B 857

Suppliment tal-Gazzetta tal-Gvern ta’ Malta Nru. 18,386, 6 ta’ Marzu, 2009

Tagsima B

A.L. 58 ta’1-2009

ATT DWAR IL-MEDICINI
(KAP. 458)

Regolamenti ta’ 1-2009 dwar Prodotti Medicinali Disponibbli
fis-Servizzi tas-Sahha tal-Gvern

BIS-SAHHA tas-setghat moghtija bl-artikolu 106(d) ta’ I-Att
dwar il-Medicini, il-Ministru ghall-Politika Soc¢jali ghamel dawn ir-
regolamenti li gejjin:-

1. [It-titolu ta’ dawn ir-regolamenti hu Regolamenti ta’ 1-2009
dwar Prodotti Medic¢inali Disponibbli fis-Servizzi tas-Sahha tal-
Gvern.

2. (1) L-ghan ewlieni ta’ dawn ir-regolamenti huwa
l-promozzjoni tas-sahha pubblika billi jigi zgurat li jkun hemm
disponibbili provvista adegwata ta’ prodotti medi¢inali bi prezz
ragonevoli fis-Servizzi tas-Sahha tal-Gvern.

(2) Dawn ir-regolamenti japplikaw meta applikant
ghal awtorizzazzjoni ghat-tqeghid fis-suq, hawn izjed ’il quddiem
imsejjah “l-applikant”, ikun irid japplika biex jiddahhal prodott
medic¢inali fil-lista ta’ prodotti medicinali koperti mis-Servizzi
tas-Sahha tal-Gvern, hawn izjed ’il quddiem imsejha “Il-Lista
Formularja tal-Gvern”.

(3) Dawn ir-regolamenti m’ghandhom ikunu ta’ ebda
pregudizzju ghas-setgha li ghandu s-Suprintendent tas-Sahha
Pubblika li:

(a) jinkludi xi prodott medicinali fil-Lista Formularja
tal-Gvern;

(b) japplika mizuri li jirregolaw il-prezzijiet ghal
applikazzjonijiet pendenti u godda biex jiddahhalu prodotti
medicinali.

3. Is-Suprintendent tas-Sahha Pubblika ikun responsabbli
ghall-implimentazzjoni ta’ dawn ir-regolamenti u ghandu jkun

Titolu.

Skop.

Responsabbiltajiet.
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assistit mill-Kumitat Konsultattiv dwar Lista Formularja tal-Gvern,
hawn izjed ’il quddiem maghruf bhala “il-Kumitat™.

1I-Kumitat. 4. (1) II-Kumitat Konsultattiv dwar Lista Formularja tal-
Gvern huwa maghmul minn;

(a) chairperson;
(b) zewg spizjara impjegati fis-servizz pubbliku;

(¢) zewg clinicians maghzula minn fost il-konsulenti
medici impjegati fis-servizz pubbliku;

(d) rapprezentant tal-pazjenti;

(e) avukat impjegat fis-servizz pubbliku;
(f) zewg ekonomisti.

(2) I¢-Chairperson u l-membri tal-Kumitat:

(a) ghandhomikunumahturamill-Ministruresponsabbli
ghas-sahha ghal Zzmien sentejn;

(b) jistghu jirrizenjaw mill-kariga taghhom f’kull Zzmien
billi jaghtu avviz bil-miktub lill-Ministru.

(3) II-Ministru jista’ f’kull zmien inehhi lic-Chairperson
u, jew lil xi membru tal-Kumitat mahtur skond is-subartikolu
(2) minhabba f’inkapacita fit-twettieq tal-funzjonijiet taghhom,
falliment jew traskuragni fi dmirijiethom.

(4) Il-quorum mehtieg ghal-lagghat tal-Kummissjoni
Jjkun jikkonsisti fic-Chairperson u f’'mhux inqas minn nofs il-membri
l-ohra:

Izda 1-Kummissjoni tista’ xorta tagixxi minkejja kull
vakanza tal-membri li jkun hemm fiha.

(5) Qabel ma jasal ghal xi decizjoni, il-Kumitat
jista’ jikkonsulta ma’ dawk l-esperti li jkollu bzonn jikkonsulta
maghhom.

(6) Id-decizjonijiet tal-Kummissjoni jittiehdu
b’maggoranza tal-voti tal-membri prezenti fil-laggha. I¢-Chairperson



jkollu vot originali u, f’kaz ta’ voti ndags, vot iehor jew vot decisiv
ukoll.

(7) Is-Suprintendent tas-Sahha Pubblika, il-membri
tal-Kumitat u l-esperti ghandhom jiddikjaraw kull interess li jista’
jkollhom, u 1-Ministru responsabbli ghas-sahha jkollu d-dritt li
jirrifjuta lil dawk il-membri jew esperti tal-kumitat 1i jkollhom
konflitt ta’ interess.

5. (1) Il-Lista Formularja tal-Gvern ghandha tinkludi lista
ta’ prodotti medic¢inali msemmija skond 1-Isem Mhux Proprjetarju
Internazzjonali (INN). Dawk il-prodotti ghandhom jigu klassifikati
skond il-klassifika Anatomika, Terapewtika u Kimika (ATC).

(2) II-Lista Formularja tal-Gvern m’ghandhiex tinkludi
ismijiet proprjetarji ta’ prodotti, kemm-il darba ma jkunx hemm
¢irkostanzi eccezzjonali fejn tista’ tigi kompromessa s-sigurta tal-
pazjent.

(3) Il-Lista Formularja tal-Gvern ghandha tinkludi
kondizzjonijiet 1i huma koperti mis-Servizzi tas-Sahha tal-Gvern
skond il-jedd ghal medicini li jinghataw b’xejn, il-provvista fis-
Servizzi tas-Sahha tal-Gvern (kura primarja u sekondarja, 1-uzu li jsir
fi klini¢i jew sptarijiet specifici), il-kriterji ta’ min johrog ir-ricetti u
l-uzu 1i jsir fis- Servizzi tas-Sahha tal-Gvern (l-identifikazzjoni ta’
min johrog ir-ricetta ghal medicini partikolari, kondizzjonijiet dwar
kif jinkitbu r-ricetti, protokolli, linji direttivi terapewti¢i jew linji
direttivi klinici).

(4) Prodotti Ii m’humiex klassifikati bhala prodotti
medicinali skond it-tifsira li hemm fl-Att dwar il-Medicini, jistghu
jigu inkluzi fil-Lista Formularja tal-Gvern.

6. (1) Applikant jista’ jitlob 1i prodott medic¢inali jkun
inkluz fil-Lista Formularja tal-Gvern. F’dawk il-kazijiet l-applikant
ghandu jipprezenta applikazzjoni separata lis-Suprintendent tas-
Sahha Pubblika skond il-htigiet stabbiliti mis-Suprintendent, kif
specifikat fil-formola ta’ applikazzjoni li hemm fi Skeda I li tinsab
ma’ dawn ir-regolamenti.

(2) Kull decizjoni dwar l-inkluzjoni ta’ prodott
medic¢inali fuq il-Lista Formularja tal-Gvern u l-prezz li jkun ser
jithallas ghal dan il-prodott mis-Servizzi tas-Sahha tal-Gvern
ghandha tittieched permezz ta’ procedura amministrattiva unika fi
zmien 180 jum mid-data ta’ l-applikazzjoni.
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Il-Lista Formularja
tal-Gvern.

Applikazzjoni.
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Decizjoni li prodott
ma jigix inkluz.

Decizjoni li prodott
jigi eskluz.

Eskluzjoni ta’
kategorija ta’ prodotti
medicinali.

Appelli minn
decizjonijiet.

(3) L-applikant ghandu jipprovdi lis-Suprintendent tas-
Sahha Pubblika b’informazzjoni adegwata. Jekk l-informazzjoni li
tinghata b’sostenn ta’ 1-applikazzjoni ma tkunx adegwata, it-terminu
taz-zmien ghandu jigi sospiz u l-applikant ghandu jigi avzat xi tkun
dik l-informazzjoni addizzjonali dettaljata li tista’ tkun mehtiega.

7. Kull decizjoni li prodott medic¢inali ma jigix inkluz fil-
Lista Formularja tal-Gvern ghandha tigi komunikata lill-applikant
u ghandu jkun fiha:

(a) dikjarazzjoni tar-ragunijiet ibbazata fuq il-kriterji fi
Skeda II i tinsab ma’ dawn ir-regolamenti, inkluzi, jekk dawn
ikunu adatti, l-opinjonijiet jew ir-rakkomandazzjonijiet ta’
l-esperti li fughom tkun giet ibbazata d-decizjoni;

(b) informazzjoni dwar ir-rimedji 1i l-applikant ikollu
disponibbli taht il-ligijiet fis-sehh u dwar it-termini moghtijin
biex jigu applikati dawk ir-rimedji.

8. (1) Kull decizjoni li prodott medicinali jigi eskluz
mil-Lista Formularja tal-Gvern ghandu jkun fiha dikjarazzjoni
tar-ragunijiet ibbazati fuq kriterji oggettivi u verifikabbli. Dawk
id-decizjonijiet inkluzi, jekk ikunu adatti, kull opinjoni jew
rakkomandazzjoni ta’ l-esperti li fughom tkun giet ibbazata
d-decizjoni, ghandhom jigu komunikati lill-persuna li tkun
responsabbli ghal dan.

(2) Kull persuna responsabbli ghandha tigi mgharrfa bir-
rimedji 1i jkollha disponibbli taht il-ligijiet vigenti u t-termini
moghtija biex jigu applikati dawk ir-rimedji.

9. Kull decizjoni li tigi eskluza xi kategorija ta’ prodotti
medic¢inali mil-Lista Formularja tal-Gvern, ghandu jkun fiha
dikjarazzjoni tar-ragunijiet ibbazati fuq kriterji oggettivi u
verifikabbli u din ghandha tigi pubblikata f’pubblikazzjoni adatta
skond ma jistabbilixxi s-Suprintendent tas-Sahha Pubblika.

10. (1) Kull dec¢izjoni li tittieched taht ir-regolamenti 7, 8 u
9 ta’ dawn ir-regolamenti tista’ tigi appellata quddiem il-Kumitat ta’
1-Appelli dwar il-Lista Formularja tal-Gvern, hawn izjed il quddiem
imsejjah “il-Kumitat ta’ I-Appelli”.

(2) TlI-Kumitat ta’ 1-Appelli ghandu jkun maghmul minn
dawn il-membri li gejjin, li m’ghandhomx ikunu uffi¢jali pubblici:



(a) President li jinhatar mill-Ministru responsabbli
ghas-sahha minn fost avukati;

(b) tabib;
(¢) spizjar.

(3) Il-membrikollhatal-Kumitatta’l-Appelli ghandhom
hekk jinhatru ghal zmien tliet snin u jistghu jergghu jinhatru mill-
¢did ghal perjodu iehor jew perjodi ohrajn.

(4) Il-Kumitat ta’ 1-Appelli ghandu, meta ssir talba
ghaldaqgstant mill-persuna involuta, jiltaga’ sabiex jisma’ u jiddeciedi
dwar id-decizjoni li jkun ghamel il-Kumitat 1i jaghti Pariri dwar il-
Lista Formularja tal-Gvern.

(5) L-appell quddiem il-Kumitat ta’ I-Appelli ghandu
jsir fiz-zmien perentorju ta’ ghoxrin jum minn dik id-de¢izjoni.

(6) Il-Kumitat ta’1-Appelli ghandu jirregola l-procedura
tieghu nnifsu u jigbor dawk id-drittijiet li jistghu jigu stabbiliti.

(7) Fl-ezerc¢izzju tal-funzjonijiet tieghu taht dan ir-
regolament, il-Kumitat ta’ I[-Appelli jista’ jahtar esperti biex
jirrappurtaw dwar kull haga li tkun geghda tigi trattata minnu.

(8) Id-decizjonijiet tal-Kumitat ta’ I-Appelli ghandhom
jinghataw bil-miktub u ghandhom jitqiesu bhala 1i huma finali u
konklusivi u m’ghandhom ikunu soggetti ghal ebda revizjoni mill-
grati ordinarji hlief fir-rigward ta’ punti ta’ dritt.

11. (1) Minghajr pregudizzju ghar-regolament 14 ta’ dawn
ir-regolamenti, id-dispozizzjonijiet li gejjin ghandhom japplikaw
jekk ikun hemm permess ghal zjieda fil-prezz ta’ prodott medicinali
moghti biss wara li s-Suprintendent tas-Sahha Pubblika fuq parir
tal-Kumitat ikun ftiechem minn qabel dwar dan.

(2) Is-Suprintendent tas-Sahha Pubblika ghandu jizgura
1i tittiched decizjoni kull darba li tintbaghat applikazzjoni, skond ir-
rekwiziti stabbiliti taht Skeda III 1i tinsab ma’ dawn ir-regolamenti,
minn min ikollu s-setgha 1i jaghti permess ghall-bejgh biex joghla
l-prezz ta’ prodott medicinali, u li din titwassal lill-applikant fi zmien
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Zjieda fil-prezzijiet.
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Dikjarazzjoni ta’
ragunijiet.

Negozjar mill-gdid
tal-prezz.

(3) L-applikant ghandu jaghti lis-Suprintendent tas-
Sahha Pubblika informazzjoni bizzejjed, maghduda dettalji ta’
dak li jkun gara minn meta l-prezz ikun gie iffissat 1-ahhar darba,
li fil-fehma ta’ l-applikant ikunu jiggustifikaw iz-zjieda mitluba fil-
prezz.

(4) Jekk l-informazzjoni moghtija ma’ l-applikazzjoni
ma tkunx bizzejjed, is-Suprintendent tas-Sahha Pubblika ghandu
jinnotifika minnufih lill-applikant dwar liema informazzjoni ohra
dettaljata ghandu jibghat, u d-dec¢izjoni finali ghandha tittiched fi

(5) Fkaz li jkun hemm ghadd eccezzjonali ta’
applikazzjonijiet, il-perjodu jista’ jittawwal darba biss ghal 60 jum
iehor. L-applikant ghandu jigi avzat b’din l-estensjoni gabel ma
jaghlaq il-perjodu.

(6) Fin-nuqqas ta’ dec¢izjoni bhal din fil-perjodu jew
perjodi hawn gabel imsemmija, 1-applikant ikollu d-dritt japplika
z-zjieda kollha proposta fil-prezz.

12.  Jekk is-Suprintendent tas-Sahha Pubblika jiddeciedi li
ma tigix permessa z-zjieda kollha mitluba fil-prezz jew parti minnha,
id-decizjoni ghandha taghti ragunijiet imsejsa fuq kriterji oggettivi u
verifikabbli, u I-applikant ghandu jkun mgharraf bir-rimedji li jkollu
taht il-ligijiet fis-sehh u f’liema perjodi ta’ zmien huwa jkun jista’
japplika ghal dawk ir-rimedji.

13. (1) II-Ministru responsabbli ghas-sahha jista’ jitlob li
l-prezz 1i jkun ged jigi mhallas mid-detentur ta’ l-awtorizzazzjoni
ghall-bejgh jigi rivedut skond il-htigijiet tas-Servizzi tas-Sahha tal-
Gvern.

(2) II-Ministru  responsabbli  ghas-sahha ghandu
jipprovdi informazzjoni adegwata, li fil-fehma tieghu tkun
tiggustifika r-revizjoni mitluba fil-prezz mhallas mis- Servizzi tas-
Sahha tal-Gvern.

(3) Id-detenturta’awtorizzazzjonighall-bejghta’prodott
medicinali, ghandu jikkomunika lill-Ministru responsabbli ghas-
sahha decizjoni motivata fi zmien 90 jum minn meta jirCievi talba
ghal revizjoni skond is-subregolament (2) ta’ dan ir-regolament.



14. (1) Fil-kazli jkun hemm friza tal-prezzijiet fuq prodotti
medic¢inali kollha jew fuq xi kategoriji ta’ prodotti medicinali
mill-Ministru responsabbli ghall-finanzi wara konsultazzjoni mal-
Ministru responsabbli ghas-sahha, il-Ministru responsabbli ghall-
finanzi ghandu jaghmel revizjoni, ghall-inqas darba fis-sena, biex
jara li I-kondizzjonijiet makro-ekonomi¢i jkunu jiggustifikaw li
l-friza tissokta minghajr ebda bidla. Fi zmien 90 jum mill-bidu
ta’ din ir-revizjoni, il-Ministru responsabbli ghall-finanzi ghandu
jhabbar liema zjidiet jew tnaqgqis fil-prezzijiet ikunu geghdin isiru,
jekk ikun il-kaz.

2

(2) F’kazijiet eccezzjonali, id-detentur ta
awtorizzazzjoni ghall-bejgh ta’ prodott medicinali jista’ japplika ghal
deroga minn friza tal-prezzijiet, jekk din tkun iggustifikata ghal xi
ragunijiet partikolari. L-applikazzjoni ghandu jkollha dikjarazzjoni
adegwata dwar dawn ir-ragunijiet.

(3) Is-Suprintendent tas-Sahha Pubblika ghandu jizgura
li tittieched decizjoni motivata fuq kull applikazzjoni bhal din u li
din titwassal lill-applikant fi Zzmien 90 jum. Jekk I-informazzjoni
moghtija ma l-applikazzjoni ma tkunx bizzejjed, l-awtoritajiet
kompetenti ghandhom minnufih javzaw lill-applikant dwar liema
informazzjoni ohra dettaljata dan ghandu jibghat, u ghandha

l-informazzjoni 1-ohra.

(4) Jekk tinghata d-deroga, s-Suprintendent tas-Sahha
Pubblika ghandu minnufih jippubblika avviz dwar iz-zjieda fil-prezz
fil-Gazzetta.

(5) Jekk ikun hemm numru eccezjonali ta’
applikazzjonijiet, il-perjodu jista’ jittawwal darba biss ghal 60 jum
iehor. L-applikant ghandu jigi avzat b’din l-estensjoni qabel ma
jaghlaq l-ewwel perjodu.

15. Ebdahaga f’dawn ir-regolamenti m’ghandha tipprekludi
lis-Suprintendent tas-Sahha Pubblika milli jaghmel kontrolli u
jimponi kundizzjonijiet fil-kaz tal-ksib u l-provvista ta’ xi prodotti
medicinali 1i jkunu koperti mis-Servizzi tas-Sahha tal-Gvern.

16. Ir-Regolamenti ta’ 1-2007 dwar Prodotti Medic¢inali
Disponibbli fis-Servizzi tas-Sahha tal-Gvern, huma b’dawn
revokati.
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Friza tal-prezzijiet.

Kontrolli 1i jsiru
mis-Suprintendent tas-
Sahha Pubblika.

Jirrevoka A.L. 165 ta’
1-2007.
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° Sigurta

° Effikacja

° Impatt fuq il-kwalita tal-hajja
° Disponibilita u versatilita tal-prodott medicinali
° Affarijiet ohra

Elenka kull informazzjoni dwar il-prodott li qeghda tintehmez:

SPC kif approvat

Kopja awtentikata ta’ 1-Awtorizzazzjoni ghat-tqeghid fis-suq

Kitba li tissostanzja kull informazzjoni moghtija

Jien gieghed b’dan nikkonferma:
1)  Li safejn naf jien u nikkonoxxi, id-dettalji kollha li tajt f’din il-formola ta’
applikazzjoni u d-dokumenti kollha ipprezentati, huma korretti u kompleti.

ii)  Naf sew li I-lista ta’ medicini disponibbli fi hdan is-Servizzi tas-Sahha tal-Gvern
hi skond il-klassifika ATC u li l-prodott medi¢inali ghandu jitqies skond I-
ingredjent attiv 1i jkollu u mhux bhala prodott proprjetarju/ta’ xi ditta.

ii1)  Naf bil-kriterji i japplikaw skond il-ligi (Att dwar is-Sigurta Socjali, Kap. 318
artikolu 23; Regolamenti ta’ 1-2009 dwar Prodotti Medicinali Disponibbli fis-

Servizzi tas-Sahha tal-Gvern).
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Firma ta’ I-Applikant

Isem b’ITTRI KAPITALI

Data

Fil-kaz li l-applikant, ghall-finijiet ta’din I-applikazzjoni, ikun irid jinnomina
persuna awtorizzata biex:-

a) jikkomunika/jiffirma f’ismu jew
b) jagixxi f’kollox f’ismu,

ghandhom jigu provduti dettalji ta’ min ikun gieghed jigi nominat u t-tip ta’
awtorizzazzjoni li jkollu.

Firma ta’ I-Applikant

Isem b’ITTRI KAPITALI

Data
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Firma ta’ min jigi nominat

Isem b’ITTRI KAPITALI

Data

Ghall-uffi¢¢ju biss: L-applikazzjoni waslet fi ___ /_ /
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SKEDA 11

Regolament 7(a)

II-Kriterji li jigu ikkunsidrati mis-Suprintendent tas-Sahha Pubblika, mill-Kumitat
u mill-esperti li dawn jikkonsultaw ruhhom maghhom meta jigu biex jiddeciedu
Jjekk ghandhomx jinkludu prodott medic¢inali fuq il-Lista Formularja tal-Gvern

e L-istatus ta’ registrazzjoni tal-prodott medicinali f’Malta.

e Jedd ghal medic¢ini li jinghataw b’xejn ghandu jkun kif specifikat fl-Att dwar is-
Sigurta Socjali, Kap. 318, artikolu 23 u fil-Hames Skeda Taqgsima II Ii tinsab ma’ I-
istess Att dwar Mard u Kondizzjonijiet li dwarhom tista’ tinghata Ghajnuna Medika
Bla Hlas, kif ukoll prodotti medicinali mehtiega ghall-ghoti ta’ kura f’Istituzzjonijiet
tal-Gvern. Prodott medicinali jew kategorija ta’ prodotti medicinali biex jigu ikkurati
mardiet 1i ma jinkwadrawx fl-iskop tas-Servizzi tas-Sahha tal-Gvern jistghu jigu
ghalkollox eskluzi mil-Lista Formularja tal-Gvern.

e Htigiet djanjostic¢i u htigiet ohrajn ghall-hrug ta’ ricetti, ghall-uzu u ghas-sorveljar
tal-prodott medicinali partikolarment jekk dawn ikunu jirrikjedu spejjez addizzjonali.
Il-possibilita ta’ sorveljar ta’ 1-uzu tal-prodott medic¢inali u s-sorveljar ta’ l-ezitu tal-
kura. Il-fatt li pazjenti jkunu nbdew fuq il-kura jew li pazjenti kienu jaghmlu parti
minn provi klini¢i ma jaffettwax id-decizjoniji biex prodott medicinali jigi inkluz fil-
Lista Formularja tal-Gvern.

e [l-valur, l-ammont u r-relevanza ta’ l-informazzjoni u l-evidenza disponibbli dwar il-
prodott medic¢inali partikolarment f’dawk li huma innovazzjoni, -effettivita
terapewtika u titjib, sigurta, effikacja, impatt fuq il-kwalita tal-hajja, disponibilita u
versatilita tal-prodott medicinali, kemm hi effettivita n-nefqa, paragun ma’ medicini
ohra disponibbli u metodi ohra ta’ kura.

e Nefqa u valutazzjoni ekonomika bhalma huma l-kondizzjonijiet ghall-provvista,
ghall-hrug ta’ ricetti, ghall-uzu u ghas-sorveljar tal-prodott medicinali, kemm is-
servizz nazzjonali tas-sahha jkun jiflah jidhol ghall-ispiza involuta u l-impatt so¢jali u
epidemjologiku ghandhom ilkoll jitgiesu sabiex tigi stabbilita l-kopertura ta’ prodott
medicinali mis-Servizzi tas-Sahha tal-Gvern.

Is-Suprintendent tas-Sahha Pubblika, il-Kumitat u l-esperti li dawn jikkonsultaw
ruhhom maghhom meta jigu biex jiddeciedu jekk ghandhomx jinkludu prodott
medicinali fuq il-Lista Formularja tal-Gvern jew le, jirriservaw id-dritt li jaghtu kas
ta’ kull kriterju iehor li jistghu jqisu li jkun mehtieg.
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° Disponibilitd u versatilitd tal-prodott medicinali

° Affarijiet ohra

Elenka kull informazzjoni dwar il-prodott li geghda tintehmez:

SPC kif approvat

Kopja awtentikata ta’ 1-Awtorizzazzjoni ghat-tqeghid fis-suq

Kitba li tissostanzja kull informazzjoni moghtija

Jien gieghed b’dan nikkonferma:

e Li safejn naf jien u nikkonoxxi, id-dettalji kollha li tajt f’din il-formola ta’
applikazzjoni u d-dokumenti kollha ipprezentati, huma korretti u kompleti.

e Naf sew li I-lista ta’ medicini disponibbli fi hdan is-Servizzi tas-Sahha tal-Gvern
hi skond il-klassifika ATC u li I-prodott medic¢inali ghandu jitqies skond I-
ingredjent attiv li jkollu u mhux bhala prodott proprjetarju/ta’ xi ditta.

e Naf bil-kriterji li japplikaw skond il-ligi (Att dwar is-Sigurta Socjali, Kap. 318
artikolu 23; Regolamenti ta’ 1-2009 dwar Prodotti Medic¢inali Disponibbli fis-

Servizzi tas-Sahha tal-Gvern).

Firma ta’ I-Applikant

Isem b’ITTRI KAPITALI

Data
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Fil-kaz li 1-applikant, ghall-finijiet ta’din I-applikazzjoni, ikun irid jinnomina
persuna awtorizzata biex:-

a) jikkomunika/jiffirma f’ismu jew
b) jagixxi f’kollox f’ismu,

ghandhom jigu provduti dettalji ta’ min ikun gieghed jigi nominat u t-tip ta’
awtorizzazzjoni li jkollu.

Firma ta’ 1-Applikant

Isem b’ITTRI KAPITALI

Data

Firma ta’ min jigi nominat

Ghall-uffi¢¢ju biss: L-applikazzjoni waslet fi ___/___/



L.N. 58 of 2009

MEDICINES ACT
(CAP. 458)

Availability of Medicinal Products within the Government
Health Services Regulations, 2009

IN exercise of the powers conferred by article 106 (d) of the
Medicines Act, the Minister for Social Policy has made the following
regulations:-

1. Thetitle of these regulations is the Availability of Medicinal
Products within the Government Health Services Regulations,
2009.

2. (1) The primary objective of these regulations is the
promotion of public health by ensuring the availability of adequate
supplies of medicinal products at a reasonable cost in Government
Health Services.

(2) These regulations shall apply where the holder of a
marketing authorisation, hereinafter referred to as “the applicant”,
wishes to apply for the inclusion of a medicinal product on the list
of medicinal products covered by the Government Health Services,
hereinafter referred to as “The Government Formulary List”.

(3) These regulations shall be without any prejudice to
the power of the Superintendent of Public Health to:

(a) include any medicinal product in the Government
Formulary List;

(b) apply pricing measures to any pending and new
applications for the introduction of medicinal products.

3. The Superintendent of Public Health shall be responsible
for the implementation of these regulations and shall be assisted by
the Government Formulary List Advisory Committee, hereinafter
referred to as “the Committee”.

4. (1) TheGovernmentFormularyListAdvisory Committee
shall consist of:

(a) achairperson;
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(b) two pharmacists who are also public officers;

(c) two clinicians from amongst the medical consultants
who are public officers;

(d) a patient representative;
(e) alegal advisor who is a public officer;
(f) two economic advisors.

(2) The Chairperson and the members of the
Committee:

(a) shall be appointed by the Minister responsible for
health for a period of two years;

(b) may resign their office at any time by giving notice
in writing to the Minister.

(3) TheMinistermay atany time remove the Chairperson
and, or any of the members of the Committee appointed according
to sub-article (2), on grounds of disability to perform their functions,
bankruptcy or neglect of duty.

(4) Thequorumnecessary formeetings of the Committee
shall be the Chairperson and not less than half the other members:

Provided that the Committee may act notwithstanding
any vacancy among its members.

(5) Before reaching a decision the Committee may
consult any experts it deems necessary.

(6) The decisions of the Committee shall be taken by a
majority of votes of members present at the meeting. The Chairperson
shall have an original vote and, in the case of equality of votes, also
a second or casting vote.

(7) The Superintendent of Public Health, the members
of the Committee and any experts shall declare their interest, and
the Minister shall have the right to refuse any committee members
or experts on the basis of conflict of interest.



5. (1) The Government Formulary List shall include a list
of medicinal products by the International Non-proprietary Name
(INN). The products in this list shall be classified according to the
Anatomical Therapeutic Chemical (ATC) classification.

(2) The Government Formulary List shall not include
proprietary names of products, unless in exceptional circumstances
where patient safety is compromised.

(3) The Government Formulary List shall include
conditions specific to coverage within the Government Health
Services in terms of entitlement to free medicines, supply within
the Government Health Services (primary and secondary care, use
in specific clinics or hospitals), prescriber criteria and use within
the Government Health Services (specific prescribers, conditions
for prescribing, protocols, therapeutic guidelines or clinical
guidelines).

(4) Products which are not classified as medicinal
products in terms of the definition of the Medicines Act may be
included on the Government Formulary List.

6. (1) An applicant may request that a medicinal product
be included in the Government Formulary List. In such cases the
applicant shall forward a separate application to the Superintendent
of Public Health in accordance with the requirements laid down
by the said Superintendent, as specified in the application form in
Schedule I to these regulations.

(2) Any decision on the inclusion of a medicinal product
on the Government Formulary List and the reference price to be
paid for such product by the Government Health Services shall be
taken through a single administrative procedure, which procedure
shall not exceed 180 days from date of application.

(3) The applicant shall furnish the Superintendent
of Public Health with adequate information. If the information
supporting the application is inadequate, the time limit set in the
preceding sub-paragraph shall be suspended and the applicant shall
be notified of such detailed information as may be required.

7. Any decision not to include a medicinal product in the
Government Formulary List shall be communicated to the applicant
and it shall contain:
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Decision to exclude
specific medicinal
products.

Decision to exclude a
category of medicinal
products.

Appeals from
decisions.

(a) a statement of reasons based upon the criteria in
Schedule II to these regulations, including, if appropriate, any
expert opinions or recommendations on which the decision is
based;

(b) information about the remedies available to the
applicant under the laws in force and of the time limits allowed
for applying such remedies.

8. (1) Any decision to exclude a medicinal product from
the Government Formulary List, shall contain a statement of reasons
based on objective and verifiable criteria. Such decision including,
if appropriate, any expert opinions or recommendations on which
the decisions are based, shall be communicated to the person who is
responsible therefore.

(2) Any such person as may be responsible shall also be
informed of the remedies available to him under the laws in force
and the time-limits allowed for applying such remedies.

9. Any decision to exclude a category of medicinal products
from the Government Formulary List shall contain a statement of
reasons based on objective and verifiable criteria and be published
in an appropriate publication to be determined by the Superintendent
of Public Health.

10. (1) Any decision made under regulations 7, 8 and 9
of these regulations may be appealed from before the Government
Formulary List Appeals Committee, hereinafter referred as “the
Appeals Committee”.

(2) The Appeals Committee shall be composed of the
following members, who shall not be public officers:

(a) a Chairman nominated by the Minister responsible
for health from among legal practitioners;

(b) a medical practitioner;
(c) apharmacist.
(3) All members of the Appeals Committee shall be so

appointed for a term of three years and may be re-appointed for a
further term or terms.



(4) The Appeals Committee shall, upon an application
to that effect by the person concerned, meet to hear and decide upon
a decision reached by the Government Formulary List Advisory
Committee.

(5) An appeal to the Appeals Committee shall be filed
within the peremptory term of twenty days from such a decision .

(6) The Appeals Committee shall regulate its own
procedure and levy such fees as may be prescribed.

(7) Inexercise of its function under this regulation, the
Appeals Committee may appoint experts to relate on any matter
before it.

(8) The decisions of the Appeals Committee shall be in
writing and shall be deemed final and conclusive and shall not be
subject to review by the ordinary courts of law except on points of
law.

11. (1) Without prejudice to regulation 14 of these
regulations, the following provisions shall apply if an increase in the
price of a medicinal product is permitted only after prior approval
has been obtained from the Superintendent of Public Health acting
on the advice of the Committee.

(2) The Superintendent of Public Health shall ensure
that a decision is adopted on an application submitted, in accordance
with the requirements laid down under Schedule III to these
regulations, by the holder of a marketing authorization to increase
the price of a medicinal product and that this is communicated to the
applicant within 90 days of its receipt.

(3) The applicant shall furnish the Superintendent
of Public Health with adequate information, including details of
those events intervening since the price of the medicinal product
was last determined, which in his opinion justify the price increase
requested.

(4) If the information supporting the application is
inadequate, the Superintendent of Public Health shall forthwith
notify the applicant of what detailed additional information is
required and take their final decision within 90 days of receipt of
this additional information.
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Price increase.
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Statement of reasons.

Price renegotiation.

Price freeze.

(5) In case of an exceptional number of applications,
the period may be extended once only for a further period of 60
days. The applicant shall be notified of such extension before the
expiry of the period.

(6) In the absence of such a decision within the
abovementioned period or periods, the applicant shall be entitled to
apply in full the requested price increase.

12. Should the Superintendent of Public Health decide not to
permit the whole or part of the price increase requested, the decision
shall contain a statement of reasons based on objective and verifiable
criteria and the applicant shall be informed of the remedies available
to him under the laws in force and the time limits allowed to apply
for such remedies.

13. (1) The Minister responsible for health may request that
the price being charged by the holder of the marketing authorization
be reviewed according to the exigencies of the Government Health
Services.

(2) The Minister responsible for health shall furnish the
holder of the marketing authorization with adequate information
which, in his opinion, justifies the review in the price being charged
to the Government Health Services.

(3) The holder of the marketing authorization shall
within 90 days from date of request referred to in sub-regulation
(2) hereof provide a reasoned decision to the request made by the
Minister responsible for health.

14. (1) In the event of a price freeze imposed on all
medicinal products or on certain categories of medicinal products
by the Minister responsible for finance in consultation with the
Minister responsible for health, the Minister responsible for finance
shall carry out a review, at least once a year, to ascertain whether
the macro-economic conditions justify that the freeze be continued
unchanged. Within 90 days of the start of this review, the Minister
responsible for finance shall announce what increases or decreases
in prices are being made, if any.

(2) In exceptional cases, a person who is the holder of
a marketing authorization for a medicinal product may apply for
a derogation from a price freeze if this is justified by particular



reasons. The application shall contain an adequate statement of
these reasons.

(3) The Superintendent of Public Health shall ensure
that a reasoned decision on any such application is adopted and
communicated to the applicant within 90 days. If the information
supporting the application is inadequate, the Superintendent of
Public Health shall forthwith notify the applicant of what detailed
additional information is required and take his final decision within
90 days of receipt of this additional information.

(4) Should the derogation be granted, the Superintendent
of Public Health shall forthwith publish an announcement in the
Gazette of the price increase allowed.

(5) Should there be an exceptional number of
applications, the period may be extended once only for a further
period of 60 days. The applicant shall be notified of such extension
before the expiry of the initial period.

15. Nothing in these regulations shall preclude the
Superintendent of Public Health from applying any controls and
conditions in the case of the procurement and supply of any medicinal
product that is covered by the Government Health Services.

16. The Availability of Medicinal Products within the
Government Health Services Regulations, 2007 are hereby
revoked.
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I, hereby confirm:

1)That to the best of my knowledge and belief, all the particulars I have given in this
application form and all the documentation submitted, are correct and complete.

i)l am fully aware that the list of medicines available within the Government Health
Services is by ATC classification and that the medicinal product will be considered
by its active ingredient and not as a proprietary/branded product.

ii1)l am aware of the criteria that apply through the legislation (Social Security Act, Cap.
318, article 23; Availability of Medicinal Products within the Government Health

Services Regulations, 2009).

Signature of Applicant

Name in BLOCK LETTERS

Date

In the case where the applicant, for the purpose of this application, would like to
nominate a person authorised to:

a) communicate/sign on his behalf or
b) act fully on his behalf,

there shall be provided details of the nominee and the type of authorisation available..
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Signature of Applicant

Name in BLOCK LETTERS

Date

Signature of Nominee

Name in BLOCK LETTERS

Date

For office use only: Application receivedon ___ /___/
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SCHEDULE II

Regulation 7 (a)

The Criteria which are taken into account by the Superintendent of Public Health,

the Committee and any experts with which they consult in deciding whether or not

to include a medicinal product on the Government Formulary List
The registration status of the medicinal product in Malta.

Entitlement to free medicines shall be as specified in the Social Security Act, Cap.
318, article 23 and the Fifth Schedule Part II to the same Act regarding Diseases and
Conditions in respect of which Free Medical Aid may be accorded, as well as
medicinal products required for the provision of care within Government Institutions.
A medicinal product or a category of medicinal products to treat conditions which fall
outside the scope of the Government Health Services may be entirely excluded from
the Government Formulary List.

Diagnostic and other requirements for the prescription, use and monitoring of the
medicinal product particularly if additional costs are incurred. The possibility for
monitoring the use of the medicinal product and the outcome of treatment. The fact
that patients were started on treatment or were part of a clinical trial does not affect
the decision for inclusion of a medicinal product on the Government Formulary List.

The value, extent and relevance of the information and evidence available about the
medicinal product particularly in terms of innovation, therapeutic effectiveness and
improvement, safety, efficacy, impact on quality of life, availability and versatility of
medicinal product, cost-effectiveness, comparison to other available medicines and
other treatment modalities.

Cost and economic evaluation such as the conditions for the supply, prescription, use
and monitoring of the medicinal product, affordability by the national health services
and the social and epidemiological impact shall be taken into account in determining
the coverage of a medicinal product by the Government Health Services

The Superintendent of Public Health, the Committee and any experts with which
they consult in deciding whether or not to include a medicinal product on the
Government Formulary List reserve the right to take into account other criteria as
they may deem necessary.





