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1 UVOD A CIiL PRACE



Léc¢iva hraji vnasi moderni spolecnosti nezastupitelnou roli. Jsou
podstatnou ¢asti poskytované zdravotni péce a ndklady na né se velkou mérou
podileji na celkovych vydajich na zdravotnictvi. Tak, jak nase spolecnost klade
¢im dal vétsi duraz na zdravi, jeji oekavani a poptavka po lécivech neustdle
roste.

Na druhou stranu tvofi lé¢iva nezanedbatelnou ¢ast priimyslové vyroby a
obchodovaného zbozi podilejicitho se na riistu hrubého domaciho produktu.

Ukolem vlad je pak zajistit rovnovahu farmaceutického trhu tak, aby byl
obéantim zajistén pfistup knezbytnym Ilé¢ivim za finan¢nich podminek
akceptovatelnych pro jednotlivce i celou spolecnost. Ktomu je zapotiebi
vytvofeni komplexniho prdavniho rdmce, systému instituci rozhodujicich
¢initeld, platci a poskytovatel(i, a v neposledni fadé systému hodnoceni. Tim
vsim se zabyva lékova politika.

Z ptedchoziho vyc¢tu je patrné, Ze se jednd o pole velké Sife, které neni
mozno detailné popsat vjedné praci. Proto je tato prace vénovana pouze
nékolika relativné pfesné vymezenym castem lékové politiky, které se tykaji
uréovani ceny léciv, stanovovani jejich thrad zvefejnych zdroji a mife

spoluticasti pacientti na nakladech na uzivana lé¢iva, zejména seniorti.

e Prvnim cilem prace je v teoretické casti obecné popsat nejéastéji
pouzivané zpusoby regulaci cen a uhrad s pfiklady ze zemi, ve
kterych jsou pouzivany, a na tomto zdkladé definovat vznikajici
spoluticast a jeji souvislosti. Nasleduje detailnéjsi popis zptisobu

regulace nakladi na léciva v Ceské republice.

e Druhym cilem préce je vypracovani studie Seniofi a léky 2004,
kterou se zabyva prakticka cdst prace. Studie ma za cil zmapovat
vydaje seniorti za léciva a vliv téchto vydajii na dostupnost 1éc¢iv
u této populacni skupiny. Seniorim je vénovana zvlastni pozornost,
protoze neni pochyb o tom, Ze nejvice 1é¢iv spotfebovavaji starsi lidé,
a protoze jejich pocet nadéle poroste. Seniofi se obecné potykaji také
s niz8i mirou pf{jmt nez populace v produktivnim véku. Tyto dvé
skutecnosti je ¢ini mimorddné citlivymi na vysi spolutidasti
na uzivanych 1écivech. Soucasti cile studie je navazat na predchozi

sledovani seniorti na Katedfe socidlni a klinické farmacie a porovnat



ziskand data v case a také srovnat data ziskana z partnerského

projektu z Mnichova, Spolkové republiky Némecko.

o Tretim cilem prace je namodelovat zmény v mife spoluticasti u
vzorku populace seniorti ze studie Seniofi a léky 2004 po reformé

verejnych financi po 1. lednu 2008.

Diskuse a zavér jsou zaméfeny na porovnani systému regulaci cen, tthrad a
spoluti¢asti s ohledem na finan¢ni zdroje vynakladané v Ceské republice a
vybranych zemich Evropské unie. Snahou je také nastinit moznosti dalsiho
sbliZovani narodnich regulaci. Dale jsou diskutovany mozné zmény ocekdvané
v Ceské republice od pocatku roku 2008.

Vpraci je uzivino mnoha anglickych pojmt, které nejsou zdmérné
prekladany, protoze pro né casto neexistuji adekvatni ceské terminy. Jejich

vyznam je vzdy v textu nalezité vysvétlen.
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2 TEORETICKA CAST
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2.1 Duvody regulace nakladu na lé€iva

Je fada divodti, proc jsou léciva pokldddna za drahé zboZi a proc¢ nartst
naklad{ na né klade na spole¢nost ¢im dal vyssi naroky.

Léciva jsou zbozi uréené pro spotiebitele (pacienty) v nouzi. Zaroven
spolecnost toleruje jen malou miru rizika u téchto produktti. Proto nakladani
s 1é¢ivy vyzaduje vysoce odborny a tudiz vysoce ndkladny pfistup (1, 2).

Trh s léc¢ivy je velmi silné regulovan a to zejména s ohledem na to, Ze
zde, stejné jako v celé oblasti zdravotnictvi, dochazi k poruseni béZnych trznich
principt (3). Léciva jsou zpravidla vybirana lékafem pro specifického pacienta
a hrazena ze znacné ¢asti z vefejnych zdroji. Takze ten, kdo je uziva, je sdm
nevybird a neplati, kdo plati, ten je neuziva a nevybira, a kdo je vybira, ten je
neplati ani neuziva (4).

Nadklady na léciva jsou také casto sledovany samostatné, ¢i pouze jako
soucast vydajli na zdravotnictvi. Je tak opomijen jejich financni pfinos
respektive tspory v jinych oblastech jako jsou napriklad vydaje na nemocenské
a socialni davky ¢i vyssi pracovni vykonnost spolecnosti.

Néklady na léciva, které ve vétSiné rozvinutych zemich nartstaji rychleji
nez vykon celkové ekonomiky, si proto vyZzadaly =zasahy vlad
do farmaceutického trhu. Obecné jsou tyto zasahy namifeny do nékolika
zdkladnich sméra - zajistit kvalitni a bezpecna 1éciva, zajistit rovny pfistup
k nim a zajistit finanéni dostupnost pro jednotlivce a celou spole¢nost.

Dtivodem riistu nékladt je zvysujici se spotfeba 1é¢iv a posun k novéjsim
a typicky drazsim léciviim, stejné jako zvysujici se samotna cena 1é¢iv (5).

Tato prace se naddle bude vénovat finanéni dostupnosti 1éciv,
tj. regulacim ndkladti na léciva. Regulace ndkladti na léciva I1ze obecné rozdélit
do dvou rovin - regulace cen lé¢iv a regulace objemu spotfebovanych léciv.
Tyto principy jsou samozfejmé pouzivany spolecné, samostatné by nemély
vyznamnéjsi prinos (6). Hlavnim cilem préce je popsat nejcastéji uplatiiované
metody regulace cen a thrad 1éciv. Regulace objemu uzivanych lé¢iv spada
ve vétSiné pfipadd do systému stanoveni uhrad zvefejnych prostfedkt
v jednotlivych segmentech poskytovani zdravotni péce a bude ji vénovana
pozornost v kapitole o thradach Iléc¢ivych pfipravkit a kapitole Cost-
containment. Nezastupitelnou regulacni ulohu hraje i spoluticast pacientt

na nakladech na uzivana léciva, které je v praci vénovana samostatna kapitola.
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Jednotlivé metody se také lisi irovni, na které jsou ceny léc¢iv regulovany
— vyrobce, distribuce, 1ékarna az konecny spotrebitel (pacient ¢i zdravotnické

zarizenti).

2.2 Metody regulace cen léCiv

2.2.1 Neregulované ceny léciv

Z4dna zevropskych zemi nemd v soucasné dobé zcela neregulované
ceny lé¢ivych pfipravki. Pokud neni stanovena absolutni hodnota ceny,
dochézi zpravidla k regulaci cen nepfimo. A to bud kontrolou zisku vyrobcti
nebo vlivem tthradovych systémt (5).

Volné ceny lécivych piipravki jsou uplatiiovany napriklad v Némecké
spolkové republice (SRN), kde se na regulaci ceny podili systém referencniho
stanoveni tthrad, a ve Velké Britanii (UK), kde jsou ceny regulovany pomoci

kontroly zisku vyrobcti (7).

2.2.2 Regulace vyrobnich cen

2.2.2.1 Comparative pricing

Nejcastéjsi metodou regulace vyrobnich cen je tzv. comparative pricing.
Metoda je zaloZena na porovnani ceny konkrétniho produktu vstupujiciho
na trh s cenou tohoto produktu ve vybranych srovnavacich zemi, ¢i porovnani
s cenami obdobnych produktt1 jiz na trhu exitujicich (7). Stanovena cena je pak
platna urcenou dobu a jeji zména zpravidla podléha prezkoumani odpovédné
instituce (8).

Pfi této metodé je zcela nezbytné, aby byly ceny porovnavany na stejné
urovni, zpravidla pfi vstupu do distribu¢niho fetézce, a aby byly ve vybranych
zemich srovnatelné podminky dalSich stupnii cenotvorby 1écivych pripravka,
tedy obchodni pfirdzka, odvody dané z pfidané hodnoty (DPH) ¢i poplatky
za dispenzaci 1é¢ivych p¥ipravki. Naptiklad ve Svédsku jsou lé¢iva osvobozena
od odvodu DPH (9, 10).

ProtoZe se jednotlivé systémy mohou vyznamné lisit, klade tato metoda
znacné ndroky na dobrou znalost systémti a vhodny vybér srovnavacich

zemich.
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2.2.2.2 Cost-plus systems

Dalsi metodou je kontrola zisku vyrobce. Ve Spanélsku je vyuZivana
metoda oznacovand jako cost-plus system. Spociva ve slozitych vypoctech
maximalni ceny produktu tak, aby cena kryla ndklady na vyrobu a uréenou
miru zisku (8). Zakladem metody je dostatek spolehlivych informaci

poskytovanych vyrobci.

2.2.2.3 Zastropovani zisku

Jind varianta kontroly zisku vyrobce je uplatiiovdna ve Velké Britdnii.
Zde se jedna o tvz. profit ceiling. Jde o kontinudlni vyjednavani, kde pfislusna
vladni autorita stanovi strop zisku, kterého mtize celd vyrobni spolecnost
dosahnout prodejem svych produktii Narodni zdravotni sluzbé (NHS) (11).
Vyrobci jsou povinni podavat pfiznani zisku a pokud presdhnou stanovenou
vysi, odvadi az 60 % presahujici ¢astky ministerstvu zdravotnictvi (8).

Vyhodou tohoto pfistupu je znacna flexibilita. Systém je vyhodny
zejména pro zeme, kde existuje jednotny vefejny zdravotni systém a kde se

domadci vyrobci podileji na velké ¢asti farmaceutického trhu.

2.2.2.4 Dohodované ceny

V nékterych zemich (Rakousko, Francie) dochazi mezi vladou a vyrobci
k tvz. price-volume agreements (8). Tento mechanismus spociva v tom, Ze je
stanovena cena léciva podle odhadovaného ¢i realizovaného objemu tak, Ze
bude-li objem spotfebovanych 1é¢iv prekrocen, dojde ke sniZeni ceny a/nebo
bude vyrobce povinen odvést ¢astku odpovidajici prekro¢enym ndkladtim zpét
do systému verejnych zdroj.

Vurdité casti trhu, zejména v nemocniéni péci a u financné velmi
nakladnych 1é¢iv, lze vysledovat jesté jeden zptisob regulace cen lécivych
pfipravkt. Jednd se o tzv. price negotiation models, tedy modely
dohodovanych cen. Ty jsou uplatiiovany v systémech, kde je jeden nebo nékolik
velkych kupcti (napf. zdravotnich pojistoven, nemocnic), ktefi mohou svou

kupni silou dosahnout vyhodnéjSich cenovych podminek. I zde byva casto
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soucasti dohodovacich fizeni zaroven regulace objemu spotfebovaného

produktu. A vede tak k racionalnimu vyuzivani zdroja.

2.2.3 Regulace cen na urovni distribuce a lékarny

2.2.3.1 Obchodni prirazka

Na trovni distribuce 1é¢iv dochazi nejcastéji k omezeni nejvyssi miry
ptirazky za vykon obchodu. Ve vétsiné evropskych zemi je uplatiiovan systém
pevnych obchodnich pfirazek. U léciv vydavanych na predpis ¢ini primérné
30 %. Zatim co uvolné prodejnych léc¢iv casto neni obchodni prirdzka
regulovana viibec. VySe obchodni pfirdazky u lé¢iv je vysledkem jednani
klicovych hraca a vlad ¢i platcti v danych zemich.

Obchodni pfirdZka je ve vétsiné zemi spolecnd pro distributora a
lékarnu. Jeji déleni je ve vétSiné pfipadti véci dohody mezi distributorem a
konkrétni lékarnou. Vyjimku tvofi napfiklad Rumunsko, kde je lékarné
garantovan minimalni podil na obchodni pfirazce (7).

V nékterych zemich je uplatiiovan princip maximadlnich obchodnich
pfirazek. V zasadé se tento systém liSi pouze tim, Ze subjekty maji vétsi miru
flexibility pfi vyuzivani sily trhu. V uréitych pripadech je pak mozné sniZeni
cen léciv pro konecného spottebitele. Jedna se nejcastéji o vliv velkych nakupt
platct.

V poslednich desetiletich se vyznamnéji rozviji praxe degresivnich
obchodnich pfirazek. Tedy systému pfirdzek odstupriovanych podle ceny
lécivého pripravku tak, Ze se pfirazka sniZuje s rostouci cenou pripravku. MiiZe
byt konstruovan jako sniZujici se procento z vyrobnich ¢i ndkupnich cen, nebo
jako koeficient a fixni castka. V Tabulce ¢. 1 je uveden piiklad degresivni

obchodni pFirdzky pouzivany ve Svédsku (12).
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Nakupni cena lékarny (AIP) | Prodejni cena l1ékarny (AUP)
do 75 SEK AIP x 1,20 + 31,25 SEK

od 75 do 300 SEK AIP x 1,03 + 44,00 SEK

od 300 do 6000 SEK AIP x 1,02 + 47,00 SEK

nad 6000 SEK AIP + 167,00 SEK

Tabulka ¢. 1
Vypocet prodejni ceny léc¢ivého pripravku s pouzitim degresivni obchodni
prirazky (Svédsko, SEK = Svédské koruna) (12)

Hlavnim diéivodem zavedeni tohoto pfistupu byva zejména omezeni
obrovského nartstu ndkladd na velmi drahad inovativni léciva. DalSim
dtivodem je, aby lékdrny nebyly pfednostné motivovany k vydeji drahych léciv
tam, kde existuji levnéjsi alternativy. Tato metoda také umoznuje pfihlédnout

ke specifickému vzorci spotieb a cen lé¢iv v dané zemi.

2.2.3.2 Platby za dispenzaci

Jiné metody ocenovani sluZeb lékarny a vykonu dispenzace 1éc¢iv nez je
obchodni pfirazka se snazi ohodnotit tuto ¢innost s omezenim vlivu objemu a
cen lé¢iv. Dtliraz je zde kladen na kvalitu poskytovanych sluzeb.

Jedna se o kapitacni systémy, kdy lékarna dostava platby napf.
za pacienta za rok. Tato metoda se v podstaté pouziva v kombinaci s omezenou
obchodni pfirdZkou.

Castéjsi z téchto metod jsou poplatky za dispenzaci 1é¢iv, za vydany
lékatsky predpis. Napfiklad v Nizozemi ziskavaji lékdrny pevné platby

za poskytnuté sluzby nezavisle na objemu a cendch vydanych léciv (13).
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2.2.4 Cenotvorba v Ceské republice

Od vzniku volného trhu v oblasti 1é¢iv na pocatku devadesatych let
dvacatého stoleti je v Ceské republice uplatfiovana regulace cen lé¢ivych
pfipravka. V soucasné dobé jsou lécivé pripravky zafazeny mezi zbozi
s regulovanymi cenami a to kazdorocné Vymérem ministerstva financi ¢. 01
(14). Dle tohoto vyméru se stanovuje cena vyrobce nebo dovozce pfi vstupu
léc¢ivého pripravku na trh (vyrobni cena) a maximalni vysSe prirazky za vykon
obchodu a vyse taxy laborum pro pfipravu lécivych pfipravki v 1ékarnach.

Pro lé¢iva hrazend ze systému vefejného zdravotniho pojisténi je
uplatiiovano stanoveni maximalni ceny v absolutni hodnot¢.

Pfi stanovovani maximalnich cen hromadné vyrabénych I1écivych
pripravkii je vyuZivdno metody komparativniho oceriovani (comparative
pricing), kde je pfihliZeno k cendm produktu ve vybranych referencnich zemich
a k cendm obdobnych produkti na trhu jiz existujicim (15). Pro domaéci vyrobce
je zaveden princip zaloZeny na cost-plus systému, kde je k vyrobnim nakladiim
pfizndvana pfiméfena vyse zisku (16).

Na cenu lé¢ivych pripravkd, které nejsou z hrazeny z vefejnych zdroji, ale
jejich vydej je vazany na lékarsky predpis, se vztahuje regulace formou vécné
usmérnovanych cen (VUC). V tomto pfipadé jsou stanovena zdvazna pravidla
pro vypocet ceny, kterou podle nich vypocita vyrobce/dovozce. Cena muze
kolisat napfiklad vlivem zmény ménového kurzu.

Volné prodejné 1écivé pripravky (OTC), které nejsou hrazeny z verejnych
zdrojli ani po predepsani lékafem, nepodléhaji pfimé cenové regulaci.

Obchodni prirdzka je spolec¢na pro velkodistributora a lékarnu (¢i obchod
pro vyhrazena léciva). V soucasné dobé je uplatiiovan systém maximalni
degresivni marZe v rozmezi od 33 % do 10 % podle vyrobni ceny lécivého
pripravku (17). Tabulka ¢. 2 je prevzata v Vyméru MF ¢&. 05/2006, kterym je

degresivni obchodni pfirdZka stanovena.
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Zaklad pro maximalni Maximalni
obchodni prirazko - obchodni privazka
cena od tuzemskeého

vyrobee nebo
zahranicniho
dodavatele v K¢

od O do 15“.— 37,

od 13001 do 200.- 4950 K¢ + 324
ze zakladu presahujictho
150.- K¢

od 30001 do 300~ 0750 K¢ + 28 7
ze zakladu presahujictho
300.- K¢

od 300,01 do 1000, - 153,50 K¢ + 25 %
ze zaKladu presahujictho
500~ Ke

od 100001 do 2300~ 2TSS0Ke + 22 7%

ze zakladu presahujictho
1000 - K¢

od 230001 do 5000_- GOS S0 KE + 18 7
ze zakladu presahujictho
2500~ Ke

vice nez 5000, - 1 03RS0 Ke + 10 7

ze zakladu presahujictho
SO00 - K¢,

Tabulka ¢. 2
Vypocet maximalni diferencované obchodni pfirazky lécivych pripravki
(zdroj Ministerstvo financi CR) (17)

Cena pro konecného spottebitele je dale ovlivnhéna odvodem dané
z pfidané hodnoty (DPH). Ta je vsoucdasné dobé u lécivych pripravka
stanovena na sniZzenou hodnotu 5 %.

Maximalni ceny 1écivych pfipravka jsou zvefejiiovany Vymérem
ministerstva financi s platnosti na jeden kalendaini rok. Ke zméné maximalni
ceny lé¢ivych pfipravki muze dojit pouze po odsouhlaseni Ministerstvem

financi.
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2.3 Uhrada légivych pripravki z vefejnych zdrojii

2.3.1 Rozhodnuti o uhradé

Uhrada nékladfi na lé¢iva z vefejnych zdroji je jednim ze zakladnich
zplisobt1 zajisténi financni dostupnosti 1écivych pfipravkii a garanci rovného
piistupu k nim. Uhrady zdravotni péce, véetné 1é¢iv, z vefejnych zdrojii maji
zacil zajistit obéantim prfistup k nezbytné péci v dobé, kdy ji potfebuji,
nezavisle na jejich moznosti ji v ¢ase potfeby platit.

Zaroven je rozhodnuti o thradé z vefejnych zdrojii zdsadnim limitem
prodejnosti vétsiny lécivych pripravkd a ma znacny vliv na jejich uplatnéni
na trhu. Nehrazené 1é¢ivé ptipravky maji pouze velmi omezeny podil trhu.

Tato cast prace se bude vénovat tthradam lécivych pripravkii zejména
v ambulantni sféfe zdravotnického systému. Uhrady 1é¢iv v ramci poskytovani
nemocnicni ltizkové péce totiz podléhaji vétsinou odliSnym principtim, kde je
ve veétsi mife regulovdan objem spotfebovanych lé¢iv nez vlastni cena
konkrétnich 1é¢ivych ptipravki. Vybranym metodam regulace objemu spotteby
bude vénovana pozornost v kapitole Cost-containment.

Prvotnim rozhodovacim krokem je posouzeni, zda je 1écivy pripravek
roli cena lé¢ivého piipravku, pfinos a mira inovace 1éé¢ivého p¥ipravku. Cim
dal tim vice se pfi posuzovani klade diiraz na studie nakladové efektivity,
jejtho porovnani sjiz zavedenymi terapeutickymi postupy. Je snaha tento
princip uplatnit také u inovativnich léciv.

Po posouzeni kompetentni instituci je 1é¢ivo zafazeno do pfislusného
seznamu. Castéji se pouziva princip pozitivniho listu, tedy seznamu, ktery
uvadi lé¢iva hrazend z verejnych prostfedkt. Existuji samozfejmé i negativni
listy, seznamy nehrazenych skupin 1éciv.

U novych a velmi ndkladnych lé¢iv se zavadéji k rozhodnuti o tthradé
riizna omezeni a podminky napfiklad jen na urcité skupiny nejvice profitujicich
pacienti ¢ specifickd 1écebnd centra. Jedna se o tzv. conditional

reimbursement, podminéné thrady (18).
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2.3.2 Stanoveni vyse uhrady

2.3.2.1 Procentualni dhrada

Stanoveni procentudlni vyse uhrady je nejcastéji pouzivanou metodou
viibec. Pacienti se pak podileji na ndkladech zbylou ¢asti ceny léciva. Tyto
systémy maji lé¢iva rozdélend do nékolika skupin podle miry tthrady. Délenti je
zalozeno na mife zavaznosti choroby, jejiho chronického charakteru a
nezbytnosti 1écby, nakladnosti 1é¢iv a nakladové efektivité. NejvySe a zpravidla
plné jsou ve téchto systémech hrazena lé¢iva na onkologickd onemocnéni,
insulin a jiné vitalni 1éky. Dalsi kategorii tvofi 1é¢iva na chronické choroby jako
na piiklady antihypertenziva, antiastmatika, peroralni antidiabetika ¢i
terapeuticky signifikantni lé¢iva jako antibiotika. Niz§i mira thrady je
pfifazena lé¢iviim na akutni onemocnéni, lé¢iva somezené prokazatelnou
efektivitou. Nejméné hrazena ¢i zpravidla nehrazend 1éciva tvori skupiny 1éciv
ovliviiujici pouze symptomy choroby naptiklad hypnotika a mala baleni

analgetik.

2.3.2.2 Kombinace procentualni thrady a fixniho poplatku

Zde se jednd o to, Ze vySe uhrady je snizena o zaplaceni fixni ¢astky a
uréeného procenta ze zbytku ceny. I v téchto systémech dochdzi k rozdéleni
hrazenych lé¢iv do skupin podle vysSe procentudlni tthrady. Jednotlivé systémy
se pak mohou lisit v tom, jak je vypocitavana fixni c¢ast platby nebo zda se
odvadi zakazdou polozku ¢i za jednu dispenzaci bez ohledu na pocet

vydanych léc¢ivych pripravk.

2.3.2.3 Fixni poplatek

V nékterych systémech kryje vyse uhrady cenu lécivého pripravku
po odecteni  jednordzového fixnitho poplatku placeného  pacientem
pfi dispenzaci 1é¢iv v lékarné. Konstrukce poplatku se v jednotlivych zemi
muze liSit. Napiiklad ve Spolkové republice Némecko se plati tfi rizné vysoké
poplatky podle tfech kategorii velikosti baleni vydavaného 1é¢ivého ptipravku.
Poplatktim za dispenzaci 1é¢ivych pfipravkii bude vénovana vétsi pozornost

v kapitole Spoluticast na nakladech na léciva.
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2.3.2.4 Graduovana uhrada

Systém postupné uhrady je zaloZen na principu, Ze neni nutné hradit
naklady na léciva pro pacienty, ktefi je uzivaji vyjimecné ¢i velmi zfidka. Tak
by mél byt zajistén dostatek zdroji na tthradu ndkladné a dlouhodobé lécby.
Tento systém byl zaveden napt. ve Svédsku v roce 2002. Pacient plati 1é¢ivé
pfipravky v plné vysi a hrazeni zacind, kdyz vydaje pacienta pfesahnou
stanovenou mez v urcitém casovém obdobi, napf. ve 12 po sobé jdoucich
mésicich (19). Jak se zvySuje vynaloZena castka, dochdzi ke zvySovani
procentudlni thrady z ceny lééivych pfipravki. Do systému byva zpravidla
zabudovan také mechanismus zastropovani maximalni spolutiasti pacientt

za dané obdobi.

Procentualni vyse uhrady z castky vydajii pacienta
0% do 900 SEK
50% nad 900 do max. 1700 SEK
75% nad 1700 do max. 3300 SEK
90% nad 3300 do max. 4300 SEK
100% nad 4300 SEK

Tabulka ¢. 3
Vypodet postupné tihrady vydajii na 1é¢ivé pripravky ve Svédsku
(Sveriges Rigsdag: Act on Pharmaceutical Benefits, SEK = Svédska koruna)

2.3.2.5 Referencni systém

Pod pojmem referencni tthrady (reference pricing) se rozumi stanovovani
jednotné thrady pro skupinu srovnatelnych lé¢iv. Z vefejnych prostiedkii jsou
pak 1éc¢ivé piipravky v dané referencni skupiné hrazeny pouze do této vyse a
rozdil mezi cenou a tthradou plati pacient. Divodem vzniku téchto systém je
snaha nevyddavat zbytecné prostfedky na stejnou terapii a zvySit cenové
uvédomeéni lékait a zejména pacientd.

Je nékolik zakladnich postupt, jak urcit referenéni tthradu lécivych

ptipravki (8). Napriklad ve Spolkové republice Némecko se pocitd medidn cen
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lé¢ivych piipravkit v referencni skupiné a v Dansku je to cena nejlevnéjsiho
generika dostupného na trhu.

Zasadnim rozhodovanim v referencnich systémech je vytvoreni a
udrZovani referencnich skupin lécivych pripravki. Definice srovnatelnosti a
ekvivalence je velmi obtiZzna. Ve vétsiné pfipadu je tfidéni lécivych pfipravki
zaloZzena na ATC/DDD Kklasifikaci l1é¢iv. Nejjednodussim pfistupem je vytvoreni
skupiny vSech pfipravki s jednou generickou substanci. Pro uréovani thrady
hraje dtilezitou roli také lékova forma, nebot pouzité technologie znacné
ovliviiuji faktickou cenu ptipravku.

Naéroc¢néjsim pristupem je klasifikace skupin blizce podobnych 1éciv
pouzivanych ve stejnych indikacich, tedy terapeuticky zaménitelné pfipravky.
Mtize se jednat napfiklad o skupinu nesteroidnich antiflogistik ¢i inhalacnich
kortikoid.

Nejnarocnéjsim stupném referencnich systémt je klasifikace skupin
na zakladé shodného terapeutického wuziti (napf. hypertenze), pri cemz
skupinu tvofi 1é¢iva s odliSnymi mechanismy acinku srovnatelné pfinosna a
bezpecna.

Limitaci referencniho zptsobu stanoveni vyse tthrady z vefejnych zdroji
je n€kolik. Za prvé je to pravé problematika uréeni homogenity pfislusné
referencni skupiny. Za druhé snaha o urceni ekvivalence davek léciv a lékovych
forem v dané referenc¢ni skupiné.

Tretim problémem je, Ze referencni systém nemuZe zahrnout vSechny
lé¢ivé pripravky na trhu, a je tedy nutné ho kombinovat s jinymi metodami
stanoveni thrad. Napfiklad ve Spolkové republice Némecko jsou v referencnim
systému zahrnuta jen léc¢iva s ukoncenou patentovou ochranou. Systém je také
nevyhovujici pro vysoce inovativni lé¢ivé pfipravky, kterym neni moZné
stanovit referencni skupinu.

Vneposledni fadé je nutné soustavné prehodnocovani nastaveni

referen¢nich skupin na zdkladé novych védeckych poznatkd.
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2.3.3 Uhrada Iééivych pfipravkii v Ceské republice

V Ceské republice byly naklady na 1é¢ivé pripravky, stejné jako na celou
zdravotni péci, hrazeny do roku 1992 ze statniho rozpoctu. Poté byl zaveden
systém zaloZeny na vefejném zdravotnim pojisténi, které je od rozpoctu
oddéleno. Pojisténi je povinné a kryje v podstaté vSechny oblany Ceské
republiky.

Systém uhrady poskytovanych 1écivych pfipravktt vychdzi ze zakona
¢. 48/1997 Sb., o vefejném zdravotnim pojisténi, v platném znéni (20). Tento
zdkon vsoucasné dobé definuje 300 skupin léc¢ivych latek, které jsou
z vefejného zdravotniho pojisténim hrazeny. V kazdé skupiné musi byt alespon
jeden léc¢ivy pripravek plné hrazen. Jednd se tedy o urcity typ pozitivniho listu
a zaroven o vytvoreni urcitého zdkladu referenc¢nich skupin. Konkrétni vysi a
bliz§i podminky uhrady jednotlivych lécivych latek stanovi Ministerstvo
zdravotnictvi Ceské republiky vyhlaskou & 63/2007 Sb., ouhradach 1é¢iv a
potravin pro zvlastni lékarské ucely (21).

Vyhldsku vyddva ministr na zdkladé doporuceni odborné komise
(kategorizaéni komise), jejimiz cleny jsou zastupci ministerstva, zdravotnich
pojistoven, odbornych lékafskych spole¢nosti, Ceské lékarské komory, Ceské
lékarnické komory a zastupci organizaci pacientt a vyrobcti (22).

Pfi stanovovani vySe uhrady se v zakladé vyuzivd metod referencnich
uhrad (reference pricing) (23).

Pro referencni skupiny léciv je stanovena vyse tthrady 1 definované denni
davky (DDD) nebo jejiho ekvivalentu, ktera se uplatni u vSech 1écivych latek ve
skupiné. Lécivé latky, které nelze zaradit do referencnich skupin jsou
posuzovany individudlné. Konkrétni pfipravky jsou tedy hrazeny do vyse
nasobku thrady a poctu definovanych dennich davek v pfipravku obsazenych.

Zbylou ¢ast docelkové ceny lécivého pfipravku hradi pacient.
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Cislo | Oznageni Nézev
fadku ATC a Nazev Iécivé latky Cesta podani| Mnozstvi edn Uhrada v K& [ Omezeni
vyhlasky|  VOBXX Jedn.
201 analgetika - antipyretika ze skupiny derivata kyseliny salicylové, peroralni podani
201.0 Analgetika  antipyretika ze  skupiny|p.o. 1,00 BA 10,01
derivatl kyseliny salicylové dale
neuvedena
[201.1 [N02BAO1  |kyselina acetylsalicylova |p-o. [3.00 lom [r60 |
0084256 ACYLPYRIN tbl 10x500mg HEO CZ
[201.2 [N02BA02 [aloxiprin [p-o. [3.00 lem 6,30 |
202 ostatni analgetika — antipyretika, peroralni podani
202.0 Ostatni analgetika — antipyretika dalelp.o. 1,00 BA (0,01
neuvedena
202.1  |NO2BEO1 paracetamol (pevné lékové formy do 125(p.o. 3.00 GM |8,82
mg v jedné tableté véetné)
0097656 PARALEN 125 tbl 20x125mg ZEH Cz
202.2 |NO2BEO1 paracetamol (pevné Iékové formy nad 125(p.o. 3.00 GM 4,33
mg v jedné tableté)
[202.3  [NO2BEO1  [paracetamol (tekuté Iékové formy) [p-o. 3.00 lom [sa5 |

Tabulka ¢. 4
Priklad znéni VyhlaSky Ministerstva zdravotnictvi ¢. 63/2007 Sb., o thradach

1é¢iv a potravin pro zvlastni lékarské tcely (21)
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Vyhlaska dale stanovuje zptsob tuhrady (na lékarsky pfedpis
v ambulantni péci, vramci nemocnicniho lékového pausalu, formou zvlast
uctovanych lécivych pfipravka ke zdravotnim vykontim) (24).

Uhrada miize byt dale v souladu s touto vyhlaskou omezena odbornosti
predepisujiciho lékare (tzv. preskripéni omezeni) nebo pouze na vymezeny
okruh indikaci, ¢i konkrétnich stavii pacienta (tzv. indika¢ni omezeni).

Tyto podminky neovliviiuji vlastni vySi thrady, ale reguluji objem
spotfebovanych léciv.

Veobecna zdravotni pojistovna Ceské republiky (VZP CR) vydavé a
svym smluvnim zdravotnickym zafizenim poskytuje seznam 1éc¢ivych
piipravki s vysi tthrad — Ciselnik HVLP. Existuje i v elektronické verzi a slouzi
zejména k uctovani vydanych lécivych ptipravkd.

Zdravotni pojistovny mohou po posouzeni a schvéleni reviznim lékafem
hradit i péci, véetné 1éc¢iv, jinak nehrazenou, pokud se jednd o jediny mozny

zplisob poskytovani zdravotni péce pro konkrétniho pacienta (20).
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2.4 Spoluucast na nakladech na léciva

2.4.1 Principy spoluucasti na nakladech

Stanoveni spoluticasti pacientti na nakladech na uzivana léc¢iva plni tfi
zdkladni cile. Za prvé slouzi k ziskani komplementdrnich financ¢nich zdroji a
snizuje tak zatiZeni vefejnych zdrojli. Za druhé cini pacienty vice vnimavé
k ndkladtim na zdravotni péci. A za tfeti maji odrazovat spotfebitele (pacienty)
od naduzivani 1é¢ivych ptipravki (25, 26).

Ve vétsiné pripadd vychdzi spoluticast pacient(i ze systému stanovovani
tihrad 1é¢ivych pifpravki. Casto dochazi ke kombinaci nékolika piistupt
ke stanoveni spolutiasti. Je nutné vzdy vytvofit rovnovahu, kde i
pfes regulacni mechanismy neni ohrozen pristup pacienti k nezbytné nutnym

léktim. Proto jsou zavadéna také rtizna ochrannd opatfeni.

2.4.2 Typy spoluucasti na nakladech

Moznost a vysi spoluticasti primarné zavadi systém referenc¢nich thrad.
V tomto ptipadé se vSak lze doplatktim (co-payment) vyhnout predepisovanim
konkrétnich 1é¢ivych ptipravki, které svou cenou neprekroci vysi referenéni
thrady. V nékterych statech (napf. Spolkova republika Némecko) je
k referenénimu systému zaveden také systém pevnych poplatkt (27).

Systém poplatkii za lé¢iva mtize mit nékolik zakladnich variant. Muze se
jednat napiiklad o procenta z ceny lécivého pfipravku ¢i zceny celého
lékarského predpisu, fixni poplatek za lékafsky pifedpis i fixni poplatek
za kazdou polozku na predpisu (napt. ve Velké Britanii).

Ve Svédsku funguje systém postupnych tihrad (tzv. deductibles) tak, Ze
do urcité vyse nese naklady na lécivé pripravky pacient a po té mu je postupné
pti dalsich vydejich 1€kt zvySovana jejich thrada z vetfejnych prostredki (19).

Castou formou spoluti¢asti na nakladech na 1é¢iva, respektive na celou
zdravotni péci, je vzemich Zapadni Evropy pfipojisténi, kde komercni
pripojisténi kryje rozdil mezi aktudlni cenou pfipravku a thradou z verfejnych
prostiedkii (Francie, Belgie) (25). Komeréni pfipojisténi snizuje pfimé platby a
umoznuje tak spotfebitelim (pacientlim) vyvarovat se nenadalé financni zatézi.
Tim muze byt castecné povazovano i za typ ochranného mechanismu (viz

nasledujici kapitola).
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2.4.3 Ochranné mechanismy

Vefejné financovani zdravotni péce ma ve Stredni Evropé dlouhou tradici
pocinajici v 19. stoleti, kdy byl zaveden systém pojisténi s davkami pro ptipad
nemoci, tedy pracovni neschopnosti. Postupné se ukdzalo, Ze pacienty
neohroZuje jen ztrata vydélku v dobé nemoci, ale Ze i ndklady na lécbu jsou
mnohdy netnosné vysoké. Postupné se tak zacal rozvijet také systém
zdravotniho pojisténi. V nékterych zemich ziistalo vyplaceni nemocenskych
davek a tthrady zdravotni péce v jednotném systému, nékde se oddélilo.

V' zemich, jako je napfiklad Velka Britanie, pfevzal tlohu univerzalniho
pojisténi statni rozpocet a ndklady na zdravotni péci jsou z velké ¢asti hrazeny
z vybranych dani.

Princip vSak ziistal v podstaté nezménén do dne$ni doby. Uhrada
zdravotni péce vcetné léc¢iv z vefejnych prostfedkit ma zajistit rozloZeni rizika
,pojistné udalosti” ve spolecnosti, tak aby byl vSem pacientiim zajistén pfistup
k nezbytné zdravotni péci v case, kdy ji potfebuji, nezavisle na jejich schopnosti
ji aktudlné zaplatit (6). Systémy vSeobecného pojisténi ¢i darové systémy jsou
zaloZeny na socialni solidarité.

Vlivem rtiznych thradovych mechanismti a dalSich regulacnich krokd,
popsanych v predchozich kapitoldch, vznikd povinnost pacientt se dale podilet
na ndkladech na uzivand lé¢iva nad rdmec odvodu do vefejného systému.
Protoze v oblasti zdravotni péce existuje znacnd nerovnovaha v informacich
mezi pacientem, lékafem a platcem, mohlo by se stat, Ze regula¢ni mechanismy
paradoxné nékteré pacienty poskodi. Napfiklad nizkopfijmové skupiny
obyvatelstva mohou celit zhorsené dostupnosti 1écby z diivodii vyse poplatkii
za navstévu lékare ¢i dispenzaci 1é¢ivych pfipravkd.

Z téchto davodua byly ve vétSiné zemi zavedeny ochranné mechanismy
napiiklad pro nékteré zvlast financ¢né zranitelné skupiny obyvatel (déti, socialni
pripady, seniofi) ¢i nékteré skupiny chronicky nemocnych.

Napfiklad samotna vyse thrady konkrétniho lécivého pripravku je
v Belgii vyssi pro déti a pro pacienty s vybranymi zdvaZznymi chorobami.
U vybranych 1é¢iv je zde také zaveden princip maximadlni vySe spoluucasti
v urcitém casovém obdobi (27). Strop spolutcasti funguje také napriklad ve
skandinavskych zemich, Velké Britanii, Spanélsku a Spolkové republice
Némecko. VSRN a ve Velké Britanii jsou pfi rozhodovani o vyjimkach ze

spoluticasti zohlednovany prijmy a majetek pacienti (28).
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2.4.4 Spoluudéast na ndkladech na lééiva v Ceské republice

V Ceské republice zatim nebyla stanovena mira spolutiasti pacientti
na nakladech na uZivana léciva. Spoluticast se objevuje pouze ve formé
tzv. doplatkii na 1écivé pripravky. Tedy v situaci, kdy pacient uziva lécivy
pripravek, ktery je drazsi, neZ jeho referencné stanovena uhrada. V tomto
pripadé plati pacient rozdil mezi cenou lécivého pripravku a vysi uhrady
z vefejného zdravotniho pojisténi. To znamena, Ze miru spoluticasti 1ze znacné
ovlivnit vybérem lé¢ivého pripravku pfi jeho predepisovani. TudiZz tim, kdo
o mife spolutcasti rozhoduje, je zpravidla pfedepisujici lékaf.

Vyse spolutcasti nemtiZe byt ovlivnéna pfi dispenzaci lé¢ivych ptipravki
v 1ékarné, protoZze platné pravni predpisy neumoznuji generickou substituci
lé¢ivych piipravkh lékarnikem.

V Ceské republice neni pravnimi predpisy zaveden zadny limit
individudlni vyse spoluticasti, ani neni zadna skupina obyvatel od spoluticasti
osvobozena.

Daéle nejsou dosud zavedeny zadné poplatky za vystaveni lékafského
predpisu ani poplatky za dispenzaci predepsanych léciv.

Vyse spoluticasti na ndkladech na uzivané léc¢ivé pripravky vsak neustdle
nartsta, viz Graf ¢. 1 (29).

Presto soukromé vydaje na zdravotni péci, vcéetné 1é¢iv, kryji pouze kolem
10 % (10,8 % v roce 2004) celkovych nakladti na zdravotnictvi. Tim se Ceské
republika fadi mezi zemé s nejvyssim podilem vefejnych zdroji na financovani

zdravotni péce, viz Graf ¢. 2 (29).
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2.5 Cost- containment

2.5.1 Vysvétleni pojmu

Anglickym terminem cost-containment jsou spole¢né oznacovany postupy
vedouci k co moznd nejracionalnéjsimu uzivani 1é¢iv, k udrzeni ndkladi
na léciva ¢i alesponl zpomaleni jejich rastu. Uplatnuji se zde jak pfimé finanéni
strategie, které byly vétsinou popsany v kapitolach Metody regulace cen 1éciv,
Uhrada lé¢ivych piipravkii z vefejnych zdrojii a Spolutidast na nékladech
na léc¢iva, tak fada dalSich nefinanénich postupti. JiZ zminéné pfistupy nemaji
samoziejmé regulaci ndkladud jako svtij jediny cil. Ovliviuji také produktivitu
poskytovani zdravotni péce, jeji kvalitu, distribuci lidskych zdroji (30). Cim
dale tim vice se vSak objevuje snaha vyuzit jejich potencidl pro ovlivnéni
celkovych nakladt.

Zatim co do 60. let 20. stoleti se regulace farmaceutického trhu zamérovala
bezpecnost a racionalni vyuZiti finan¢nich zdroji. Naklady na zdravotni péci,
potazmo léciva, se totiz také diky vefejnym utthradovym systémiim neustdle
zvysuji. Tempo nartistu naklada je ve vétsiné rozvinutych zemich vyssi nez
tempo ristu HDP (31). Ztohoto divodu regulace ndkladt a zabezpeceni
omezené, jiz nadale nestaci ¢init rozhodnuti pouze na zakladé idaji o samotné
ucinnosti 1écby. Maximalizace pfinosu lécby je neodmyslitelné spojena s jeji
ekonomicnosti. Neekonomické rozhodovani je pro spolecnost neefektivni a
v zdsadé asocidlni, protoze vede k vyplytvani zdrojd, které by bylo mozné
pouzit pro dalsi pacienty (6).

Tato kapitola se bude déale vénovat vybranym, dosud neuvedenym,
strategiim, které jsou v soucasné dobé nejcastéji pouzivané a jejichz dopad je
dostate¢né prozkoumdn a maji vyznamny piinos do budoucnosti financovani

1éciv.
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2.5.2 Farmakoekonomika

Farmakoekonomika jako véda zkoumd vztah pfinosu léciv a nakladu
nané (32). Porovnava rtzné terapeutické postupy a zda se byt jednou

Hlavnim cilem farmakoekonomické analyzy je ziskani podklada
pro pfijimani optimdlnich nebo raciondlnich rozhodnuti maximalné
prospésnych pro pacienty a soucasné prijatelnych z ekonomického hlediska.

Farmakoekonomické informace se stdvaji povinnou soucasti materiala
predkladanych vyrobci do rozhodovacich procesti tykajicich se cen a thrad.
V soucasné dobé je povinnosti vyrobce ¢ dovozce predkladat vysledky
ekonomického hodnoceni (farmakoekonomickych studii) naptiklad v Nizozemi
(33), Velké Britanii, Finsku, Australii ¢i Kanadé (7, 34). Z postsocialistickych
zemi je systém ekonomického hodnoceni nejvice rozvinut v Polsku a Madarsku
(16).

Ackoliv je farmakoekonomika velkym pfislibem pro budoucnost, je nutné
si uvédomit néktera zdkladni omezeni pro rozhodovaci procesy.

Prvnim predpokladem je, Ze existuji alesponn dvé alternativni varianty
terapeutického postupu (35).

Za druhé, je nezbytné mit napaméti, Ze v dobé téméf jednotného
mezinarodniho trhu nelze vétSinou vysledky ekonomického hodnoceni prevzit
v jiné zemi na rozdil od udajtt o tcinku ¢i téinnosti 1é¢by. Naklady mohou byt
totiz znacné ovlivnény lokdlnim systémem poskytovani zdravotni péce a
zptisobem jejiho financovani.

Za treti, farmakoekonomické studie porovnavaji efektivitu lé¢iva pouze
v konkrétni indikaci ¢i u konkrétni skupiny pacientti. A pokud ma lécivy
pripravek vice indikaci nebo by se vyznamné lisil pfinos u nékterych skupin
pacientti, vyzadovalo by to stanoveni rtiznych cen ¢i vysi thrad. V takovém
pfipadé musi byt rozhodnuti doplnéno dal$imi mechanismy, napiiklad
stanovenim podminénych thrad (conditional reimbursement viz Kapitola
Uhrada 1éc¢ivych piipravki) nebo preskripénich a indikaénich omezeni jako
tomu je naptiklad i v Ceské republice.

Za ctvrté je vhodné vyuzivat pro rozhodovaci procesy ekonomickeé studie,
které jsou navrzeny pod uhlem pohledu celé spolecnosti, nikoli pouze
pohledem platce, jak se tomu dnes casto déje (33). OvSem pifi striktnim

dodrzeni tohoto pravidla, kdy by ndsledné byla pfednostné pouzivana a
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hrazena léciva snejvyhodnéjsSim pomeérem piinos/ndklady (napf. ndklady
na jeden ziskany rok kvalitniho Zivota - QALY), by mohlo paradoxné dojit
k obrovskému nartistu nakladti na 1éciva ¢i zdravotni péci a ke zhrouceni
systému vefejného financovani zdravotnictvi. ProtoZe pocitany pfinos (aspory)
by se pravdépodobné projevil vijinych kapitoldch rozpoctu napft.
v nemocenskych davkach ¢ davkach statni socidlni podpory a nikoli ve
zdravotnictvi samotném (36).

Zatazeni farmakoekonomickych studii do rozhodovacich procest klade
vyssi ndroky nejen na vyrobce 1é¢iv, ale také na vlady ¢i jiné pfislusné instituce.
Ty by mély jasné stanovit cile a metodiku pfijimanych studii tak, aby byla
zajiSténa maximalni objektivita vysledkd pro rozhodovani. V holandském
modelu je v metodologii kladen dtiraz pfedevsim na to, aby byl typ studie cost-
effectiveness (s preferovanymi vysledky definovanymi jako ziskané roky Zivota
— life-years gained, LYGs) nebo cost-utilisation (QALYs), probihala dostate¢né
dlouho, byla postavena vuhlu pohledu celé spolecnosti, zahrnovala
inkrementalni analyzu, zahrnovala v hodnoceni referencni tthrady a diskontaci
naklad® (33). Jedna se samozfejmé o kontinudlni proces hodnoceni zahrnujici

noveé ziskané védecké objevy a informace ziskané z bézné klinické praxe.

2.5.3 Genericka substituce

Zakladem vétsiny opatfeni vedoucich k tispordm nakladd na lécivech je
snaha o sniZeni ceny. Tento pfistup je totiZ jednodussi a snaze kontrolovatelny
nez regulace objemu spotfeby léciv. Jednou z metod, jak sniZovat cenu
predepisovanych lécivych pfipravki je podpora predepisovani generik. Tedy
ekvivalent(i originalnich prfipravki, které vstupuji na trh po uplynuti jejich
patentové ochrany. Vyrobci generik nenesou zpravidla takové naklady na vyvoj
pripravku, jako origindlni firmy, takZe cena jejich produkti miuize byt daleko
nizsi. V nékterych zemich (napf. Francie) smi dokonce cena generik dosahovat
pouze do vySe urenych procent ceny origindlniho pripravku. Ve Francii
existuji ze strany statu také financni pobidky lékaiim s cilem co nejvyssi
preskripce generickych pripravki (37).

Dal$im krokem podpory tspor vtomto smyslu je povoleni generické
substituce v 1ékarné. Tedy postupu, kdy lékat predepiSe 1écivy piipravek, ktery
miize byt se souhlasem pacienta v1ékarné nahrazen levnéjsi variantou se

stejnou ucinnou latkou ve stejné sile a lékové formé. Genericka substituce je
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povolena napiiklad v Nizozemi, Spanélsku, Francii nebo Dansku (27).
Ve Svédsku je dokonce lékarnik ze zakona povinen pacientovi zdménu za
levnéjsi 1é¢ivy pripravek nabidnout (19).

Specifickym postupem, ktery miiZze podporovat vybér levnéjSich 1é¢ivych
pripravku je genericka preskripce. V tomto pripadé lékar predepisuje pomoci
mezinarodnich nechranénych ndzv lécivych latek a vybér konkrétniho
pripravku probihd v1ékarné mezi pacientem a lékdrnikem. Tento systém
funguje ve zejména ve Velké Britanii, kde je takto pfedepisovano az 70 % léciv.

Ve Spolkové republice Némecko a v Nizozemi je v 1ékdrné mozna téz
terapeuticka substituce. Ta spocivd v zaméné piipravkem obsahujicim jinou
uéinnou latku se stejnym lécebnym ucdinkem. Je ovSem omezena pouze
na nékteré vybrané skupiny 1léciv napfiklad analgetika a nesteroidni
antiflogistika (27).

Pouzivani generik a generickd substituce jsou pro udrzeni rastu naklada
na lé¢iva vyznamné zejména v systémech s procentudlni twhradou a
bez referencnich uhrad. Genericka substituce v systému referencnich thrad,
kde se sgeneriky pocitd primarné prfi stanoveni vysSe uhrad, je pfinosem
zejména pro pacienty a mtize vyznamné snizit tiroven spoluticasti.

Aby systém generické substituce ¢i preskripce mohl prinaset ocekavané
vysledky v tusporach ndkladd, je nutné zajistit, aby lékdrny nebyly prednostné
motivovany vydavat drazsi lécivé pripravky. Napriklad v Nizozemi si smi

lékarnik ponechat tfetinu takto usporenych nakladi (7).

2.5.4 Nefinancéni zpusoby regulace spotreby a nakladu

Postupné se ukazuje, Ze kromé obecnych regulaci na trovni cenotvorby a
stanoveni tthrad a spoluticasti ¢i dalSich regulaci objemu naordinované péce
pomoci omezeni rozpoctu lékaii hraje pri predepisovani lécivych pfipravki
hlediska je tedy nejucinnéjsi strategii ovliviiovat preskripcéni chovani 1ékafd, a
to zejména vzdélavanim a poskytovanim zpétnych informaci (38). Jak uvadéji
nekteré studie (39), 1€kar si dokaZe vybavit pfiblizné 100 lécivych pripravki,
které bezpecné zna a pouziva, tedy predepisuje (tzv. evoked set).

V dobé masivni reklamy vyrobct potfebuji 1ékafi i dalsi zdravotnici pfistup

k objektivnim a nezavislym informacim a vzdjemnou vyménu zkuSenosti.
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Asi nejlépe funguje takovy systém v Nizozemi. Zde vznikaly v 70. letech 20.
stoleti spontanné farmakoterapeutické komise jako iniciativa mladych
lékarnikti, které neuspokojoval komercni charakter lékarenstvi. Od roku 1986
jsou farmakoterapeutické komise lékarnik(i a lékarti podporovany statem a
zdravotnimi pojiStovnami, které poskytuji nezbytna data. A od 90. let se
od lékarti ocekava zapojeni do komisi jakozto formy kontinudlniho vzdélavani.
Ucelem setkavani lékaft s lékdrniky je analyza preskripce, jejimz zakladem je
méfeni a porovnavani objemti preskripce vybranych skupin 1é¢iv mezi lékafi
(40). Lékai ziskdva zpétné informace o vlastni preskripci a informace o
primérné preskripci svych kolegti. Cilem je zlepsit preskripéni navyky (41, 42).

V socialistickém Ceskoslovensku byly soudasti struktury zdravotnictvi
Komise pro ucelnou farmakoterapii, a to na krajské i okresni trovni, které
provadély kontroly a rozbory preskripce jednotlivych lékart (43).

S ohledem na soukromé vydaje se vSak stdle ukazuje, ze o nich lékari
nemaji dostatek informaci a nejsou pro né pfrili§ relevantni (42). Sledovani
pfimych vydaji na 1éc¢ivé piipravky (out-of-pocket payments) pokladaji
mnohdy spise za tlohu lékarnika (41).

Raciondlni farmakoterapie je velmi cCasto sklonovany pojem pokud se
hovofi o co nejucinnéjsi a zaroven financné dostupné péci. Mezi zakladni
principy racionalni farmakoterapie patii medicina zaloZzena na dikazech. Jde
vSak o podstatné Sirsi okruh ¢innosti.

ProtoZe samozfejmé neni mozné rozhodovat o terapii kazdého jednotlivého
pacienta, hraji nezanedbatelnou roli diagnostické a terapeutické doporucené
postupy (guidelines). Guidelines jsou doporuceni autorit jak postupovat co
nejlépe v souladu s nejnovéjsSimi poznatky. Poskytuji rozhodovaci algoritmus
v konkrétnich klinickych podminkach. Pokud jde o doporuceni sjasnou
ekonomickou rozvahou (co je nejlepsi ufinancovatelné), pak se jednd o
standardy. Ty navic konkretizuji pouZitelné moZnosti postupii, protoZe berou
v tvahu i ekonomickou stranku jejich aplikace (44).

Pro aktivnéjsi a odpovédnéjsi zapojeni pacientti do vlastni 1écby je také
nezbytné soustavné informovat a vzdélavat vefejnost v oblasti podpory zdravi
a samoléceni. Poskytovani kvalitnich informaci je nutné zejména v dnesni dobé
internetu, kdy je clovék doslova zahlcen informacemi, a to casto velmi
nejasného puvodu. Pri dostatecném porozumeéni lé¢iviim a 1écbé béznych
onemocnéni je mozné prenést cast odpovédnosti, véetné té financni,

na pacienta. A bylo by tedy moZné si predstavit i vyraznéjsi posuny vybranych
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skupin léciv mezi volné prodejné ptipravky, tzv. OTC switch (45). Samoziejmé
za predpokladu, Ze bude mit vydavajici 1ékarnik o pacientovi k dispozici
informace nezbytné pro bezpecnou a kvalitni farmakoterapii (napt. lékové

zaznamy pacienta).
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2.6 Seniofi a naklady na léky v CR

2.6.1 Postaveni senioru ve spolec¢nosti

Pocet lidi doZivajicich se vySsiho véku roste. Podle odhadii OSN Zilo
na svété v roce 1950 pfiblizné 200 miliont lidi ve véku nad 60 let. V roce 2000
dosahl jejich pocet na 590 miliént a vroce 2050 pravdépodobné ptesahne
1 miliardu 100 milioni osob. Coz bude pfiblizné 14 % svétové populace (46).

V Ceské republice tvofili ob¢ané starsi 60 let 20,66 % populace jiz v roce
2006 (47). Vysoké procento seniortl je typické pro zemé s vyssSimi prijmy.

Ukolem moderni spole¢nosti je zajistit osobam bez p¥fjmt z pracovni
¢innosti standardni kvalitu dalsi faze Zivota tak, aby nebyla ohroZena jejich
dtistojnost a byla respektovana jejich lidska prava.

Ditlezitost téchto procestt vyplyva i z mezindrodnich programi
tykajicich se starnuti populace, jako je napfiklad Mezinarodni akéni plan
pro problematiku starnuti pfijaty pod zastitou OSN. Na jeho zdkladé byla
v Ceské republice zfizena Rada vlady pro seniory a starnuti populace, ktera je
stalym poradnim organem vlady pro otdzky tykajici se seniorti a starnuti
populace, a byl vypracovan Narodni program pripravy na starnuti.

Cilem programu je vytvorit podminky pro rovnopravny a aktivni Zivot
seniorli, odstrafiovat pfi¢iny nepfipustného omezovani zdkladnich prav
a svobod z divodu véku a socidlniho postaveni, potirat diskriminaci a socialni
vylouceni seniorti, posilovat mezigeneracni solidaritu, sobéstacnost, uznat
pfinos senior(i rodiné a spolecnosti, podporovat postoje porozumeéni, tolerance
a solidarity(48).

Za jednotlivé kroky plnéni programu jsou odpovédna piislusna
ministerstva.

Je samozfejmé, ze klicovym zajisténim kvality Zivota seniorti je jejich
materidlni zabezpeceni. Hmotné zabezpeceni ve staii je vysledkem celozivotni
aktivity kazdého jedince ajeho odpovédného pfistupu k pfipravé na stafi aje
predpokladem ekonomické nezavislosti seniort.

Spolecnost zabezpecuje materidlni potfeby seniortt vyplacenim
starobnich didchodt dle zdkona 155/1995 Sb., o diichodovém zabezpeceni.
Presto odchodem ze zaméstnani dochazi ke znacnému propadu prijmu.
Primérny cisty prijem osoby v domacnosti dtiichodcti v roce 2004 byl 8228 K¢,

zatimco u osoby v prumérné domacnosti cinil 9466 K¢ (49). VySe dosazeného
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starobniho dtichodu je valorizovdna s ohledem na inflaci, avSak nestaci vzdy
plné pokryt pribézny nartst spotfebitelskych cen. Seniofi se tedy odchodem do
dtichodu stavaji v mnoha pripadech ekonomicky slabsi skupinou obyvatel.

Zvlastnosti této populacéni skupiny je také zna¢nd provazanost zdravotni
a socidlni situace. Dosud sobéstacny jedinec se mtize vlivem nemoci stat
socidlné rizikovym a odkdzanym na rtizné formy socidlni pomoci. A naopak
zhorSeni socidlni situace samo o sobé casto vede k vyznamnému zhorSeni
zdravotniho stavu.

Zajisténi dostupnosti bydleni, socidlnich a zdravotnich sluZeb je tedy
dalsi jasnou prioritou programu.

Péce o zdravi seniorii ma pro spolecnost vzrlstajici daleZitost nejen
v roviné etické, ale také v souvislosti s ekonomickou situaci spole¢nosti. Nartst
poctu seniorti, ktefi potfebuji abudou potfebovat zdravotni péci, povede
k rostoucim pozadavkiim na systémy zdravotni péce. Zaroven je potiebné
podporovat zdjem aucast vSech generaci na programech prevence a péce

0 zdravi.

2.6.2 Seniori a naklady na zdravi

Obecné zndma je vyssi potieba zdravotni péce véetné vysoké spotfeby
l1é¢iv v populacéni skupiné seniorti. Naklady na pojisténce VSeobecné zdravotni
pojisStovny starstho 60 let dosahly vroce 2004 vice nez dvojndsobku
primérnych nakladi na pojisténce (27 tisic K¢ vs. 14,6 tisice Kc) (50).
Se starnutim populace jako takové se pocet seniorti bude ddle zvySovat. Tato
skutecnost zptisobuje rozhodujicim cinitelim dilema, jak udrzet rovnovahu
dvou naprosto opacnych politickych cilti: poskytnout jednotliveim rovny
pristup k nezbytnym léciviim a zaroven stale vyrazné&ji kontrolovat rostouci
naklady na léciva.

Ze statistiky rodinnych uétti vyplyva, Ze jedna osoba v priamérné
domdcnosti vydala v roce 2004 na zdravi 1674 K¢ (49), z toho 1001 K¢ na 1é¢iva
(. 0,98 % celkovych cistych pfijmi). U domdcnosti seniort to bylo 2700 K¢
resp. 1833 K¢ a 1,99 % za léciva.

V zemich jako je napf. Spolkova republika Némecko, Velka Britanie jsou
seniortim, jakozto ekonomicky slabsi skupiné obyvatel pfizndvany vyhody a
vyjimky ve vécech spolutidasti na ndkladech na zdravotni péci vcetné

poskytovani 1é¢iv (28, 51). Napiiklad ve Spolkové republice Némecko nesmi
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spolutiCast seniorti na nadkladech na hrazené 1éc¢ivé pripravky prekrocit hranici
2% jejich ro¢niho pfijmu (52). Zaroven je zde v nékterych pfipadech
zohledniovan nejen pfijem, ale i majetek pacienta a jeho rodiny.

V Ceské republice nenf Zadny takovy pi¥istup zaveden.
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3 PRAKTICKA CAST
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3.1 Studie spoluucasti seniori na nakladech na
Ié€ivé pripravky
3.1.1 Uvod

Néklady na lé¢iva tvoii dlouhodobé znacnou ¢ast prostredki
vynakladdanych na zdravotni péci v Ceské republice. Od roku 1995 do roku 2003
¢inily v rozmezi od 25 do 28 % celkovych ndklad{i na zdravotni péci (53). Tim
Ceska republika zna¢né prekracuje priimér zapadoevropskych zemi, kde se tato
¢ast nakladt obvykle pohybuje okolo 14 % (54, 55).

V Ceské republice bohuZel neni vefejné dostupny zdroj informaci
ospotfebé a ndakladech naléciva roztiidénych dle vékovych skupin
obyvatelstva. Zndmé a vefejné pristupné jsou pouze informace o celkovych
vydajich na zdravotni péci na obyvatele (18 990 K¢ v roce 2004) resp. vefejnych
vydajii na obyvatele, tj. na pojisténce, (17 316 K¢). Vydaje na pojisténce znacné
stoupaji od dosaZeni véku 55 let. Od véku 60ti let ¢ini téméf dvojnasobek
prumérnych vydajii na jednoho pojisténce (53).

Dalsi zpresnéni rozloZeni zejména soukromych vydaji na zdravi
ve spolecnosti poskytuji data ze Statistiky rodinnych ucéta. Z nich vyplyva, Ze
jedna osoba v primérné domadcnosti vydala v roce 2004 na zdravi 1674 K¢,
z toho 1001 K¢ na 1éciva (tj. 0,98 % celkovych cistych p#jmi). U domdacnosti
seniori to bylo 2700 K¢ resp. 1833 K¢ a 1,99 % za léciva. Primérny pfijem
osoby v domdcnosti dtichodct byl 8228 K¢ (49).

Ackoliv je celkova mira spolutiasti na nakladech na lécivé pripravky
v Ceské republice nizkd (20 % v porovnani s30 % - primér EU15) (29), je
z bézné 1ékdrenské praxe patrné, Ze existuji pacienti, ktefi mohou z finan¢nich
diivodti éelit zhorSenému piistupu ke svym lécivim.

K presnéjsimu odhadu dat o soukromych vydajich na 1éciva v populaci
seniorti jsme proto pouzili metod sociologického vyzkumu a ve vzorku
populace senior(t provedli fizené rozhovory. Cilem studie bylo zjistit vydaje
populace seniort na aktudlné uzivané predepsané i volné prodejné lécivé
pfipravky a vliv téchto vydajii na dostupnost 1é¢iv pro danou vékovou
skupinu.

Dal$imi cili bylo pokracovani ve sbéru dat o uzivani léciv v této
populacni skupiné zapocaty vramci grantu Grantové agentury Univerzity

Karlovy (GAUK) vroce 1996 (56) a porovnani téchto dat v casové linii
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snaslednymi rigoréznimi a diplomovymi pracemi a dale porovnani dat

ziskanych v partnerském projektu v Mnichové, SRN (57).

3.1.2 Metodika

Metodou ziskavani pozadovanych informaci byl zvolen fizeny rozhovor.
Tti tazatelky mély k dispozici osnovu s 22 otdzkami, pfi¢emz u nékolika z nich
odpovidali respondenti volné (zdkladni demografické identifikacni udaje) a
u ostatnich vybirali znabizenych variant odpovédi. Respondenti byli
informovani o tom, e vysledky studie vyuzije Svaz diichodcti CR k héjeni
z4jml seniorti a Farmaceuticka fakulta Univerzity Karlovy k dals$imu vyzkumu
v oblasti systému tthrad 1éciv.

Setfeni bylo anonymni a nelze zjistit, jak odpovidaly konkrétni osoby ani

jednotlivé respondenty dohledat.

Za respondenty byli zvoleni pacienti v lékdrnach ve tfech odliSnych
regionech CR (Praha, Zlinsky kraj - Vizovice a Vsetin) tedy v obcich s odlisnym
poctem obyvatel, regionech s odliSnou strukturou zaméstnanosti, ktefi si prisli
vyzvednout pfedepsany lécivy pfipravek a zaroven byli ve véku alespon 60 let.
Tato vékova hranice byla zvolena s ohledem na to, Ze v tomto véku pfesahuji
naklady na pojisténce dvojnasobek priméru.

Respondenti byli zafazovani do vzorku metodou tzv. quota sampling,
tedy tak, jak prichdzeli do lékdren v ¢ase po sob¢, az do dosaZeni stanoveného
poctu osob ve vzorku. DalSim kriteriem vybéru bylo pohlavi respondentt.
Tazatelky zatazovaly do vzorku oddélené Zeny a muze tak, aby ve vysledné
skupiné byl pomér muzi a zen pfiblizné 1:2, coz odpovida rozdéleni osob
ve vékové kategorii nad 60 let (47).

Vytazovacim kriteriem bylo bydleni v domech s pecovatelskou sluzbou,
kde vétSinu aktivit souvisejicich s obstaravanim 1€kt prebira oSetfujici personal,
tedy jind osoba. Dale byli vyfazeni respondenti, ktefi nebyli schopni ¢i ochotni
presné zodpovidat otazky tykajici se osobniho pfijmu a vydaju.

Sbér dat probéhl v obdobi kvéten 2004 az prosinec 2004. V tomto obdobi
bylo v platnosti pouze jedno znéni vyhlasky MZ CR ¢&. 57/1997 Sb. ,,0 thradach”
ve znéni s platnosti od 1.4.2004, dale jen Vyhlaska (58) a analyza dat probéhla
tedy podle jejtho znéni a podle znéni Ciselniku HVLP VZP CR verze 520
platného od 1.4.2004, dale jen Ciselnik (59).

Statistickd analyza rozhovord byla zpracovana v programech Microsoft

Office (MS Excel, MS Access) a analyza uzivanych 1éciv, s ohledem na Vyhlasku
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a Ciselnik, navic v programu Paradox. K identifikaci konkrétnich p¥ipravki a
piesné vysi doplatku byly vyuzity lékdrenské programy Lekis a Pentenium a
vnich obsaZena elektronicka verze Ciselniku HVLP VZP CR verze 520 a
programu Mikroverze AISLP firmy Skop.

Vzor zdznamu fizeného rozhovoru viz Ptiloha.

3.1.3 Vysledky

3.1.3.1 Seniofi a léky 2004

Soubor respondentii tvofilo 450 osob starSich 60ti let, navstévnik tii
lékaren ve tiech odlignych regionech Ceské republiky. Pomér muzii a Zen ¢inil
piiblizné 1:2. Respondenti byli rovnomérné rozloZeni v definovanych
vékovych skupinach.

Témér dvé tretiny respondentit (59,6 %) Ziji v domacnosti spolu

s manzelem ¢i manzelkou.

Ty

Respondenti ziji v domacnoti:

11,6% 0,4%

Bl Sam/sama
B S manzelem/manzelkou
OS détmi

BV domové dlchodcl

Graf ¢. 3

RozloZeni typtt domacnosti ve skupiné respondentti (N=450)

42



Nejcastéjsim typem finanéniho zabezpecdeni respondenti byl starobni
dtichod (80 %). Cést respondentti (14 %) uvedla, Ze ma jesté dalsi zdroj piijmu.
VySe meésicniho pfijmu byla u vice nez poloviny (55 %) respondenta
do 7499 K¢.

Ctvrtina respondentt (25,80 %) uvedla, Ze navstévuje lékafe vice neZ

desetkrat rocné.

Cetnost navstévy u lékare

18,9%

W 4x roéné a méné
Bl 5x az 10x ro¢né

Ovice nez 10x roéné

55,3%

Graf ¢. 4

Cetnost navstévy u lékafe ve skupiné respondentii (N=450)

Jako nejcastéji uzivand predepsana léciva se vyskytla 1éciva
kardiovaskularniho systému (51,97 %; C09, C07), dale léciva nervového
systému (10,96 %; NO05, N06), 1éc¢iva pohybového aparatu (10,12 %; M01, M04 a
MQ02), 1é¢iva gastrointestinalniho traktu (9,57 %; A12, A10, A02) a léciva krve a
krvetvornych organu (6,48 %; BO1).
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Nej€astéji uzivané LP na Rp

% respondentt
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Graf ¢. 5
Nejcastéji uzivané lécivé pripravky dle hlavni ATC skupiny (N=450)

Respondenti dohromady uzivali v poslednich 4 tydnech 1650 lécivych
pripravki predepsanych lékafem. Primérné tedy uZzival kazdy respondent 3,70
léc¢ivych piipravka (variaéni Sife 1-12 LP). Respondenti dohromady uzivali
284 volné prodejnych lécivych ptipravki zakoupenych v poslednich 4 tydnech,
tedy kazdy prameérné 0,63 (variacni Site 0 — 5 LP).

Respondenti vydali dohromady na doplatcich za pfedepsané lécivé
ptipravky 38778 K¢. Primérny doplatek na pfedepsany lécivy piipravek ¢inil
86 K¢ najednoho pacienta (0-3000 K¢) respektive 23,50 K¢ na predepsany
pripravek (0-376 K¢). Respondenti vydali na volné prodejna léciva celkem
16540 K¢. Primérnd cena volné prodejného 1éciva byla 58 K¢ (7,90 — 860 K¢) a
kazdy respondent vydal v priméru 36,80 K¢ za posledni ¢tyfi tydny (variaéni
site 0 — 870 K¢).

Kazdy respondent tedy vydal priimérné 123 K¢ na 1écivé pripravky, coz
¢ini 1,5 % z oficidlniho priimérného prijmu osob v domacnosti dichodctl.

Respondenti, ktefi odpovédéli, ze navstévuji lékafe vice nez desetkrat
rocn€ se na celkové mife doplatkii v celém vzorku podileli 38 %, tedy kazdy

z téchto sto patndcti respondentti doplacel primeérné 126,40 Ké.
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Respondenti dale odpovédéli, ze 22,7 % znich vyda na doplatky
na predepsané 1éc¢ivé pripravky do 100 K¢ rocné, 54,4 % od 101 do 1000 K¢ a
229 % nad 1000 K¢. Za volné prodejna léciva utrati nejvice respondentd
(49,1 %) od 101 do 1000 K¢ roc¢né.

Rocni vyse doplatkli na LP na Rp

60 54,4

50

40

22,9

% respondentt
w
o

do 100K¢& od 101 do 1000K¢& nad 1000K¢&
Vyse doplatkt

Graf é. 6

Rocni vySe doplatkil na 1é¢ivé pripravky predepsané lékarem

Pocet respondentti, ktefi uzivali vyhradné plné hrazené piedepsané
1é¢ivé pripravky, byl 117 tj. 26 %.

Z celkového poctu respondenty aktudlné uzivanych piedepsanych
lécivych ptipravki bylo 44,30 % plné hrazenych.

Vice nez 10 % respondentti si pfedem pravidelné zjistuje vysi doplatka
na predepsané léky v riznych lékarndch. Své 1é¢ivé piipravky si vyzvedavaji a
kupuiji dveé tfetiny respondentti (66,2 %) ve stale stejné lékarné.

8,1 % respondentii muselo odloZit ¢ odmitnout vyzvednuti
predepsaného léku s ohledem na vysi doplatku. Tyto potiZe v dostupnosti léciv
uvadéli zejména pacienti, ktefi uzivali vice nez jeden lécivy pfipravek a
pacienti, kterym byly pfedepsany léky na delsi dobu (vice baleni lécivého
pfipravku nez na 4 tydny).
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3.1.3.2 Porovnani ziskanych dat s adaji z pfedchozich let

V casové fadé byly porovnany nékteré tidaje ziskané z feSeni grantu
GAUK z let 1996 az 1998 (56) a dale diplomové a rigorozni prace z let 2001 (60)
a 2003 (61) a vlastni prace v roce 2004.

Pocet uzivanych léc¢ivych ptipravkil ve skupinach respondentii kolisal.

Respondenti aktudlné uzivali priimérné od 2,60 po 3,70 lécivého pripravku.

Pocet aktualné uzivanych LP na Rp
4,00 3,70
3,52

3,50
£ 2,90
S 3,00 ’
° 2,60
s
9 2,50
7]
S 200
s 2
o
2 1,50 |
3 1,00 |
[e]
o

0,50

0,00 - ‘ ‘ ‘

Rok 1998 Rok 2001 Rok 2003 Rok 2004

Graf é. 7

Pocet 1é¢ivych pfipravki na predpis uzivanych v poslednich 4 tydnech

Aktualni uzivani OTC 1é¢iv bylo témér na stejné hladiné a pohybovalo se
primeérné kolem necelého jednoho volné prodejného ptipravku (0,63).

Zastoupeni uzivanych pfipravkti sohledem na déleni podle ATC
klasifikace bylo taktéz téméf shodné. Nejcastéji aktualné uzivanymi lécivy byly
ve vSech studiich pfipravky ze skupin lé¢iv kardiovaskuldrniho systému (C),
nasledovany skupinami léciv alimentarniho traktu (A), nervového systému (N),
muskuloskeletdrni soustavy (M), 1é¢iv krve a krvetvornych organti (B) a 1éc¢iv
respiracniho traktu (R).

S vétsimi rozdily v zastoupeni jednotlivych skupin lééiv jsem se setkala

u 1é¢iv respiraéniho traku v roce 2001. ProtoZe tato studie probihala v obdobi
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zari az listopad 2001, 1ze pfedpokladat, Ze vyssi mira uzivani téchto léciv muze
mit sezonni charakter.

Srovnani finanéni spoluticasti seniort na nakladech za predepsané 1écivé
piipravky pfineslo ocekdvané vysledky. Mira spolutiasti na aktudlné
uzivanych léc¢ivych pfipravcich roste. A od let 1996 az 1998 se do roku 2004

v podstaté zdvojnasobila (viz Graf ¢. 8).

Vyvoj doplatkl na aktualné uzivané LP na Rp

Korun ¢eskych (K¢)

Rok 1998 Rok 2001 Rok 2004

Graf ¢é. 8

Vyvoj doplatkil na aktudlné uzivané léc¢ivé pripravky na lékatsky predpis
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Posun lze vidét i ve zméné vrozdéleni skupin doplacejicich

respondentti, zejména téch, ktefi doplaceji nejvice (viz Graf ¢. 9).

Vyvoj rocnich doplatkii na LP na Rp
60
52,25 s
50 -
43.621,58
‘1.2 40 [-3720 | Bl - —===
3 Odo 100K&
sot-| M- | B -~~~ |mod 101 do 1000K&
@ 22, 29 | |mnad 1000K&
1
® 20 4,54
10,5
10 | - ——-{ . -
0
rok 2001 rok 2003 rok 2004

Graf ¢. 9
Vyvoj ro¢nich doplatkii na 1é¢ivé pripravky na lékarsky predpis
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3.1.3.3 Porovnani s daty z ndvazného sledovani provedeného v Mnichové,

Spolkova republika Némecko

Partnersky projekt byl zpracovan Eiblem vrdmci rigorézni prace
na Farmaceutické fakulté Univerzity Karlovy, Katedfe socidlni a klinické
farmacie, pod vedenim profesora Solicha (57).

Pocet respondentti cinil 300 osob dotazovanych pfevazné ve tfech
rtiznych lékdrnach v Mnichové (SRN).

Do vzorku byli zahrnuti pouze respondenti starsi 65ti let, coz odpovida
charakteristice seniorti v Némecku.

Setfeni probihalo v Fijnu a listopadu roku 2005.

Rozvrzeni aktudlné uzivanych 1é¢iv bylo obdobné jako u seniorii v CR.
Také unémeckych seniorti prevazuji léciva kardiovaskuldrniho systému (C)
nasledovana skupinami lé¢iv muskuloskeletarni soustavy (M), hormont (H,
zejména hormonti stitné Zlazy), alimentarniho traktu (A), krve a krvetvornych
organt (B) a nervového systému (N). Pro neobvykle vysoké zastoupeni 1é¢iv
ze skupiny hormont $titné Zlazy nebylo v ramci studie moZno nalézt relevantni
vysvétleni.

Vétsina respondentt (72 %) uvedla jako svij pfijem starobni dtchod.
Oproti éeskym seniortim, zde byla pocetnéjsi skupina (26 % versus 14 % v CR),
kterd méla ke starobnimu dtichodu jesté dalsi ptijem.

Problémem némeckého projektu stejné jako v CR byla uréita neochota
respondentti sdélovat pfesnou vysi jejich mési¢niho pfijmu. Tento problém byl
vyfeSen vyjadfenim, zda je ptfijem respondenta vy$si ¢i nizsi, nez oficidlni statni
primeér, tedy 1175 €. Tuto hranici svym pfijmem presahlo 53 % respondent.

Némecti respondenti uzivali aktudlné primeérné 2,44 lécivé pripravky
pfedepsané lékafem a prumeérné za né doplatily 32 €, tedy pfiblizné 3 %
oficidlniho priimérného prijmu. Narozdil od ceskych seniori uzivali némecti
respondenti vice volné prodejnych 1éc¢iv (primérné 1,37 1é¢ivy pripravek),
za které primérné zaplatili 21 €, tedy 2 % z oficidlniho priimérného pfijmu.
Kazdy respondent tedy vydal na aktudlné uzivané lécivé pripravky prameérné
5 % z oficidlniho pfijmu.

Jak je patrné z porovnani ziskanych dat, potvrdily se obecné zndmé
informace, Ze ve Spolkové republice Némecko, zejména v ptivodnich zdpadnich
spolkovych zemich, je spoluticast pacienti na ndkladech na uzivana léciva

vyssi. A to nejen v absolutnich ¢ makroekonomickych hodnotach (30 % v SRN
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vs. 22 % v CR), coz mutiZe byt dano predevsim rozdilnou ekonomickou trovni
srovnavanych statt, ale i vroviné relativni, vztaZené na prijem jednotlivca
(1,5 % z p¥ijmu v CR vs. 5 % z pijmu v SRN) v populaci seniorti.

O vy$si mife individualni odpovédnosti za vlastni zdravi miize svédcit i
rozdil mezi pocty uzivanych pfedepsanych a samostatné zakoupenych lécivych
piipravkil (3,70 piedepsanych lé¢ivych ptipravki v CR vs 2,44 vSRN,
respektive 0,63 volné prodejnych 1é¢ivych p¥ipravki v CR vs. 1,37 v SRN).

Také vSak nelze opomenout mozny vliv rozdilného pfistupu k thraddm
lé¢ivych piipravkd v SRN, jehoz nékteré zdkladni rysy byly nastinény
v teoretické casti prace v kapitolach 2.2, 2.3 a 2.4. Je zde vhodné pfipomenout,
Ze volné prodejné 1écivé piipravky nejsou zpravidla hrazeny ze zdravotniho
pojisténi ani po pfedepsdni na lékarsky predpis. A jsou pacientim casto jen

doporucovany ke koupi.

3.2 Modely vyvoje spoluucasti po 1.1. 2008

3.2.1 Uvod

Prijeti Zakona o stabilizaci vefejnych rozpoctd (62) pfinese vyznamné
zmény ve zdravotnictvi. Tyto zmény se budou tykat z velké ¢asti pfimo léciv.

Zakon zdsadnim zptsobem zméni rozdéleni pravomoci v rozhodovacich
procesech tykajicich se cen a uhrad lé¢ivych pfipravki. Zatim co doposud
o cenach rozhodovalo Ministerstvo financi a uhrady byly stanovovany
vyhlaSkami Ministerstva zdravotnictvi, budou nové oba tyto procesy preneseny
na Statni astav pro kontrolu lé¢iv. Posuzovani ndvrhii cen a rozhodnuti
o thradé bude probihat formou spravniho fizeni, jehoz vysledky jsou, na rozdil
od predeslych pravnich pfedpisti, soudné prezkoumatelné. Tim bude naplnén
jeden z hlavnich pozadavki tzv. Transparencni direktivy Evropské komise (EC)
(63). Dalsim pozadavkem této smérnice je, Ze rozhodnuti musi byt pfijato
do90 dni od pfijeti zZadosti. Splnéni tohoto pozadavku je ovSem v ptipadé
legislativniho procesu téméf nemozné. Ministerstvo zdravotnictvi bude
v oblasti cen a thrad 1é¢ivych pfipravki plnit funkci odvolaciho organu.

Dal$im deklarovanym cilem zmén, které ma zdkon pfinést, je regulace

poptavky po zdravotni péci a lé¢ivech.
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Zakon zavadi systém regulacnich poplatki, kromé jinych naptiklad
poplatek za klinické vySetfeni u lékare (ve vysi 30 K&) a poplatek za vydej
predepsanych lécivych pripravktl plné nebo castecné hrazenych z verejného
zdravotniho pojisténi (ve vysi 30 K¢ za kazdou polozku na lékarském predpisu)
placeny pfi vydeji v 1ékarné.

Daéle zakon zavadi limit pro vysi spolutiCasti pacientii na nakladech
na zdravotni péc¢i a léciva. Limit je stanoven na 5000 K¢ za kalendéaini rok.
Podle zdkona budou zdravotni pojisStovny pacientim po vycerpani této castky
vracet nasledné doplatky. Zdkon vsak pocitd se zavedenim systému tzv.
zapoditatelnych doplatkii. Zapocitatelny doplatek je definovan jako nejnizsi
dosazitelny rozdil mezi cenou léc¢ivého pripravku a jeho thradou v pfislusné
skupiné ekvivalentnich léciv.

Pfijetim zdkona dojde snejvyssi pravdépodobnosti knartistu podilu
soukromych vydaji v oblasti zdravotni péce a léciv, které v roce 2006 cinily
11,3 % celkovych vydajii na zdravotnictvi (64). Nartist podilu soukromych
vydaji lze predpoklddat na zdkladé nékolika nasledujicich jednoduchych

modelu.

3.2.2 Metodika

Pro modely popisujici individudlni miru spolutiasti bylo vyuzito dat
ziskanych ze studie Seniofi a léky 2004. Informace o cetnostech navstév
u lékare, poctech lékarskych predpisi a pocet predepsanych poloZzek byly

ziskany z publikaci Ustavu zdravotnickych informaci a statistiky.

3.2.3 Modely

V roce 2006 si kazdy ob¢an CR vyzvedl pramérné 8,17 1ékafského predpisu
s prumérné 1,47 polozkami. Spoluticast na ndkladech byla v roce 2006 pfiblizné
72 K¢ na 1ékarsky predpis (65), tj. pfiblizné 6,2 miliardy K¢.

V modelu ¢. 1 je vycisleno o kolik by mohly vzrist soukromé vydaje
na predepisovana léciva, pokud bude pfipocitdvan regulaéni poplatek ve vysi
30 K¢ za kazdou polozku na lékaiském pfedpise (tedy az 60 K¢ na lékafsky
predpis), placenou pfi dispenzaci lécivych piipravka v 1ékarné. Soukromé

vydaje tak mohou nartist pfiblizné o 3,8 miliard K¢.
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Pocet lékatskych predpisti na obyvatele x pocet polozek na predpise =
8,17 X 1,47 =12

Pocet predepsanych polozek na obyvatele x regulacni poplatek =
12 X 30 K¢ =360 K¢

Poplatky za predepsané polozky x pocet obyvatel =
360 K¢ X 10,5 miliont =3,78 mld. K¢

Model ¢. 1
MozZny nartist soukromych vydaj na 1éciva po zavedeni regulacnich poplatkt

za vydej lé¢ivych pfipravka

Daldi modelové propocty jsou provedeny v souvislosti sindividudlnim
zatizenim spoluticasti. ZvySeni spoluticasti bude zasadné ovlivnéno poctem
vydeji 1é¢ivych pripravki. Podle vyhlaSky Ministerstva zdravotnictvi
o pfedepisovani, jejizZ novela by méla doplnit pfijeti zminéného zdkona, bude
nadale mozné predepisovat na lékarské recepty pouze tfi baleni léc¢ivého
pfipravku a zdroven pocet baleni dostacujici maximalné na tfimési¢ni terapii.
Z vlastni zkuSenosti z prace ve velké 1ékarné maji jiz nyni chronicti pacienti
predepsany léky obvykle na 3 mésice. Je tedy nutné u nich pocitat s minimalni
Cetnosti ¢tyT vydejii v roce.

Podle studie Seniofi a léky 2004, taktéZ popsané v praktické casti této prace,
uzival kazdy respondent v poslednich ¢étyfech tydnech v priméru 3,70 1é¢ivych
pripravk, tedy rtznych polozZek.

Model ¢ 2 ukazuje, ze pramérny respondent by navic zaplatil
na regulacnich poplatcich pfiblizné 111 K¢ za kazdé 3 mésice.

Tim by se spoluticast zvysila zndmi zjiSténych primérnych 86 K¢

za sledované ¢tyfi tydny az na 123 K¢é. Coz by znamenalo nartist o 43 %.
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Pocet 1écivych ptipravki na respondenta x regulacni poplatek =

3,70 X 30 K¢ = 111 K¢
Regulaéni poplatky na respondenta / 3 mésice =
111 K¢ / 3 = 37 K¢

Regulaéni poplatky za mésic + doplatky na respondenta =
37 K¢ + 86 K¢ = 123 K¢

Model ¢. 2
MozZny nartst spoluticasti na nakladech na léc¢iva za 4 tydny (1 mésic)

(tfimésicni periodicité vydeje)

Model ¢. 3 predstavuje pro respondenta nejnakladnéjsi variantu. V piipadé
kdy by si nechavali respondenti pfedepisovat a vyzvedavali si 1é¢ivé pripravky
kazdé ¢tyfi tydny, byl by doplatek naSeho primérného respondenta pfiblizné
197 K¢ (nartist o 130 %).

Regula¢ni poplatky + mési¢ni doplatky na respondenta =
111 K¢ + 86 K¢ = 197 K¢

Model ¢. 3
Mozny nartst spoluticasti na nakladech na léciva za 4 tydny (1 mésic)

(mésiéni periodicita vydeje)

Model ¢ 4 uvadi moZnou vysi spoluticasti respondenti za rok
pfi zohlednéni zjisténé vyse doplatkt (86 K¢ za 4 tydny resp. 1 mésic), poctu
uzivanych léc¢ivych pfipravki (prameérné 3,70) a maximalnim poctu dvanacti

vydejti 1é¢ivych pfipravki v roce.
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)

Regulacni poplatky na respondenta x 12 vydeji

111 K¢ X 12 = 1332 K¢
Meésiéni doplatky na respondenta x 12 vydeji =
86 K¢ X 12 = 1032 K¢

Regulacni poplatky + doplatky na 1é¢ivé pripravky za rok =
1332 K¢ + 1032 K¢ = 2364 K¢

Model ¢. 4
Rocni vySe spoluticasti na ndkladech na l1é¢ivé ptipravky

(mésiéni periodicita vydeje)

Dale ve studii odpovédélo 26 % respondentti, zZe navstévuji 1ékare vice nez
desetkrat rocné, takZe se jim vydaje na zdravi ddle mohou zvysit i o vice nez
300 K¢ rocné, tj. na cca 2600 K¢.
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4 DISKUZE
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4.1 Diskuse k teoretické ¢asti prace

4.1.1 Diskuse k lékové politice

Lékova politika je soubor principti, ktery fidi rozhodovaci procesy v oblasti
lé¢iv. Existuje tak dlouho jako lé¢iva sama, nebot spolecnost vZdy méla snahu
toto cenné zbozi kontrolovat. Lékova politika se zabyva tématy jako je pristup
k 1éc¢iviim, zdravotnimi cili, medicinou zalozenou na diikazech, rozhodovanim
o alokaci financnich i persondlnich zdroj, inovaci a kvalitou produktt.
V tomto ohledu je jasnou soucasti Sirsiho pole zdravotni politiky (66, 67).

Kazda zemé ma v soucasnosti definovanou svoji 1ékovou politiku. Objevuje
se vSak zfetelny trend v nartstu nadnarodnich regula¢nich mechanismt, jehoz
pfikladem mtize byt Evropskd unie (68). NejvyznamnéjsSim krokem bylo
prozatim zalozeni spole¢né instituce pro registraci (¢i autorizaci) lécivych
ptipravki (EMEA) na spole¢ném trhu. Dalsimi pfiklady sblizovani narodnich
regulaci je zapracovani pozadavkid Smeérnic Evropské komise do pravnich
systému vSech ¢lenskych zemi (69).

Dalsi snahy o spolecné ¢i jednotné podminky poskytovani zdravotni péce
vcetné lé¢iv, lze spatfit nejen na trovni zakonodarcti, ale i sdruzeni platcti (70) a
jinych nevladnich seskupeni (71).

Jednim ze zdkladnich rysti lékové politiky je kontinuita tohoto procesu.
Cilem analyzy lékové politiky je vyhodnoceni dopadu minulych regulaénich
krokt, poucit se z uspéchti i padli, a na tomto zakladé presnéji predvidat
dtisledky nové prijimanych regulaci (72).

Pro vytvofeni spole¢né 1ékové politiky je vSak nezbytnd znalost trovni a
stupnit  jednotlivych systému tak, aby bylo moZné vytvorit standardni
mechanismus pro uspésnou srovnavaci analyzu. Teprve pak bude mozZné

sledovat potfeby celé EU a vyhodnocovat vliv pfijimanych regulaci (73).
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4.1.2 Diskuse ke sledovani dopadt Iékové politiky

4.1.2.1 Cenova hladina lé¢ivych piipravki

Zjistovat miru uspésnosti regulaci farmaceutického trhu je velmi obtiZzné a
I1ze ji hodnotit z rtiznych hledisek. Cenova hladina lé¢ivych pripravki je jednim
z nich. Regulace cen ma mimo celkovou kontrolu vydaja zajistit spravedlivou
cenu pro vyrobce a zdroven pro pacienty, respektive platce zdravotni péce.
Vyrobci, zejména originalni spolec¢nosti, musi byt motivovani k investicim
do dalsiho vyzkumu a vyvoje a znacnd cast jejich ndkladd musi byt kryta
ze ziskli za dobu patentové ochrany, neZ na trh vstoupi konkurencni generické
pfipravky. Na opacné strané je vSak nutné zajistit, aby pfiliS vysoké ceny
nebranily dostupnosti 1é¢by a vyrobce nemravné nebohatl tak fikajic na nestésti
druhych.

Pokud se zaméfime na porovnavani cenovych hladin v rtiznych statech,
bude nezbytné nejprve definovat na jaké trovni distribuéniho a cenového
fetézce je budeme porovnavat, viz kapitola Metody regulace cen léciv. Déle
neni mozné porovnavat ceny vSech pfipravkii ve vybraném regionu. Je nutné
nejprve vytvofit jednotny spotfebni kos a ndsledné porovnat ceny lécivych
pfipravkl v tomto reprezentativnim vzorku. Z této metodiky vychdzela studie
EUROSTATu zroku 2007 (74), ze které jsou prevzata data z vybranych zemi
v Grafu ¢. 10.

Jak je vidét z Grafu ¢. 10, nejvyssi cenova uroven v Evropské unii (EU) je ve
Spolkové republice Némecko. Dtivodem zfejmé mohou byt volné ceny, protoze
ty jsou pravé casto spojovany s vysokou hladinou cen (75). Naopak ve Velké
Britanii je i pfes volné ceny cenova hladina pod primérem EU. To je
pravdépodobné ddno znacnou centralni regulaci zisku domacich vyrobcti (27).

V Ceské republice jako i v dalich postsocialistickych zemich je cenova
hladina znatelné niz$i. AvSak cenova uroven léc¢iv se v téchto zemich prudce
zvySuje, protoze drazsi zahraniéni a origindlni pripravky rychle zabiraji ¢ast
trhu (75).
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Uroveii cen lIécivych pripravki, EU 25 = 100; 2005
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Graf. ¢ 10
Urover cen lé¢ivych ptipravkii v EU, zdroj EUROSTAT (74)

V Ceské republice kazdorotné stoupd priimérné cena baleni a postupné se
sniZzuje podil domacich (¢eskych a slovenskych) lécivych pfipravka jak
ve finanénim vyjadfeni, tak v poctu baleni (76). Od roku 1995, kdy byla
pramérnd cena 1 baleni 77 K¢ (55), doslo k nartistu na 175 K¢ v roce 2005 (64),
tedy nartst o 127 %.

4.1.2.2 Podil vefejnych a soukromych farmaceutickych vydajt

V evropskych zemich je financovani zdravotnictvi, véetné 1éciv, zalozeno
na socialni solidarité a vétsina ndkladi je tak kryta z vefejnych zdrojii. Vefejné
zdroje jsou bud prostfedky ze statniho rozpoctu, tedy dané, nebo od rozpoctu
zpravidla oddélené zdravotni pojisténi. Velikost podilu vefejnych zdroja
na celkovych vydajich na zdravotnictvi se v EU pohybuje pfiblizné od 60 %
do 90 % (29).
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Vefejné vydaje na zdravotnictvi
jako %z celkovych nakladu
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Vefejné vydaje na zdravotnictvi ve vybranych zemich EU (29)

U léiv je tento podil pfibliZzné o 10% nizdi, coz je snejvetsi
pravdépodobnosti zptisobeno pfimym nakupem volné prodejnych lécivych

pfipravki. V Nizozemi je pravdépodobné diivodem nizsitho podilu vefejnych

prostfedkii rozvinuty systém privatniho pripojisténi.
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Vefejné vydaje na léc¢iva ve vybranych zemich EU (29)
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Pfimé soukromé vydaje domdacnosti na zdravotni péci se soustavné zvysuji
a v soucasné dobé se v EU pohybuji pfiblizné od 7 do 14 % (29). Zahrnuji pfimé
platby za navstévu lékare, platby za nehrazenou péci, doplatky na lécivé
pripravky a ndklady na zakoupené volné prodejné lécivé pripravky. Opét se
lehce vymyka hodnota Nizozemi a opét je mozné predpokladat vliv privatniho

pripojisténi, které snizuje primé platby (tzv. out-of-pocket payments).

Pfimé vydaje domacnosti jako % z celkovych vydajt
na zdravotnictvi
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Graf ¢. 13

Pfimé vydaje domdacnosti na zdravi ve vybranych zemich EU (29)

4.1.2.3 Charakteristika Ceské republiky

Z predchozich grafi je jasné patrné, Ze cenova hladina Ilécivych
pfipravkl i mira spoluticasti pacientdl na nakladech na zdravotni péci i léc¢iva
jsou v Ceské republice a dal$ich postsocialistickych zemich vyrazné nizsi nez
v zemich zdpadoevropskych. To je vSak dano spiSe ekonomickymi moznostmi
zemi nez regulacnimi zdsahy statu. Uplatiiuji se zde nékteré spolecné rysy jako
nizkd kupni sila a také pomérné rozsahly trh velmi levnych generickych léc¢iv
domaciho ptivodu (75). Divody také spocivaji v historicky zarucené bezplatné
zdravotni péci a nasledné politické neprtichodnosti zdsadnich zmén v této

socidlné velmi citlivé oblasti. Lze se tedy oprdvnéné domnivat, Ze se cenova
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hladina léc¢ivych pfipravkti i mira spoludcasti budou postupné zvySovat

s ohledem na vyvoj vySe uvedenych ukazatelii.

4.2 Diskuse k praktické casti

4.2.1 Seniori a léky 2004

Vzhledem k tomu, Ze je jen velmi obtizné sledovat dopad jednotlivych
krokt lékové politiky a celého jejiho rdmce na makroekonomickych datech, byl
jako druhy cil vramci postgradudlniho studia a diserta¢ni prace zpracovan
projekt Seniofi a 1léky 2004. Tento projekt tvoii prvni dil praktické casti
predloZené disertacni prace.

Populac¢ni skupina seniorti byla zvolena z toho divodu, Ze spotfebovava
znacnou cast poskytované zdravotni péce vcetné 1éciv, jak v objemovém tak
ve finanénim vyjadfeni. Zaroven, jako obecné ekonomicky slabsi skupina
obyvatel, mohou seniofi velmi citlivé reagovat na vesSkeré zmény zvysujici
nakladnost farmakoterapie.

Podle oficialnich statistik Ceského statistického tfadu (CSU) vydavaiji
osoby v domdacnosti dlichodcli na 1é¢ivé ptipravky 1,99 % svého piijmu (49),
¢emuz se blizi i vysledky nasi studie. Toto cislo se nezda byt vysoké. Ale
bohuzel neodpovidda pIné na otdzku, zda financni ndklady mohou byt
pro dtichodce skutecnym bfemenem, jak se casto ukazuje v bézné lékarenské
praxi.

V nasi studii byla zdmérné vynechana skupina populace, kterd aktualné
neuziva zadné lécivé pripravky. Pokud dale odecteme také skupinu 26 %
respondentti, ktefi na své léky nedopléceli, dospéjeme po pfepocitani k tomu,
Ze prameérny doplacejici dichodce vydal na léciva 209 K¢, tedy 2,5 %
pramérného prijmu.

Navic se v nasi studii ukdzalo, ze vice nez polovina respondentii
pramérného pFijmu uvddéného CSU nedosahla.

Maximdlni doplatek na aktudlné uzivané predepsané 1écivé pripravky
¢inil 3000 K¢ u respondenta s 16ti uzivanymi pfipravky. Tato extrémni vyjimka
byla z hodnoceni vyjmuta.

Dalsimi dtvody, pro¢ se naSe vysledky mohou od téch oficidlnich

odchylovat, je skutecnost, Ze ze studie byli vyfazeni respondenti, kterym lécivé
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pfipravky obstarava jind osoba (napf. persondl v pecovatelskych domech). Déle
byli vyfazeni respondenti, ktefi nebyli schopni nebo ochotni sdélit informace
osvém piijjmu a vynaloZenych financich sohledem na uZzivané lécivé
pripravky.

Ziskana data mohou byt déle zatizena chybou obvyklou pro sociologické
prizkumy tohoto typu, napfiklad zaokrouhlovanim uvedenych Ccastek.
Respondenti dosahovali véku 60ti a vice let a z tohoto divodu je také mozné, ze
mohli, napfiklad kvili zhorSené paméti, uvadét nepresné tidaje.

PrestoZze byla provedena pilotni studie, nékteré parametry se
v kone¢ném vyhodnoceni ukdazaly jako nevhodné (rozdéleni vySe pifjmi
senior().

Pfi zahrnuti vys$iho poctu respondentti by bylo patrné mozné ziskat udaje
bliZici se celé sledované populaéni skupiné.

Problematickd se castecné jevila i interpretace porovnani udaji zjisténych
ve studii stdaji Ceského statistického ufadu. Ani p¥i osobni konzultaci
nedokazali pracovnici CSU zarucit, 7e data ze statistiky rodinnych ucth
uvadéna jako vydaje na léky nejsou zkreslena zapocditdanim nakupti doplikt
stravy (parafarmaceutik).

Sila nasi studie spociva v tom, Ze sbér dat byl provadén v lékdrné, a to
v okamziku, kdy si respondenti pfisli vyzvednout predepsané 1écivé pripravky.
Takto bylo moZné pfesné identifikovat uzivané ptipravky vcetné jejich
registracniho kodu a zjistit presny doplatek respondenta. Také bylo mozZno
eliminovat ndasobeni doplatki v pfipadé, Ze bylo predepsano vice baleni
lé¢ivého pripravku. TakZe ziskana data odpovidaji do zna¢né miry skutecné
spotfebé 1é¢iv a ndkladech respondentti v poslednich ¢étyfech tydnech.

K urcitému zkresleni mtize dochazet vlivem zvolené metodiky, kdy byly
respondenti tdzani na uzivani lé¢ivych pfipravk v poslednich 4 tydnech, avSak

jejich pfijmy jsou pocitany mési¢né.

Ve studii uvadélo 10 % respondentti, Ze si zjiStuje vysSi doplatkt
v raznych lékarnach s cilem dosdhnout minimdlni spoluticasti. Podrobnéjsi
analyzou bylo zjisténo, ze se jednalo nejcastéji o respondenty z Prahy, ktefi méli
moznost navstivit mnohonasobné vice lékaren.

NasSe studie tak predevSim ukazuje problematiku rtzné vysokého

doplatku u jednoho konkrétniho 1écivého pripravku. Zatimco respondent A
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na dany produkt nedoplacel viibec, mohlo se stat, Ze respondenti B a C

doplaceli, a to dokonce kazdy jinou ¢astku.

Maximalni rozdily v doplatcich
Lécivy pfipravek | minimalni doplatek (K¢) | maximalni doplatek (K¢)
Berodual N aer 50,00 77,00
Xatral 5SR 56 tbl 80,00 164,00
Spiriva inh cps 0,00 75,00
Omnic 0,4 100 cps 99,00 264,20
Micardis 80 80,00 131,90
Lipanthyl 200 M 30 cps 45,00 74,50

Tabulka ¢. 5
Priklady rozdilnych doplatkd u konkrétnich lécivych pripravka

Hlubsi analyza provadénych rozhovoru ukdzala, Ze se vyse doplatku
lisSila v zavislosti na velikosti obce a velikosti lékarny. Zejména lékarny
s velkymi obraty mohou vrdmci konkurencniho boje snizovat svoji cast
obchodni pfirdZzky, a tak snizovat doplatky pro své pacienty.

Z poznatkii tazatelek je patrné, Ze v malych obcich je ale patrné lepsi
komunikace jak pacientti s 1ékdrnikem tak i 1ékatti s Iékarnikem. To se projevilo
vétsim zastoupenim plné hrazenych lécivych pfipravkti predepisovanych
respondenttim.V Praze se patrné spiSe uplatiiuje konkurence mezi lékarnami,
nebot priimérny doplatek doplacejictho pacienta zde byl niz$i nez v obou

méstech na Moravé.

Dale studie odhaluje 8 % respondenti, ktefi byli nuceni odmitnout ¢&i
odlozit vydej pfedepsanych lécivych pripravkt kvili vysi doplatku. Situace
nastala vétSinou u pacientti uzivajicich vice lé¢ivych pfipravki a u pacientt,
kterym bylo pfedepsano vice baleni 1é¢ivého pfipravku. Tazatelky si vSimly, Ze
tyto problémy se objevovaly kolisavé v pribéhu Setfeni, a je tedy mozné
predpokladdat, Ze maji souvislost s casovym intervalem vyplaty mési¢niho
prijmu.

Srovnani vysledkt s vysledky ziskanymi v predchozich letech nepfineslo

prekvapive zavéry. Potvrdilo se, Ze mira spolutiasti na nakladech na lécivé
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pfipravky stoupa. Zvysuje se také podil respondentti, ktefi doplaceji nejvice
(tedy vice nez 1000 K¢ za rok).

Uréitou nevyhodou srovnani bylo to, Ze ziskana data nebylo mozné
porovnavat v celé casové ose, ve vsech predchozich letech. Naptiklad data
z projektu Seniofi a léky 1996 — 1998 byla dostupnd jen v souhrnné formé a
nebylo mozné tedy vysledovat rozdily mezi jednotlivymi roky. Dalsi sbér dat
byl proveden poté pouze dvakrat, a to vroce 2001 a 2003 jako sbér dat
pro diplomové a rigordzni prace. Proto do srovnani chybi tdaje z let 1999, 2000
a 2002.

Znacné rozdily vSak byly zjistény pfi srovnavani dat s partnerskym
projektem v Mnichové, Spolkova republika Némecko.

Némecti respondenti vydavali na predepsané lécivé pripravky 3 %
primeérného meésicniho dichodu a dalsi 2 % vydavali na volné prodejné lécivé
pfipravky. Pomérné vysoké vydaje na volné prodejna léciva mohou byt
Némecko hrazeny z vefejnych prostredkii. Celkové vydaje na uzivané 1écivé
pripravky tedy cinily 5 % priimérného pfijmu seniorti.

I vnémecké studii se vSak ukazalo, Ze znacna cast seniort (47 %)
nedosahla na celostatni primeérny dtchod (1175 €).

Tyto tudaje by mohly vést kmysSlence, Ze némecti seniofi jsou vice
ohroZeni zhorSenym piistupem k lé¢iviim, neZ seniofi v Ceské republice,
z finan¢nich davodu.
kupni sila némeckych seniorti a obcanti obecné. TakZe ackoli vydaje na léciva
tvoi vyssi podil pijma neZ v Ceské republice, mohou si némecti seniofi
dovolit vydavat obdobné castky také na kulturu, sport & rekreaci (77).
U ceskych dtichodcli ¢ini tyto polozky mnohondsobné nizsi podily ¢i zcela
chybi. Cesti diichodci vydavaji v podstaté cely sviij pifjem na zakladni Zivotni
potieby a zcela nezbytné polozky jako je bydleni, energie ¢i potraviny (49). Cast
pfijmu, kterd jim zbyva k dispozici na vedeni aktivniho Zivota, je pak oproti
némeckym senioriim nesrovnatelné nizsi. Je tedy patrné, ze budouci zvysovani
soukromych vydajii na zdravi a dalsi ocekdvany rust zZivotnich nakladd bude
mit znacny vliv na jejich aktivni zapojeni do spole¢enského Zivota a tudiz

kvalitu a diistojnost jejich zivota viibec.
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4.2.2 Modely zmén ve spoluucasti po 1.1. 2008

Piestoze je spolutucast v Ceské republice podle nérodnich
makroekonomickych tudaji vyrazné nizsi nez ve vétsiné zapadoevropskych
zemi, odhalila studie Seniofi a léky 2004 ¢ast populace, ktera mtiZze z finan¢nich
dtivodt celit zhorSenému pfistupu ke svym lécivim.

V této oblasti 1ze ocekavat od 1.1. 2008 vyznamné zmény v souvislosti
s prijetim Zakona o stabilizaci vefejnych rozpoctd, jehoZ soucasti je novela
Zakona o vefejném zdravotnim pojisténi.

Prijetim zdkona dojde snejvyssi pravdépodobnosti knaristu podilu
soukromych vydaji v oblasti zdravotni péce a 1éciv, které v roce 2006 cinily
11,3 % celkovych vydajii na zdravotnictvi (64).

Pfi vypoctu modeld zmén ocekdvanych od roku 2008, které tvori druhy dil
praktické casti prace, se vychazelo z dat ziskanych v roce 2004. Je tedy zfejmé,
ze zde mohlo dojit k castecnému zkresleni vysledkti. ProtoZe spolutcast
pacienti na ndkladech na léc¢iva od roku 2004 rostla (76), je spise
pravdépodobné, ze skutecnd spoluti¢ast bude jesté vyssi.

Nartst podilu soukromych vydaja lze pfedpoklddat na zakladé nékolika
uvah.

Za prvé ksoucasné urovni spoluticasti pribudou poplatky za vySetfeni
u lékare. Pfi soucasnych primérnych patnacti ndvstévach na osobu a rok (76)
by se mohlo jednat az o0 4,7 miliardy K¢.

Za druhé ksoucasné spolutiCasti na léciva pfibude 30 K¢ za kazdou
vydanou poloZku na lékafském predpisu. Soukromé vydaje tedy mohou nartist
jesté pfiblizné o 3,8 miliard K¢.

Podle modelu dojde u primérného respondenta k nartistu individudlni
miry spoluti¢asti na nakladech na predepsané lécivé ptipravky o 43 - 130 %.

Tyto moZzné ndarGsty samoziejmé nereflektuji sniZenou poptavku
po zdravotni péci a 1é¢ivech, kterou ma novy systém piinést.

Novela Zdkona o vefejném zdravotnim pojisténi soucasné zavadi limit
pro vysi spolutcasti pacient(i na ndkladech na zdravotni péci a léciva. Limit je
stanoven na 5000 K¢ za kalendafni rok. Podle zdkona budou zdravotni
pojistovny pacientim po vycerpani této castky vracet ndsledné zaplacené

regulacni poplatky a doplatky.
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U primeérného respondenta vSak model naznacuje, Ze k dosaZeni tohoto
limitu spolutiCasti pravdépodobné nedojde (mira spoluticasti priblizné
2600 K¢).

Zakon také pocitd se zavedenim systému tzv. zapocitatelnych doplatki.
Zapocitatelny doplatek je definovan jako nejnizsi dosazitelny rozdil mezi cenou
lé¢ivého pripravku a jeho thradou v pfislusné skupiné ekvivalentnich 1éciv.
Ze zapocitatelnych doplatkti jsou vyjmuty doplatky na léciva wurcena
k podptirné a doplnkové 1écbé (78) a doplatky na lécivé pripravky, jejichz
thrada ¢ini maximalné 30 % ceny.

Lze se oprdvnéné domnivat, ze také dojde kpfesunu dasti
predpokladanych poplatkii a doplatkt do pfimych plateb za volné prodejna
lé¢iva, protoze samoléceni béznych méné zavaznych onemocnéni a koupé
(zaplaceni) nékterych lé¢ivych pripravki se stane pro pacienta financné

vyhodnéjsi.

Dusledkti pfijaté novely Zakona o vefejném zdravotnim pojisSténi vsak
bude jisté mnohem vice a nelze je vSechny takto jednoduse predvidat.

Moznosti, jak castecné zmirnit dopad reformnich krokéi na konkrétniho
pacienta a zaroven dale hledat mozné uspory jeho vydajii za 1éc¢iva, je posileni
role farmaceuti pfi vybéru konkrétniho lé¢ivého pripravku. Lékarnik ziska
na zakladé novely Zakona o lé¢ivu a novely Zakona o vefejném zdravotnim
pojisténi pravné podlozenou pravomoc zaménovat 1éc¢ivé ptipravky na zakladé

poZadavku pacienta a se souhlasem lékare za pfipravky s nizsim doplatkem.
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4.3 Diskuse k vysledkum disertacni prace

Existuji samozrfejmé faktory, které mohly ovlivnit pfesnost a aktualnost
informaci uvadénych v této praci.

K ¢astem prace, kde jsou popisovany nejcastéjsi regulacni kroky tykajici se
cen a thrad lécivych pripravk, je nutné pfipojit nasledujici komentar.

Informace byly cerpany z publikovanych védeckych ¢lank(i a monogratfii,
pravnich dokumentt, statistickych roc¢enek a vyrocnich zprav zainteresovanych
instituci, které vznikly v obdobi od roku 1994 do roku 2007. Je tedy mozné, ze
ne vSechny informace jsou aktudlni a regulace popsané v této praci stdle
uzivané.

K posouzeni vlivu regulaci a k porovnani situace v riznych zemich byly
vyuzity adaje z databazi Svétové zdravotnické organizace (WHO) a Spolec¢nosti
pro ekonomickou spolupraci a rozvoj (OECD) a dalsich pfislusnych instituci.
BohuZel posledni aktualni tidaje pochazely casto zlet 2003 & 2004. Je tudiz

mozné, ze plné neodpovidaji dalsimu vyvoji v poslednich étyfech letech.
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Prvnim cilem prace bylo podat pfehled nejcastéjSich mechanismti, kterymi
1ze regulovat ceny 1é¢iv, jejich tthradu z verejnych prostfedki, a zaroven popsat
principy vzniku a miru spoluticasti pacienti na nakladech na léciva.

Tento cil je splnén v teoretické casti prace, kde jsou popsany nejcastéjsi
zpusoby regulace cen a uhrad lécivych pripravkd, jak ve vybranych zemich
Evropské unie, tak v Ceské republice. Piehled je dale doplnén o potencial
vyjmenovanych regulac¢nich kroki k ovlivnéni rtstd celkovych ndklad
na léciva.

Priklady pro sledované regulaéni mechanismy byly vybrany ze starych i
novych clenskych zemi Evropské Unie sohledem na sblizovani ndrodnich
systémti regulace. V praci vSak nejsou porovnavany komplexni systémy
jednotlivych zemi. Divodem je, Ze v samotnych 27 ¢lenskych zemich existuje
mnoho variaci jednotlivych regula¢nich krokii a jesté mnohem vice kombinaci
téchto zdkladnich postupi.

Porozuméni procesu stanoveni cen a uhrad bylo nezbytnym
predpokladem pro bliZsi zkoumani spoluticasti pacienti na nakladech na lécivé
pripravky, které je vénovana prakticka cast predloZené disertacni prace.

Vysledky prace ukazuji mnohotvarnost pfistupti lékové politiky k feseni
spole¢nych cilti: zajisténi rovného pfistupu obcéanti k lé¢iviim, jejich raciondlni
vyuzivani a zaroven stabilizaci ¢i alesponi zpomaleni nartistu ndkladii na léciva.

Presto jsou si evropské systémy v zdsadnich otdzkach velmi podobné.
Zahrnuji univerzalni pristup pacientti ke zdravotni péci vcetné léciv, jsou
zalozeny na socidlni solidarité a vsoucasné dobé se u vétSiny objevuje
maximalni snaha o zavedeni povinného farmakoekonomického hodnoceni
v rozhodovacich procesech. Ackoli clenské zemé EU maji v soucasnosti
v rozhodovacich procesech v oblasti zdravi z velké casti suverenitu, probiha
postupné sblizovani ndrodnich regulaci v oblasti 1é¢iv a je moZné v budoucnosti
ocekavat pfijeti dalSich jednotnych regulaci spole¢ného farmaceutického trhu.

Tato prace muZe slouzit jako urcity prehled inspiraci pro budouci

jednotné kroky.

Druhy cil, zmapovat vydaje seniorti na léc¢iva a zhodnotit dopad
souCasnych regulaci cen a uhrad v Ceské republice napopulaci seniort,
zejména na ekonomickou dostupnost 1é¢ivych pripravka pro tuto skupinu, byl
splnén v praktické ¢asti prace zpracovanim projektu Seniofi a 1éky 2004. Projekt

byl vypracovan proto, ze podle makroekonomickych dat Ize jen omezené
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sledovat a hodnotit dopad jednotlivych krokua lékové politiky a celého jejtho
ramce na jednotlivce ¢i malou specifickou skupinu obyvatel.

Seniofi vydavali primeérné 1,5 % svého prijmu na lécivé pripravky a 8 %
znich muselo jiz nékdy odmitnout ¢ odlozit vydani lécivych pripravka
z finan¢nich davodu.

Ackoli je obecnd mira spolutiasti pacientti na nakladech na zdravotni
pédi v CR nizka - 8,8 % (31), nase studie ukazuje, Ze existuje skupina obyvatel,
kterd mtize celit zhorSenému pfistupu ke svym lékiim z finan¢nich déivodi.

PrestoZze vySe doplatku nikdy neprekrocila povolenou hranici, jako
kriticky eticky problém vnimdme cdasto velmi rozdilnou vysi doplatki
konkrétniho léc¢ivého pripravku. To se miiZe negativné projevit zejména
v ekonomicky slab$ich regionech. Pacienti tak nemaji zajistén rovnocenny
ptistup ke zdravotni péci potazmo k uzivanym léé¢ivym piipravkim tak, jak je
to deklarovéno v Ustavé Ceské republiky.

Srovnani sdaty ziskanymi v pfedchozich letech potvrdilo trend
rostoucich doplatkii na predepsané 1é¢ivé piipravky a rostouci vydaje na volné
prodejné 1éc¢ivé pripravky.

Srovnani sndslednou studii provedenou v Mnichoveé, Spolkova
republika Némecko, wukdzalo obtiZznou porovnatelnost rtiznych systémi
financovani 1é¢iv a zdravotni péce vubec. Némecti seniofi vydavali
na predepsané a volné zakoupené 1éc¢ivé pripravky 5 % primérného diichodu.

vvvvv

pristupem k uZivanym lécivim.

Tretim cilem prace bylo namodelovani nadchazejicich zmén v oblasti
soukromych vydajli na lécivé piipravky v souvislosti s pfijetim Zakona
o stabilizaci vefejnych rozpoct. Tento cil byl splnén v druhém dile praktické
Casti prace.

Podle propoctenych modeltit mtZe u sledované populace seniort dojit
v dasledku opatfeni zavedenych novelou Zikona o vefejném zdravotnim
pojisténi k vyznamnému nartstu soukromych vydaji na 1é¢iva (v rozmezi 43 —
130 %). Avsak ani tak nedosahne priimérny respondent na limit 5000 K¢.

Je ovSem nezbytné vyckat a po urcité dobé platnosti opét vyhodnotit
skute¢ny dopad nové prijatych opatfeni na spotfebu léc¢iv a ndklady na né.
Analyza téchto krokti 1ékové politiky bude jednim ze zdkladnich zptisobti, jak

ziskat podklady pro budouci regulacni zasahy do farmaceutického trhu.
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Abstract Objectives To describe and compare price
regulation and reimbursement in the Czech Republic and
Sweden. Methods Legal documents, government reports,
statutory information, annual reports and scientific articles
were searched using the keywords: pharmaceutical market
regulation, drug policy, drug pricing, drug reimbursement
and patients’ participation in costs concerning both coun-
tries. Approaches to regulation and regulatory steps con-
cerning prices were compared between the countries. Main
outcome measure (i) Institutional responsibilities in pricing
and reimbursement of pharmaceuticals; (ii) principles of
patients’ participation in costs on pharmaceuticals. Results
Substantial differences were found in terms of pricing. In
the Czech Republic, the Ministry of Finance sets maximal
prices for pharmaceuticals whereas in Sweden there is a
process of price regulation combined with reimbursement
decisions taken by the Pharmaceutical Benefits Board.
Together with a system of state-owned pharmacies, this
ensures that drug prices in Sweden are fixed at the same
level throughout the country. In the Czech Republic, prices
may differ, since only maximal price levels are set. In both
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countries, decisions about reimbursement are taken at the
national or state level whereas insurance funds or county
councils are responsible for covering costs. The private
share of pharmaceutical expenditures is substantially lower
in the Czech Republic, even though there is no maximal
level for patient’s co-payment, as there is in Sweden.
Conclusion Differences in price setting and some other
regulations of the pharmaceutical market were found. Both
systems are designed to promote rational use of pharma-
ceuticals; and are based on social solidarity.

Keywords Co-payment - Czech Republic - Drug pricing -
Drug reimbursement - Pharmaceutical Market -
Pharmaceutical Policy - Regulations - Sweden

Impact of findings on practice

e Enhanced knowledge about policy concerning prices of
pharmaceuticals

e Better understanding of consequences of generally
known regulatory strategies

Introduction

Pharmaceutical expenditures are growing continually and
at a faster rate than the overall economy. The reasons for
the growth of pharmaceutical expenditures are increases in
prices, volume of sales and a shift to newer, and typically
more expensive, products [1]. Clearly, pharmaceuticals are
different from other commodities, and normal market for-
ces do not always work for them [2]. Most governments
intervene in the market of pharmaceuticals in order to
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safeguard the quality, safety and efficacy of medicinal
products. Other regulations aim to ensure that all citizens
have an access to needed care regardless of their ability to
pay for it in the time of need.

Various regulatory steps have been taken to control the
growth of costs of pharmaceuticals. Systems of cost con-
tainment and support of rational use of drugs may differ
among countries. Controlling prices, setting reimbursement
levels and determination of patients’ participation in costs
are substantial parts of pharmaceutical policies in most
countries. Free pricing of pharmaceuticals is usually
associated with high price levels [3].

In the European Union (EU), a common market has
been developed [4], but a number of the new member states
have sharply diverging historical prerequisites and health
care systems. Therefore, efforts are underway to harmonise
pharmaceutical market regulations in the whole of EU [5,
6].

This article focuses on price control, reimbursement
systems from public resources and patient participation in
costs. Our work also includes some information on vol-
ume regulations, since these two regulatory measures are
used together or they often have complementary impact
on the other side of the regulation, too. Price control
schemes that would not control volume would be
incomplete [7].

The regulation of the pharmaceutical market is currently
the responsibility of individual countries. However, we
believe that, in the future, regulations will be harmonised
throughout the whole EU area. Regulatory strategies are
generally well known, however, in order to facilitate the
harmonisation process, it is necessary for stakeholders to
understand the various levels and degrees of institutional
involvement and responsibilities in different countries.
Only the knowledge of national features will enable to
develop a standard structure for successful comparative
analysis of pharmaceutical regulations and for assessing
the needs of the whole EU.

Aim of the Study

The aim of this paper is to describe and compare price
regulation and reimbursement in the Czech Republic and
Sweden—one new and one established EU country. The
Czech Republic is a relatively new market economy with a
recent history of state controlled decision-making. It is an
example of new member states coming from former com-
munists system joining the EU in 2004. These countries
represent 16% of all EU citizens [§].

Sweden was chosen because it has a long history of a
social solidarity system in a welfare state that interacts with
the free market.
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Methods

A broad spectrum of materials was used to collect infor-
mation about how the pharmaceutical prices are regulated
in both countries. Legal documents were used to describe
the legal framework surrounding pharmaceuticals. Further,
governmental reports and statutory information or annual
reports and other documents issued by insurance funds,
statistics institutes and other institutions were used to
demonstrate the tasks and responsibilities of institutions
involved in the decision-making process. Published scien-
tific articles were searched in Medline/Pubmed using the
keywords pharmaceutical market regulation, drug policy,
drug pricing, drug reimbursement and patients’ participa-
tion in costs. We attempted to use Medical Subject Head-
ings (e.g. Cost and Cost Analysis; Insurance, Health,
Reimbursement; Cost Sharing) when searching in Medline/
Pubmed. However, those search results proved to be not
enough selective for our purpose. Personal discussions
were held with experts in the field of pharmaceutical policy
in both countries to verify that relevant documents were
included. Databases of Organisation for Economic Co-
operation and Development (OECD) and World Health
Organisation (WHO) were used to collect data concerning
economic and health care indicators in both countries.

The analysis of the received documents focused mainly
on the legal framework and the way in which institutional
tasks and responsibilities were described therein. We de-
scribed the main similarities and differences in approaches
of both systems. Basic economic and health care indicators
systems were compared with an emphasis on overall pri-
vate spending and patient participation in costs.

Results

General description of financing health care and
pharmaceuticals

For easier orientation, we compiled a general comparison
of both selected countries (Table 1). The Table 1 com-
prises basic economic indicators related to health care and
pharmaceuticals.

Until 1989, health care expenditures, including phar-
maceuticals in the Czech Republic, were covered by the
state budget. Patients did not really participate in costs
except for paying a symbolic 1CZK (Czech Crown) fee for
prescription. In the early 90’s, however, the situation has
changed in the Czech Republic and in other central and
eastern European (CEE) countries. The free market model
has been introduced. However, since normal market forces
do not always work for pharmaceuticals, a system of reg-
ulatory steps has been introduced as well. A system of
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Table 1 General description of both countries for latest available
data years 2003 and 2004 [9, 10]

Czech Republic Sweden

Citizens (in millions) 10.21* 8.99*
GDP*? per capita (US$ PPP®) 1298 2703
THES as % of GDP 7.3 94
TPhE® as % of THE 24.8 13.1
PhE® per capita (US$ PPP) 253 329
Public resources as % of THE 914 85.3
Public resources as % of TPhE 77.4 69.3

% GDP = Gross domestic product
" US$ PPP = United States Dollar purchasing power parity
¢ THE = Total health expenditures

9 TPhE = Total pharmaceutical expenditures

¢ PhE = Pharmaceutical expenditures

* Year 2004

compulsory public health insurance has been developed,
including individual contributions and patients’ participa-
tion in costs, mainly in the category of pharmaceuticals.
The key points of the Czech drug policy on prices are the
general regulation of prices and the setting of reimburse-
ment levels for active substances from the public health
insurance.

In Sweden, there is a long tradition of public financing
of health care and of pharmaceuticals, too. Government
covered pharmaceutical costs via taxation. From 1997, the
responsibility to pay for reimbursed pharmaceuticals has
been moved from the state to the county councils [2]. The
key points of the Swedish drug policy on prices are similar
to those of the Czech one: price regulation combined with
decisions on including or excluding products in the Phar-
maceutical Benefit Scheme, and setting levels for patient
participation in health care expenditure, pharmaceuticals
included.

Free market strategies have been introduced in the
Czech Republic and Sweden in terms of regulatory au-
thorisation of pharmaceuticals. The authorisation proce-
dure does not involve any aim to limit the number of
medicinal products on the market [11, 12]. Products
meeting authorisation requirements are typically allowed
on the market for a 5-year period [13, 14].

Sweden has been a EU member since 1995, whereas the
Czech Republic has joined in May 2004. The requirements
of EU regulation [15] for approving medicines are fully
implemented in both countries.

Pricing
The greatest differences were found regarding price regu-

lation. In the Czech Republic, the Ministry of Finance sets
maximal levels for ex-producer and ex-importer prices, for

products entering the market. Later however, these maxi-
mal prices may be subject to changes. These prices are
applied for pharmaceuticals covered by the public health
insurance (PHI). Methods of comparative pricing are used,
based on prices in selected reference countries or on the
prices of similar products [16].

Only general rules for the calculation of prices are ap-
plied for pharmaceuticals not covered by PHI. Hence,
prices may vary e.g. due to exchange rates.

OTC (over-the-counter) drugs that are not reimbursed
by public resources even if prescribed are not subject of
price regulation [17].

There is one type of fixed prices, so called DNC
(negotiated maximal prices). These are prices for the final
consumer, voluntarily negotiated between producers or
importers and health insurance funds, with the aim of
producer or importer to achieve full reimbursement or
lower co-payment and thereby better position of the
product on the market. These prices are lower than maxi-
mum prices set by the Ministry of Finance and they are
usually valid for one year [18].

Setting the maximal trade margin and level of value
added tax (VAT) regulates the prices of pharmaceuticals
for the final consumers. In the Czech Republic, the VAT is
currently set at the reduced level of 5% for pharmaceuti-
cals. The Ministry of Finance of the Czech Republic sets
the maximal trade margin to 29%, and it is shared volun-
tarily between private wholesalers and pharmacies [17].
Selected OTCs, defined by the Act on Medicinal Products
[13], may be sold outside of pharmacies altogether, and in
those cases, there are no regulations of trade margins.

In contrast, in Sweden, there is no direct price regulation
of prescription medicines. But the price of each product has
to be set before a decision can be taken to include a product
into the Pharmaceutical Benefit Scheme [2]. The price is
negotiated between producers or importers and the Phar-
maceutical Benefits Board (PBB). A comparative price
system is used to set the price of most medicinal products.
Prices are valid throughout the whole country [19]. PBB
also negotiates trade margins with pharmacies. In 1999,
pharmacies received 17.5% of the consumer price [20].
The margin is currently differentiated with a degressive
trend, combining a coefficient and a fixed sum [21].

Pharmaceuticals supplied to hospitals or on prescription,
or imported into Sweden in conjunction with such supply,
are exempt from VAT [22].

In Sweden, prices for the final consumers are fixed and
the same goes for the whole country [2]. In the Czech
Republic, on the other hand, prices for the final consumers
may vary since only maximal prices are set.

An overview of responsibilities in the various steps of
decision-making on prices and reimbursement is comprised
in Table 2.
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Table 2 Responsibilities in decision-making process

Czech Republic Sweden
Price regulation Formal maximal Non-formal
prices
Ministry of Finance Pharmaceutical Benefits
Board
Reimbursement Level for active Level for certain
regulation substances pharmaceuticals
Ministry of Health ~ Pharmaceutical Benefits
Board
Trade margin Ministry of Finance Pharmaceutical Benefits
Board

Third party payers Insurance funds County councils

Reimbursement

Public Health Insurance (PHI) generally covers the cost of
pharmaceuticals in the Czech Republic. There are currently
nine health insurance funds but only one benefit package,
defined in general terms by the Act on Public Health
Insurance [23]. The Act clusters all reimbursed medicines
into therapeutic groups and states that in every group at
least one medicinal product should be fully reimbursed.
Groups and subgroups are defined mainly according to
WHO-approved ATC/DDD methodology (ATC = Ana-
tomical Therapeutic Chemical Classification, DDD = de-
fined daily dose, assumed average maintenance dose per
day for a drug used for its main indication in adults) and
pharmaceutical form (for example Group No. 126 Broad-
spectrum penicillins—per oral forms and Group No. 127
Broad-spectrum penicillins—other administration routes).

The Ministry of Health of the Czech Republic sets
reimbursement levels for active substances in a group and
terms of reimbursement. Reimbursement is set for 1 DDD
of the active substance or its equivalent so that at least one
product in the therapeutic group is fully reimbursed. The
process is called categorisation. In this process, methods of
reference pricing are used [24, 25]. Terms of reimburse-
ment refer more to methods of regulation of consumption
volume and to the support of rational and cost-effective use
of pharmaceuticals. General criteria for reimbursement of
pharmaceuticals are a physician’s prescription, within a
hospital’s pharmaceutical budget or as part of a delivered
service, further restrictions to a certain specialisation of
prescriber or to certain indications only. Selected phar-
maceuticals are reimbursed for individuals only after
assessment by Health Insurance Funds [18]. The process of
the categorisation takes places at least twice a year [24].
The result of categorisation is a decision by the Minister of
Health stated in a Decree on the reimbursement of phar-
maceuticals and foods for special medical purposes [26]. A
Categorisation Committee, an advisory committee to
the Minister, prepares recommendations concerning
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reimbursement of pharmaceuticals. Members of the Cate-
gorisation Committee are delegates of the Ministry of
Health, health insurance funds, the Czech Medical Society,
the professional chamber of medical doctors, patient or-
ganisations and the labour organisation of health care
providers and medical doctors.

Based on this decree, the General Health Insurance Fund
of the Czech Republic elaborates a list of pharmaceuticals
with calculated reimbursement levels [25]. The reim-
bursement level for a certain medicinal product is calcu-
lated as a multiple of the reimbursement for 1 DDD/or its
equivalent and their number in the product.

Pharmaceuticals are not subject to co-payment when
received as a part of inpatient care [23].

In Sweden, county councils generally cover pharma-
ceutical costs from taxes. However, as in the Czech
Republic, decisions on reimbursement from public re-
sources are made on a national level [2]. The responsibility
for the decision is taken by the PBB. This agency has a
committee that prepares recommendations on the reim-
bursement of pharmaceuticals covered by the Pharmaceu-
tical Benefit Scheme [27]. The government appoints
members of the committee: a chairperson and ten other
members, to serve for a fixed period. Members represent
different professional backgrounds but they are not on the
board as representatives of organisations, they participate
on the board on personal mandates [28].

The Pharmaceutical Benefits Board negotiates prices
with producers and/or importers and makes the decision
whether the product should or should not be included in the
Pharmaceutical Benefit Scheme for a certain price and
certain areas of use. Major emphasis is laid on cost-
effectiveness and rational use of drugs. Prices are valid
throughout the whole country. PBB also publishes a list of
products included in the Pharmaceutical Benefit Scheme
and their prices [19].

Patient participation in costs

Co-payment for prescribed drugs occurs in the Czech
Republic in cases where prices of pharmaceuticals exceed
the reference reimbursement level. No ceiling for patient
co-payment has been introduced, since theoretically in the
reference system there should always be a possibility to
prescribe fully reimbursed therapy. No system of generic
substitution has been introduced for pharmacy in the Czech
Republic.

In Sweden, all patients share the costs of health care,
pharmaceuticals included, up to a certain amount during a
12-month period. Since 2003, the amount for pharmaceu-
ticals has been set by the Act on Pharmaceutical Benefits
[27] to 900 SEK (Swedish Crowns). When the total cost
exceeds that amount, a reimbursement is granted as
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Table 3 Patients’ participation in costs

Czech Republic Sweden
Private resources as 8.6* 14.7*
% of THE*
Private resources as 22.6* 30.7*
% of TPhE"
Limitation of No ceiling Ceiling set by
Individual co- legislation
payment
Categories of co-  Uncovered Uncovered procedures,
payment procedures, Pharmaceuticals, fees
Pharmaceuticals for services

* Calculated from Table 1
? THE = Total health expenditures
 TPhE = Total pharmaceutical expenditures

follows: 50% of the portion over SEK 900 but under
SEK 1,700, and furthermore, 75% of the portion over
SEK 1,700 but under SEK 3,300, 90% of the portion over
SEK 3,300 but under SEK 4,300 and, finally, 100% of the
total cost exceeding SEK 4,300. (1US$ = 7.21 SEK;
1US$ = 22.40 CZK)

In Sweden, a system of generic substitution is in effect.
Pharmacies offer patients a substitute for a prescribed
product if a less expensive alternative is available. How-
ever, patients can always choose the more expensive
alternative, if they are willing to pay the difference be-
tween prices [27].

In the Czech Republic, there are no fees for prescrip-
tions or for visiting a physician or for any other health care-
related services whereas in Sweden, patients pay fees for
visiting physicians. For a summary on overall patient
participation in pharmaceutical expenditures see Table 3.

Pharmacies

The right of ownership to a pharmacy is liberalized in the
Czech Republic. Most of the pharmacies in the Czech
Republic—of which there are approx. 2300 [29]—are pri-
vately owned. There are only a few public pharmacies,
mainly hospital pharmacies in state-owned teaching hos-
pitals. However, if the owner is not a pharmacist, he/she has
to employ a pharmacist to run the pharmacy for him/her.

Only pharmacies are allowed to supply physicians’
offices and hospitals or other health care institutions with
pharmaceuticals [13].

As already mentioned, in Sweden, all the approx. 900
pharmacies are publicly run under the state-owned com-
pany Apoteket AB (National Corporation of Swedish
Pharmacies). Some OTC pharmaceuticals may also be
stored in licensed shops to enable patients to access drugs
where no pharmacy is available. These shops may also

deliver prescriptions to a nearby pharmacy for filling.
There are no private pharmacies in Sweden.

Hospitals and County Councils are allowed to purchase
pharmaceuticals from producers directly [30].

Discussion

In both countries, there is a separation in terms of decision-
making regarding prices and/or reimbursement levels (at
national level), and the responsibility to cover expenditures
(third party payers), respectively (Table 2).

Both systems of reimbursement aim to support rational
and cost-effective use of drugs [19, 24]. Comparative
pricing and reference pricing are used in both systems. The
main differences between these two systems of pharma-
ceutical market regulation concerning prices are that in the
Czech Republic, fixed maximal prices are applied and
groups of active substances are mostly assessed when
deciding on reimbursement. In Sweden, however, there is
no direct price regulation and specific medicinal products
are assessed for inclusion in a benefit package.

We have described the systems of pharmaceutical price
regulations in two countries. When we look at the impact
these regulations have on spending and the distribution of
pharmaceutical expenditures in the societies there may be
controversial findings.

Regulation of the marketing price is stricter in the Czech
Republic than in Sweden resulting to substantially lower
price levels of pharmaceuticals. Still in both countries the
prices are lower then EU-25 average (71% and 95%,
respectively) [31].

There were 8310 medicinal products in 1257 ATC code
groupings on the Czech market [18], whereas there were
6790 medicinal products in 1173 ATC code groupings on
the Swedish market in 2003 [32].

Pharmaceutical expenditures per capita were 253 US$
PPP (United States Dollar purchasing power parity) in
2003 in the Czech Republic and 329 US$ PPP in Sweden in
the same year [9]. While the number itself is low it is
substantial as compared with earnings or GDP (see Ta-
ble 1).

The distribution of pharmaceutical expenditures in the
health care system differs, too. Total pharmaceuticals
expenditures amounted to a greater share of the total health
expenditures in the Czech Republic then in Sweden, 24.8%
vs 13.1%, respectively in 2003 [9].

Further, differences may be found in the structure of
financial resources used to cover health care and pharma-
ceuticals. Public resources covered 91.4% of total health
care expenditures and 77.4% of pharmaceutical expendi-
tures in 2002 in the Czech Republic. In Sweden, public
resources covered about 85.3% of total health care
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expenditures and 69.3% of pharmaceutical expenditures in
the same year [9].

Patients’ participation in health care and/or pharma-
ceutical costs was higher in Sweden, although there was a
ceiling on individual expenditure (Table 3).

When evaluating the impact of the regulations on the
growth of pharmaceutical expenditures we found that in
both countries, pharmaceutical expenditures were growing
continually. The average annual growth rate was higher in
the Czech Republic than in Sweden (about 10% and 5%
respectively) in the years from 2000 to 2003 [33, 34]. The
ongoing transition process may explain this rapid growth in
the Czech Republic. The market opened up and health
needs and expectations of the society increased. Drug
expenditures have been rising fast in absolute terms as well
as a percentage of THE. In contrast with most EU-15
countries, generic drugs (to a great extend of domestic
production) are loosing market share to imported brands
[35]. The trend is reinforced by intense marketing efforts
and a shift in prescribing patterns.

However, this evaluation focuses on a few parts of
pharmaceutical policy and further studies are needed with
perspective involving other areas of pharmaceutical policy
since prices are only one sector of regulations [36].

If we should predict changes leading to further har-
monisation of pharmaceutical market, it would be both in
the Czech Republic and Sweden. In future, pharmacists in
the Czech Republic will most probably promote the
introduction of generic substitution to become more active
participant in the process of influencing pharmaceutical
costs.

And patients’ groups are likely to promote the provision
of some safety net, which would protect individual patients
against excessive levels of co-payments. Since this
instrument is currently lacking in the Czech Republic.

Discussions are held about introducing fees for pre-
scription and physician visits aimed to influence the de-
mand for care.

In Sweden, there is a discussion about liberalization of
pharmacy ownership. A governmental investigation is
currently ongoing concerning the regulations around sales
of prescription only medicine as well as OTC drugs. It is
speculated that Apoteket AB will loose its monopoly
regarding sales of medicines and that other companies will
be allowed. Some OTC medicines may also be allowed to
be sold outside pharmacies.

Our study focuses on different approaches and methods
of pharmaceutical market regulation, mainly targeting
prices, for the whole health care system, third party payers
and final consumers (patients) as well as on the description
of institutional tasks and responsibilities.

We found few similar studies trying to compare systems
of regulation of pharmaceutical market. Studies, we found,
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describe either separate systems [30] or evaluate only the
presence or absence of relevant regulations in the decision-
making process [25].

A limitation of our study is the fact that only publicly
accessible documents such as laws and other legal docu-
ments, as well as institutional statements and published
scientific articles were collected, which may not contain all
the details concerning the process described. Furthermore,
regulations develop continually and the most important
part of our data set was only provided up until April 2006.
Therefore, some of the data in those documents might
conceivably no longer be valid at the time of submission of
our article. Those documents included only the latest
available information at the time of data collection, which
in several instances concerned data from the late 90’s,
which may not fully correspond to the situation during the
years we describe.

The strong points of our study are related to the data
received from reports of relevant institutions, concerning
their tasks and responsibilities. This enables us to see dif-
ferent approach of the regulation of pharmaceutical mar-
kets in both countries. In the Czech Republic, the state has
the most important role in the decision-making process
concerning pharmaceuticals, whereas in Sweden the state
mainly controls the pharmaceutical market via state-
monopoly pharmacies, and independent institutions lead
the decision-making process. This situation becomes even
more interesting when we consider that in the Czech
Republic, premiums for general health insurance are sep-
arated from taxes and from the state budget. This may be
due to historical role of the state in the fairly recent past in
the Czech Republic and the transition process. In the fu-
ture, we may see a transfer of responsibilities together with
further development of the country.

Conclusion

In terms of pharmaceutical policies, many differences as
well as similarities can be found between the Czech and
Swedish systems. Both systems use approval procedures to
assure the safety, efficacy and quality of pharmaceuticals
on their markets. They use different mechanisms for pric-
ing and reimbursement procedures but share a common
aim to ensure the whole population the access to essential
pharmacotherapeutic agents on acceptable conditions.
Moreover, both systems are designed to support rational
and cost-effective use of drugs.

As mentioned above, currently, discussions are ongoing
in both countries concerning the merits of separating
decisions on reimbursements from public resources from
the responsibilities of covering costs of health care, phar-
maceuticals included.
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In both countries, as well as in almost all high-income
countries, pharmaceutical expenditures are growing, and so
regulatory steps will play an even more important role in all
drug policies in future. A common European market is being
further developed, and so we may presume that there will be
new common regulations and further harmonisation of the
European pharmaceutical market. Both new and established
EU countries have something to contribute towards these
new common regulations. Our article aims to give an insight
into possible sources of inspiration for those new common
regulations. However, further studies are needed to develop
standard instruments for evaluation of pharmaceutical pol-
icies and assessment of needs in the whole EU.
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SUMMARY

Objectives: Analysis of participation in drug costs by seniors in the Czech Republic in connection with seniors’ access to pharmacotherapy.

Materials and methods: Quota-sampled guided interview with 450 respondents visiting pharmacy; ratio of men and women approximately 1:2;
age over 60 years; 3 regions of the Czech Republic.

Results: Respondent’s income was retirement pension in 80 %. More than 55% of respondents didn’t reach the official state average. Re-
spondents used altogether 1,650 medicines on physician’s prescription in the last four weeks. Overall co-payment for medicines was 38,778 CZK,
i.e. 86 CZK per patient. Only 27% of respondents used fully reimbursed products. Respondents used together 273 OTC drugs (over-the-counter
drugs, e.g. non prescription drugs) in value of 16,540 CZK, i.e. 37 CZK per patient. Average respondent spent on medicines 123 CZK in the last
four weeks, i.e. 1.5% of the official state average income. There were respondents, about 10%, searching for the level of co-payment in several
pharmacies and more than 8% of respondents, who had to refuse dispensation of medicines due to co-payment.

Conclusions: Our study demonstrates that there are patients who may fail to gain access to medication due to co-payment in the Czech Republic.
The financial participation in health care costs is generally low in the Czech Republic (8.8% of total health expenditures) but there were differences
in co-payment levels in patients ranging from 1 CZK to thousands CZK.

In our opinion problem might be the absence of any instrument limiting the highest individual participation as it is for example in 12-month period
in Sweden. In our study co-payments were lower in smaller communities that may be due to better communication between physicians and patients
or physicians and pharmacists. We found a critical ethical problem in different levels of co-payment of concrete product.

Key words: seniors, Czech Republic, pharmaceutical costs, participation in costs, co-payment, access to pharmacotherapy
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INTRODUCTION pharmaceuticals and patients’ co-payments for medicines pre-
scribed by a physician.
Pharmaceutical expenditures represent continually substantial As to the structure of those expenditures in the society, in an av-

part of resources spent on health care in the Czech Republic. erage household a person spent in 2004 on health and pharmaceu-
From 1990 till 2004 total pharmaceutical expenditures (TPhE) ticals 144 and 117 CZK (i.e. 1.52% and 1.24%) of his/her income,
amounted to 25 to 28% of total health expenditures (THE) (1, respectively. In the households of seniors a person spent 212 in
2). In this respect, Czech Republic significantly outruns an aver- 2004 and 161 CZK (i.e. 2.58% and 1.61%), respectively (7).
age of West European countries, where TPhE usually amount The Act on Public Health Insurance (8) clusters all reimbursed
to 14% of THE (3, 4). More than 20% of THE is usually spent medicines into 300 groups based upon their therapeutic classifica-
on pharmaceuticals in other post-socialistic countries (Bulgaria, tion and administration route and it explicitly specifies that in each
former Jugoslavia) (5). group at least one medicinal product shall be fully reimbursed. In
In 2004, THE amounted to 198 Mld. CZK (1 US$ =22.4 CZK this way, there should always be a fully reimbursed alternative to
or 1 € =27.8 CZK), which was 7.16% of Gross Domestic Product  choose by the physician and the patient.
(GDP). Public and private resources covered 91.2% and 8.8%, But the definition of groups appears problematic and it seems
respectively. to be not sufficient for all medical situations. There are no official
Private payments occur mainly in the category of medicines incentives for prescribing doctors to choose fully reimbursed
in the Czech Republic. Total pharmaceutical expenditures were or cheaper or generic products in the Czech Republic. Generic
52.5Mld. CZK in 2003 and insurance funds (i.e. public resources)  substitution in pharmacy has not been introduced.
covered 36 Mld. CZK from this amount (6). The rest was covered In the first quarter 2004, there were 8,845 pharmaceutical
by payments for over-the-counter (OTC, i.e. non-prescription)  products on the market in the Czech Republic (9). Only 21.71% of
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them were defined as fully reimbursed. However, the real number
of fully reimbursed products on the market might be higher since
this methodology operates only with the maximum prices set by
Ministry of Finance.

In 2004 each citizen of the Czech Republic received 9.23 phy-
sician’s prescriptions for pharmaceuticals (10) and the average
co-payment per prescription was 54 CZK. Total consumption of
pharmaceuticals amounted to 329 Mil. packs.

Unfortunately, there is no publicly available information con-
cerning structure of pharmaceutical consumption and expenditures
of different age or social groups in the Czech Republic. The only
information available is on total health expenditures per capita
(18,000 CZK and 1,302 US$ PPP in 2003, respectively) (6, 11)
and per insured person in different age categories (with an average
of 14,600 CZK in 2004) (10). Health expenditures per insured
person significantly increase in patients aged over 55 years. From
60 years of age, total health expenditures amount to more than
double of the average.

Our study aims to describe seniors’ participation in expendi-
tures on prescribed and OTC pharmaceuticals in the Czech Re-
public. Further, it focuses on influence of these costs on seniors’
access to pharmacotherapy.

MATERIALS AND METHODS

Guided interview was chosen as a method of investigation.
Our three inquirers had a schema available with 22 questions.
Several questions were closed (basic demographic data) and
in the other questions respondents were asked to choose one of
alternative answers.

Inclusion criteria were: visit at a pharmacy for prescribed phar-
maceuticals, age 60 and older. Respondents were included into
sample by quota sampling, i.e. until desired number of respondents
was reached. Men and women were included separately so the
final ratio in the sample reached 1:2 (corresponding to distribution
of sex in these age categories).

Main exclusion criterion was a stay in pensioners’ home, where
personnel dispense medication. Further, persons, who were not
willing or able to answer questions about their income and/or
spending, were excluded from the sample.

Respondents were searched for in three regions of the Czech
Republic with different socio-economic structure.

Data collection was provided from May 2004 till December
2004. In this time period, reimbursement of pharmaceuticals was
defined by only one version of Decree of Ministry of Health No.
57/1997 as amended (12), that lists fully reimbursed pharmaceu-
ticals and levels of reimbursement of active substances. Code List
of Medicinal Products of the General Health Insurance Fund of
the Czech Republic (GHIF CR) version 520 (9) in force from
1.5.2004 was used to analyse received data.

Microsoft Office programmes Excell and Access and Paradox
program were used for statistic analysis of received data.

RESULTS

Set of respondents amounted to 450 persons aged over 60 years,
who visited pharmacy to obtain prescribed medication. Men :

women ratio was approximately 1:2. Most of respondents (60%)
lived in households with their partners. Most common type of
respondents’ income was retirement pension (80%). In more than
55% of respondents it amounted to 5,001 up to 7,499 CZK. Those
respondents didn’t reach the official state average income.

Respondents consumed 1,650 pharmaceuticals prescribed by
physician in the last 4 weeks. Each respondent consumed ap-
proximately 3.70 pharmaceuticals.

Respondents consumed 284 OTC pharmaceuticals, i.e. each
of them approx. 0.63.

An average co-payment for prescribed pharmaceuticals
amounted to 86 CZK per respondent or 23.50 CZK per product
(1 US$=22.4CZK or 1 €=27.8 CZK). Respondents spent to-
gether 38,778 CZK on prescribed pharmaceuticals in the last 4
weeks. Respondents spent 16,540 CZK on OTC drugs. An average
cost of OTC drugs was 36.80 CZK per respondent or 58 CZK per
product in last 4 weeks.

Number of respondents using only fully reimbursed pharma-
ceuticals was 117 (i.e. 26%). Ratio of fully reimbursed products
used by respondents was 44.30%.

Average respondents spent on medicines 123 CZK in the last
four weeks, i.e. 1.5% of the official state average income. There
were respondents, about 10% of them, searching for the level of
co-payment in several pharmacies and 8.6% of respondents, who
had to refuse dispensation of medicines due to co-payment.

DISCUSSION

According to official statistic data seniors spend about 2.5% of
their income on health, with pharmaceuticals share of about 1.5%
(7). This number doesn’t seem too high. But our results show that
more than 55% of respondents may not reach the official average
income. Further, there were 26% of respondents in our research
group, who used only fully reimbursed medicines. Intentionally,
we didn’t include seniors who didn’t consume any medicines.
So those who participated on cost of their medicines spent in
average 209 CZK 1i.e. 2.5% of their income only on medicines.
Maximal amount paid during last four weeks was 3,000 CZK
by a respondent to whom 16 different medicinal products were
prescribed. This was a great exception and was excluded from
statistical analysis.

Results of our study may vary from official data mainly due
to excluding respondents, who didn’t use any medicines and per-
sons who were not able to take care about obtaining medications
themselves anymore. Respondents, who were not willing to or
not able to answer questions about their income and spending on
medication, were excluded, too.

Further, we understand the limitations of sociological methods
we used. We worked with respondents 60 years old and older
so possible deviation may occur due to worse memory of exact
spending and possible rounding.

Strong points of our study are that interviews were carried
out in pharmacy and so in most cases it was possible to identify
the exact medicinal products used by respondents and identify
those products by a registration code. Pharmacy setting enabled
to eliminate doubling of spending when more packs of a product
were prescribed, too. Accordingly expenditures correspond in
large scale to a real four-week consumption of medication.
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Some respondents (about 10%) searched for level of co-pay-
ments in different pharmacies to achieve the lowest participation.
However, in deeper analysis we found out, that those respondents
lived mainly in the capital, were they could visit many more
pharmacies.

Further, our study shows great differences in level of co-pay-
ment of concrete medicinal product depending mainly on the size
of the city or town and on the size and type of the pharmacy the
respondents visited. Pharmacies with great returns may lower their
part of trade margin and in this way lower possible co-payment
to attract more customers.

There were respondents in our research group (about 8.6%),
who were forced to reject the dispensation of their medicines
due to the level of co-payment. The situation occurred mainly
in respondents using more than one medicinal product and in
some respondents, to whom medication for more months was
prescribed.

Seniors are particularly vulnerable population concerning
quality of life, defined as complex concept of person’s physical
health, psychological state, level of independence and social
relationship (13). Even slight changes of health state may result
in worsening of social status and vice versa. Impaired social or
financial situation usually has a great impact on health in this
population group.

Our interviewers noted that the number of respondents reject-
ing the dispensation due to co-payment fluctuated during the study
period and they suggest that it may depend on the length of time
before or after they receive the income.

In our opinion, situation might be improved by introducing
some instrument setting up the limit for individual participation
for example in 12-month period as in Sweden (14) or excluding
chronic and/or senior patients from financial participation, as it
is in some other countries (15).

Our study demonstrates that there may be patients who may
fail to gain access to medication due to co-payment. The financial
participation on health care costs is generally low in the Czech
Republic (8.8 % of total health expenditures) but there were dif-
ferences in co-payment levels in patients ranging from 1 CZK
to thousands CZK.

In our study co-payments were lower in very small communi-
ties, which may be due to better communication between physi-
cians and patients or physicians and pharmacists and in the capital
(which is most probably due to competition of pharmacies).

In near future, private spending in health care might rise in
the Czech Republic. The amendment of the Act on public health
insurance in force from 2008 (16) introduces a fee for visiting
a physician and fees for prescribed medicinal products in value
of 30 CZK each. To protect the patients from excessive costs,
the amendment introduces a limit of co-payment in value of
5,000 CZK in one year.

Chronic medication is usually prescribed in three or six month
interval. Respondents in our study used approx. 3.70 medicines.
Their co-payment would increase due to fees upon approx.
111 CZK (123 or 105 CZK instead of 86 CZK) in four weeks.
This would represent an increase of 140 or 120%.

However, there is a need for future studies to analyse the exact
impact of this new legislation on private spending in the Czech
Republic.

In our study, we found a critical ethical problem in different
levels co-payment for concrete product. Although the range of all
co-payments was within legal limits, differences show a possible
adverse selection in less economically stable regions. In this way,
citizens of the Czech Republic may fail to receive the health care
under the same terms as declared by the constitution.
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Abstract

Objective: This study investigates the application of
the Dutch national guidelines to pharmacoeconomic
studies in the Netherlands.

Methods: In 1999, Dutch Health Care Insurance
Board presented Dutch guidelines for pharmacoecono-
mic research. Our review covers all Dutch pharmacoe-
conomic studies that were published in English during
2003—-2004. Nine methodological guidelines were se-
lected for investigation with respect to their application
to pharmacoeconomic studies. Each pharmacoecono-
mic study was reviewed by minimum two reviewers for
objectivity and correctness of results.

Results: From 56 studies identified only 13 studies
satisfied the inclusion criteria.

An appropriate time period for analysis was applied in
all studies (100%), as well as an incremental analysis.
Sensitivity analysis was present in 11 studies (85%).
In 10 from 13 studies (77%) following three criteria
were taken into account: societal perspective, discoun-
ting (of costs, benefits and health gains), and efficacy
versus effectiveness distinction. LYGs or QALYs as
effectiveness expression were used in 7 (54%) and re-
ference prices in 9 studies (69%). Adequate subgroup
analyses were presented in only 5 studies (38%).
Conclusions: We found in this review that the application
of some of the Dutch guidelines for pharmacoeconomic
research to pharmacoeconomic studies is good.

Main changes are needed in areas of suitable sub-
group analysis and utilization of the preferred outco-
mes life-years gained (LYGs) or quality-adjusted life
years (QALYSs).

Key words: guidelines, - application of guidelines, -
pharmacoeconomics, - The Netherlands
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Introduction

Every country is facing problems in financing a heal-
th care. In particular, expenditures on health care are
often increasing constantly. Pharmacoeconomics
has recently come up to control expenditures and
enhance economically rational drug use. In such
pharmacoeconomic analyses, appropriate methods
must be used for a fair evaluation of new drugs.
For example in the Netherlands, in 1999, the Dutch
Health Care Insurance Board (advisory body on the
reimbursement of new drugs) presented the guideli-
nes for pharmacoeconomic research.

One of the most outstanding points of the Health
Care Insurance Boards guidelines was that a phar-
macoeconomic study was said to should always
be a cost-effectiveness analysis and/or a cost-uti-
lity analysis, whereas a cost-minimization is never
sufficient 1-4. These analyses are supposed to be
supportive tools in the decision-making. In fact, the
Health Care Insurance Board adopts an indepen-
dent position: in between policy and practice, in
between central government on the one hand and
the health insurers, care-providers and citizens on
the other 2. In recent years, new supplementary
methods are arising, such as Bayesian analyses
and Value-of-Information analyses. The advanced
methods are not yet in the guidelines.

Since January 2005, the Ministry of Health in the
Netherlands implemented the use of pharmacoeco-
nomics as a supplementary aspect in the evaluation
for drug reimbursement. Pharmacoeconomic eva-
luation was optional in the past, but obligatory since
then, to be included in all applications when new
drug with proven therapeutic added value claims
reimbursement 5. This policy was already in practice
for many years in other countries, such as the UK,
Australia and Canada.

Our review analyses the application of Dutch natio-
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nal guidelines to recently published pharmacoeco-
nomic studies in the Netherlands.

The Dutch guidelines for pharmacoeconomic re-
search consisted initially of 19 recommendations
with some of a methodological nature and some
merely of a procedural nature. Currently, methodo-
logical and procedural ones are being separated in
distinct booklets. Below, we focus on the guidelines
that are referring to methodology.

It is well known that there is a difference between
the actual practice in performing the pharmacoe-
conomic research and guidelines in theory. Also it
is important to have in mind that reimbursement
procedures differ per country. Still, we believe that
these guidelines could always be used as tool for
pharmacoeconomic evaluation, as is now done in
many western countries.

Methods

Search methodology and inclusion criteria for qua-
lified studies

A search was oriented to pharmacoeconomic studies
that were published in English for the Netherlands
from 1st January 2003 to 31st December 2004. The
databases used were

MEDLINE 6 and EMBASE 7. The search used the
terms “cost (-) effectiveness”, “pharmaco (-) econo-
mic(s)” and “(the) Netherlands”.

The formal inclusion criteria for this review were that
studies should be:

(a) Pharmacoeconomic evaluations;

(b) A cost-effectiveness or a cost-utility analysis

(b) Original research; and

(c) That full text reports would be available (rather
than merely abstracts alone).

This review covers 9 methodological guidelines,
chosen by the investigators, and considered as
the most important criteria for pharmacoeconomic
studies in the sense that they reflect good scientific
practice rather than procedures (Table 1). In par-
ticular, guidelines studied are numbers 2, 6, 8, 9,
10, 12, 15, 16 and 17 (see (Appendix 1 for detailed
information).

Table 1: The Dutch guidelines for pharmacoecono-
mic research

1. Target groups

2. The societal perspective*

3. Timing of the studies

4. Perpetrator of the study

5. Analytical technique

6. Indications (subgroup analysis)*
7. The comparative treatment

8. Incremental and total analysis*
9. Analysis period/time horizon*

10. Efficacy versus effectiveness*

11. Quality of life and utilities

12. Outcomes for cost-utility analysis (LYG or QALY)*
13. Cost identification

14. Cost measurements

15. Cost evaluation using reference prices”

16. Discounting for future outcomes and costs*

17. Reliability and validity (sensitivity analysis)*

18. Reporting the studies

19. Modeling of the results

*Selected for this review.

Guideline 2 states that the societal perspective
should be applied and that the most important cha-
racteristic of this perspective is the inclusion of the
indirect costs from production losses.

Guideline 6 describes that subgroup analysis should
be presented especially when there are differences
in clinical effectiveness or costs concerning indicati-
ons and groups (for example, regarding age or exact
indication) that warrant separate evaluation.
Guideline 8 points out the importance of the incre-
mental cost-effectiveness ratios, their reporting and
adequate comparison to the relevant alternatives.
In principle, comparison of the investigated drug
should be with the standard treatment which is evi-
dence-based and may be in the clinical guidelines.
Alternatively, the comparator could be the drug
that is most widely used (as assessed in drug use
databases, such as IADB.nl from the University of
Groningen).

Guideline 9 involves the specification of the appro-
priate time horizon which should be such to cover
all important aspects of cost, benefits and health
effects.

Guideline 10 states that one should distinguish
between efficacy and effectiveness. Effectiveness
refers to clinical use of the drug in wide variable
populations and real world conditions, whereas ef-
ficacy involves carefully selected populations inclu-
ded in the clinical trial. Economic evaluation should
ideally relate to effectiveness and not to efficacy.
Guideline 12 recommends that health effects
should be expressed as life-years gained (LYGs) or
quality-adjusted life-years (QALYs). These outcome
measures are presented to make comparison of
health outcomes possible across health-care inter-
ventions.

Guideline 15 promotes that reference prices (es-
timated cost prices), should be used in economic
evaluation, and only in the absence of these tariffs
can be used instead. National average cost price
estimates are specified in the guidelines for hospital
inpatient days, outpatient visits to GP or hospital and
the pharmacist’s fee.
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Guideline 16 states that costs, benefits, and health
effects distributed over time should be discounted at
an annual rate of 4%. Discounting is a standard pro-
cedure in economic evaluations. In sensitivity analy-
sis lower discount rates for health effects should be
investigated.

Guideline 17 recommends that uncertainty is always
present in the analyses and that at least a univariate
sensitivity analysis must be included to investigate
this uncertainty.

After inclusion, each study was examined regarding
these nine methodological guidelines. This was ela-
borated by two reviewers independently. Consensus
was achieved if reviewers disagreed and had diffe-
rent opinions.

Results

The search conditions were initially met by a total
of 56 studies. The MEDLINE search for 2003 and
2004 identified 5 and 11 studies, sequentially. The
EMBASE search resulted in 14 and 26 studies in
2003 vs. 2004, respectively. Table 2 presents the 13
studies that met the inclusion criteria. The applicati-
on of the national guidelines to identified pharmaco-
economic studies is shown in Figure 1.

Table 2 Pharmaco-economic studiesinthe Netherlands
selected for investigation of application of the Dutch
guidelines for pharmaco-economic research

The highest compliance with guidelines, detected
in these studies, related to the time period and
the incremental analysis (both 100%). The lowest
compliance was found for the criterion of subgroup
analysis. Sensitivity analysis was reported in 11
studies (85%). The societal perspective was applied
in 10 studies (77%), as well as for the effectiveness
vs. efficacy criterion and for discounting (applied for
costs, benefits and health gains). Reference prices,
as recommended in detail from the Dutch manual
on cost, were used in 9 studies (69%). Effectiveness
was expressed in LYGs or QALYs in 7 studies
(54%). Subgroup analysis was done poorly and was
performed only in 5 studies (38%).

Table 3 Dutch pharmaco-economic studies included
with respect to number of methodological guidelines
applied

Included studies Ref Guidelines applied (no.)

Bos JM ct al. 14

Postma MJ et al. 15

Postma MJ et al. 16

Redekop WK et al. 17

Stant AD etal. 18

van den Hout WB et al. 19

van Dieten HE et al. 20

Knijfl-Dutmer EA etal. 21

Korthals-de Bos IB et al. 22

Oostenbrink JB et al. 23

Maitland-van der Zee AH et al. 24

Welsing PM et al. 25
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Welte R ct al. 26

The included studies are listed in Table 3 according

to the number of guidelines adhered to per

study. One study applied all nine criteria

and one study, eight out of nine, respective-

ly. The median number of criteria applied to

studies was seven. There were five studies

Authors Ref. Disease area Drug(s)

Publication Year 2003

Bos Metal. 14 Pneumococcal infection Universal vaccine vs. Pneumococcal vaceine
Postma MJ etal. 15 Cardiac surgery Leucocyte depletion of red cell transfusions
Postma MJ etal. 16 Hepatitis A Hepatitis A vaccine

Redekop WK et al. 17 Diabetic foot ulcer Apligraf

Stant AD etal. 18 Schizophrenia Hallucination focused integrative treatment
van den Hout WB et al. 19 Bone cancer Radiotherapy

that applied seven, and finally six studies
applied six of the nine selected methodo-

van Dieten HE et al. 20

Reflex sympathetic dystrophy | Acetylcysteine vs. Dimethyl sulfoxide

Publication Year 2004

logical guidelines. The respective number

Knijff-Dutmer EA etal. 21 Inflammation

Cox-2 inhibitors vs. nonselective NSAID

of national guidelines applied to included

Korthals-de Bos IB et al. 22 Lateral epicondylitis Corticosteroids

pharmacoeconomic studies can be seen in

Qostenbrink JB et al. 23 COPD Tiotropium vs. ipratropium

Maitland-van der Zee AH ctal. 24 | Hypercholesterolemia

Screening of genotype before HMG-CoA (statins)

Figure 2.

Welsing PM et al. 25 Rheumatoid arthritis TNF-blocker vs. leflunomide

Welte R et al. 26 Meningococcal infection Meningococcal vaccine

Figure 2: Adherence of included studies to

Figure 1: Application of nine selected guidelines for
pharmaco-economic research to the included studies:
percentage of adherence
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Discussion

This review involves all pharmacoeconomic studies
published in the Netherlands in period 2003-4, ana-
lyzed with respect to selected national methodologi-
cal guidelines for pharmacoeconomic research.
Adherence to guidelines in the published literature
was found at 75% on average, which may be consi-
dered satisfactory. The guidelines that were mostly
adhered to were: time horizon, incremental analysis,
sensitivity analysis, efficacy versus effectiveness,
discounting and perspective. Lower compliance of
studies with guidelines was found for: reference
price, LYG or QALY as preferred outcome and espe-
cially in the case of subgroup analysis.

An appropriate time horizon is of essential impor-
tance in performing pharmacoeconomic research
from point of view to cover all relevant outcomes.
All studies included in this analysis comply with the
time horizon requirement.

All studies in this review applied a qualified incre-
mental analysis. This illustrates the relevance of
the use of an incremental cost effectiveness ratio
(ICER) rather than just a CER. It is simply calcula-
ted by dividing the incremental cost by incremental
effect for each successfully more effective treatment
alternative 8, involving all changes in cost versus all
changes in effects.

Sensitivity analysis was used in most of the stu-
dies. Sensitivity analysis provides reviewers with an
approach to testing how robust the results of the
analysis are, relative to key decisions and assump-
tions that the researcher makes in the process of
conducting an analysis. Each reviewer must identify
the key decisions and assumptions that are open to
questions, and might conceivably have affected the
results 9.

Dutch guidelines suggest a societal perspective.
According to Canadian experience in some cases
the sponsor (for example, pharmaceutical industry)
may influence the choice of the perspective 10.
Perspective depends also on the aim of the study
and the exact use of its outcomes in the decision
making process.

Differentiation between efficacy and effectiveness
was satisfactory, as well as the application of dis-
counting, but implementation of outcomes in terms
of LYGs and QALYs was less well performed, used
only in 7 studies.

Regarding reference prices, the guideline recom-
mends the use of a list of standard costs, primarily
estimates of national averages. The usage of the
Dutch manual on costing for reference prices was
applied in 9 studies.

The most non compliance was discovered in the
area of subgroup analysis. Consequence of non ap-
plying suitable subgroup analysis may be rendering
non correct results. There is big difference between
population groups involved in the study regarding
age, sex, medical condition etc.

The decision making process is complex and by
following the guidelines it is easier to evaluate me-
thods used and validity, and to judge about the cost
and outcomes as reported in the economic evalua-
tion 11.The use of pharmacoeconomic guidelines is
not unified yet at the international level 10, 11-13.
Guidelines for pharmacoeconomic research aim
to enhance quality (assessment) of such studies,
providing a framework of objectivity and evidence
based research.

Standard and formats for reporting assure transpar-
ency of scientific pharmacoeconomic evaluation. It
is important especially in issues as reimbursement
of drugs, submission by pharmaceutical industries
and in applying research at national levels for health
care budget decisions.

Conclusion

The application of the Dutch national guidelines of
recently published pharmacoeconomic studies in
the Netherlands is quite satisfactory.

Main improvements must be made in areas of the
subgroup analyses primarily and in further imple-
mentation of standardized and comparable health
outcomes, such as LYGs and QALYs.
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Appendix 1

Guideline 2: The perspective. " All studies must be
reported from a social perspective. ~

Explanation

Pharmacoeconomic research must be conducted
from a social perspective. There is a broad con-
sensus, both nationally and internationally, that on
the grounds of welfare-theory the social perspecti-
ve should form the basis for pharmacoeconomic
evaluation. This social perspective means that the
analysis should cover all costs and benefits, irrespe-
ctive of who actually bears the costs or receives the
benefits. This means that costs and benefits outside
the field of healthcare should also be taken into
consideration.

Healthcare itself should therefore be considered
as a whole (in other words, non-compartmented):
additional costs for one budget section can be com-
pensated, for example, by savings in another budget
section. Pharmacoeconomic research can provide
insight into such substitution effects.

Guideline 6: Indications. " The patients for whom
the drug is intended must be clearly specified. The
starting points for pharmacoeconomic research are
the registered indications. The subgroup analyses
for patient groups, disease subtypes, degree of se-
riousness, presence or absence of comorbidity, etc.,
must all be stated. The economic evaluation must
be performed on the entire study population and
also on the subgroups that have been identified in
the protocol on the basis of possible differences in
effectiveness, costs and/or other arguments.™
Explanation

Because a treatment can be cost-effective for some
groups of patients but not for others, it is essen-
tial that a prior distinction is made in the protocol
between the different subgroups. Sometimes these
subgroups will already have been clearly described
in the registration text. These will then be the sub-
groups on which clinical research has been perfor-
med and for which the efficacy-safety balance has
been found to be positive. From the point of view of
cost- effectiveness, the results of a pharmacoeco-
nomic analysis may suggest that the field of appli-
cation should be limited further within the registered
range of indications. These results can be taken into
account during the decision-making process. In the
case of subgroup analyses, care must be taken that
the statistical power of the analyses, i.e. the group
size, is guaranteed. The precision needs to be suffi-
cient to enable decisions to be taken regarding the
subgroups.

Guideline 8: Incremental and total analysis.
“Costs and effects must be reported in the form
of incremental values (i.e. as differences between
two alternatives). These incremental values must
be used in the pharmacoeconomic evaluation. The
study must also provide insight into the total values
of the costs and effects of both treatments. ™
Explanation

In an economic evaluation we are concerned with an
incremental analysis: what is the difference in costs
and effectiveness when intervention A is replaced by
intervention B? Two treatments need to be compa-
red: the current treatment (standard treatment, see
guideline 7) is compared with the new drug. From
the incremental analysis one can deduce what the
(net) difference in costs and effects will be when the
new treatment replaces the existing one. In order
to place the outcome of the incremental analysis in
a broader context, the total costs and effects also
need to be reported. The inclusion of total costs and
effects will, moreover, improve the ability to transla-
te the study to, for example, (future) situations with
another comparative treatment.

Guideline 9: Analysis period. "~ The analysis pe-
riod of the study must be such that it enables valid
and reliable statements to be made. If modeled data
are necessary to meet this requirement, then the
model’s structure and basis need to be described.
The model must have a sound scientific basis at the
time the study was performed. ™

Explanation

The costs and effects must be measured over the
same time-span. This time span should provide suf-
ficient opportunities for observing the most impor-
tant outcomes of the intervention. The time period
within which effects and costs can be anticipated
depends on the treatment goal and thus on the an-
ticipated outcome. When a decision has to be made
regarding the inclusion of a new drug on the list,
there is often insufficient information available about
its effectiveness. To obtain this information, the drug
needs to be used in practice. Because primary data
usually provide insufficient insight into the value of
a drug in the medium- and long-term, modeled data
will often have to form an integral part of the dossier
being submitted in application for inclusion on the
drugs list.

Guideline 10: Efficacy versus effectiveness.
“Ideally, pharmacoeconomic studies should report
on a drug’s effectiveness, and not on its efficacy.
Efforts should be made to collect information on the
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relevant end points in terms of morbidity and mor-
tality. If possible, the data should be collected under
realistic conditions. If no effectiveness data are avai-
lable, then appropriate modeling techniques may
be used to translate data from efficacy studies into
what can be expected in practice (i.e. effectivene-
ss). The model used needs have a sound scientific
basis. All assumptions in such modeling techniques
must be explicitly stated and evaluated with the help
of a sensitivity analysis. ™

Explanation

Efficacy and effectiveness are two different con-
cepts. However, both provide insight into the effect
of a drug. In the case of efficacy, the effect is exa-
mined under ideal conditions in a homogeneous
group of patients, and usually whilst making use
of intermediate outcomes. Effectiveness data offer
a clearer picture of actual value because an effect
is studied under more realistic conditions, making
use of a heterogeneous group of patients, and with
aspects such as therapy (non-)adherence playing a
role. This information about use in common practice
also provides more insight into whether the treat-
ment aim is ultimately being achieved. Effectiveness
research is thus oriented towards final outcomes,
such as reduction in morbidity and mortality. The
ZFR would like to have access to effectiveness data
as soon as a drug is put forward for inclusion on the
drugs list. However, from a practical perspective this
is not usually possible. Phase 3 studies form the
basis for registration and admission to the market.
This research is carried out on a select group of
patients using a clear treatment protocol, and tends
to be done in specialized centers, for a limited pe-
riod of time and without a follow up after the study
has finished. These are not ideal circumstances for
pharmacoeconomic research, in view of the fact
that research conditions need to match the practical
situation as closely as possible. The most important
problem with using clinical studies for pharmacoeco-
nomic research is the extent to which an evaluation
based upon intermediate outcomes provides any
meaningful information on the reduction in morbidity
and mortality. For this reason, it is necessary to ob-
tain satisfactory insight into the relationship between
the intermediate outcomes and the final outcomes.
In order to be able to make a statement on a drug’s
effectiveness, data from clinical studies can be mo-
deled on the basis of realistic and explicit assumpti-
ons. All assumptions need to be carefully discussed
and scientifically substantiated. Important variables
in the study need to be examined for validity and
reliability. Further studies after registration (Phase
IV) will have to demonstrate the extent to which the
modeling was performed responsibly.

Guideline 12: Outcomes for cost-utility analysis.
" Survival and QOL-results must be reported sepa-
rately. The method for combining the two must be
clearly described. The recommended method for
primary analysis is to combine survival data with
the QOL valuation using quality-adjusted life-years
(QALYs). Utilities must be used as quality-weighting
for the calculation of QALYs, measured on an inter-
val scale, where 0 represents the state of death and
1 represents good health.”

Explanation

The choice of one uniform outcome measure, the
QALY, makes it possible to compare the results of
different pharmacoeconomic studies. At the moment
the QALY is internationally the most widely used
and most recommended method. Primary analysis
should therefore be based upon QALY’s. Secondary
analyses may be performed using a different out-
come measure. The World Bank, for example, has
proposed the disability-adjusted life-year (DALY) as
an alternative to the QALY.

Guideline 15: Cost evaluation. "~ Economic defini-
tions should be used for the costs. Ideally, uniform
amounts should be used for certain cost categories
in order to promote the comparability and extrapola-
bility of the results of different studies. ™
Explanation

A standard cost list will be available in mid-1999.
This list must be used.

Guideline 16: Discounting for future outcomes
and costs. " Future outcomes and costs should be
discounted at equal rates. The current discount rate
must be applied. This discount rate must be varied in
a sensitivity analysis. If other percentages are used
as the basic discount rate, they need to be thorou-
ghly substantiated. ™

Explanation

Internationally, different percentages are used as
basis for discounting. At the moment the current dis-
count rate in the Netherlands is 4%, according to the
‘Cabinet’s standpoint on the reconsideration of the
discount rate’ dated 9 January 1995. (Source: HAFIR:
Textbook Financial Governmental Information and
Administration. Part A 8.2. Publisher: Dutch Ministry
of Finance).

Guideline 17: Reliability and validity. " /In explai-
ning the analysis methods, all underlying assump-
tions must be listed, arranged and substantiated.
The most important limitations of these assumptions
must also be stated. A sensitivity analysis must be
used to show how the results depend on the as-
sumptions made. As a minimum, a univariate sensi-
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tivity analysis must be included. If this is insufficient,
then multivariate techniques must be included. The
methods used, the choice of the parameters and the
range of these parameters all need to be stated and
substantiated. ™

Explanation

Prior to presenting a definitive estimate of the costs,
the effects and a costeffectiveness ratio, a number
of methodological choices will have been made and
a number of parameters estimated. The methodolo-
gical choices concern, for example, the calculation
of indirect costs, the definition of the effects and the
time window. The estimates relate to aspects such
as the use of healthcare facilities, unit prices and the
effect parameters.

In performing sensitivity analyses, it is desirable
to first formulate an upper and lower limit for each
estimate; these represent the uncertainty margins.
One can then examine to what extent the costs and
the cost-effectiveness ratio will alter if the extreme
limits are applied. If this procedure is followed for all
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estimates successively, it is known as a univariate
sensitivity analysis. A multivariate sensitivity analy-
sis examines the effect of simultaneous alterations
in various variables, taking into account the corre-
lation between these variables. The most advanced
method attempts to create probability distributions
around each parameter and repeatedly makes a
new estimation for each parameter according to
the distributions. Each combination of estimations
results in a new estimate for the costs, effects and
the costeffectiveness ratio. If this is repeated many
times, a risk distribution can be presented for the
results of the study.

If there are indications that a univariate sensitivity
analysis is insufficient, then a multivariate analysis
should be carried out. It is important to adopt the
perspective of the end-users of the information as a
starting point. By making use of the sensitivity ana-
lyses results, policy makers can assess how much
value can be attached to the results of the economic
analysis, i.e. how reliable the results are.
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8.5 Abstrakt ve Value in Health

Participation on drug costs in the elderly in the Czech Republic
Davidova, J.; Praznovcova, L.; Vlcek, J.
In: Value in Health, Vol. 8 Issue 6 Page 615-A242, Supplement to ISPOR

8" Annual European Congress, Florence, Italy. November 2005

OBJECTIVES:

Analysis of participation on drug costs in seniors in the Czech Republic in
connection with seniors’ social status (e.g. financial, household conditions).
METHODS:

Quota-sampled questionnaire-based interview with 450 respondents visiting
pharmacy; Ratio men:women approximately 1:2; Age 60 years old and elder; 3
regions of the Czech Republic

RESULTS:

Most of respondents (60 %) live in households with their partners.
Respondent’s income was retirement pension in 80 %. Its average level was
between 5001 and 7499CZK.

Respondents used together 1651 medicines on physician’s prescription in last
four weeks. Overall co-payment for medicines was 31944CZK, e.g. 70CZK per
patient. Only 27 % of respondents used fully reimbursed products.

Respondents used together 273 OTC drugs in value of 12900CZK, e.g. 29CZK
per patient. Average respondents spent on medicines 100CZK in last four
weeks, e.g. between 2 and 1.3 % of their income. There were respondents, about
10 %, searching for the level of co-payment in several pharmacies and 8 % of

respondents, who had to refuse dispensation of medicines due to co-payment.
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CONCLUSIONS:

Our study demonstrates that there are patients who may fail to access
medication due to co-payment. The financial participation on health care costs
is generally low in the Czech Republic (8.6 % of total health expenditures) but
there were differences in co-payment levels in patients ranging from 1 CZK to
thousands CZK.

In our opinion problem might be the absence of any instrument limiting the
highest individual participation for example in 12-month period as in Sweden.
In our study co-payments were lower in smaller communities that may be due
to better communication between physicians and patients or physicians and

pharmacists.
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8.6 Abstrakt ve sborniku konference ESCP
Lisabon 2003

ANALYSIS OF PHARMACOTHERAPY BY THE ELDERLY IN THE CZECH
REPUBLIC
Authors:

Praznovcova L, Davidova J, Vlcek |

In: Abstract Book of 4th ESCP Spring Conference on Clinical Pharmacy -
Clinical Pharmacy and the Ageing Patient; Lisboa, Portugal 14.-17.5.2003, s.36-
36.

Background and Objective:

Polypharmacy is typical for ageing population in the Czech Republic.

The detail analysis of Rx drugs pharmacotherapy by seniors.

Design:

The methodology of the research was questionnaire-based survey, anonymous,
based on personal interview. Rx drugs used by seniors were divided under
ATC classification. Number and sort of drugs in concrete ATC group were
evaluated in correlation to sex and age.

The statistic evaluation was made by using Microsoft Excel.

Setting;:

Interviews of last year pharmacy students with seniors in pharmacies, used for
student’s degree thesis.

1764 respondents (1062 females and 702 males) were asked.

Main Outcome Measures:

Evaluation of pharmacotherapy by the elderly

Results:

Results of analysis confirmed the relation between causes of morbidity,
mortality and consumption of drugs in related ATC groups.

ATC groups C, A, N, M, R and B were the most important groups. The elderly
on the first place used drugs of group C. Cardiac drugs (25,39 % of total
number), diuretics (17,25%), peripheral vasodilatators (14,52%) were the most

used drugs of group C. Drugs of group A occupied the second position,
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including antidiabetics (A10 - 22,81 %), mineral supplements (A12 - 17,89%) and
antacids (A02 - 15,79%). From group N there were the most used: psycholeptics
(NO5 - 37,40%), analgesics (N02 - 23,75%), psychoanaleptics (N06 - 14,83%).
From group M there were used antirheumatics (MO01 - 66,01%), antirheumatics
for local administration (M02 - 21,34%), antiuratics (M04 - 9,15%). From group R
there were used antiastmatics (R03 - 49,34%), drugs for treatment of cold (R05 -
28,62%), antihistaminic (RO6 - 18,09%). The special position had group B;
anticoagulants, antitrombotics (BO1 - 12,04%) were used for the prevention of
Coronary Heart Disease.

Number of used drugs increased with age; it was approximately 3,52 per senior.
This analysis confirmed polypharmacy by the elderly.

Conclusions:

Pharmacotherapy should be evaluated very intensively. To the most important
areas belongs the process of the choice of concrete drug, but also problematic of

interactions and side effects.
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8.7 Abstrakt ve sborniku konference ESCP Praha
2004

The Analysis of Pharmaceutical Care Demand in the Czech Republic
Authors:

Davidova, J.; Praznovcova, L.; Vlcek, J.

Dept. of Social and Clinical Pharmacy, Faculty of Pharmacy in Hradec Kralove,
Charles University in Prague, Czech Republic

In: Risk Management in Pharmacotherapy, 33. European Symposium on
Clinical Pharmacy, 20-23 October 2004, Prague, Czech Republic

Background and Objectives:

Patients’ safety is influenced to a great extent by the relationship between
patients and pharmacists. Pharmacists need to know their patients to meet their
needs and expectations.

In our study we aimed to define characteristics of patients demanding
pharmaceutical care in Czech pharmacies.

Design:

Questionnaire-based survey, quota sampling;

Statistics in MS Excel (F Test, T Test, CHI Test);

Pilot study for future project;

Settings:

400 respondents visiting pharmacy in all age groups, men and women ratio 1:1;
Various regions of the Czech Republic;

Data collection 2002 —2003;

Main Outcomes:

Characteristics of patients demanding pharmaceutical care in Czech

pharmacies, preferred sources of information on correct use of medications
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Results:
Respondents defined as demanding pharmaceutical care were respondents:

1. Who answered “sometimes” or “mostly have difficulties with correct use

of their medication and rely on their pharmacist’s advice” (58.27 %)
2. Who reported searching information on OTC drugs in pharmacy (40.97
%).

Based on this definition 77.35 % of respondents reported demand of
pharmaceutical care.
Most respondents prefer to visit the same pharmacy (85.75 %). They included
mainly women, older people and patients using more drugs and people, who
have difficulties with correct use of their medication.
No respondent in age group < 21 years reported using Internet and/or
newspaper to obtain this kind of information. Internet and/or newspaper as
well as pharmacists” advice were mostly used by respondents in age group 41 -
60 years old and by respondents with university education.
Conclusions:
Pharmacies still continue to be the most important sources of information on
prescribed and/or OTC medication for majority of patients and customers in the
Czech Republic.
Further study is in process to find out more drug related issues and financial
participation on drug costs in elderly patients since these were the most

discussed situations in this pilot study.
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9 PRILOHA
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Vzor zaznamu fizeného rozhovoru
Svaz duchodct CR
Praha

Farmaceuticka fakulta Univerzity Karlovy
Katedra socidlni a klinické farmacie
Heyrovského 1203

500 05 Hradec Kralové

Zvolte vzdy pouze jednu zuvedenych moznosti a oznacte cislo, které iji
odpovida.

Vysledky vyzkumu pouzije Svaz dichodcti CR khajeni zajmii seniord.
Farmaceutickd fakulta pouzije vysledky pro védecké tcely v oblasti vyuzivani
zdravotni péce a 1ékd.

Dotaznik je anonymni a neni mozné z ného urcit, jak odpovidaly konkrétni

osoby.

1. Pohlavi
Zena 1

Muz 2

2. Vék
60 - 64
65 - 69
70-74

= W N -

75 a starsi
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3. Velikost Vaseho bydlisté
Do 10 000 obyvatel
Do 50 000 obyvatel
Do 100 000 obyvatel
Nad 100 000 obyvatel

4. Vase nejvyssi dokoncené vzdélani

Zakladni
Stfedni
Vysokoskolské

5. Zijete
Sam / sama
S manzelkou / manzelem

S détmi

V domové dtichodcti/penzionu 4

6. Vas mésicni prijem tvori
Starobni dtichod nebo
Invalidni dtichod
Dtichod a dalsi ptijem

Meésicni plat

7. Vyse Vaseho mési¢niho pfijmu je

Do 5000 K¢é

Od 5001 K¢ do 7499 K¢
Od 7500 K¢ do 10 000 K¢
Nad 10 000 K¢

8. Lékafe navstévujete
4krat rocné nebo méné
5 — 10krat rocné

Vice nez 10krat roéné

B~ W N -

1
2
3

1
2
3

1
2
3
4
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9. Na léky na lékaisky predpis doplacite

Do 100 K¢ rocné 1
Od 101 do 1000 K¢ roc¢né 2
Nad 1000 K¢ ro¢né 3

10. Za volné prodejné 1éky utratite

Do 100 K¢ rocné 1
Od 101 do 1000 K¢ roc¢né 2
Nad 1000 K¢ ro¢né 3

11. Uved'te 1éky, které jste uzival(a) v poslednich ¢tyfech tydnech na predpis

lékate

Za tyto léky jste doplatil(a):

12. Vyuzivate vSechny léky predepsané l1ékarem?

Ano 1
Vétsinou ano 2
Vétsinou ne 3
Ne 4
Neodpovidam 5

Uvedte nazvy léku, které zustavaji nevyuzity:

13. Uvedte 1éky, které jste si v poslednich ¢tyfech tydnech zakoupil(a) bez
lékatského predpisu

Za tyto léky jste zaplatil(a):

14. Volné prodejné l1éky si kupujete zpravidla

Na doporuceni 1ékare 1
Na doporuceni 1ékarnika 2
Na doporuceni znamych 3
Na zakladé reklamy 4
Dle vlastnich zkuSenosti 5
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15. Své léky si vyzvedavate a kupujete zpravidla
Ve stéle stejné lékarné 1

V rtiznych 1ékdrnach

2
Pro 1€k si posilam 3
Lék dostavam od lékare 4

5

Léky zabezpecuje pecovatelka
16. Zjistujete si vysi doplatkii na Vase 1éky v rtiznych lékarnach?
Ano 1

Ne 2

17. Musel(a) jste nékdy odmitnout nebo odlozit vyzvednuti 1éku kvili vysi

doplatku?
Ano 1
Ne 2

18. Se zdravotni péci jsem
Spokojen(a)
Spise spokojen(a)
SpiSe nespokojen(a)

Nespokojen(a)

g1 = W N =

Nehodnotim

19. Diskriminace seniori
Setkal(a) jsem se osobné
Nesetkal(a) jsem se osobné

SlysSel(a) jsem od znamych

B~ W N =

Cetl(a) jsem o tom

Uvedte zpuisob diskriminace
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20. Problémy seniorii by se mély starat predevsim

Kraje a obce 1
Charitativni organizace 2
Organizace seniorti 3
Rodina 4

21. V ptipadé vlastni potieby bych dal(a) pfednost

Péci v rodiné 1
Organizované domaci péci 2
Pecovatelské sluzbé 3

Organizované sousedské pomoci4

Pensionu 5
Domovu diuchodct 6
Volné

V programech pro seniory bych zdravotni a socidlni péci a dale organizacim
seniortt doporucil(a):
Uvedte v bodech

Dékujeme za spolupraci
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