freedom to provide healthcare services, which can be also
understood as patients’ free movement, while the latter indicating that prior authorisation should only
consider justified reasons, each reason for declining it being a hindrance for the freedom to provide
healthcare. This also indicates that these reasons should be powerful enough to justify the restriction of
this fundamental freedom.

Theoretically, the reference level of the services to which a patient is entitled to in another state
is represented by the level of the services he is entitled to in his country/Member State of affiliation. As
this is difficult to put into effect because of the significant differences in treatment methods, the Di-
rective also takes into consideration critical cases. To this effect, it operates with two fundamental con-
cepts, healthcare procedure and types of treatment, without defining them explicitly. Even though es-
tablishing a patient’s entitlement in cross-border healthcare starts from a minimum level represented by
the level of service in the country of origin/Member State of affiliation, the Directive acknowledges the
possibility that there may be differences between treatments which should be “homologated”. This ho-
mologation should be the object of prior authorisation; this is the reason why we consider that prior
authorisation should comprise analysis criteria and mechanisms specific to this “homologation”.

Also, the legal framework specific to prior authorisation should include provisos with regard to
the possibility of reimbursement of costs of healthcare beyond the limits to which they are covered in
Romania. These provisos are very important if we take into account the situation in which prior authori-
sation is requested for healthcare that cannot be provided within the country'®’ as such situations rep-
resent a restriction of the patient’s entitlement to healthcare by the way in which health system is man-
aged. Things tend to get even more complicated if we try to establish a reference level or a standard of
healthcare/treatment which should be provided for various diseases.’®® Could we say, therefore, that
the Directive enforces the citizens’ rights to the best treatment available within the European Union?
After all, the essence of the patients’ free movement brings forth the question of the reasons why pa-
tients would request cross-border healthcare, the most important being that fact that they want to be
provided the best possible care.® This would mean that we could regard the treatment’s performance
and efficiency as a standard, from the point of view of the Directive. The decline of prior authorisation
cannot be grounded on the reason that there are waiting lists on the national territory which are in-
tended to allow the planning of providing hospital care based on previously established priorities, with-
out performing objective medical evaluation.

¥ This assumption obviously raises the issue of the circumstances in which citizens may be granted prior authori-
sation. Two different situations can be noticed here: healthcare that cannot be provided in Romania because of
the lack of expertise and the patient’s request determined by differences in quality between healthcare systems or
other criteria.

'®8 The Romanian legislator faces a real dilemma in regard to the way of defining the services to which the citizens
are entitled. If the definition is based on types of diseases which can receive treatment, it is obviously about more
efficient treatments in other states. If the definition is based on types of treatment or therapeutic procedures, the
guestion of inadequate exclusion rises. Taking into account the difference between healthcare service and treat-
ment methods, we consider that the definition of the basic package should be grounded on types of diseases.

%% Obviously, adding to this are reasons pertaining to therapeutic techniques (pain, curing period, sequelae), as
well as personal reasons (comfort, presence of family members, etc.).
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Should the state decide to apply differentiated criteria at regional level or at the level of another
administrative or medical division, it is obliged to create a system that is transparent and easily accessi-
ble and to make the criteria public in advance. (44)

Virtually, if a patient entitled to healthcare cannot be provided necessary care within a term
that is medically justifiable, the state should be obliged to grant him prior authorisation. As one can
note, the key-concept is medically justified term, which provides one of the negative aspects which enti-
tle the patient to request cross-border healthcare, motivated by the risks entailed by the delay in medi-
cal treatment. It is obvious that this concept will require careful judicial-administrative efforts, including
the stipulation of the medically justified terms in medical practice guidelines and other related docu-
ments. This provision is all the more important if the health system is more dysfunctional.™®

In order to determine the limits of prior authorisation, the judgements of the Court in this re-
spect are particularly relevant. For example, in the case C 157/99 Geraets-Smits and Peerbooms (2011),
the Court established that prior authorisation could be justified by reasons associated with the stability
of the national social security system, but the denial of authorisation cannot be arbitrary and should be
conditioned by the existence of a treatment with similar results within the same time frame in the
country of origin.

Other provisions of the Directive

Member States shall render mutual assistance and cooperation in:

applying the provisions of the Directive;

standards and directions of quality and safety'®*

information exchange in relation to:
o compulsory information established by the Directive;
o right to practice for health professionals (through the information system for in-
ternal market (Directive 2008/49).
Providing cross-border healthcare at regional and local level.

This cooperation can be object of agreements which the Commission encourages Member States to
conclude.

% Under circumstances which may affect the patients’ health due to the fact that healthcare cannot be provided

at medically justified terms. At the same time, a number of exclusions draws our attention, respectively:

- everything that does not fall in the “medically justified term” category;

- the situations in which cross-border healthcare may expose the patient or the general public to risks which
prevail over the patient’s interest to receive cross-border healthcare. The dimension of the effects depends on the
meaning of risk in this case.

*! This is one of the fundamental arguments in favour of establishing a working group at the Commission level
aiming at the harmonisation of standards for the accreditation of healthcare units.
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Recognition of prescriptions issued in another Member State'*

For the prescription issued in a Member State to be recognised by another Member State, it is
necessary that:
- the medicine should be authorised for the markets of the two states;
- the prescription should not be subject to restrictions.
The restrictions concerning the recognition of individual prescription can be applied with regard
to the following provisos:

c) General:
- they are limited to what is necessary and proportionate for the protection of human
health;
- they are non-discriminating;
d) Specific:

- are based on legit and justifiable doubts related to the following characteristics of the
prescrip‘cion:193
o Authenticity
o Content
o Clarity.

The recognition of prescriptions does not annul specific national regulations in what certain
medicine types are concerned, nor the pharmacist’s refusal to issue a prescription on legal grounds, in
the case in which he has the legal right to refuse.

The provisions which apply to medical prescriptions also apply to medical devices.

%2 For complete information in reference to applicable procedures, see Commission Implementing Directive
2012/52/EU which establishes measures to facilitate the recognition of medical prescription issued in another
member state.

193 Taking these provisos into account, it is obvious that electronic prescription should be implemented in Romania
(or, at least, a standard format which will exclude hand-writing, except for the signature). In order to check wheth-
er these requirements are met, a database with all health professionals entitled to issue prescriptions (and the
prescription type to which they are entitled) should be established and made available at EU level. In addition, the
information system should allow for the check of each prescription at its issuer, in other words, each professional
with the right to practice should have his own database with the prescriptions issued, available on information
channels at the EU level.
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European Reference Networks

The Commission shall support Member States in the development of European reference net-

% They can be made between healthcare service providers and centres of expertise in Member

works.

States, especially in the domain of rare diseases. The criteria and required conditions that should be met

by healthcare service providers who want to be part in these networks will be established by the Com-

mission. The Directive refers to the criteria and required conditions that need to be met by the refer-

ence networks: "

- have knowledge and expertise to diagnose, follow-up and manage patients with evi-
dence of good outcomes, as far as applicable;;

- follow a multi-disciplinary approach;

- offer a high level of expertise and have the capacity to produce good practice guidelines
and to implement outcome measures and quality control;

- make a contribution to research;

- organise teaching and training activities; and

- collaborate closely with other centres of expertise and networks at national and interna-

tional level.**®

In order for a reference network supported by the Commission to be established, this should as-
sume at least three of the following objectives:

- to help realise the potential of European cooperation regarding highly specialised
healthcare for patients and for healthcare systems by exploiting innovations in medical
science and health technologies;

- to contribute to the pooling of knowledge regarding sickness prevention;

- to facilitate improvements in diagnosis and the delivery of high-quality, accessible and
cost-effective healthcare for all patients with a medical condition requiring a particular
concentration of expertise in medical domains where expertise is rare;

- to maximise the cost-effective use of resources by concentrating them where appropri-
ate;

- to reinforce research, epidemiological surveillance like registries and provide training for
health professionals;

- to facilitate mobility of expertise, virtually or physically, and to develop, share and
spread information, knowledge and best practice and to foster developments of the di-
agnosis and treatment of rare diseases, within and outside the networks;

- to encourage the development of quality and safety benchmarks and to help develop
and spread best practice within and outside the network;

- to help Member States with an insufficient number of patients with a particular medical
condition or lacking technology or expertise to provide highly specialised services of high

197

quality.

%% One of forms of reification of this support is the implementation of funding lines within EU funds specific to this

activity.
1% We can deduce from this a large number of criteria that should be met by healthcare service providers.

1% Art. 12, par. 4a) of the Directive.
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Rare diseases

The Commission shall support Member States in cooperating in the development of diagnosis and
treatment capacity in particular by aiming to:
- increase in the information level for health professionals with regard to the tools availa-
ble at the level of EU, laying emphasis on:
o assistance for the correct diagnosis of rare diseases;
= especially through Orphanet database;
o European reference networks;
- increase in the information level for:
= patients;
= health professionals;
= bodies responsible with healthcare funding
o in reference to the possibilities provided by EC Regulation no. 883/2004 for re-
ferral of patients with rare diseases to other Member States even for diagnosis

and treatments which are not available in the Member State of affiliation.**®

eHealth network

The Union shall support the establishment of an eHealth network. This has the aim to connect

%9 The objectives of this

national authorities responsible with eHealth designated by the Member States.
network shall be to:
- draw up a non-exhaustive list of data that are to be included in patients’ summaries;
- identify effective methods for enabling the use of medical information for public health
and research;.
- support Member States in developing common identification and authentication

measures to facilitate transferability of data in cross-border healthcare.

This network should also provide the transmission channel for the information necessary for ap-
plying the provisions related to cross-border, the lack thereof forcing the states to conclude bilateral
agreements in order to connect their national information points. If we take into account the complexity
of the measures that should be taken in order to implement the information system to support the di-
rective, we believe that its implementation will be considerably delayed in relation to the coming to
force of the directive.

7 Art. 12, par. 2 of the Directive.

Mention should be made that what we could regard as a blind spot from the perspective of the possibilities of
diagnosis in a state concerns the Commission and that cross-border procedures for diagnosis and treatment are
possible. For such possibilities to become applicable, it is necessary to implement certain strict procedures of iden-
tification of such cases which entail declining the competence of the Romanian health specialists/service providers.
99 What we infer from here is the necessity of establishing such an authority for Romania, which should have a
strategic character and integrate the existing communication networks, contributing to the implementation of new
solutions in the domain of eHealth. Obviously, the Commission encourages this direction at national level, but also
at the level of states agreements. The analysis of the direction of the funds allotted to health by the Commission
reveals the fact that a significant amount is destined to eHealth projects.

198

111



Impactul Directivei nr. 24/2011 asupra sistemului sanitar din Roménia Rotild Viorel

Cooperation on health technology assessment

The Union shall support the establishment of a voluntary network connecting national authorities or
bodies responsible for health technology assessment designated by the Member States. This network
should operate in the principle of good governance, including the following functioning criteria:

- transparency

- objectivity

- independence

- experts’ advice

- fairness of procedure

- appropriate stakeholder consultations.

The aid of the Union may be granted in order to:
(a) contribute to the financing of administrative and technical support;

(b) support collaboration between Member States in developing and sharing methodologies for
health technology assessment including relative effectiveness assessment;
(c) contribute to the financing of the provision of transferable scientific information for use in na-
tional reporting and case studies commissioned by the network;
(d) facilitate cooperation between the network and other relevant institutions and bodies of the
Union;
(e) facilitate the consultation of stakeholders on the work of the network.”®
Objectives of this network:
- toavoid double assessment
- to exchange information in reference to relative efficiency and long- and short-term ef-
ficiency and health technology

- tosupport cooperation.

2% Art. 15, par. 3 of the Directive.
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The Impact of Directive 2011/24/EU

One of the major threats for the reform as well as for the process of adapting legislation to this
Directive®® is the temptation of superficiality, particularly dangerous in the context of a topic of interest
for the European Union Court of Justice.’®* We can anticipate that the Court will stand by its initial inten-
tions, which may affect the states that do not understand to/are unable to comply with the provisions of

the Directive.

Directive 2011/24/EU puts pressure on the Romanian state especially in reference to the following as-
pects:
e Reimbursement of costs of healthcare for the Romanians who receive cross-border
healthcare
e) Establishment of procedures specific to prior authorisation;
f)  Ensuring quality standards for healthcare;
g) Creating the patients information system;
h) Existence of a functional malpractice cover system;
i) Ensuring coherence between the reform measures and the principles for the functioning of
health systems provisioned by the Directive.

At a first glance, we can consider that a correct social security system which pays for healthcare
in accordance with the costs on the market will give advantage to the states that

= Have a high level of quality of healthcare;

= Have sufficient personnel to cover the patients inflow;

= Have the required medical infrastructure;

=  “Import patients” from other states;

= |nhibit the migration of their patients;

= Have the costs of health investments reflected in the costs of healthcare.’®

Therefore, we notice that health systems may become at least a source of jobs, if not a business
source. In this latter respect, we need to consider the horizontal impact of the increase in the quantity
of healthcare provided within one state, especially when the high-quality of healthcare is determined,
for the most part, by the high consumption of medicine and medical supplies.

The Impact of Directive 2011/24/EU on the Romanian citizens

As previously mentioned, the reference level of reimbursement of costs of healthcare to which a
Romanian citizen is entitled is one from the member state of affiliation/origin. The obvious consequence
is placing the Romanian citizens in an inferior position in relation to citizens of other EU states in what

201 . . . .
In Romania’s case one can assert that the two demarches are actually identical at this moment.

We must take into account the fact that this Directive is the result of a number of judgements of the European
Union Court of Justice, given towards the interpretation of the Treaty on the Functioning of the European Union,
which is also indicated in its contents (art 6 of the Preamble). The functioning of the Court in accordance with the
Anglo-Saxon model (the precedent rule) makes it an arbitrator in the interpretation of this Directive, but also a
decision factor in relation to the judicial frame of the Union and the citizens’ interests.
203 . . .

At least in the form of amortisation.

202
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accessing cross-border healthcare is concerned. This means that the effects of the directive are clearly
favourable to states which allocate considerable sums to health,?* their citizens being able to access any
health system in any Member State, without financial difficulties, whilst patients from countries with
low allocation of funds for health (the poor countries especially) have to support significant differences
of costs. In other words, accessing cross-border healthcare becomes very expensive especially for poor
citizens. As it is highly probable that these citizens/patients already suffer in their own state because of
the insufficient resources, we can conclude that the directive only risks emphasising economic inequali-
ty.205

A fundamental variable that influences this situation is the settlement of costs of healthcare: the
more the settlement level is closer to the prices on the market, the lower are the costs supported by the
citizen/patient who receives cross-border healthcare (taking into account the equivalent basic
healthcare packs).

This variable is, in turn, influence by other two variables: the costs of medicine and medical sup-
plies and the costs of (specialised) workforce, both of the essence in the final costs of healthcare. As the
costs of medicine and medical supplies tend to be equal,’® the fundamental differences are established
by significant variations in what the costs of workforce are concerned, more precisely, the wages level in
the health system. From this perspective, a citizen/patient who wants to receive cross-border
healthcare is disadvantaged by the low wages of the Romanian personnel (compared to the ones in the
state he wants to receive treatment) and he must cover this difference in wage (respectively, its reflec-
tion in the costs of healthcare).

Patients’ migration

The directive does not estimate significant changes in the patients’ flows as a result of its im-
plementation, assuming rather a wish for specific cross-border healthcare, such as:
- highly specialised healthcare;
- healthcare on borderline areas;
- patients whose family live in another Member State;*"’
- to be granted access to a treatment method different from the one available in the
Member State of affiliation;?%

- the sentiment that cross-border healthcare provides better quality of healthcare.

It is our opinion that “medical tourism” is one of the most important variables from the per-
spective of Directive 2011/24/EU, bringing about “natural flows” of potential patients. Health system

24 |f we assume a direct ratio between the funding level and the degree of coverage of the real costs of

healthcare.

2% |5 the reason why we consider the role of the Court in balancing these tendencies as fundamental.

They can be even higher, paradoxically, in the poor countries, due to corruption and defective system manage-
ment.

27 Taking into consideration the special situation of Romania, which has c. 3 million cross-border workers, espe-
cially in Italy and Spain, we estimate a potentially significant impact of such cases, dependant to some extent on
what will happen in the Romanian health system, that is, on the reform measures that will be enforced.

*% The degree of updating treatment procedures in a state and the image of one treatment method or another can
represent significant variables for the patients’ migration process.

206
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reform can be a radical change of the internal context sufficient to determine the occurrence of a
push-type factor for the patients’ migration.

Although we do not have data indicating significant migration intentions on the part of the Ro-
manian patients, the situation cannot be regarded as definitive, as it lacks predictability. The ample
phenomenon of migration from Romania during 2002-2008, determined by contextual internal and ex-
ternal factors is sufficient to indicate the way in which a relatively stable situation can turn fast in an un-
stable one. In addition, the migrant flow of workforce will impact on a migrating flow of patients, which
is actually anticipated by the Directive; in this case, it concerns the family members of the Romanians
who work in other Member States, whose wish to receive treatment in the Member State of destination
is more probable.

If it occurs, patients’ migration will be determined by the income level, the courage to face the
travel inconveniences, access to infrastructure, pre-existence of migration networks, and the establish-
ment of routes dedicated to patients’ migration.

“Funding” the patients’ migration through the social security system in the context of the directive
is just one of the variables. Another one is the complementary and even supplementary financing from
private health insurance. Assuming that we will witness an actual definition of the healthcare basic pack,
which entails by default a decrease in the health service, provided through social security system,”* the

obvious measure will be the development of complementary health insurance.

In such a circumstance, it is interesting to note the compliance of complementary insurance with the
cross-border healthcare context, the pressure from the insured persons and the opportunities provided
by the insurance companies being of the essence. Assuming that complementary insurance is compati-
ble with cross-border healthcare,”*® we consider that two hypotheses may apply:

c) Reimbursement of costs is made at the level of the costs on the market— then all the conditions
are met for the patient to benefit by a higher level of reimbursement, therefore, virtually; the

> This hypothesis should be completed with the following

context is favourable to migration.
elements: it brings a decrease in basic healthcare and implicitly an increase in the ones associat-
ed with complementary insurance. In this case, the attitude of the insurance companies in the
complementary system becomes a significant variable which may influence the migration pro-
212
cess.
d) Reimbursement of costs is made below the level of the costs on the market (modelul actual) —is

hardly compatible with the implementation of complementary health insurance system. How-

299 | reference to the present day level of “public” funding of the health system. The situation is valid even in the

case of an increase in financing, inasmuch as it depends on the nation’s poverty.

2% \We believe that they should be compatible, exactly as an effect of the directive. The opposite hypothesis leads
to the situation in which complementary insurance would be limits of the patients’ free movement.

> In order to point out the actuating mechanism, we leave aside for the moment other variables’ influence in
such hypothesis, such as the increase in quality of healthcare at national level, which may inhibit patients’ migra-
tion.

212 |f we take into account the lower costs associated with workforce in Romania, we can anticipate that the insur-
ance companies’ interest is rather that services were provided within the country, in order to reduce the costs for
healthcare to which the insured patients are entitled.
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ever, from this particular perspective, the Directive may be a window of opportunity for com-
plementary insurance if patients are willing to bear either the costs derived from the difference
between the reimbursement level provided by the Romanian state and the actual cost of basic
cross-border healthcare, or the total costs of the basic pack (especially if it is low).

If the level of informal costs in a state is similar or close enough to the costs of cross-border
healthcare, it is highly probable that such a situation is favourable to patients’ migration. Some patients’
(or categories of patients) availability to pay is a significant variable in the patients’ migration phenome-
non.

One of the solutions against “patients’ migration” is the way of reimbursement of costs by the state
of affiliation, which can be complicated enough to inhibit such gestures to some extent. If the reim-
bursement procedures are not identical in all Member States, the state imposing inhibiting procedures

will be advantaged®™ compared to the one which deals with its citizens in a correct manner.”**

Analysis of the effects in reference to various strategies of the Romanian State

From the perspective of the impact of the Directive, the following variants are possible in the case of
Romania:

d) The present day costs for reimbursement/settlement of costs of healthcare are maintained®"
(provisioned by the Rules in the master agreement used in relations with healthcare units). The
consequences are as follows:

o Internally:
= Assignificant difference is preserved between what the system declares
that it can provide and what it actually provides, with the following con-
sequences:

e Patients bear the differences in costs;

e Inequality of access to healthcare is practically implemented,
the level of financial resources producing differences even in
the socially-marked healthcare.

= the Romanian patients who receive cross-border healthcare (assuming
the existence of prior authorisation) will receive:

e reimbursement of costs of healthcare at a level below the level
of market costs of healthcare in the Member State of affiliation;

e reimbursement delays used as a mechanism to balance the
budget;

213 Restricting patients’ migration with the help of prior authorisation is advantageous from the perspective of
preservation (and, perhaps, development) of a state’s own medical infrastructure, especially when there are wait-
ing lists. See in this respect the dynamic assessments of each hypothesis in the present study.

% In this respect, we anticipate a reaction of the Commission, at least at the level of the periodic reports on the
implementation of this Directive.

*> This is the variant in which Romania maintains the present day system in its entirety.
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e in relation to the costs of healthcare in the country in which
they receive treatment, the costs may be:

o higher (especially due to the level of wages in the re-
spective country); the satisfaction level may compen-
sate the difference in costs, to some extent.?*®

o lower (especially due to efficiency; the impact of various
subsidies should be also considered); cultural and lin-
guistic differences, as well as distance are the only ones
that could diminish the migration trend.

= The financing system saves/wins if more patients choose cross-border
healthcare, being interested to simplify/ expedite the prior authorisa-
tion procedure;

= The choice for domestic healthcare units decreases in accordance with
income criteria:

e Patients with higher income levels tend to seek cross-border
treatment;

e Patients with low income levels and social assisted persons re-
ceive domestic healthcare.

= The returns of the healthcare units decrease, the situation having a sig-
nificant impact on:

e Wages level
o Consequently, the migration process increases.
= As a result, a decrease in competence is noted
at the health system personnel level, one of the
effects being the diminishing of the system’s
capability to provide quality healthcare and rare
diseases care:

e failure to provide certain services in-
creases the migration process (the de-
crease in quality of healthcare will trig-
ger the same effect).

e the possibility to provide medicine and medical supplies de-
creases
e investments in technology/ technique updates also decrease

o They both trigger the decrease in quality of healthcare
and capabilities to provide it, exacerbating the patients’
migration tendency and its associated effects.

o Externally

= Healthcare provided in Romania becomes, virtually, a profitable busi-
ness for other Member States due to lower costs they have to reim-
burse their citizens;

?1% We should also take into consideration the possible effect of such behaviour on social status, which can be one

of the welfare indices.
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= At first, we may witness an inflow of patients towards Romania;
= Since informal payments procedures do not apply, virtually, to patients
from other Member States, the difference between payment level and
actual costs of healthcare will be borne by:
e Healthcare units;
e Patients from Romania;
e The system’s personnel (low wages).
= the deficiencies of quality of healthcare are preserved, and:
e lawsuits increase accordingly;
e against the background of the compensation level, an increase
appears in insurance premium:
o reflected in employees’ income, which decreases;
o the distrust of the personnel increases, exacerbating
the migration trend.
e Foreign citizens interested in exploiting the system to their own
end through lawsuits may come to Romania.

e) The reimbursement/settlement of costs value increases:
b.1) reimbursement of costs of healthcare increases (up to the level of the costs on the mar-
ket), but the financing level of social security system is maintained
b.1.1: basic healthcare pack decreases:*"’
o requires implementation of complementary health insurance:
= gs part of the social pack:**®

e the provisions of the Directive apply;

e reimbursement of costs of healthcare trends to costs;

e prior authorisation must be granted by mixed authority: state
authorities and complementary insurance company;

e quality of healthcare may significantly influence internal or ex-
ternal targets;

e the level to which patients from other Member States should
bear the costs of healthcare in Romania trends to their actual
costs;

e healthcare units may win;

e employees may win;

= gs part of the private pack:

e do not fall under the scope of Directive;

e the number of health services which the Romanian citizens may
be entitled to reimbursement decreases

*7 Basic healthcare pack trends to the minimum pack.

We have taken into consideration this highly unlikely variant of the implementation of a complementary system
as part of the health social security system as there were some attempts in this respect at official level. Even
though it is part of an honest strategy of approaching the issues of health system financing, such a variant raises
the following question: to what extent may complementary health insurance have social character?

218
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e the tendency to discriminate citizens of other EU states is exac-
erbated;

e augmented pressure to favour the private sector of providing
healthcare to the disadvantage of the public one;

e or choice for cross-border healthcare (within the private sys-
tem);

e the possibility for the Romanian state to provide healthcare
within the public system at the level of services provided by so-
cial security systems from other states is diminished;

b.1.2: the present healthcare basic pack is preserved:
o it requires the significant reduction of the total amount of healthcare services
provided to the population;

e theoretically effective inasmuch as it might eliminate the margin determined by the
induced demand of healthcare (the effect of the DRG system combined with low
funding and lack of a reasonable level of control);

e determines the implementation of waiting lists:

o the pressure (legally justified) for prior authorisation in view of cross-border
healthcare increases.

e the difference between the theoretical and practical level of providing healthcare
to the population is accentuated.

b.2) the value of reimbursement of healthcare (trending to the costs on the market) increases
with the rise in the funding level of health social security system
o Itisthe best variant from the point of view of:
= Patients:
e both quality and quantity of healthcare which he can receive
within his country increase;
e the pressure of informal pressure is reduced;
e the level of reimbursement of cross-border treatment is higher;
e the tendency to discriminate Romanian patients in favour of
foreign patients decreases.
=  Employees:
e the increase of profits of healthcare units may lead to increase
in salaries for health professionals;
e higher quality of healthcare
o higher degree of professional satisfaction;
e the migration trend decreases;
= Health system:
e increase in the capabilities of healthcare units to actually pro-
vide healthcare;
e increase in the hospitals’ development;
e higher quality of healthcare:
o higher target level;
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o the patients’ migration trend decreases;
e increase in citizens’ trust in the state’s ability to ensure
healthcare to which they are entitled.
o Partly, the stipulations from reduction of the basic pack and implementation of
complementary social insurance apply.

f) Elimination of health social security systems and funding the healthcare social/pack/basic
pack from the state’s budget
c.1) financing the system at the same level:
c.1.1) providing a similar level of reimbursement of healthcare — see a);
c.1.2) increasing the level of reimbursement of healthcare — see b.1;
c.2) increase of the financing level (highly unlikely) — see b.2);
c.3) decrease of the financing level — a series of negative effects.

Quality of healthcare

Taking into account the issues raised by prior authorisation, one of the most important ques-
tions is to what extent do differences in quality of healthcare between Member States influence the re-
quirements for granting prior authorisation?

Quality of healthcare is an essential variable within the European framework provided by Di-
rective 2011/24/EU. At equal costs and equal access to healthcare, it is likely that quality indices will
constitute significant differences. Provided that patients from other states benefit from treatment simi-
lar to the one provided to local citizens and if cross-border patients are guaranteed a certain level of
quality of healthcare, then the Directive implicitly guarantees to patients from the Member State of
treatment the same quality level. To put it otherwise, guarantee of a certain level of quality of
healthcare for cross-border citizens becomes quality standard for the entire health system of the re-
spective state.

Achilles’ heel in the case of prior authorisation is the state’s obligation to provide treatment
with the same results in due time in the country of origin. The implementation of prior authorisation en-
tails obligations with respect to quality of healthcare. In other words, the main undertaking that should
be taken by the Romanian state concerns the increase of quality of healthcare (in and outside hospitals),
which is, practically, the most important orientation of the health system reform.

In the context of this Directive, CONAS should become a centre for information and quality as-
surance for healthcare in Romania. It is possible for it to join a network of similar bodies which may en-
sure a great part of the information exchange.

Taking into account the fact that this Directive has repeatedly emphasised both its concerns
with quality and states cooperation, it is obvious that undertakings for establishing efficient mechanisms
of quality assurance are compulsory. As the main body providing norms and regulations in the domain
of quality assurance in relation to healthcare and hospitals activity is National Commission of Hospital
Accreditation, it is obvious that a cooperation framework at European level should be created. To this
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effect, the demarche of imposing minimum standards for accreditation of healthcare units in the Euro-
pean states (harmonisation at minimum level of the accreditation requirements) and the interest in
identifying the relationship between quality of professional life and quality of healthcare is one of the
most important action directions in the spirit of this Directive.

Considering its specialisation in control, certification and monitoring of quality and functioning
standards for hospitals, CONAS should be placed among the first institutions providing information to
foreign patients. At the same time, taking into account the importance granted to the increase in quality
of healthcare by Directive 2011/24/EU, this institution is the first one which should change the quality
standards in the healthcare domain. This is precisely why we consider necessary to establish a working
group at the EU level, aiming at harmonising the accreditation standards for healthcare units, thus mov-
ing in the direction of establishing minimum quality standards of healthcare at the EU level.

The health system personnel

As the anticipated effects on the employees in health system have been tackled in various sections
of the present study, they are only summarised here:

- Increase in standards of quality and safety of healthcare. Against the background of the pre-
sent functioning of health system, characterised by a reduced interest in training personnel (ob-
vious from the lack of financing and standards in the field), the efforts in this respect are mostly
those of the employees.

- Increase in the information level of patients and transparency;

- Free access of patients to their medical records;

- Awareness with regard to the performance standards of healthcare at the EU level;

- Implementation of clear and transparent procedures in relation to costs;

- Professional opinion will be of the essence in setting the criteria applicable to prior authorisa-
tion.

- One may anticipate the emergence of a healthcare market, which triggers competition, with all
its associated effects.

- The personnel should master the conditions in which they can refuse treatment of a patient citi-
zen of another Member State.

Personnel migration

We cannot estimate within reasonable margins the effects of the Directive on personnel migra-
tion, because we lack comparative data in reference with various health social security systems and we
do not know the policies adopted by each of the Member States within the procedure of harmonisation
of legislation. Nonetheless, we can provide some possible scenarios.

General Remarks

In as much as it is based on health social security systems, the Directive’s foundation on the
freedom of providing services is a problematic one, with great impact concerning its interpretation.
Thus, the intentions of healthcare providers play an essential role in determining the limits of cross-
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border healthcare. As we can presume this is about the economical framing placing these providers, the
profit factor has a major impact on the whole system. Therefore, the Directive’s text is somewhat con-
tradictory in various aspects related to the classical values of a health social security system (solidarity,
equity etc.).

The provisions of the Directive oscillate constantly between states’ rights and obligation of
managing their own health social security systems and the interest in creating a European space in this
field. The desire of building a fiscal union can determine a few steps towards creating a social health sys-
tem at the EU level. Considering the economical foundation of the Union and the pertaining amounts for
health services we can say that health is more likely to be certified by unification measures than any
other social systems.

The understanding of this Directive’s provisions depends on the identification of the relation-
ships it has with other norms, especially with Regulations (EC) no. 883/2004 regarding social security
systems’ coordination at the level of the Member States. Altogether, these create the framing interpre-
tation of what we could consider to be the citizen’s rights in health at the level of the EU.

Directive’s provisions lead to comparisons and homologations between two different financial
systems for health: social health insurance systems and social security systems (including health as an
integrant part).

When dealing with a great amount of patients in a single state, a growth in healthcare costs can
be anticipated; but the costs that will have to be paid by their own social health insurance systems are
underranked by the advantages which the inflow of patients offers.**

Considering the fact that both private agencies and patients have the right to speculate the op-
portunities on the market, is expected that every weakness in the system shall be exploited. This could
include a drawback insurance, too, which facilitates resorting cross-border healthcare at the price of
advancing the total cost of healthcare for both state and patients.

Conclusions and recommendations

The European Union includes, at least at a declarative level, health systems in a broader framing of so-
cial security systems. The reform in the health system must take into account this aspect, ensuring at
least a minimum social protection level. From the perspective of the EU, they represent compulsory
functioning principles for health social insurance system/ health social security system:

e Universality

e Solidarity

e Equity

e Access to quality care.

% 1deally speaking, growth could be directly proportional with the excess brought by the extra employments in

the health system.
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In accordance with the spirit of the Directive, the health system must have at least one social com-
ponent. This requirement can be fulfilled through social health insurance systems (preferable) conserva-
tion or by introducing the basic component of health in the social system. Also, the maintenance of
health infrastructure is part of the necessary social dimension, too, inevitably leading to the conclusion
of maintaining an adequate number of public health units. Even if somehow forcing legal texts’ interpre-
tation, we can actually say that the social dimension of the health system is part of the community ac-
quis

The level of the social dimension of the Romanian health system should be comparable with what is
happening in the majority of the EU Member States. The reason for this is represented both by the pos-
sibility of a harmonious integration from the Directive’s perspective and the necessity of including our
country in the social vision of the Union.

The fact that the Directive simultaneously refers to national health systems and to the conditions
which must be met for a free movement of patients/healthcare creates a certain set of obligations for
the national health systems which Romania must respect, too, introducing specific legal provisions. In
another terms, compliance with the Directive’s provisions includes the establishment of a certain legal
frame applicable to healthcare provided in the public/social health insurance system from Romania,
which is, in our opinion, top priority, being placed in the first objectives of the reform in the health sys-
tem. We can consider that the Directive presumes the fact that the absence of both access criteria to
public medical/national social services and the fact that these criteria, inasmuch as they exist, do not
respect the mentioned conditions constitutes a barrier for the freedom of providing healthcare/patients
movement. In other terms, compliance with the provisions of the Directive presupposes a few structur-
al, essential changes for the Romanian health system.

As far as the patients’ free movement is concerned, the fact that the Directive takes as undisputable
the entitlement/ freedom of a citizen from a member state of affiliation to receive cross-border
healthcare is essential, discussing in fact the right to reimburse the costs of healthcare in a circumstance
in which the patient exerts this freedom.

Virtually speaking, in the circumstance of a legal frame created by Directive 2011/24/EU, the
Romanian state can act, within the process of transposition of the directive’s provisions into national
legislation, in two directions:

- Establishing the access criteria for the citizens from other member states to healthcare provided
on its own territory;

- Establishing the criteria through which Romanian citizens may benefit from reimbursement of
costs of cross-border healthcare, through the institution of prior authorisation.

Directive 2011/24/EU puts great pressure on Romania especially in the following directions:

j)  Reimbursement of costs of cross-border healthcare for the Romanians citizens;
k) Creating the specific procedures of prior authorisation;

[) Providing a standard quality of healthcare;

m) Creating the information system for patients;
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n) The existing of a functional malpractice insurance system;
o) Providing coherence between the reform measures and functioning principles of a health sys-
tem mentioned in the Directive.

The Directive tends to introduce into the community acquis:

p) Minimum quality standards for healthcare;
q) Protection level of patients against harm;
r) The information level of patients before and after healthcare.

Threats

Prior authorization is the essential bureaucratic mechanism through which the state can at-
tempt at controlling the movement/migration of own patients. Considering the fact that the prior au-
thorisation can be denied only if an equivalent treatment from the perspective of efficiency can be pro-
vided in Romania without any significant delay, within a healthcare unit under contract with the health
social security system,??° it is obvious that the effort to adapt to the foreseeable effects of this Directive
must focus on the steps regarding quality of healthcare, under ranking the efficiency of the eventual
bureaucratic barriers. Moreover, focusing on prior authorisation, without reforming the system from the
Directive’s perspective, may produce major negative effects, determining the aggravation of conditions
for providing healthcare.

In our opinion it is wrongly considered that cross-border healthcare in its entirety is subject to
prior authorisation, except for emergency cases. The states’ right to implement prior authorisation is
limited to specific situations, without the possibility of extending it for all the cases.?”! The rule is repre-
sented by the freedom to provide healthcare, the correlative being the freedom of citizens from a
Member State of affiliation to benefit from cross-border healthcare. The sense of Directive 2011/24/EU
is the repeatedly established through Court’s judgements:**> Community nationals may obtain medical
treatment in another member state without prior authorisation and be reimbursed in accordance with
the tariffs of the state in which they are insured. The cases before the Court of Justice concerned reim-
bursement of the cost of spectacles and of orthodontic treatment outside hospital facilities. Given these
circumstances, limiting the efforts for adapting legislation only to the implementation of prior authorisa-
tion and considering that provisions are similar to the present legislation in the field represent a proof of
misapprehension of the Directive’s sense. Prior authorisation should be considered as an exception,
sharing the fate of every legal exception.

Even if we were entitled to talk about the prevalence of prior authorisation, the situation in Ro-
manian health system is so dramatic that the number of patients having the legal right to be provided
cross-border healthcare is very large. The fact that hospitals do not dispose of necessary materials and
medicines to provide the adequate treatment for patients, could be invoked as a reason for requesting
the prior authorisation.

220 Cristian Vladescu, Cristian Busoi, Politici de sdndtate in Uniunea Europeand, Polirom, lasi, 2011, p. 130.

In the situation which Romanian authorities are the victims of such interpretations, we will assist to a wrong
transposition of its provisions into national legislation, risking the rightfully sanctions.
222 case law from April 28th 1998, Kohll and Decker (cases C-158-96 and C-120/95)

221
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The denial of prior authorisation invoking the keeping of a treatment capacity or of a medical
competence on national territory which is essential for public health is a rightful one, but yet determines
a series of difficulties in applicability. First of all we consider that the state has the task of testing such
situations. Then, these treatment capacities must follow quality conditions compared to the European
standards in the field. Not lastly, access criteria to these treatment capacities are important too, any
disjunction between legal right of citizen and reality (for example: buying medicines and medical sup-
plies) invoking it against the state. For that matter, not obeying the access criteria to medical services
between legal parameters we think this can be one of the most frequently invoked reasons in default of
an efficient health reform.

Reminding the fact that both domestic and cross-border healthcare (regarding the receiving of
medical care and their costs reimbursement), the member states can maintain:
- general conditions;
- eligibility criteria,;
- administrative and normative formalities;
- the request of consulting a general practitioner before consulting a specialist or before benefit-
ing from hospital care.
These conditions can be introduced/maintained insofar as:
- they are necessary;
- they are proportional with the aimed goal;
- they do not have discretionary or discriminating character.
Therewith, these general conditions, criteria and formalities should:

be applied:
o objectively,
o transparently,
o inanon-discriminating manner,
- be known in advance;
- be based on medical circumstances;
- notimpose supplementary tasks to patients who wish to benefit medical care in another mem-
ber state compared to those treated in the member state of affiliation.
- the information regarding these conditions must be anticipatively put at public’s service..

At the same time it is necessary that decisions be taken as far as possible.

If patients from other member states receive the same treatment as their own citizens and if
cross-border patients are granted a certain level of quality of healthcare, then the Directive implicitly
guarantees to patients from the country in which healthcare is provided the same quality level, too. In
other words, granting a certain quality level of healthcare for patients from other members states be-
comes a quality standard for the whole medical public system of a state.

Determining the real associated costs of healthcare is a compulsory demarche in the context of
harmonisation of the legal provisions of Directive 2011/24/EU. Any hesitation in this matter will signifi-
cantly affect two components of the health system:
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e Hospitals, risking to be forced to treat foreign patients at underestimated costs, which will
contribute to their deficit;***

e Patients, who will be deprived of the possibility of cross-border healthcare at acceptable
levels of reimbursement and suffer all the influences derived from financial deficiencies in

the healthcare units.

In reference to Romania’s situation, we can observe that establishing the healthcare prices at
the level of the costs on the market could determine an inflow of patients from other states, due to
lower prices compared to those in their own states, determined by lower costs of workforce. Such target
fluctuation can be anticipated at least in the case in which there are waiting lists in the member state of
affiliation. Such an option could be profitable for the Romanian healthcare units and the whole health
system, contributing this way to the preservation of the medical infrastructure.

Nevertheless, we anticipate that on medium and long term the advantage of competition of-
fered by the low cost of workforce (i.e. the small remuneration in the health sector) will disappear, de-
termining the appearance of another major disadvantage: the lack of professionals in the system. Con-
sidering the broader interpretation of the Directive, the lack of specialised personnel generates effects
that cannot be blocked not even by the prior authorisation. In other words, in the absence of the possi-
bility of local treatment, the authorisation of a medical treatment in another member state becomes
compulsory, leading to the obligation of paying the interventions performed in other states.

The implementation of these mechanisms of transparency will cause, together with the increase
in trust (if be the case) also a multiplication of malpractice cases ending up in court, healthcare units and
medical institutions (including professional ones) being no longer able to hinder the access to personal
data which certifies the health condition and patients’ treatment through own procedures, which elimi-
nates their opposability towards the patient. Insofar as the free access of the patient to his own medical

information is actually put in practice, we will assist a real “revolution” in malpractice approach, effects
of which will be compensated for both medical units and patients by introducing an efficient malpractice

cover system.m
Opportunities

Among the estimated effects, a specific situation concerns Romanian citizens working legally in
other states. The moment they return in their home country and access healthcare, they are in the same
situation with “migrant patients”, given the fact that they are insured in the state they work in. Insofar
as Romania succeeds in becoming competitive on the healthcare market, these citizens could become
an important income source for the health system. Prospectively, this situation will be accentuated, if
we consider the fact that in the next decade a good amount of Romanian workers abroad will become

223 « s . . .
An even worse scenario is also possible, low reimbursement costs (much below the costs on the market) being

able to generate real inflows of foreign patients, encouraging (although unofficially) such migrant flows capable to
generate savings in their own systems.

2?4 This is the reason why a new malpractice law is on the agenda of the Ministry of Health, anticipating part of the
future problems in the system.
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pensioners in the countries they work in and the majority will return to Romania.?®’ It is obvious that
one of the opportunities for Romania is represented by the treatment provided to Romanians legally
working in other states in the EU, in their case, paid treatment and subsequent reimbursement of costs
by other states contributing to a positive balance between the “export” and “import” of patients. There
are two essential conditions in order for this process to succeed: establishing the real costs for
healthcare and the significant limitation of corruption associated with this process.**°

Linguistic compliance of healthcare providers will be a significant variable from the perspective
of patients’ inflow. Healthcare units which apply a strategy of training their personnel in this domain,
correlated with a strategic choice of languages may provide advantage in competition.

There can be developed the following insurance types:
- foraninitial payment for healthcare, prior to reimbursement;;
- for the difference between actual costs and the level in which the Romanian state reim-
burses them;
- for the risk of non-reimbursement of the costs of healthcare.

Also, health insurance focusing on cross-border healthcare?”” may include the possibility of de-
marches undertaken in view of reimbursement, by creating flexible mechanisms of fund-
ing/reimbursement. In addition, we take into consideration the possibility of development of profes-
sional counselling and assistance services for accessing cross-border healthcare, which may include lin-
guistic support, which may speed up the process.

The fact that the Directive uses concepts such as: patients’ mobility, access to cross-border
healthcare, the patients’ free movement, etc. is sufficient to justify a broader interpretation that would
take into account inclusively the bases of a health system of the Union imposed by the Directive. Even
though the intention which has stimulated many of the Western states in adopting this normative act is
rather related to the implementation of a mechanism meant to support the free movement of work-
ers,”?® being, in a sense, part of the strategy of fighting the demographic decline, its effects can be broad
enough, capable to exceed the initial intentions by far.

This study has aimed at proving that, considering the estimate effects of the Directive, its ap-
propriate transposition into national legislation is synonymous, to a great extent, to the reform process
itself. Taking the anticipated effects of the Directive into account, we have suggested which reform
measures would best serve the general interest, indicating a number of difficulties that may arise from
adopting these strategies and, especially, from directing the reform of health towards other strategies.

223 Obviously, we haven’t considered the (necessary) situation for harmonizing the social security systems with the
ones in the destination states, especially Italy and Spain.

226 The main action mode is paid emergency — rating a case as emergency by a doctor who has received money.
This may be regarded as a gesture associated with corruption if the patient has the necessary resources to pay for
treatment. If we speak of patients who do not have resources, the situation should be regarded from a different
perspective, the argument ad misericordiam (appeal to pity) prevailing.

2?7 \We refer to that type of health insurance that ensures the doubling of social insurance by the patient’s assump-
tion of some costs. Otherwise, as long as the basic pack is not defined or is legally non-functional, all private insur-
ance systems double, at least theoretically, the part that is/should be ensured by health social security system.

*?% perhaps this is the most important dismemberment of the patients’ free movement together with another di-
mension, respectively customers’ free movement (to which patients are a part of).
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