od: Michael Bauer

Komu: Vysekalova Eva

Kopie: Jana Myslivcova; Dana Bauerova
Predmet: OOP 05-23

Datum: pondeli 24. dubna 2023 14:21:31

VaZena pani Vysekalova,

pri kontrole Udaju v OOP 005-23, priloha c.1 kalkulacni listy.pdf jsme nasli u IPLP 0002115 nazev
pripravku 18 F FLUORDOPA v poloZce vyuZiti kéd vykonu pouze kéd 47 347, ktery se vztahuje

k PET MR.

Rad bych Vas pozddal o doplneni kédu vykonu o kéd 47 355 PET CT a max. apl. objemu RF v MBq
280.

Nevim, jak k zapisu doslo, protoZe v textu jsou popsany PET CT a PET MR.

S pozdravem

Ing. Michael Bauer
CEO

bauer@lacomed.cz
00420 602 25 25 40


mailto:bauer@lacomed.cz
mailto:Eva.Vysekalova@sukl.cz
mailto:myslivcova@lacomed.cz
mailto:bauerova@lacomed.cz
mailto:bauer@lacomed.cz

Dobry den,
Za CSNM CLS JEP zasilam pripominky k Ndvrhu OpatFeni obecné povahy 05-23.

Jsem ddle k dispozici.

S pozdravem

MUDr. David Zogala, Ph.D.

prednosta

Ustav nuklearni mediciny 1. LF UK a VFN
U Nemocnice 478/5, Praha 2

Tel.: +420 224 9657 89

Mob.: +420 725 894 166
david.zogala@vfn.cz

VSEOBECNA FAKULTNI

NEMOCNICE V PRAZE
U Nemocnice 499/2

128 08 Praha 2

www.vfn.cz

VFN PRAHA

VEN v Praze — upozornéni na vylouceni odpovédnosti: Tento e-mail, véetné pripadnych priloh, mdze obsahovat divérné
informace a/nebo osobni Udaje, chranéné podle platného prava.

Je urcen pouze shora jmenovanému adresatovi (adresatlim). Pokud jste tento e-mail obdrzeli omylem, upozornéte,
prosim bezodkladné odesilatele a e-mail kompletné vymazte.

Nejste-li adresatem, upozornujeme Vas, Ze jakékoli pouziti, kopirovani, distribuce ¢i vyzrazeni obsahu tohoto e-mailu je
zakdzano a mlze byt protipravni.
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Statni urad pro kontrolu lé€iv Praha, 26.4.2023

Pripominky ke stanoveni uhrady 68Ga-gozetidu (LOCAMETZ)
Vazené pani a vazeni panové,

Soucasti navrhu opatfeni obecné povahy (OOP) ¢. 05-23 ze dne 11. 4. 2023 je i podnét ke stanoveni
uhrady a zatazeni nového kodu do seznamu IPLP, podskupiny 13 — individualné pfipravovana
radiofarmaka: 0002116 - 68Ga gozetotid inj. Pipravek je v CR registrovan pod registraénim &islem
EU/1/22/1692/001, kédem SUKL 0271500 a komerénim nazvem LOCAMETZ.

Radiofarmakum s uvedenou tuéinnou latkou bylo doposud v CR pouzivano v ramci specifického
lécebného programu (SpLP) a zatazeno do seznamu [PLP pod kédem 0002113 — 68Ga-PSMA-11 inj.

Podnét ke stanoveni thrady a zatazeni nové polozky do seznamu IPLP, podany spolecnosti NOVARTIS
dne 8. 2. 2023 uvadi, ze vychazi z vyse uvedené¢ho SpLP, cemuz by mély odpovidat i pouzité parametry
ke stanoveni uhrady.

Dle kalkula¢nich listti nové zatazeného ptipravku 0002116 — 68Ga gozetotid inj. je thrada stanovena s
pouzitim prumérné aplikované davky 259 MBq na 1 vySetieni, coZ je na horni hranici aplikované davky
ptipravku LOCAMETZ ( dle SPC 111 —259 MBq).

V bézné praxi se pramerna aplikovana davka na 1 vysetfeni pohybuje v priméru kolem 200 MBq, coz
odpovida 1 ostatnim kalkulacnim listim pro radiofarmaka znacend pomoci gallia(68Ga) — 68Ga-
edotreotid inj. (0002108) nebo vyse zminény 68Ga-PSMA-11 inj. (0002113). Stejnou priméernou
aplikovanou davku uvadi i zadatel (Novartis) v Podnétu ke stanoveni tihrady — kapitola 5 (str. 15).

Vzhledem k fyzikalnim charakteristikim Ge/Ga generatoru povazujeme za adekvatni primérnou
aplikovanou davku na 1 vysetfeni ve vysi 200 MBq a Zadame o jeji zohlednéni v kalkulaci uhrady kodu
0002116 dle platné metodiky stanoveni thrady individualné ptipravenych radiofarmak.

Ve stanoveni thrady doporu¢ujeme upravit pocet pacientli na 1 baleni piipravku ze 3 na 2, coz presnéji
reflektuje realny stav na pracovistich pouzivajicich 68Ga znacené PSMA.

Dale doporucujeme doplnit ,,pfimé materidlové naklady* tak, aby odrazely skute¢ny stav
zdravotnickych prosttfedkli pouzivanych pii ptiprave radiofarmaka :

. polozka 9: Inj.stt.j. 10ml pocet jednotek: 3,00
. polozka 14: F1/1 10ml — 1 amp.pocet jednotek: 3,00
. polozka 32: signatura pocet jednotek: 3,00

Zdroj dat (D. Zogala):

Vysetteni s pfipravkem LOCAMETZ svymi charakteristikami odpovida vys. s pfipravkem 68Ga-
PSMA-11 (0002113), které bylo v CR podavano od roku 2021 v ramci SLP. Statistiky tohoto SLP
ukazuji, ze vétsina pracovist (tj. MOU, VFN a Nem. Ceské Budg&jovice) je z jednoho kitu schopna
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vySetfit v pruméru 2 pacienty. Primérna aplikovand aktivita se pohybuje cca. cca. 180-200 MBq. Data
jsem ovéfil ve statistikach vlastniho pracovisté VFN (k 26.4.2023 provedeno v ramci SLP celkem 464
vySetfeni s 68Ga-PSMA-11, 233 kitt, prumérnd hmotnost pac. 96,5 kg a prim. aplikovana aktivita 202
MBq) a telefonickym dotazem na ostatni pracovisté. Izolovana pracovisté se ve statistikich mohou
vyrazn&ji odchylujovat piitomnosti 2 piistrojii a odlisnou logistikou, nutno je viak pro CR zohlednit
praxi prevladajici na vétSiné oddéleni. Naprosté metodiké homogenity neni mozné pii riznorodé
pristrojové technice a specifikach lokalni praxe dosahnout. Stejné kvantitativni parametry ma a dale
bude mit nové zapojené pracovisté FN Olomouc (telefon).

Pfi rozvahach nutno reflektovat, ze nelze pocitat s teoretickou maximalni aktivitou, kterou lze piipravou
RF pro jeden vySetfovaci slot dosahnout (a tomu odpovidajici teoreticky pocet vys. pacientl), ale
respektovat také kapacitni moZnosti pracovist’ v kontextu ostatnich radiofarmak, témeét 2x rychlejsi
rozpad %*Ga oproti zavedenému '*F, postupny pokles elu¢ni aktivity Ga generatoru b&hem Zivotnosti
(poptavka po vysetfeni je vSak vyrovnana ¢i rostouci).

Dal$i vyvoj mize v budoucnu reagovat na aktualni moznosti pfistrojové techniky na pracovistich
(zlepsovani technickych parametrl). Karcinom prostaty je vysoce prevalentni a dulezita diagndza,
zvySovani dostupnosti vySetieni PET s ligandy PSMA spolu s (k tomu nutném) zachovani ekonomické
rentability povazujeme v CR za zasadni.

Struc¢ny prehled navrhovanych zmén:

1) uprava praumérné aplikované davky na 200 MBq

2) sniZeni poctu pacientii na 1 lahvi¢ku na 2

3) doplnéni PMN (piimych materialovych nakladiu)

Za projednani ptipominky dékujeme a jsme k dispozici pro dopliujici informace.
Dékujeme.

S pozdravem

Za Vybor CSNM a Radiofarmaceutickou sekci CSNM

MUDr. David Zogala, PhD.
Predseda CSNM CLS JEP



Dobry den,

s povéfenim pana Dr. Karla Zeleného (jednatele firmy M.G.P. spol. s r.0., Kvitkova 1575 ZLIN) Vam zasilam pfipominku
k Navrhu opatieni obecné povahy 05-23, kterym se navrhuje zména vyse a podminek Uhrady individualné
pfipravovanych radiofarmak a navrhuje stanovit vyse a podminky ahrady pro nové zarazené kody:

e zména cen plvodce u vsech velikosti generatoru ULTRA TECHNEKOW FM distribuovanych nasi firmou,

v pfiloZzené tabulce barevné zvyraznéno. VSechny ostatni ceny plvodce zUstavaji beze zmény.

S pozdravem
Iva RUzickova

NN
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0 vew

PharmDr. Iva Riizickova

Produktovy specialista pro nuklearni medicinu
M.G.P. spol.sr. 0. |

Mobil: +420 777 172 883 |

E-mail: iva.ruzickova@mgp.cz
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Ceny radiofarmak dodavanych MGP Zlin - hlaseni SUKL 2023

Kurz 1EUR 24,565 GNB 1-12/2022 10 % DPH

1,1
Kéd ] . Doplnék Velikost Cena ) Obchodni [Cena 2023  [Cena
sukL |Nazevradiofarmaka nazvu baleni puvodce  |Obdobi |Kurz | L. oo |bez DPH v K& |s DPH v K&

2023 (EUR)

0241490 |Stabilised Ceretec RAD KIT 5X0.5MG+SOL EXP:W 5bottles 601,00 |rok 2023 [ 24,565]  27,00% 18 749,73] 20 624,70
0241487 |MYOVIEW RAD KIT 1X5LAH EXP:W 5bottles 658,00 |rok 2023 [ 24,565]  27,00% 20527,99 22 580,79
0098326 |ULTRA TECHNEKOW FM 2,15-43,00GBq RAD GEN 2.15GBq 722,00 |rok 2023 | 24,565|  27,00% 2252463 24 777,09
0061196 |ULTRA TECHNEKOW FM 2,15-43,00GBq RAD GEN 4,3GBq 787,00 |rok 2023 [ 24,565|  27,00% 2455247 27 007,72
0061197 |ULTRA TECHNEKOW FM 2,15-43,00GBq RAD GEN 6,45GBq 793,00 |rok 2023 [ 24,565]  27,00% 24739,66] 27 213,62
0061198 |ULTRA TECHNEKOW FM 2,15-43,00GBq RAD GEN 8,6GBq 801,00 |rok 2023 [ 24,565|  27,00% 24989,24| 27 488,16
0061199 |ULTRA TECHNEKOW FM 2,15-43,00GBq RAD GEN 10,75GBq 900,00 |rok 2023 [ 24,565]  27,00% 28 077,80| 30 885,57
0061200 |ULTRA TECHNEKOW FM 2,15-43,00GBq RAD GEN 12,9GBq 1043,00 |rok 2023 | 24,565]  27,00% 32539,04| 35792,95
0061201 |ULTRA TECHNEKOW FM 2,15-43,00GBq RAD GEN 17,2GBq 1 133,00 |rok 2023 | 24,565]  27,00% 35346,82| 38881,51
0061202 |ULTRA TECHNEKOW FM 2,15-43,00GBq RAD GEN 21,5GBq 1 295,00 |rok 2023 | 24,565|  27,00% 40 400,83] 44 440,91
0061203 |ULTRA TECHNEKOW FM 2,15-43,00GBq RAD GEN 25,8GBq 1 464,00 |rok 2023 | 24,565|  27,00% 45673,21| 50 240,53
0061204 |ULTRA TECHNEKOW FM 2,15-43,00GBq RAD GEN 30,1GBq 1 651,00 |rok 2023 | 24,565]  27,00% 51507,16| 56 657,87
0223505 |ULTRA TECHNEKOW FM 2,15-43,00GBq RAD GEN 34,4GBq 1 800,00 |rok 2023 | 24,565|  27,00% 56 155,59| 61 771,15
0247363 |M-lodbenzylguanidin (1311) GE Healthcare  |0,185-0,74GBQ/ML INJ SOL 1850MB(1,85GBq 816,00 |rok 2023 [ 24,565  27,00% 2545720/ 28002,92
0247364 |M-lodbenzylguanidin (1311) GE Healthcare  |0,185-0,74GBQ/ML INJ SOL 3700MB(3,7GBq 1 488,00 |rok 2023 | 24,565|  27,00% 46 421,95|  51064,15
0241145 |Sodium iodide (1311) injection INJ SOL 37MB 37MBq 78,00 |rok 2023 | 24,565  27,00% 243341 267675
0241146 |Sodium iodide (1311) injection INJ SOL 74MB 74MBq 78,00 |rok 2023 | 24,565]  27,00% 243341 267675
0241147 |Sodium iodide (1311) injection INJ SOL 111MB 111MBq 78,00 |rok 2023 | 24,565|  27,00% 243341 267675
0241148 |Sodium iodide (1311) injection INJ SOL 148MB 148MBq 78,00 |rok 2023 | 24,565]  27,00% 243341 267675
0241149 |Sodium iodide (1311) injection INJ SOL 185MB 185MBq 78,00 |rok 2023 | 24,565|  27,00% 243341 2676,75
0241150 |Sodium iodide (1311) injection INJ SOL 222MB 222MBgq 78,00 |rok 2023 | 24,565]  27,00% 243341 267675
0241151 |Sodium iodide (1311) injection INJ SOL 259MB 259MBq 78,00 |rok 2023 | 24,565|  27,00% 243341 2676,75
0241152 |Sodium iodide (1311) injection INJ SOL 296MB 296MBgq 78,00 |rok 2023 | 24,565]  27,00% 243341 267675
0241153 |Sodium iodide (1311) injection INJ SOL 333MB 333MBgq 78,00 |rok 2023 | 24,565]  27,00% 243341 2676,75
0241154 |Sodium iodide (1311) injection INJ SOL 370MB 370MBgq 78,00 |rok 2023 | 24,565|  27,00% 243341 267675
0241155 |Sodium iodide (1311) injection INJ SOL 555MB 555MBq 89,00 [rok 2023 [ 24,565  27,00% 2776,58| 305424
0241156 |Sodium iodide (1311) injection INJ SOL 740MB 740MBgq 98,00 |rok 2023 | 24,565]  27,00% 3057,36]  3363,10
0241157 |Sodium iodide (1311) injection INJ SOL 925MB 925MBq 107,00 |rok 2023 | 24,565]  27,00% 3338,14] 3671,95
0241158 |Sodium iodide (1311) injection INJ SOL 1110MB 1,11GBq 116,00 |rok 2023 [ 24,565|  27,00% 3618,92]  3980,81
0241159 |Sodium iodide (1311) injection INJ SOL 1295MB 1,295GBq 127,00 |rok 2023 | 24,565]  27,00% 3962,09] 4 358,30
0241160 |Sodium iodide (1311) injection INJ SOL 1480MB 1,48GBq 140,00 |rok 2023 [ 24,565|  27,00% 4367,66] 480442
0241161 |Sodium iodide (1311) injection INJ SOL 1665MB 1,665GBq 154,00 |rok 2023 | 24,565]  27,00% 480442 528486




0241162 |Sodium iodide (1311) injection INJ SOL 1850MB 1,85GBq 158,00 |rok 2023 | 24,565 27,00% 4 929,21 5422,13
0241163 |Sodium iodide (1311) injection INJ SOL 2035MB 2,035GBq 177,00 |rok 2023 | 24,565 27,00% 5 521,97 6 074,16
0241164 |Sodium iodide (1311) injection INJ SOL 2220MB 2,22GBq 179,00 |rok 2023 | 24,565 27,00% 5 584,36 6 142,80
0241165 |Sodium iodide (1311) injection INJ SOL 2405MB 2,405GBq 198,00 |rok 2023 | 24,565 27,00% 6 177,11 6 794,83
0241166 |Sodium iodide (1311) injection INJ SOL 2590MB 2,59GBq 200,00 |rok 2023 | 24,565 27,00% 6 239,51 6 863,46
0241167 |Sodium iodide (1311) injection INJ SOL 2775MB 2,775GBq 221,00 |rok 2023 | 24,565 27,00% 6 894,66 7 584,12
0241168 |Sodium iodide (1311) injection INJ SOL 2960MB 2,96GBq 222,00 |rok 2023 | 24,565 27,00% 6 925,86 7 618,44
0241169 |Sodium iodide (1311) injection INJ SOL 3145MB 3,145GBq 240,00 |rok 2023 | 24,565 27,00% 7 487,41 8 236,15
0241170 [Sodium iodide (1311) injection INJ SOL 3330MB 3,33GBq 242,00 |rok 2023 | 24,565 27,00% 7 549,81 8 304,79
0241171 |Sodium iodide (131l) injection INJ SOL 3515MB 3,515GBq 261,00 |rok 2023 | 24,565 27,00% 8 142,56 8 956,82
0241172 |Sodium iodide (1311) injection INJ SOL 3700MB 3,7GBq 263,00 |rok 2023 | 24,565 27,00% 8 204,96 9 025,45
0241173 |Sodium iodide (1311) injection INJ SOL 3885MB 3,885GBq 271,00 Jrok 2023 | 24,565 27,00% 8 454,54 9 299,99
0241174 |Sodium iodide (1311) injection INJ SOL 4070MB 4,07GBq 284,00 |rok 2023 | 24,565 27,00% 8 860,10 9 746,11
0241175 |Sodium iodide (131l) injection INJ SOL 4255MB 4,255GBq 298,00 |rok 2023 | 24,565 27,00% 9 296,87 10 226,56
0241176 |Sodium iodide (1311) injection INJ SOL 4440MB 4,44GBq 319,00 [rok 2023 | 24,565 27,00% 9 952,02 10 947,22
0241177 |Sodium iodide (131l) injection INJ SOL 4625MB 4,625GBq 334,00 [rok 2023 | 24,565 27,00% 10 419,98 11 461,98
0241178 |Sodium iodide (1311) injection INJ SOL 4810MB 4,81GBq 338,00 [rok 2023 | 24,565 27,00% 10 544,77 11 599,25
0241179 |Sodium iodide (131l) injection INJ SOL 4995MB 4,995GBq 345,00 [rok 2023 | 24,565 27,00% 10 763,15 11 839,47
0241180 [Sodium iodide (1311) injection INJ SOL 5180MB 5,18GBq 348,00 [rok 2023 | 24,565 27,00% 10 856,75 11942,42
0241181 |Sodium iodide (131l) injection INJ SOL 5365MB 5,365GBq 368,00 [rok 2023 | 24,565 27,00% 11 480,70 12 628,77
0241182 [Sodium iodide (1311) injection INJ SOL 5550MB 5,55GBq 369,00 [rok 2023 | 24,565 27,00% 11 511,90 12 663,09
0241183 |Sodium iodide (131l) injection INJ SOL 5735MB 5,735GBq 376,00 [rok 2023 | 24,565 27,00% 11 730,28 12 903,31
0241184 |Sodium iodide (1311) injection INJ SOL 5920MB 5,92GBq 386,00 [rok 2023 | 24,565 27,00% 12 042,25 13 246,48
0241185 |Sodium iodide (1311) injection INJ SOL 6105MB 6,105GBq 397,00 [rok 2023 | 24,565 27,00% 12 385,43 13 623,97
0241186 [Sodium iodide (1311) injection INJ SOL 6290MB 6,29GBq 407,00 |rok 2023 | 24,565 27,00% 12 697,40 13 967,14
0241187 |Sodium iodide (131l) injection INJ SOL 6475MB 6,475GBq 432,00 |rok 2023 | 24,565 27,00% 13 477,34 14 825,08
0241188 [Sodium iodide (1311) injection INJ SOL 6660MB 6,66GBq 434,00 |rok 2023 | 24,565 27,00% 13 539,74 14 893,71
0241189 |Sodium iodide (131l) injection INJ SOL 6845MB 6,845GBq 453,00 |rok 2023 | 24,565 27,00% 14 132,49 15 545,74
0241190 [Sodium iodide (1311) injection INJ SOL 7030MB 7,03GBq 455,00 |rok 2023 | 24,565 27,00% 14 194,89 15 614,37
0241191 |Sodium iodide (131l) injection INJ SOL 7215MB 7,215GBq 459,00 |rok 2023 | 24,565 27,00% 14 319,68 15 751,64
0241124 |Sodium iodide (1311) injection INJ SOL 7400MB 7,4GBq 470,00 |rok 2023 | 24,565 27,00% 14 662,85 16 129,13
0241125 |Sodium iodide (131l) injection INJ SOL 7585MB 7,585GBq 497,00 |rok 2023 | 24,565 27,00% 15 505,18 17 055,70
0241126 |Sodium iodide (1311) injection INJ SOL 7770MB 7,77GBq 505,00 |rok 2023 | 24,565 27,00% 15 754,76 17 330,24
0241127 |Sodium iodide (131l) injection INJ SOL 7955MB 7,955GBq 506,00 [rok 2023 | 24,565 27,00% 15 785,96 17 364,56
0241128 |Sodium iodide (1311) injection INJ SOL 8140MB 8,14GBq 512,00 |rok 2023 | 24,565 27,00% 15 973,15 17 570,46
0241129 |Sodium iodide (131l) injection INJ SOL 8325MB 8,325GBq 540,00 [rok 2023 | 24,565 27,00% 16 846,68 18 531,34
0241130 |Sodium iodide (1311) injection INJ SOL 8510MB 8,51GBq 548,00 |rok 2023 | 24,565 27,00% 17 096,26 18 805,88
0241131 |Sodium iodide (131l) injection INJ SOL 8695MB 8,695GBq 550,00 [rok 2023 | 24,565 27,00% 17 158,65 18 874,52




0241132 |Sodium iodide (1311) injection INJ SOL 8880MB 8,88GBq 555,00 [rok 2023 | 24,565 27,00% 17 314,64 19 046,10
0241133 |Sodium iodide (1311) injection INJ SOL 9065MB 9,065GBq 564,00 [rok 2023 | 24,565 27,00% 17 595,42 19 354,96
0241134 |Sodium iodide (1311) injection INJ SOL 9250MB 9,25GBq 453,00 |rok 2023 | 24,565 27,00% 14 132,49 15 545,74
0241135 |Sodium iodide (1311) injection INJ SOL 9435MB 9,435GBq 607,00 |rok 2023 | 24,565 27,00% 18 936,91 20 830,60
0241136 |Sodium iodide (1311) injection INJ SOL 9620MB 9,620GBq 618,00 |rok 2023 | 24,565 27,00% 19 280,09] 21 208,09
0241137 |Sodium iodide (1311) injection INJ SOL 9805MB 9,805GBq 630,00 |rok 2023 | 24,565 27,00% 19 654,46] 21 619,90
0241138 [Sodium iodide (1311) injection INJ SOL 9990MB 9,99GBq 631,00 |rok 2023 | 24,565 27,00% 19 685,65| 21 654,22
0241139 |Sodium iodide (1311) injection INJ SOL 10175MB 10,175GBQ 659,00 |rok 2023 | 24,565 27,00% 20 559,19 22615,10
0241140 [Sodium iodide (1311) injection INJ SOL 10360MB 10,36GBq 669,00 |rok 2023 | 24,565 27,00% 20 871,16f 22 958,28
0241141 |Sodium iodide (1311) injection INJ SOL 10545MB 10,545GBq 670,00 Jrok 2023 | 24,565 27,00% 20902,36f 22 992,59
0241142 |Sodium iodide (1311) injection INJ SOL 10730MB 10,73GBq 690,00 |rok 2023 | 24,565 27,00% 21 526,31 23 678,94
0241143 |Sodium iodide (1311) injection INJ SOL 10915MB 10,915GBq 701,00 [rok 2023 | 24,565 27,00% 21869,48[ 24 056,43
0241144 [Sodium iodide (1311) injection INJ SOL 11100MB 11,1GBq 712,00 [rok 2023 | 24,565 27,00% 22 212,66f 24 433,92
0238183 |[Natriumjodid (131I) Diagnostikkapseln POR CPS DUR 10X1.11MB EXP:W |10*1,11MBq 62,00 |rok 2023 | 24,565 27,00% 1934,25 2 127,67
0238184 [Natriumjodid (1311) Diagnostikkapseln POR CPS DUR 10X2.04MB EXP:W |10*2,04MBq 63,00 |rok 2023 | 24,565 27,00% 1965,45 2 161,99
0238185 [Natriumjodid (131I) Diagnostikkapseln POR CPS DUR 10X3.7MB EXP:W 10*3,7MBq 64,00 |rok 2023 | 24,565 27,00% 1996,64 2 196,31
0239606 |THERACAP 131 POR CPS DUR 1X37MB EXP:D 37MBq 63,00 |rok 2023 | 24,565 27,00% 1965,45 2161,99
0239607 |THERACAP 131 POR CPS DUR 1X50MB EXP:D 50MBq 63,00 |rok 2023 | 24,565 27,00% 1 965,45 2 161,99
0239600 |THERACAP 131 POR CPS DUR 1X74MB EXP:D 74MBq 64,00 |rok 2023 | 24,565 27,00% 1996,64 2 196,31
0239614 |THERACAP 131 POR CPS DUR 1X100MB EXP:D 100MBq 64,00 |rok 2023 | 24,565 27,00% 1 996,64 2 196,31
0239615 |THERACAP 131 POR CPS DUR 1X111MB EXP:D 111MBq 64,00 |rok 2023 | 24,565 27,00% 1996,64 2 196,31
0239616 |THERACAP 131 POR CPS DUR 1X148MB EXP:D 148MBq 64,00 |rok 2023 | 24,565 27,00% 1 996,64 2 196,31
0239617 |THERACAP 131 POR CPS DUR 1X150MB EXP:D 150MBq 66,00 |rok 2023 | 24,565 27,00% 2 059,04 2 264,94
0239602 |THERACAP 131 POR CPS DUR 1X185MB EXP:D 185MBq 66,00 |rok 2023 | 24,565 27,00% 2 059,04 2 264,94
0239618 |THERACAP 131 POR CPS DUR 1X200MB EXP:D 200MBq 66,00 |rok 2023 | 24,565 27,00% 2 059,04 2 264,94
0239619 |THERACAP 131 POR CPS DUR 1X222MB EXP:D 222MBq 67,00 |rok 2023 | 24,565 27,00% 2 090,24 2 299,26
0239608 |THERACAP 131 POR CPS DUR 1X250MB EXP:D 250MBq 67,00 |rok 2023 | 24,565 27,00% 2 090,24 2 299,26
0239620 |THERACAP 131 POR CPS DUR 1X259MB EXP:D 259MBq 68,00 |rok 2023 | 24,565 27,00% 2121,43 2 333,58
0239621 |THERACAP 131 POR CPS DUR 1X296MB EXP:D 296MBq 68,00 |rok 2023 | 24,565 27,00% 2121,43 2 333,58
0239622 |THERACAP 131 POR CPS DUR 1X300MB EXP:D 300MBq 68,00 |rok 2023 | 24,565 27,00% 2121,43 2 333,58
0239623 |THERACAP 131 POR CPS DUR 1X333MB EXP:D 333MBq 68,00 |rok 2023 | 24,565 27,00% 2121,43 2 333,58
0239624 |THERACAP 131 POR CPS DUR 1X350MB EXP:D 350MBq 68,00 |rok 2023 | 24,565 27,00% 2121,43 2 333,58
0239603 |THERACAP 131 POR CPS DUR 1X370MB EXP:D 370MBq 68,00 |rok 2023 | 24,565 27,00% 2121,43 2 333,58
0239625 |THERACAP 131 POR CPS DUR 1X400MB EXP:D 400MBq 70,00 |rok 2023 [ 24,565 27,00% 2 183,83 2 402,21
0239626 |THERACAP 131 POR CPS DUR 1X407MB EXP:D 407MBq 70,00 |rok 2023 [ 24,565 27,00% 2 183,83 2 402,21
0239627 |THERACAP 131 POR CPS DUR 1X444MB EXP:D 444MBq 72,00 |rok 2023 [ 24,565 27,00% 2 246,22 2 470,85
0239628 |THERACAP 131 POR CPS DUR 1X450MB EXP:D 450MBq 75,00 |rok 2023 [ 24,565 27,00% 2 339,82 2573,80
0239629 |THERACAP 131 POR CPS DUR 1X481MB EXP:D 481MBq 76,00 |rok 2023 [ 24,565 27,00% 2 371,01 2 608,12




0239609 |THERACAP 131 POR CPS DUR 1X500MB EXP:D 500MBq 78,00 |rok 2023 [ 24,565 27,00% 2433,41 2 676,75
0239630 |THERACAP 131 POR CPS DUR 1X518MB EXP:D 518MBq 81,00 |rok 2023 | 24,565 27,00% 2 527,00 2779,70
0239631 |THERACAP 131 POR CPS DUR 1X550MB EXP:D 550MBq 82,00 |rok 2023 | 24,565 27,00% 2 558,20 2 814,02
0239632 |THERACAP 131 POR CPS DUR 1X555MB EXP:D 555MBq 83,00 |rok 2023 | 24,565 27,00% 2 589,40 2 848,34
0239633 |THERACAP 131 POR CPS DUR 1X592MB EXP:D 592MBq 85,00 |rok 2023 | 24,565 27,00% 2 651,79 2 916,97
0239634 |THERACAP 131 POR CPS DUR 1X600MB EXP:D 600MBq 86,00 |rok 2023 | 24,565 27,00% 2 682,99 2 951,29
0239635 |THERACAP 131 POR CPS DUR 1X629MB EXP:D 629MBq 90,00 |rok 2023 | 24,565 27,00% 2 807,78 3 088,56
0239636 |THERACAP 131 POR CPS DUR 1X650MB EXP:D 650MBq 93,00 |rok 2023 | 24,565 27,00% 2901,37 3 191,51
0239637 |THERACAP 131 POR CPS DUR 1X666MB EXP:D 666MBq 94,00 |rok 2023 | 24,565 27,00% 2 932,57 3 225,83
0239638 |THERACAP 131 POR CPS DUR 1X700MB EXP:D 700MBq 95,00 |rok 2023 | 24,565 27,00% 2 963,77 3 260,14
0239639 |THERACAP 131 POR CPS DUR 1X703MB EXP:D 703MBq 97,00 |rok 2023 | 24,565 27,00% 3 026,16 3 328,78
0239604 |THERACAP 131 POR CPS DUR 1X740MB EXP:D 740MBq 98,00 |rok 2023 | 24,565 27,00% 3 057,36 3 363,10
0239640 |THERACAP 131 POR CPS DUR 1X750MB EXP:D 750MBq 99,00 |rok 2023 | 24,565 27,00% 3 088,56 3 397,41
0239641 |THERACAP 131 POR CPS DUR 1X800MB EXP:D 800MBq 101,00 |rok 2023 | 24,565 27,00% 3 150,95 3 466,05
0239642 |THERACAP 131 POR CPS DUR 1X850MB EXP:D 850MBq 101,00 |rok 2023 | 24,565 27,00% 3 150,95 3 466,05
0239643 |THERACAP 131 POR CPS DUR 1X900MB EXP:D 900MBq 102,00 |rok 2023 | 24,565 27,00% 3 182,15 3 500,37
0239644 |THERACAP 131 POR CPS DUR 1X925MB EXP:D 925MBq 102,00 |rok 2023 | 24,565 27,00% 3 182,15 3 500,37
0239645 |THERACAP 131 POR CPS DUR 1X950MB EXP:D 950MBq 103,00 |rok 2023 | 24,565 27,00% 3 213,35 3 534,68
0239610 |THERACAP 131 POR CPS DUR 1X1000MB EXP:D 1GBq 106,00 |rok 2023 | 24,565 27,00% 3 306,94 3 637,63
0239646 |THERACAP 131 POR CPS DUR 1X1100MB EXP:D 1,1GBq 108,00 |rok 2023 | 24,565 27,00% 3 369,34 3 706,27
0239647 |THERACAP 131 POR CPS DUR 1X1110MB EXP:D 1,11GBq 109,00 |rok 2023 | 24,565 27,00% 3 400,53 3 740,59
0239648 |THERACAP 131 POR CPS DUR 1X1200MB EXP:D 1,2GBq 110,00 |rok 2023 | 24,565 27,00% 3431,73 3774,90
0239649 |THERACAP 131 POR CPS DUR 1X1295MB EXP:D 1,295GBq 116,00 |rok 2023 | 24,565 27,00% 3 618,92 3 980,81
0239650 |THERACAP 131 POR CPS DUR 1X1300MB EXP:D 1,3GBq 118,00 |rok 2023 | 24,565 27,00% 3 681,31 4 049,44
0239651 |THERACAP 131 POR CPS DUR 1X1400MB EXP:D 1,4GBq 122,00 |rok 2023 | 24,565 27,00% 3 806,10 4 186,71
0239652 |THERACAP 131 POR CPS DUR 1X1480MB EXP:D 1,48GBq 124,00 |rok 2023 | 24,565 27,00% 3 868,50 4 255,35
0239611 |THERACAP 131 POR CPS DUR 1X1500MB EXP:D 1,5GBq 126,00 |rok 2023 | 24,565 27,00% 3 930,89 4 323,98
0239653 |THERACAP 131 POR CPS DUR 1X1600MB EXP:D 1,6GBq 132,00 |rok 2023 | 24,565 27,00% 4 118,08 4 529,88
0239654 |THERACAP 131 POR CPS DUR 1X1665MB EXP:D 1,665GBq 133,00 |rok 2023 | 24,565 27,00% 4 149,27 4 564,20
0239655 |THERACAP 131 POR CPS DUR 1X1700MB EXP:D 1,7GBq 136,00 |rok 2023 | 24,565 27,00% 4 242,87 4 667,15
0239656 |THERACAP 131 POR CPS DUR 1X1800MB EXP:D 1,8GBq 140,00 |rok 2023 | 24,565 27,00% 4 367,66 4 804,42
0239605 |THERACAP 131 POR CPS DUR 1X1850MB EXP:D 1,85GBq 143,00 |rok 2023 | 24,565 27,00% 4 461,25 4 907,37
0239657 |THERACAP 131 POR CPS DUR 1X1900MB EXP:D 1,9GBq 145,00 |rok 2023 | 24,565 27,00% 4 523,64 4 976,01
0239658 |THERACAP 131 POR CPS DUR 1X2000MB EXP:D  |2,0GBq 148,00 |rok 2023 | 24,565 27,00% 4 617,24 5 078,96
0239659 |THERACAP 131 POR CPS DUR 1X2035MB EXP:D  |2,035GBq 149,00 |rok 2023 | 24,565 27,00% 4 648,43 5 113,28
0239660 |THERACAP 131 POR CPS DUR 1X2100MB EXP:D  |2,1GBq 151,00 |rok 2023 | 24,565 27,00% 4710,83 5 181,91
0239661 |THERACAP 131 POR CPS DUR 1X2200MB EXP:D  ]2,2GBq 152,00 |rok 2023 | 24,565 27,00% 4742,03 5 216,23
0239662 |THERACAP 131 POR CPS DUR 1X2220MB EXP:D  |2,22GBq 153,00 |rok 2023 | 24,565 27,00% 4773,23 5 250,55




0239663 |THERACAP 131 POR CPS DUR 1X2300MB EXP:D  [2,3GBq 159,00 |rok 2023 | 24,565 27,00% 4 960,41 5 456,45
0239664 |THERACAP 131 POR CPS DUR 1X2400MB EXP:D  12,4GBq 166,00 |rok 2023 | 24,565 27,00% 5178,79 5 696,67
0239665 |THERACAP 131 POR CPS DUR 1X2405MB EXP:D  [2,405GBq 167,00 |rok 2023 | 24,565 27,00% 5 209,99 5 730,99
0239612 |THERACAP 131 POR CPS DUR 1X2500MB EXP:D  12,5GBq 171,00 |rok 2023 | 24,565 27,00% 5334,78 5 868,26
0239666 |THERACAP 131 POR CPS DUR 1X2590MB EXP:D  [2,59GBq 172,00 |rok 2023 | 24,565 27,00% 5 365,98 5902,58
0239667 |THERACAP 131 POR CPS DUR 1X2600MB EXP:D  ]2,6GBq 178,00 |rok 2023 | 24,565 27,00% 5 553,16 6 108,48
0239668 |THERACAP 131 POR CPS DUR 1X2700MB EXP:D  [2,7GBq 183,00 |rok 2023 | 24,565 27,00% 5709,15 6 280,07
0239669 |THERACAP 131 POR CPS DUR 1X2775MB EXP:D  |2,775GBq 186,00 |rok 2023 | 24,565 27,00% 5802,74 6 383,02
0239670 |THERACAP 131 POR CPS DUR 1X2800MB EXP:D  [2,8GBq 187,00 |rok 2023 | 24,565 27,00% 5 833,94 6 417,34
0239671 |THERACAP 131 POR CPS DUR 1X2900MB EXP:D  12,9GBq 193,00 |rok 2023 | 24,565 27,00% 6 021,13 6 623,24
0239672 |THERACAP 131 POR CPS DUR 1X2960MB EXP:D  [2,96GBq 194,00 |rok 2023 | 24,565 27,00% 6 052,32 6 657,56
0239673 |THERACAP 131 POR CPS DUR 1X3000MB EXP:D  |3,0GBq 197,00 |rok 2023 | 24,565 27,00% 6 145,92 6 760,51
0239674 |THERACAP 131 POR CPS DUR 1X3100MB EXP:D  [3,1GBq 198,00 |rok 2023 | 24,565 27,00% 6177,11 6 794,83
0239675 |THERACAP 131 POR CPS DUR 1X3145MB EXP:D 3,145GBq 201,00 Jrok 2023 | 24,565 27,00% 6 270,71 6 897,78
0239676 |THERACAP 131 POR CPS DUR 1X3200MB EXP:D  [3,2GBq 202,00 |rok 2023 | 24,565 27,00% 6 301,91 6 932,10
0239677 |THERACAP 131 POR CPS DUR 1X3300MB EXP:D 3,3GBq 205,00 |rok 2023 | 24,565 27,00% 6 395,50 7 035,05
0239678 |THERACAP 131 POR CPS DUR 1X3330MB EXP:D  [3,33GBq 206,00 |rok 2023 | 24,565 27,00% 6 426,70 7 069,36
0239679 |THERACAP 131 POR CPS DUR 1X3400MB EXP:D 3,4GBq 207,00 |rok 2023 | 24,565 27,00% 6 457,89 7 103,68
0239613 |THERACAP 131 POR CPS DUR 1X3500MB EXP:D  [3,5GBq 210,00 |rok 2023 | 24,565 27,00% 6 551,49 7 206,63
0239680 |THERACAP 131 POR CPS DUR 1X3515MB EXP:D 3,5615GBq 213,00 |rok 2023 | 24,565 27,00% 6 645,08 7 309,59
0239681 |THERACAP 131 POR CPS DUR 1X3600MB EXP:D  [3,6GBq 218,00 |rok 2023 | 24,565 27,00% 6 801,07 7481,17
0239601 |THERACAP 131 POR CPS DUR 1X3700MB EXP:D 3,7GBq 207,00 |rok 2023 | 24,565 27,00% 6 457,89 7 103,68
0025459 |DaTSCAN 74 MBg/ml injekéni roztok. 74MBQ/ML INJ SOL 1X2,5ML 185MBq 645,00 |rok 2023 | 24,565 27,00% 20 122,42 22 134,66
0025460 |DaTSCAN 74 MBag/ml injek&ni roztok. 74MBQ/ML INJ SOL 1X5ML 185MBq 645,00 |rok 2023 | 24,565 27,00% 20 122,42 22 134,66
0093948 |NANOCOLL RAD KIT 5 Sbottles 158,00 |rok 2023 | 24,565 27,00% 4 929,21 5422,13
0058305 |[MACROTEC RAD KIT 5X2MG 5bottles 85,00 |rok 2023 | 24,565 27,00% 2 651,79 2 916,97
0210120 |Vizamyl 400MBQ/ML INJ SOL 1-10ML 1-10ML 1259,00 [rok 2023 | 24,565 27,00% 39 277,72 43 205,49
0210121 |Vizamyl 400MBQ/ML INJ SOL 1-15ML 1-15ML 1259,00 [rok 2023 | 24,565 27,00% 39 277,72 43 205,49
0221710 |[GalliaPharm 0,74-1,85GBQ RAD GEN 1,11GBQ [1,11GBq - [rok 2023 | 24,565

0221711 |[GalliaPharm 0,74-1,85GBQ RAD GEN 1,48GBQ |1,48GBq 83 200,00 |rok 2023 | 24,565 26%| 2575198,08|2 832 717,89
0221712 |GalliaPharm 0,74-1,85GBQ RAD GEN 1,85GBQ |1,85GBq 95 680,00 |rok 2023 | 24,565 26%| 2961477,79]|3 257 625,57
0221709 |[GalliaPharm 0,74-1,85GBQ RAD GEN 0,74GBQ |0,74GBq - [rok 2023 | 24,565

0219224 |SomaKit TOC 40MCG RAD KIT 1+1X1ML 1+1X1ML 1.000,00 [rok 2023 | 24,565 3% 25 301,95 27 832,15
0222514 |LUTATHERA 370MBQ/ML INF SOL 20,5-25ML 20,5-25ML 20 000,00 |rok 2023 | 24,565 3% 506 039,00] 556 642,90
SeHCAT |SeHCAT 1 CPS 370 kBq 0,37 MBq 466,00 |rok 2023 | 24,565 20% 13 736,75 15 110,42

Pozn.: Zpracovala 20.3.20223 Iva RGzi¢kova, Schvalil 20.3.2023 Dr. Karel Zeleny

Zména ceny pivodce 2023 (EUR) u véech velikosti ULTRA TECHNEKOW FM. Na SUKL zaslano 26.4.2023.




VSEOBECNA VZP CR
A ZDRAVOTNI POJISTOVNA Orlicka 2020/4
{ ¢ CESKE REPUBLIKY 130 00 Praha 3

NASE 0L/392/2023 Sekce cenové a uhradové regulace
ZNACKA: Statni ustav pro kontrolu lé&iv
VYRIZUJE: oL Srobarova 48

TEL.. 952 220 489 100 41 Praha 10

E-MAIL: olzp@vzp.cz

DATUM: Praha 2. 5. 2023

Vyjadfeni k dopadu na rozpocet
Spravni fizeni sp. zn. SUKLS34633/2023

Dne 11. 4. 2023 vydal Statni Ustav pro kontrolu l&¢iv (dale jen ,Ustav) navrh opatfeni obecné povahy
05-23 (dale jen ,O0P 05-23"), kterym se navrhuje zména vy$e a podminek Uhrady individuainé
pripravovanych radiofarmak a navrhuje stanovit vy$e a podminky thrady pro nové zafazené kody.

Ustav stanovuje vy$i a podminky thrady i nové zatazeného radiofarmaka 18F-fluorestradiol (dale
jen ,18F-FES"):

Kod RF | Nazev radiofarmaka

0002117 18F-fluorestradiol

V&eobecna zdravotni pojistovna Ceské republiky (dale jen ,VZP CR*) se k navrhu na zatazeni 18F-
FES vyjadfuje takto:

I. Podklady pro stanoveni vyse a podminek thrady

Ustav v navrhu OOP 05-23 uved|, Ze zafazenim nového radiofarmaka 18F-FES, dojde k dal$imu
pfedpokladanemu navySeni vydaju prostfedk(l z vefejného zdravotniho pojisténi ve vysi 92 758 400
K¢, pfitemz Ize pfedpokladat alokaci nakladu z jinych diagnostickych metod, pfipadné snizeni nakladd
na l&é¢bu u ¢asti pacientu.

Ktomu VZP CR uvadi, ze spole¢nost RadioMedic s.r.o. ve svém podnétu k zahajeni fizeni ke
stanoveni vy3e a podminek Uhrady opatfenim obecné povahy pro vy$e uvedeny individualné
pripravovany légivy pfipravek uvedla v ramci farmakoekonomickych tGdaju nasledujici informace:

.Schvéleny pocet baleni pripravku 18F-FES je 500 ks kumulativné po dobu trvani specifického
le¢ebného programu (2 roky). RozloZeni jednotlivych vysSetreni v ¢ase bude nerovnomérné podle
toho, jak budou pacienti na vySetfeni indikovéani onkologickymi nebo jinymi klinickymi pracovisti.“
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LNeinvazivni PET vySetfeni s pouZifim 18F-FES umoZiiuje vizualizovat a nalézt nadory s expresf
estrogenovych receptorti v celém téle bez nutnosti biopsie. ... Vzhledem k tomu, Ze neni moiné
biopticky stanovit expresi estrogenovych receptord ve vsech ¢éastech nddorové tkané, poskytuje
zobrazeni estrogenovych receptord pomoci 18F-FES/PET moZnost posoudit heterogenitu
receptorového statusu a tim odhadnout ofekavany efekt hormonaini terapie v.ramci celé populace
néadorové tkané v organismu. Pra in vivo vySetfeni miry exprese a vazebnych viastnosti estrogenovych
receptor pomoci PET zobrazeni neni na Ceském trhu dostupna finé altérnativa, v ramci ATC skupiny
V091IX11 je 18F-FES jediny schvéleny pfipravek.”

Ktomu VZP CR dopliiuje, Ze neni zfejmé, jakym zpusobem bylo Ustavem kalkulovano
pfepokladané navyseni vydaji prostfedkd vefejného zdravotnihe pojisténi ve vysi 92 758 400
KEé a vjaké mife a jakym konkrétnim z’pﬂsbbem bude 18F-FES nahrazovat dosavadni
diagnostické metody. Z piedloZenych podkladii neize uréit, jaky je pfinos nové diagnastické metody
oproti stavajiciim moznostem, a to vzhiedem k prepokladanému navysen! nakladd. Z tohoto divodu
povazuje VZP CR predlozené podklady pro stanoveni vyse a podminek Uhrady 18F-FES za
nedostatetné a nepfezkoumatelné a dale konstatuje, Ze stanoveni Ghrady nebyio predloZeno
adekvatni farmakoekonomickou rezvahou.

il. Pfepokladané ekonomické dopady

Ustav v pfedmétném OOP 05-23 uvedl, ze zafazenim 18F-FES, dojde k daldimu pfedpokladanému
navyseni vydajl prostfedkl z vefejného zdravotniho pojidténi ve vysi 92 758 400 K&.

VZP CR pristoupila k provedeni detailni analyzy akceptovatelnosti dopadu na rozpotet na zakladé
internich dat. Byla provedena analyza navy3eni naklad(i ve vztahu k nakladim na pfipravky patfici
do podskupiny 13 (individualné piipravovana radiofarmaka) (dale jen ,radiofarmaka*). Po proveden!
detailni analyzy na zakladé dat VZP CR za roky 2017 — 2022 byla kalkulovana predikce naklad(i na
hodnocené obdobi 3 let. Tato predikce byla porovnana s nédklady na hodnocenou intervenci
prezentovanou v Q0P 05-23 na stran& 12. V provedené analyze byl pfi kafkulaci nakladd na
hodnocenou intervenci aplikovan 60% podil pojisténct VZP CR.

Hodnocena intervence pfnasi navy$eni nakladd systému verejného zdravotniho pojisténi ve vysi
55,7 mil. K& kazdy rok (60% podil VZP CR). Na podkladé vySe popsané analyzy VZP CR uvadi, Ze
u radiofarmak znamena navrhované stanoveni vy3e a podminek Uhrady 18F-FES navy$eni nakladi
08,6 % aZ 9,2 % v prvnich tfech tetech oproti nékladim u radiofarmak (viz Tabulka 1 NavySeni
nakladd).
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Tabulka 1 Navyseni naklada

1. rok 2. rok 3. rok

Predikce nakladi

vZP CR 579 849 088 591 879 350 603 909 612
radiofarmaka (K¢)

Dopad na rozpocet

(HI) 60% VZP &R (K&) 6504 55 655 040 55 655 040
Celkem (K¢) 635 504 128 647 534 390 659 564 652
Procentualni

9,6% 9,4% 9,2%

navyseni nakladua

VZP CR jako spravce rozpoétu vefejného zdravotniho pojisténi na zakladé internich dat reflektujicich
realné vynakladané finanéni prostfedky fadné posoudila vysi dopadu do rozpodtu ve vztahu k
mozZnostem systému vefejného zdravotniho pojisténi, s ohledem na ogekavané vstupy novych
léCivych pripravkd do systemu uhrad a rozsifeni indikagnich kritérii u lécivych pripravkd jiz
hrazenych. VZP CR na zakladé vy$e uvedenych analyz konstatuje, Ze prezentovany dopad na
rozpocet je s ohledem na zachovani stability rozpoctu vefejného zdravotniho pojiténi vysoky
a v rozporu s vefejnym zajmem dle § 17 odst. 2 zakona ¢. 48/1997 Sb., o vefejném zdravotnim
pojisténi.

VZP CR uvadi, ze v souladu s vefejnym zajmem na zajisténi kvality a dostupnosti hrazenych sluzeb,
fungovani systému zdravotnictvi a jeho stability v ramci finanénich moZnosti systému vefejného
zdravotniho pojisténi je v nékterych pfipadech nezbytné uzavirat smiluvni ujednani s drziteli
rozhodnuti o registraci. Uzavienim smluvnich ujednani zajisti udrzitelnost financovani zdravotni péée
a stabilitu vefejnych financi k zajisténi potfebné péce pro véechny indikované pacienty.

Co /

MUDr. AW

feditelka Odboru l&civ
Pové&feny zastupce VZP CR
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Vazeni,

timto si dovoluji poslat nase vyjadieni k navrhu OOP 05-23 v¢etné pfilohy.
Dékuji a jsem s pozdravem,

Pavlina Pavlikova

Ing. Pavlina Pavlikova

Head of Market Access & Hospital Mgmt.

Oncology

M +420 602 277 824
pavlina.pavlikova@novartis.com

Novartis s.r.o.

Na Pankraci 1724/129
140 00 Praha 4
Czech Republic
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HIGHLIGHTS OF PRESCRIBING INFORMATION

These highlights do not include all the information needed to use
ILLUCCIX safely and effectively. See full prescribing information for
ILLUCCIX.

ILLUCCIX® (kit for the preparation of gallium Ga 68 gozetotide
injection), for intravenous use
Initial U.S. Approval: 2020

RECENT MAJOR CHANGES
Indications and usage (1) 3/2023
Dosage and Administration, Image Interpretation (2.7) 3/2023
Warnings and Precautions, Risk for Misinterpretation (5.1) 3/2023
INDICATIONS AND USAGE

ILLUCCIX, after radiolabeling with Ga 68, is a radioactive diagnostic agent
indicated for positron emission tomography (PET) of prostate-specific
membrane antigen (PSMA) positive lesions in men with prostate cancer:

*  With suspected metastasis who are candidates for initial definitive
therapy

*  With suspected recurrence based on elevated serum prostate-specific
antigen (PSA) level

*  For selection of patients with metastatic prostate cancer, for whom
lutetium Lu 177 vipivotide tetraxetan PSMA-directed therapy is indicated (1)

»  Use appropriate aseptic technique and radiation safety handling measures

in the manipulation and administration of Gallium Ga 68 Gozetotide Injection.

2.1

*  The recommended amount of radioactivity for adults is 111 MBq to 259
MBq (3 mCi to 7 mCi) as a bolus intravenous injection. (2.2)

* A diuretic expected to act within the uptake time period may be
administered at the time of radiotracer injection. (2.2)

* Initiate imaging 50 minutes to 100 minutes after administration. The
patient should void immediately prior to initiation of imaging. The scan
should begin caudally and proceed cranially. (2.6)

*  See full prescribing information for additional preparation,
administration, imaging, and radiation dosimetry information. (2)

ILLUCCIX is supplied as a kit containing:

. Vial 1 (Gozetotide Vial) contains 25 mcg gozetotide and 10 mcg D-
mannose (stabilizer) as a lyophilized powder

. Vial 2 (Acetate Buffer Vial) contains acetate buffer, either:
o Vial 2A in Configuration A for use with cyclotron produced Ga 68

via GE FASTIab™ or EZAG generator

o Vial 2B in Configuration B for use with IRE generator

. Vial 3 (Sterile Vacuumed Reaction Vial) for the collection of gallium Ga
68 chloride and radiolabeling reaction.

After radiolabeling and pH adjustment with acetate buffer and radiolabeling
with Ga 68, Vial 3 is a multiple-dose vial containing up to 1,850 MBq (50
mCi) of Gallium Ga 68 Gozetotide Injection in 7.5 mL at a strength of up to
247 MBq (6.7 mCi) per mL.

CONTRAINDICATIONS

None (4)

»  Risk for Misinterpretation: Gallium Ga 68 gozetotide uptake can be seen
in a variety of tumor types and in non-malignant processes. Interpretation of
ILLUCCIX PET imaging with histopathology and/or other diagnostic
procedures is recommended. (5.1)

» Radiation Risks: Ensure safe handling to protect patients and health care
providers from unintentional radiation exposure. (2.1, 5.2)

ADVERSE REACTIONS
The most commonly reported adverse reactions (incidence > 0.5%) include
fatigue, nausea, constipation, and vomiting. (6)

To report SUSPECTED ADVERSE REACTIONS, contact Telix
Pharmaceuticals (US) Inc. at 1-844-455-8638 or FDA at 1-800-FDA-1088
or www.fda.gov/medwatch.

See 17 for PATIENT COUNSELING INFORMATION
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FULL PRESCRIBING INFORMATION

1 INDICATIONS AND USAGE

ILLUCCIX, after radiolabeling with Ga 68, is indicated for positron emission tomography (PET)

of prostate-specific membrane antigen (PSMA) positive lesions in men with prostate cancer:

* With suspected metastasis who are candidates for initial definitive therapy.

» With suspected recurrence based on elevated serum prostate-specific antigen (PSA) level.

* For selection of patients with metastatic prostate cancer, for whom lutetium Lu 177 vipivotide
tetraxetan PSMA-directed therapy is indicated.

2 DOSAGE AND ADMINISTRATION

2.1 Radiation Safety - Drug Handling

After reconstitution and radiolabeling of ILLUCCIX, the vial contains Gallium Ga 68 Gozetotide
Injection. Handle Gallium Ga 68 Gozetotide Injection with appropriate safety measures to minimize
radiation exposure [see Warnings and Precautions (5.2)]. Use waterproof gloves, effective radiation
shielding, and other appropriate safety measures when preparing and handling Gallium Ga 68
Gozetotide Injection.

Radiopharmaceuticals should be used by or under the control of physicians who are qualified by specific
training and experience in the safe use and handling of radionuclides, and whose experience and training
have been approved by the appropriate governmental agency authorized to license the use of
radionuclides.

2.2 Recommended Dosage and Administration Instructions

Recommended Dosage

In adults, the recommended amount of radioactivity to be administered for PET is 111 MBq to 259 MBq
(3 mCi to 7 mCi) administered as an intravenous bolus injection.

Administration

» Use aseptic technique and radiation shielding when withdrawing and administering Gallium Ga 68
Gozetotide Injection.

» Calculate the necessary volume to administer based on calibration time and required dose.

» Inspect Gallium Ga 68 Gozetotide Injection visually for particulate matter and discoloration before
administration. Only use solutions that are clear, colorless or at most slightly yellow, and without visible
particles.

* Gallium Ga 68 Gozetotide Injection may be diluted with sterile 0.9% Sodium Chloride Injection, USP.
« Assay the final dose in a dose calibrator immediately before administration to the patient.

» After injection of Gallium Ga 68 Gozetotide Injection, administer an intravenous flush of sterile 0.9%
Sodium Chloride Injection, USP to ensure full delivery of the dose.

» Dispose of any unused drug in a safe manner in compliance with applicable regulations.

* Unless contraindicated, a diuretic expected to act within the uptake time period may be administered at
the time of radiotracer injection to potentially decrease artifact from radiotracer accumulation in the
urinary bladder and ureters.

2.3 Patient Preparation Prior to PET Imaging
Instruct patients to drink a sufficient amount of water to ensure adequate hydration prior to administration
of Gallium Ga 68 Gozetotide Injection and to continue to drink and void frequently following



administration to reduce radiation exposure, particularly during the first hour after administration /see
Warnings and Precautions (5.2)].

2.4 Drug Preparation
ILLUCCIX is supplied as a 3-vial kit in two different configurations /see Dosage Forms and Strengths

(3)] for preparation of Gallium Ga 68 Gozetotide Injection with eluate from one of the following (see
below for specific instructions for use with each Ga 68 source):

e Cyclotron produced via GE FASTlab™ (Configuration A)

e Eckert & Ziegler (EZAG) GalliaPharm® Germanium 68/Gallium 68 (Ge 68/Ga 68) generator
(Configuration A)

e IRE Galli Eo® Ge 68/Ga 68 generator (Configuration B)
The Ge 68/Ga 68 generators and cyclotron are not supplied with ILLUCCIX.

Components of ILLUCCIX include:

e Vial 1 (Gozetotide Vial) contains 25 mcg of gozetotide and 10 mcg of D-mannose (stabilizer) as a
lyophilized powder.

e Vial 2 (Acetate Buffer Vial) contains 150 mg anhydrous sodium acetate in HCI buffer.

e Vial 3 (Sterile Vacuumed Reaction Vial) is a sterile, evacuated vial that serves as the collection
vial for Ga 68 chloride and radiolabeling reaction.

Prepare Gallium Ga 68 Gozetotide Injection for intravenous injection according to the following aseptic
procedure:

a. Use suitable shielding to reduce radiation exposure.

b. Wear waterproof gloves.

c. If Ga 68 is generator produced, test the Ga 68 chloride eluate for Ge 68 breakthrough weekly by a
suitable method according to manufacturer recommendations. Ge 68 breakthrough and other
gamma emitting radionuclides should meet the specifications (<0.001%) provided by the
manufacturer. If Ga 68 is cyclotron produced, test for Ga 66 and Ga 67 (with specification of
<2% combined total) when a new Zn 68 is introduced for manufacturing.

d. Place a “radioactive” label on Vial 3 (Sterile Vacuumed Reaction Vial) with product name, lot
number and date.

e. Remove the vial cap from Vial 1, Vial 2 and Vial 3.

f.  Swab the top of each vial with alcohol to disinfect the surface and allow the top of each vial to
dry.

g. Note that to minimize any potential metallic contamination, the shortest possible needle should be
used for the transfer of the gallium solution from the generator. The needle should be clean and
dilute acid resistant.

h. Use only plastic syringes for preparation and administration. Do not use syringes with rubber
plungers.

i.  Note that prior to use of any vial, confirm the correct vial is being used by a visual check of the
vial label.

j.  Follow the specific reconstitution procedure below, dependent on Ga 68 source. Then continue
with the dilution and radiosynthesis procedure below.



Preparation with Cyclotron Produced Ga 68 via GE FASTlab

Collection of Gallium Ga 68 Chloride

L.

2.

3.

After purification by the FASTlab, the Ga 68 chloride solution is passed through a sterile filter
and into the cassette product vial automatically by the FASTIab.

Pierce Vial 3 (Sterile Vacuumed Reaction Vial) with a sterile needle connected to a 0.2 micron
sterile vented filter (not supplied) to maintain atmospheric pressure within the vial during the
reconstitution process.

Aseptically transfer 5 mL of Ga 68 chloride solution into Vial 3.

Reconstitution and Radiolabeling Reaction Procedure

1.

98]

10.

11.

Insert a sterile 10 mL syringe with a needle into Vial 2 (Acetate Buffer Vial Configuration A) and
draw up the contents of the vial (2.5 mL).

Inject the contents of the 10 mL syringe into Vial 1 (Gozetotide Vial).

Gently swirl Vial 1 to ensure the product is thoroughly dissolved.

Insert a sterile 10 mL syringe with a needle into Vial 1 containing the dissolved gozetotide and
draw up the contents of the vial.

Transfer the contents of the 10 mL syringe to the reaction Vial 3 containing the Ga 68 chloride.
Wait for 5 minutes for radiolabeling to take place at ambient temperature (25°C (77°F);
excursions permitted to 15°C to 30°C (59°F to 86°F)).

Assay the whole vial containing the Gallium Ga 68 Gozetotide Injection for total radioactivity
using a dose calibrator, calculate the radioactivity concentration and record the result.

Perform the quality control of Gallium Ga 68 Gozetotide Injection according to the recommended
methods in the Subsection 2.5 Specifications and Quality Control.

Prior to use, visually inspect the solution behind a shielded screen for radioprotection purposes.
Only use solutions that are clear without visible particles.

Keep the vial containing the Gallium Ga 68 Gozetotide Injection upright in a radio-protective
shield container at ambient temperature until use.

After reconstitution and addition of Ga 68 chloride to the kit components in the reaction Vial 3,
use Gallium Ga 68 Gozetotide Injection within 4 hours. The final volume of the Gallium Ga 68
Gozetotide Injection is 7.5 mL.

Preparation with Eckert & Ziegler GalliaPharm Generator

Collection of Gallium Ga 68 Chloride

L.

2.

[98)

Prepare a syringe containing 5 mL of sterile ultrapure 0.1 M HCI provided with the GalliaPharm
Generator for elution.

Pierce Vial 3 (Sterile Vacuumed Reaction Vial) with a sterile needle connected to a 0.2 micron
sterile vented filter (not supplied) to maintain atmospheric pressure within the vial during the
reconstitution process.

Connect the male luer of the outlet line of the GalliaPharm generator to a sterile needle.
Connect Vial 3 directly to the outlet line of the GalliaPharm generator by pushing the needle
through the rubber septum and place the vial in a radiation shielded container.

Elute the generator directly with the 5 mL 0.1 M HCI from step 1 into Vial 3 according to the
instructions for use of the GalliaPharm generator that are supplied by Eckert & Ziegler. Perform
the elution manually or by means of a pump. Collect 5 mL of eluate.

At the end of the elution, disconnect the generator from Vial 3 by removing the needle from the
rubber septum.

Reconstitution and Radiolabeling Reaction Procedure

1.

2.

Insert a sterile 10 mL syringe with a needle into Vial 2 (Acetate Buffer Vial Configuration A) and
draw up the contents of the vial (2.5 mL).
Inject the contents of the 10 mL syringe into Vial 1 (Gozetotide Vial).



98]

10.

11.

Gently swirl Vial 1 to ensure the product is thoroughly dissolved.

Insert a sterile 10 mL syringe with a needle into Vial 1 containing the dissolved gozetotide and
draw up the contents of the vial.

Transfer the contents of the 10 mL syringe to Vial 3 (Sterile Vacuumed Reaction Vial) containing
the Ga 68 chloride.

Wait for 5 minutes for radiolabeling to take place at ambient temperature (25°C (77°F);
excursions permitted to 15°C to 30°C (59°F to 86°F)).

Assay the whole vial containing the Gallium Ga 68 Gozetotide Injection for total radioactivity
using a dose calibrator, calculate the radioactivity concentration and record the result.

Perform the quality control of Gallium Ga 68 Gozetotide Injection according to the recommended
methods in the Subsection 2.5 Specifications and Quality Control.

Prior to use, visually inspect the solution behind a shielded screen for radioprotection purposes.
Only use solutions that are clear without visible particles.

Keep the vial containing the Gallium Ga 68 Gozetotide Injection upright in a radio-protective
shield container at ambient temperature until use.

After reconstitution and addition of Ga 68 chloride to the kit components in the reaction Vial 3,
use Gallium Ga 68 Gozetotide Injection within 4 hours. The final volume of the Gallium Ga 68
Gozetotide Injection is 7.5 mL.

Preparation with IRE Galli Eo Generator

Collection of Gallium Ga 68 Chloride

1.
2.

3.

Connect the male luer of the outlet line of the Galli Eo generator to a sterile needle.

Elute the generator directly into Vial 3 (Sterile Vacuumed Reaction Vial) according to the
instructions for use of the Galli Eo generator that are supplied by IRE. Collect 1.1 mL of eluate.
At the end of the elution, disconnect the generator from Vial 3 by removing the needle from the
rubber septum.

Reconstitution and Radiolabeling Reaction Procedure

1.

98]

10.

11.

Insert a sterile 10 mL syringe with a needle into Vial 2 (Acetate Buffer Vial Configuration B) and
draw up the contents of the vial.

Inject the contents of the 10 mL syringe into Vial 1 (Gozetotide Vial).

Gently swirl Vial 1 to ensure the product is thoroughly dissolved.

Insert a sterile 10 mL syringe with a needle into Vial 1 containing the dissolved gozetotide and
draw up the contents of the vial (6.4 mL).

Transfer the contents of the 10 mL syringe to the reaction Vial 3 containing the Ga 68 chloride.
Wait for 5 minutes for radiolabeling to take place at ambient temperature (25°C (77°F);
excursions permitted to 15°C to 30°C (59°F to 86°F)).

Assay the whole vial containing the Gallium Ga 68 Gozetotide Injection for total radioactivity
using a dose calibrator, calculate the radioactivity concentration and record the result.

Perform the quality control of Gallium Ga 68 Gozetotide Injection according to the recommended
methods in the Subsection 2.5 Specifications and Quality Control.

Prior to use, visually inspect the solution behind a shielded screen for radioprotection purposes.
Only use solutions that are clear without visible particles.

Keep the vial containing the Gallium Ga 68 Gozetotide Injection upright in a radio-protective
shield container at ambient temperature until use.

After reconstitution and addition of Ga 68 chloride to the kit components in the reaction Vial 3,
use Gallium Ga 68 Gozetotide Injection within 4 hours. The final volume of the Gallium Ga 68
Gozetotide Injection is 7.5 mL.



Flow diagrams are provided for the radiosynthetic process to be followed at the radiopharmacy site for:
e JLLUCCIX Configuration “A” when using Ga 68 prepared by cyclotron (Figure 1) or
e JLLUCCIX Configurations “A” or “B” when using an indicated GMP-grade EZAG GalliaPharm
Ge 68/Ga 68 Generator (Figure 2) or IRE Galli Eo Ge 68/Ga 68 Generator (Figure 3).

Figure 1:  Preparation with Cyclotron Produced Ga 68 via GE FASTIlab

G8Ga from GE FASTLab

5 mlL
_____________________________________________ -
I Telix kit - Corfiguration Al
|
| |
| Sterile Vacuumed Gozetotide Acetate :
| Reaction Vial Vial Buffer \ial (2.5mL) | !
| |
| |

Dilution of gozetotide in
acetate buffer

Y

Addition of gozetotide into
vial containing gallium-&68

v

Radiolabeling

v

QC (determination of
radiochemical purty, pH and appearance)

Note: Ga 68 from GE FASTIab is aseptically transferred into the Sterile Vacuumed Reaction Vial.
Use “Configuration A” with cyclotron produced Ga 68 via GE FASTIlab [see How Supplied/Storage and
Handling (16)].



Figure 2:  Preparation with Eckert & Ziegler GalliaPharm Generator
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Note: Use “Configuration A” with EZAG GalliaPharm Ge 68/Ga 68 generator [see How
Supplied/Storage and Handling (16)].



Figure 3: Preparation with IRE Galli Eo Generator
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Note: Use “Configuration B” with IRE Galli Eo Ge 68/Ga 68 generator [see How Supplied/Storage and

Handling (16)].

2.5 Specifications and Quality Control

Perform the quality controls in Table 1 behind a lead glass shield for radioprotection purposes.

Table 1: Specifications for the Radiolabeled Imaging Product (Gallium Ga 68 Gozetotide Injection)

Test Analytical method Acceptance criteria
Appearance Visual examination Colorless to slightly yellow
solution
Free from visible particles
pH pH-meter or pH-strips 4.0t05.0

Radiochemical purity
o Content of gallium Ga 68 gozetotide
e Content of free and colloidal Ga 68

Instant thin-layer chromatography,
silica gel (iTLC SG);
See methods below

>95%
<5%




Perform one of the following:
Cutting Technique
1. Pour ammonium acetate 1 M/methanol (1/1 V/V) solution to a depth of 3 mm to 4 mm in the
developing chamber, cover the chamber and allow it to equilibrate.
2. Draw a pencil line at 1 cm from the bottom of the iTLC strip, and a dotted line 5 cm from the
pencil line. Apply a drop of gallium Ga 68 gozetotide at the center of the pencil line.
3. Place the iTLC strip in the developing chamber and allow it to develop for a distance of 10 cm
from the point of application.
i.  Cut the iTLC strip following the dotted line and measure each piece with the radioactivity
dose calibrator.
ii.  Calculate the quantity (in percent) of gallium Ga 68 gozetotide in the solution using the
formula:

. . Activity top piece
% Gallium Ga 68 gozetotide = — - — - x 100
Activity bottom piece + Activity top piece

Scanning Technique
1. Pour ammonium acetate 1 M/methanol (1/1 V/V) solution to a depth of 3 mm to 4 mm in the

developing chamber, cover the chamber and allow it to equilibrate.
2. Draw a pencil line at 1 cm from the bottom of the iTLC strip and apply a drop of gallium Ga 68
gozetotide at the center of the pencil line.
3. Place the iTLC strip in the developing chamber and allow it to develop for a distance of 10 cm
from the point of application.
4. Scan the iTLC with a radiometric iTLC scanner.
i.  Calculate the quantity (in percent) of gallium Ga 68 gozetotide in the solution by
integration of the peaks on the chromatogram.
ii.  The retention factor (Rf) specifications are:
Free and colloidal Ga 68 species, Rf =0 to 0.1,
Gallium Ga 68 gozetotide, Rf = 0.6 to 1.

2.6 Image Acquisition

Position the patient supine with arms above the head. Begin PET scanning 50 minutes to 100 minutes
after the intravenous administration of Gallium Ga 68 Gozetotide Injection. Patients should void
immediately prior to image acquisition and image acquisition should begin at the proximal thighs and
proceed cranially to the skull base or skull vertex. Adapt imaging technique according to the equipment
used and patient characteristics in order to obtain the best image quality possible.

2.7 Image Interpretation
Gallium Ga 68 gozetotide binds to PSMA. Based on the intensity of the signals, PET images obtained
using gallium Ga 68 gozetotide indicate the presence of PSMA in tissues.

Imaging Prior to Initial Definitive or Suspected Recurrence Therapy

Lesions should be considered suspicious if uptake is greater than physiologic uptake in that tissue or
greater than adjacent background if no physiologic uptake is expected. Tumors that do not express PSMA
will not be visualized. Increased uptake in tumors is not specific for prostate cancer [see Warnings and
Precautions (5.1)].

Imaging to Select Patients for Lutetium Lu 177 Vipivotide Tetraxetan Therapy
For patient selection, interpret ILLUCCIX PET in conjunction with patients’ clinical history and imaging



from other modalities, including diagnostic anatomical imaging in clinically relevant regions, such as
chest, abdomen, and pelvis. On ILLUCCIX PET images, compare uptake of gallium Ga 68 gozetotide at
sites of suspected prostate cancer (lesions) with uptake in normal liver. Lesions should be considered
positive if gallium Ga 68 gozetotide uptake is greater than normal liver and negative if gallium Ga 68
gozetotide uptake is less than or equal to normal liver.

Patients should be considered eligible for lutetium Lu 177 vipivotide tetraxetan therapy if at least one
tumor lesion is positive and all lesions on anatomical imaging larger in short axis than size criteria are
also positive [size criteria: organs > 1 cm, lymph nodes > 2.5 c¢cm, bones (soft tissue component) > 1 cm)].
Patients should be considered ineligible for lutetium Lu 177 vipivotide tetraxetan therapy if all lesions are
negative or any one lesion larger than size criteria is negative.

The interpretation of ILLUCCIX PET may differ depending on imaging readers [see Warnings and
Precautions (5.1)].

For therapeutic information, refer to the prescribing information of lutetium Lu 177 vipivotide tetraxetan.

2.8 Radiation Dosimetry
Estimated radiation absorbed doses per injected activity for organs and tissues of adult male patients
following an intravenous bolus of Gallium Ga 68 Gozetotide Injection are shown in Table 2.

The effective radiation dose resulting from the administration of 259 MBq (7 mCi) is about 4.4 mSv. The
radiation doses for this administered dose to the critical organs, which are the kidneys, urinary bladder,
and spleen, are 96.2 mGy, 25.4 mGy, and 16.8 mGy, respectively.

These radiation doses are for Gallium Ga 68 Gozetotide Injection alone. If CT or a transmission source
are used for attenuation correction, the radiation dose will increase by an amount that varies by technique.

Table 2: Estimated Radiation Absorbed Dose per Injected Activity in Selected Organs and Tissues
of Adults after Intravenous Administration of Gallium Ga 68 Gozetotide Injection

Absorbed dose (mGy/MBq)

Organ Mean SD
Adrenals 0.0156 0.0014
Brain 0.0104 0.0011
Breasts 0.0103 0.0011
Gallbladder 0.0157 0.0012
Lower Colon 0.0134 0.0009
Small Intestine 0.014 0.002
Stomach 0.0129 0.0008
Heart 0.012 0.0009
Kidneys 0.3714 0.0922
Liver 0.0409 0.0076
Lungs 0.0111 0.0007
Muscle 0.0103 0.0003
Pancreas 0.0147 0.0009
Red Marrow 0.0114 0.0016
Skin 0.0091 0.0003
Spleen 0.065 0.018
Testes 0.0111 0.0006
Thymus 0.0105 0.0006
Thyroid 0.0104 0.0006




Urinary Bladder 0.0982 0.0286

Total Body 0.0143 0.0013

Effective Dose (mSv/MBq) 0.0169 0.0015

3 DOSAGE FORMS AND STRENGTHS

ILLUCCIX is supplied as a kit for the preparation of Gallium Ga 68 Gozetotide Injection. Each kit
contains:

e Vial 1 (Gozetotide Vial): 25 mcg of gozetotide and 10 mcg of D-mannose (stabilizer) as a
lyophilized powder.

e Vial 2 (Acetate Buffer Vial): 150 mg anhydrous sodium acetate in HCI buffer, provided as either
vial 2A or vial 2B, depending on Ga 68 source used.

e Vial 3 (Sterile Vacuumed Reaction Vial): a sterile, evacuated vial that serves as the collection vial
for Ga 68 chloride and radiolabeling reaction.

Ga 68 is obtained from one of the following sources:
e Cyclotron via GE FASTIab.
o Eckert & Ziegler GalliaPharm Ge 68/Ga 68 generator
e IRE Galli Eo Ge 68/Ga 68 generator.

After reconstitution and pH adjustment with acetate buffer and radiolabeling with Ga 68, Vial 3 is a
multiple-dose vial containing up to 1,850 MBq (50 mCi) of Gallium Ga 68 Gozetotide Injection in
7.5 mL at a strength of up to 247 MBq (6.7 mCi) per mL.

4 CONTRAINDICATIONS
None

5 WARNINGS AND PRECAUTIONS

5.1 Risk for Misinterpretation

Image interpretation errors can occur with ILLUCCIX PET. A negative image does not rule out the
presence of prostate cancer and a positive image does not confirm the presence of prostate cancer.
Gallium Ga 68 gozetotide uptake is not specific for prostate cancer and may occur with other types of
cancer as well as non-malignant processes such as Paget’s disease, fibrous dysplasia, and osteophytosis.
Clinical correlation, which may include histopathological evaluation of the suspected prostate cancer site,
is recommended.

Imaging Prior to Initial Definitive or Suspected Recurrence Therapy

The performance of ILLUCCIX for imaging of biochemically recurrent prostate cancer seems to be
affected by serum PSA levels and by site of disease /see Clinical Studies (14)]. The performance of
ILLUCCIX for imaging of metastatic pelvic lymph nodes prior to initial definitive therapy seems to be
affected by Gleason score [see Clinical Studies (14)].

Imaging to Select Patients for Lutetium Lu 177 Vipivotide Tetraxetan Therapy

The interpretation of ILLUCCIX PET may differ depending on imaging readers [see Dosage and
Administration (2.7)]. ILLUCCIX PET interpretations to select patients for lutetium Lu 177 vipivotide
tetraxetan therapy may be more consistent when judging gallium Ga 68 gozetotide uptake in any one
tumor lesion compared to judging uptake for all lesions larger than size criteria /see Clinical Studies




(14.3)]. Multidisciplinary consultation to select patients for lutetium Lu 177 vipivotide tetraxetan therapy
is recommended, particularly for ILLUCCIX imaging that a single reader finds borderline or difficult to
interpret, or when patient eligibility hinges only on judgment of gallium Ga 68 gozetotide uptake for all
lesions larger than size criteria.

5.2 Radiation Risks

Gallium Ga 68 gozetotide contributes to a patient’s overall long-term cumulative radiation exposure.
Long-term cumulative radiation exposure is associated with an increased risk for cancer. Ensure safe
handling to minimize radiation exposure to the patient and health care providers. Advise patients to
hydrate before and after administration and to void frequently after administration /see Dosage and
Administration (2.1, 2.3)].

6 ADVERSE REACTIONS

Clinical Trials Experience

Because clinical trials are conducted under widely varying conditions, adverse reaction rates observed in
the clinical trials of a drug cannot be directly compared to rates in the clinical trials of another drug and
may not reflect the rates observed in practice.

The safety of ILLUCCIX has been established based on three prospective studies of another formulation
of gallium Ga 68 gozetotide in patients with prostate cancer [see Clinical Studies (14)]. Below is a
display of the adverse reactions in these studies.

The safety of gallium Ga 68 gozetotide was evaluated in 960 patients in the PSMA-PreRP and PSMA-
BCR studies, each receiving one dose of gallium Ga 68 gozetotide. The average injected activity was
188.7 +£40.7 MBq (5.1 £ 1.1 mCi) [see Clinical Studies (14.1, 14.2)]. The most commonly reported
adverse reactions were nausea, diarrhea, and dizziness, occurring at a rate of <1%.

In the VISION study, one thousand and three (1,003) patients received one dose of gallium Ga 68
gozetotide intravenously with the amount of radioactivity 167.1 + 23.1 MBq (4.52 + 0.62 mCi) [see
Clinical Studies (14.3)]. Adverse reactions occurring at > 0.5% in patients with metastatic prostate cancer
who received gallium Ga 68 gozetotide injection are presented in Table 3.

Table 3: Adverse Reactions (= 0.5%) in Patients with Metastatic Prostate Cancer Who Received
Gallium Ga 68 Gozetotide Injection in the VISION study

Adverse Reaction Gallium Ga 613 S({fg{t}gﬁde Injection
n (%)

General disorders

Fatigue 12 (1.2)

Gastrointestinal disorders

Nausea 8 (0.8)

Constipation 5(0.5)

Vomiting 5(0.5)

Adverse reactions occurring at a rate of < 0.5% in the VISION study were diarrhea, dry mouth, injection
site reactions, including injection site hematoma and injection site warmth and chills.

Overall, the safety profile observed in the VISION study was consistent with the safety profile in PSMA-
PreRP and PSMA-BCR studies.



7 DRUG INTERACTIONS

Androgen deprivation therapy and other therapies targeting the androgen pathway

Androgen deprivation therapy (ADT) and other therapies targeting the androgen pathway, such as
androgen receptor antagonists, can result in changes in uptake of gallium Ga 68 gozetotide in prostate
cancer. The effect of these therapies on performance of gallium Ga 68 gozetotide PET has not been
established.

8 USE IN SPECIFIC POPULATIONS

8.1 Pregnancy

Risk Summary

ILLUCCIX is not indicated for use in females. There are no available data with gallium Ga 68 gozetotide
injection use in pregnant women to evaluate for a drug-associated risk of major birth defects, miscarriage,
or adverse maternal or fetal outcomes. All radiopharmaceuticals, including ILLUCCIX, have the potential
to cause fetal harm depending on the fetal stage of development and the magnitude of the radiation dose.
Animal reproduction studies have not been conducted with gallium Ga 68 gozetotide.

8.2 Lactation

Risk Summary
ILLUCCIX is not indicated for use in females. There are no data on the presence of gallium Ga 68

gozetotide in human milk, the effect on the breastfed infant, or the effect on milk production.

8.4 Pediatric Use
The safety and effectiveness of gallium Ga 68 gozetotide in pediatric patients have not been established.

8.5 Geriatric Use
The efficacy of gallium Ga 68 gozetotide PET in geriatric patients with prostate cancer is based on data
from three prospective studies /see Clinical Studies (14)].

Of the total number of subjects in the PSMA-PreRP and PSMA-BCR studies, 691 of 960 (72%) patients
were 65 years of age and older while 195 (20%) were 75 years of age and older.

Of the total number of subjects in the VISION study, 752 of 1003 (75%) patients were 65 years of age
and older while 284 (28%) were 75 years of age and older.

The efficacy and safety profiles of gallium Ga 68 gozetotide appear similar in younger adult and geriatric
patients with prostate cancer and other reported clinical experience has not identified differences in
responses between the elderly and younger adult patients.

10 OVERDOSAGE

In the event of an overdose of gallium Ga 68 gozetotide, reduce the radiation absorbed dose to the patient
where possible by increasing the elimination of the drug from the body using hydration and frequent
bladder voiding. A diuretic might also be considered. If possible, an estimate of the radiation effective
dose given to the patient should be made.

11 DESCRIPTION
11.1 Chemical Characteristics

ILLUCCIX, a radioactive diagnostic agent, is supplied as a sterile, multiple-dose kit for the preparation of
Gallium Ga 68 Gozetotide Injection for intravenous use. Gozetotide is also known as PSMA-11.



Gallium Ga 68 gozetotide is a radioconjugate composed of a human prostate specific membrane antigen
(PSMA)-targeting ligand peptide conjugated via the acyclic radiometal chelator, N,N’-bis [2-hydroxy-5-
(carboxyethyl)benzyl] ethylenediamine-N,N’-diacetic acid (HBED-CC) to the radioisotope Ga 68. The
amino acid sequence of the gozetotide peptide is Glu-NH-CO-NH-Lys(Ahx), (Ahx = 6-aminohexanoic
acid). Gallium Ga 68 gozetotide has a molecular weight of 1011.9 g/mol and its chemical structure is
shown in Figure 4.

Figure 4: Chemical Structure of Gallium Ga 68 Gozetotide
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11.2 Physical Characteristics

ILLUCCIX is supplied as a 3-vial kit which contains the non-radioactive ingredients needed to produce
Gallium Ga 68 Gozetotide Injection. There are two configurations available to allow preparation of
Gallium Ga 68 Gozetotide Injection using Ga 68 from different generator or cyclotron sources /see How
Supplied/Storage and Handling (16)]. The prepared Gallium Ga 68 Gozetotide Injection for intravenous
use is a sterile, pyrogen free, clear, colorless, buffered solution with a pH between 4.0 to 5.0.

11.3 External Radiation
Table 4, Table 5, and Table 6 display the principal radiation emission data, radiation attenuation by lead
shielding, and physical decay of Ga 68.

Table 4: Principal Radiation Emission Data (>1%)

Radiation/ % Disintegration | Mean Energy
Emission (MeV)
beta+ 88% 0.8360
beta+ 1.1% 0.3526
gamma 178% 0.5110
gamma 3.0% 1.0770
X-ray 2.8% 0.0086
X-ray 1.4% 0.0086




Table 5: Radiation Attenuation of 511 keV Photons by Lead (Pb) Shielding

Shield Thickness Coefficient of
(Pb) mm Attenuation

6 0.5

12 0.25

17 0.1

34 0.01

51 0.001

Table 6: Physical Decay Chart for Ga 68

Minutes Fraction Remaining
0 1

15 0.858

30 0.736

60 0.541

90 0.398

120 0.293

180 0.158

360 0.025

12 CLINICAL PHARMACOLOGY

12.1 Mechanism of Action

Gallium Ga 68 gozetotide binds to PSMA. It binds to cells that express PSMA, including malignant
prostate cancer cells, which usually overexpress PSMA. Gallium 68 (Ga 68) is a f+ emitting radionuclide
that allows positron emission tomography.

12.2 Pharmacodynamics
The relationship between gallium Ga 68 gozetotide plasma concentrations and successful imaging was
not explored in clinical trials.

12.3 Pharmacokinetics

Distribution

Intravenously injected gallium Ga 68 gozetotide is cleared from the blood and is accumulated
preferentially in the liver (15%), kidneys (7%), spleen (2%), and salivary glands (0.5%). Gallium Ga 68
gozetotide uptake is also seen in the adrenals and prostate. There is no uptake in the cerebral cortex or in
the heart, and usually lung uptake is low.

Elimination
A total of 14% of the injected dose is excreted in urine in the first 2 hours post-injection.

13 NONCLINICAL TOXICOLOGY

13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility
No long-term animal studies were performed to evaluate the carcinogenicity potential of gallium Ga 68
gozetotide.



14 CLINICAL STUDIES

14.1 Imaging Prior to Initial Definitive Therapy

The efficacy of ILLUCCIX for PET of PSMA-positive lesions in men with prostate cancer with
suspected metastasis who are candidates for initial definitive therapy has been established based on a
study of another formulation of gallium Ga 68 gozetotide. Below is a display of the results of the
prospective, open label study PSMA-PreRP (NCT03368547 and NCT02919111).

This two-center study enrolled 325 patients with biopsy-proven prostate cancer who were considered
candidates for prostatectomy and pelvic lymph node dissection. All enrolled patients met at least one of
the following criteria: serum prostate-specific antigen (PSA) of at least 10 ng/mL, tumor stage cT2b or
greater, or Gleason score greater than 6. Each patient received a single gallium Ga 68 gozetotide PET/CT
or PET/MR from mid-thigh to skull base.

A total of 123 patients (38%) proceeded to standard-of-care prostatectomy and template pelvic lymph
node dissection and had sufficient histopathology data for evaluation (evaluable patients). Three members
of a pool of six central readers independently interpreted each PET scan for the presence of abnormal
gallium Ga 68 gozetotide uptake in pelvic lymph nodes located in the common iliac, external iliac,
internal iliac, and obturator subregions bilaterally as well as in any other pelvic location. The readers were
blinded to all clinical information except for the history of prostate cancer prior to definitive treatment.
Extrapelvic sites and the prostate gland itself were not analyzed in this study. For each patient, gallium Ga
68 gozetotide PET results and reference standard histopathology obtained from dissected pelvic lymph
nodes were compared by region (left hemipelvis, right hemipelvis, and other).

For the 123 evaluable patients, the mean age was 65 years (range 45 to 76 years), and 89% were white.
The median serum PSA was 11.8 ng/mL. The summed Gleason score was 7 for 44%, 8 for 20%, and 9 for
31% of the patients, with the remainder of the patients having Gleason scores of 6 or 10.

Table 7 compares majority PET reads to pelvic lymph node histopathology results at the patient-level
with region matching, such that at least one true positive region defines a true positive patient. As shown,
approximately 24% of subjects studied were found to have pelvic nodal metastases based on
histopathology (95% confidence interval: 17%, 32%).

Table 7: Patient-Level Performance of Gallium Ga 68 Gozetotide PET for Detection of Pelvic
Lymph Node Metastasis* in the PSMA-PreRP Study (n=123)

Histopathology Predictive value**
Positive Negative (95% CI)
PPV
PET | Positive 14 9 61% (41%, 81%)
scan NPV
Negative 16 84 84% (79%, 91%)
Total 30 93
Diagnostic performance Sensitivity Specificity
(95% CI) 47% (29%, 65%) 90% (84%, 96%)

*with region matching where at least one true positive region defines a true positive patient
**PPV: positive predictive value, NPV: negative predictive value



Among the pool of six readers, sensitivity ranged from 36% to 60%, specificity from 83% to 96%,
positive predictive value from 38% to 80%, and negative predictive value from 80% to 88%.

In an exploratory subgroup analysis based on summed Gleason score, there was a numerical trend toward
more true positives in patients with Gleason score of 8 or higher compared to those with Gleason score of
7 or lower.

An exploratory analysis was performed to estimate the sensitivity and specificity for pelvic nodal
metastasis detection in all scanned patients, including the patients who were lacking histopathology
reference standard. An imputation method was used based on patient-specific factors. This exploratory
analysis resulted in an imputed sensitivity of 47%, with a 95% confidence interval ranging from 38% to
55%, and an imputed specificity of 74%, with a 95% confidence interval ranging from 68% to 80% for all
patients imaged with gallium Ga 68 gozetotide PET.

14.2 Imaging Prior to Suspected Recurrence Therapy

The efficacy of ILLUCCIX for PET of PSMA-positive lesions in men with prostate cancer with suspected
recurrence based on elevated serum PSA level has been established based on a study of another
formulation of gallium Ga 68 gozetotide. Below is a display of the results of the prospective, open label
study PSMA-BCR (NCT02940262 and NCT02918357).

This two-center study enrolled 635 patients with biochemical evidence of recurrent prostate cancer after
definitive therapy, defined by serum PSA of >0.2 ng/mL more than 6 weeks after prostatectomy or by an
increase in serum PSA of at least 2 ng/mL above nadir after definitive radiotherapy. All patients received
a single gallium Ga 68 gozetotide PET/CT or PET/MR from mid-thigh to skull base. Three members of a
pool of nine independent central readers evaluated each scan for the presence and regional location (20
subregions grouped into four regions) of abnormal gallium Ga 68 gozetotide uptake suggestive of
recurrent prostate cancer. The readers were blinded to all clinical information other than type of primary
therapy and most recent serum PSA level.

A total of 469 patients (74%) had at least one positive region detected by gallium Ga 68 gozetotide PET
majority read. The distribution of gallium Ga 68 gozetotide PET positive regions was 34% bone, 25%
prostate bed, 25% pelvic lymph node, and 17% extrapelvic soft tissue. Two hundred and ten patients had
composite reference standard information collected in a PET positive region (evaluable patients),
consisting of at least one of the following: histopathology, imaging (bone scintigraphy, CT, or MRI)
acquired at baseline or within 12 months after gallium Ga 68 gozetotide PET, or serial serum PSA.
Composite reference standard information for gallium Ga 68 gozetotide PET negative regions was not
systematically collected in this study.

In the 210 evaluable patients, the mean age was 70 years (range 49 to 88 years) and 82% were 65 years of
age or older. White patients made up 90% of the group. The median serum PSA was 3.6 ng/mL. Prior
treatment included radical prostatectomy in 64% and radiotherapy in 73%.

Of the 210 evaluable patients, 192 patients (91%) were found to be true positive in one or more regions
against the composite reference standard (95% confidence interval: 88%, 95%). Among the pool of nine
readers used in the study, the proportion of patients who were true positive in one or more regions
ranged from 82% to 97%. The prostate bed had the lowest proportion of true positive results at the
region-level (76% versus 96% for non-prostate regions).

An exploratory analysis was also performed in which gallium Ga 68 gozetotide PET positive patients
who lacked reference standard information were imputed using an estimated likelihood that at least one
location-matched PET positive lesion was reference standard positive based on patient-specific factors.



In this exploratory analysis, 340 of 475 patients (72%) were imputed as true positive in one or more
regions (95% confidence interval: 68%, 76%).

In another exploratory analysis using the same imputation approach for PET positive patients who lacked
reference standard information, 340 of 635 patients (54%) were correctly detected as true positive (95%
confidence interval: 50%, 57%) among all BCR patients who received a PET scan, whether it was read as
positive or negative.

The likelihood of identifying a gallium Ga 68 gozetotide PET positive lesion in this study generally
increased with higher serum PSA level. Table 8 shows the patient-level gallium Ga 68 gozetotide PET
results stratified by serum PSA level. The mean time between PSA measurement and PET scan was 40
days with a range of 0 to 367 days. Percent PET positivity was calculated as the proportion of patients
with a positive gallium Ga 68 gozetotide PET out of all patients scanned. Percent PET positivity includes
patients determined to be either true positive or false positive as well as those in whom such
determination was not made due to the absence of composite reference standard data.

Table 8: Patient-Level Gallium Ga 68 Gozetotide PET Results and Percent PET Positivity
Stratified by Serum PSA Level in the PSMA-BCR Study (n=628)*

PSA PET positive patients PET negative Percent PET
(ng/mL) Total | TP** | FP** |  Without patients positivity***
With reference 95% CI)
reference standard
standard
<0.5 48 11 | 1 36 87 36%
12 (27%, 44%)
>0.5 and <1 44 15 | 3 26 35 56%
18 (45%, 67%)
>1 and <2 71 29 | 1 41 15 83%
30 (75%, 91%)
>2 299 137 | 13 149 29 91%
150 (88%, 94%)
Total 462 192 | 18 252 166 74%
210 (70%, 77%)

*7 patients were excluded from this table due to protocol deviations
**TP: true positive, FP: false positive
***Percent PET positivity = PET positive patients/total patients scanned

14.3 Imaging to Select Patients for Lutetium Lu 177 Vipivotide Tetraxetan Therapy

The efficacy of ILLUCCIX for selecting patients for lutetium Lu 177 vipivotide tetraxetan therapy has
been established based on a study of another formulation of gallium Ga 68 gozetotide. Below is a display
of the results of the VISION study (NCT03511664), a randomized (2:1), multicenter, open-label trial
evaluating lutetium Lu 177 vipivotide tetraxetan plus best standard of care (BSoC; N=551) or BSoC
alone (N=280) in men with progressive metastatic castration resistant prostate cancer (mCRPC). Gallium
Ga 68 gozetotide was used to identify PSMA-positive patients on PET imaging. Only PSMA-positive
patients were eligible for randomization and receipt of lutetium Lu 177 vipivotide tetraxetan.

A total of 1,003 adult male patients with mCRPC received gallium Ga 68 gozetotide by intravenous
administration and underwent PET imaging approximately 60 minutes (range 50 to 100 minutes) after
injection. Gallium Ga 68 gozetotide PET imaging was interpreted in conjunction with post-contrast CT



and/or MRI of the chest, abdomen, and pelvis for all patients, and in addition to brain MRI and/or CT in
patients with history of CNS metastasis.

Patients were of median age 70 years (range: 40 to 94), white (87%), black or African American (7%)
and Asian (2.4%) and had median baseline serum PSA levels of 74 ng/mL (range: 0 to 8995 ng/mL).

Gallium Ga 68 gozetotide PET and anatomical imaging was interpreted by one central reader who was
blinded to clinical information and other PET and bone imaging. PSMA -positive (eligible) patients were
defined as those having at least one tumor lesion with gallium Ga 68 gozetotide uptake greater than
normal liver and all tumor lesions larger than size criteria with gallium Ga 68 gozetotide uptake greater
than liver [short axis size criteria: organs >1 cm, lymph nodes >2.5 cm, bones (soft tissue component)
>1 cm]. Of the patients evaluated by the central reader, 869 (87%) were found to be PSMA-positive
(eligible) and 126 (13%) were found to be PSMA-negative (ineligible) for lutetium Lu 177 vipivotide
tetraxetan therapy.

A reader sub-study evaluated imaging interpretation agreement. Among the 869 patients found eligible
and 126 patients found ineligible for therapy, 75 and 50, respectively, were selected at random (total of
125). Gallium Ga 68 gozetotide PET and anatomical imaging from these 125 patients was interpreted by
three additional central readers (re-readers) who were blinded to clinical information and other PET and
bone imaging. Imaging from 20 of the 125 patients was also randomly selected to assess intra-reader
reproducibility. The estimated inter-reader Fleiss k was 0.60 (95% CI: 0.50, 0.70) across the three re-
readers, while the estimated intra-reader Cohen k was 0.78 (95% CI: 0.49, 0.99), 0.76 (95% CI: 0.46,
0.99) and 0.89 (95% CI: 0.67, 0.99) for each re-reader.

Given the observed levels of inter-reader agreement, patient’s PSMA interpretations were further
evaluated by eligibility and eligibility sub-criteria. Of the 125 patients with four readers (reader and re-
readers), at least one reader found the patient to be PSMA-negative for lutetium Lu 177 vipivotide
tetraxetan therapy in 59 patients. All four readers agreed in 20 of the 59 patients (34% reader unanimity).
Based on the sub-criteria involving evaluation of any one tumor lesion and evaluation of all lesions
larger than size criteria, at least one reader found the patient to be PSMA-negative in 21 patients (43%
reader unanimity) and 45 patients (16% reader unanimity), respectively [see Warnings and Precautions

(5.1)].

16 HOW SUPPLIED/STORAGE AND HANDLING

How Supplied
ILLUCCIX is supplied as a kit for preparing Gallium Ga 68 Gozetotide Injection. There are two

different kit configurations, each containing 3 vials.

ILLUCCIX Configuration “A” (NDC 74725-100-25) is intended for use with Ga 68 produced from a
cyclotron and purified via GE FASTIab or Eckert & Ziegler GalliaPharm Ge 68/Ga 68 generator and
includes:

e Vial 1 (Gozetotide Vial): contains 25 mcg gozetotide and 10 mcg D-mannose as a lyophilized
powder in a sterile 10 mL vial with a blue flip-off cap (NDC 74725-101-25).

e Vial 2 (Acetate Buffer Vial, Configuration A): contains 150 mg anhydrous sodium acetate in
0.292 M HCI solution (2.5 mL volume) in a sterile 10 mL vial with a red flip off cap (NDC
74725-102-25).

e Vial 3 (Sterile Vacuumed Reaction Vial): an evacuated sterile vial with white flip off cap used to
collect Ga 68 chloride from generators or cyclotron and radiolabeling reaction; a multiple-dose
vial after radiolabeling.



ILLUCCIX Configuration “B” (NDC 74725-100-64) is intended for use with Ga 68 produced from an
IRE Galli Eo Ge 68/Ga 68 generator and includes:

e Vial 1 (Gozetotide Vial): contains 25 mcg gozetotide and 10 mcg D-mannose as a lyophilized
powder in a sterile 10 mL vial with a blue flip-off cap (NDC 74725-101-25).

e Vial 2 (Acetate Buffer Vial, Configuration B): contains 150 mg anhydrous sodium acetate in
0.175 M HCI solution (6.4 mL volume) in a sterile 10 mL vial with a green flip off cap (NDC
74725-103-64).

e Vial 3 (Sterile Vacuumed Reaction Vial): an evacuated sterile vial with white flip off cap used to
collect Ga 68 chloride from generator and radiolabeling reaction; a multiple-dose vial after
radiolabeling.

The radionuclide is not part of the kit. Before radiolabeling with Ga 68, the contents of this kit are not
radioactive.

Storage and Handling
Store ILLUCCIX refrigerated upright in the original packaging at 2° to 8°C (36° to 46°F). Do not freeze.

After radiolabeling, keep Gallium Ga 68 Gozetotide Injection upright with appropriate shielding to
protect from radiation at ambient temperature (25°C (77°F); excursions permitted to 15°C to 30°C (59°F
to 86°F)). Use Gallium Ga 68 Gozetotide Injection within 4 hours of preparation.

This preparation is approved for use by persons under license by the Nuclear Regulatory Commission or
the relevant regulatory authority of an Agreement State.

17 PATIENT COUNSELING INFORMATION

Adequate Hydration

Instruct patients to drink a sufficient amount of water to ensure adequate hydration before their PET study
and urge them to drink and urinate as often as possible during the first hours following the administration
of Gallium Ga 68 Gozetotide Injection, in order to reduce radiation exposure [see Dosage and
Administration (2.3) and Warnings and Precautions (5.2)].

Manufactured by:

Grand River Aseptic Manufacturing
140 Front Ave SW

Grand Rapids, MI 49504

Distributed by:
Telix Pharmaceuticals (US) Inc.
Fishers, IN 46037



Pavlina Pavlikova Novartis s.r.o.

N O \} A RT I S Head of Market Access & Gemini, budova B, Na Pankraci
Hospital Management 1724/129, 140 00 Praha 4

Statni Ustav pro kontrolu IéCiv
Srobarova 48

100 41 Praha 10

V Praze dne 5.5.2023

Véc: Pripominky k Navrhu opatreni obecné povahy 05-23 ze dne 11.4.2023

Spole¢nost Novartis s . o, se sidlem Praha 4, Na Pankraci 1724/129, PSC 14000, ICO 64575977 (dle jen
,Podatel”) predloZila v souladu s § 15 odst. 5 zdkona ¢. 48/1998 Sb. o vefejném zdravotnim pojisténi, v
platném znéni podnét na stanoveni Uhrady (dale jen ,,Podnét”) pro nové kitové radiofarmakum a zarazeni
nového kédu opatifenim obecné povahy do seznamu IPLP, podskupiny 13 individualné ptipravovana
radiofarmaka, pod ndzvem dle G¢inné latky ®8Ga-gozetotid a obchodnim ndzvem Locametz.

Podatel k Navrhu opatfeni obecné povahy 05-23 ze dne 11.4.2023 zasila niZe specifikované pfipominky ve
smyslu § 172 odst. 4 zik. ¢. 500/2004 Sb., spravni Fad, ve znéni pozdéjsich predpist (dale jen ,spravni
rad”):

Dosavadni prlibéh fizeni

Cilem Podnétu bylo stanoveni vy$e Uhrady centralizované registrovanému lé¢ivému pfipravku %Ga-
gozetotid (Locametz) ve stejné vysi jako dosud hrazenému radiofarmaku %®Ga-PSMA-11, dostupnému
v ramci specifického |é¢ebného programu (déle jen ,,SLP*), a to tak, aby byl registrovany ptipravek ®#Ga-
gozetotid (Locametz) dostupny pro diagnostiku pacient za stejnych podminek i po ukonéeni tohoto SLP.

Ustav v Navrhu opatieni obecné povahy stanovil vy$i thrady takto:

0002116

Nazev avku 68Ga gozetotid inj.
ATC V09IX14
Mérna jednotka MBq
Radiofarmaka pfipravovana znagenim 2
Skupina radiofarmak neaktivnich kitd
Radionuklid ke znaceni KE/1 MBq Gab8_Zn 69,09
Priimérna aplikovana davka v MBg 259,00
Pocet pfiprav z baleni (poget pacientd) 3,0
Pramérna cena za 1 lahvicku kitu v Ké 49 841,47
Pfimé materidlové naklady (PMN) celkem v KE 186,78
Limit P
Omezeni D
Uhrada nakladd na RF v Ké/1 MBg 156,51
Uhrada nakladd na éas pracovniki v KE/1 MBq 0,71
Uhrada nakladii na pistrojové wyufiti v Ké/1 MBq 0,64
Uhrada refijnich nakladd v K&/1 MBq 0,58
Uhrada nakladii na monitoring dle LEK-17 0,05
Vyslednd uhrada v Ké/ 1 MBqg 158,49

Ustav stanovil UHR ve wii cen distributor(.

Podatel s postupem Ustavu nesouhlasi, a to z téchto ddvod(:



Pfipominka €. 1 - Zjevna nespravnost

Podatel upozorfiuje na zjevnou nespravnost uvedenou na strané 43 v dokumentu Navrhu OOP 05-
23_Priloha €. 1 - Kalkulacni listy. Tabulka oznacena jako ,ReZie pro radiofarmaceutické pracovisté” uvadi
ve sloupci PMN (ReZijni naklady na 1 MBq (K¢&)) pro ptipravek ®3Ga-PSMA-11 CHYBNE &astku 186,78 K¢,
tedy pfimé materialové naklady celkové, zatimco pro ®Ga-gozetotid (Locametz) 0,240 K&, co? jsou PMN
prepoctené na 1 MBg. Tato nesprdvnost se projevuje i v naslednych sloupcich a ma za nédsledek vyrazny
rozdil v Uhradé rezijnich naklad@i v K&/1 MBq (0,58 pro %8Ga-gozetotid vs. 4,9 pro #*Ga-PSMA-11).

RN Nazev
Tc-99m 99mTc-butedronate inj. roztok
F-18 18F Fluoromisonidazolum
68Ga 68Ga Edotreotid inj.
177Lu 177Lu oxodotreotid inj.
11C 11C methionin
Tc-99m 99mTc DTPA inj. (vykon 47197)
68Ga 68Ga-PSMA-11 (Gab8_2Zn)
75Se 75Se kyselina tauroselcholova cps.
F-18 18F Fluordopa
68Ga 68Ga gozetotid inj.
18F 18F-fluorestradiol

Mzdy ostatnina Pfimémzdynal  Refijni
1 MBq (K¢) MBq (K¢) prirdzka (%)
0,03 0,95 67,37
0,02 1,35 40,74
0,11 2,75 84,73
22,00 221,67 199,89
0,01 0,36 80,56
1,10 33,42 66,82
0,06 1,38
22,00 160,68 13,69
0,02 1,14 41,23
0,03 0,71
0,01 0,72 37,94

kateg

orie

o) =« I« B A S I AL

Pocet davek

(MBq)

1,00
5,00
1,00
1,00
2,00
1,00
2,00
1,00
5,00
3,00
8,00

PMN

0,304
0,157
1,001

23,310
0,056
9,769

0,308

B @

0,328

Davka (MBg)

700,00
1178,57
200,00
1,00
1750,00
20,00
200,00
1,00
1400,00
259,00
3550,00

Retijni ndklady na 1 MBq (K¢)

2%z PMN

0,0061
0,0031
0,0200
0,4662
0,0011

0,0062

0,0066

R-mzdy za

MBq (K¢)

0,64
0,55
2,33

443,10
0,29

22,33
4,90
27,00
0,47
0,58
(]

Energie

0,0665
0,1975
0,2328
46,5520
0,0532
2,3276
0,1164
46,5520
0,1663
0,0599
0,1049

Odpisy

0,5344
0,3340
1,9685
374,0716
0,2250
18,7036
0,9842
393,6913
0,2812
0,4814
0,1109

Celkem

0,61
0,53
2,22
421,09
0,28
21,23

(4,84
0,55
0,22

Podatel 74d4 Ustav, aby postupoval pfi kalkulaci obdobné jako ve své predchozi praxi. Podatel zad4, aby
Ustav v obdobnych vécech postupoval obdobné, tj. dle ust. § 2 odst. 4 spravniho fadu, podle néhoz:
"Sprdvni orgdn dbd, aby prijaté feseni bylo v souladu s verejnym zdjmem a aby odpovidalo okolnostem
daného pripadu, jakoZ i na to, aby pfi rozhodovdni skutkové shodnych nebo podobnych pripadi nevznikaly

neddvodné rozdily."
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ll.
Pfipominka €. 2 - Nesouhlas s pouZitim maximalni aplikované aktivity
V SPC lé¢ivého pFipravku ®®Ga-gozetotid (Locametz) je uvedeno:

,Doporucend ddvka gallium-( 68Ga)-gozetotidu je 1,8-2,2 MBq/kg télesné hmotnosti, s minimdlni ddvkou
111 MBq aZ do maximdini ddvky 259 MBq.”

Ustav viak ve svém vypoctu pouziva davku 259 MBq jako davku priimérné aplikovanou. Srovnani %Ga-
gozetotidu (Locametz) a ®8Ga-PSMA-11 (v USA obchodovaného pod obchodnim ndzvem llluccix) uvadi
nasledujici tabulka ¢. 1:

Tabulka ¢.1: Srovnani slozeni

#8Ga-gozetotid (Locametz) | %8Ga-PSMA-11 (zdroj
(zdroj SPC) preskripéni  informace  pro
Illuccix)
doporucend davka 1,8-2,2 MBqg/kg 1,8-2,2 MBqg/kg
minimalni davka 111 MBq 111 MBq
maximalni davka 259 MBq 259 MBq
obsah gozetotidu 25 mcg 25 mcg

Srovnani hodnoceni ®Ga-gozetotidu (Locametz) v Ndvrhu OOP 05-23 a parametrd Ghrady %8Ga-PSMA-11
uvadi nasledujici tabulka ¢. 2:

Tabulka €. 2: Parametry Uhrady dle Navrhu OOP 05-23:

#8Ga-gozetotid (Locametz) %8Ga-PSMA-11
pramérna aplikovana davka | 259 200
v MBq
pocet pfiprav z baleni (pocet | 3 2
pacient(l)

Vzhledem k individualnimu davkovani podle télesné hmotnosti, podatel nesouhlasi s uvedenim 259 MBq
jako maximalni davky ani u jednoho z pfipravk(. Jak z vyse uvedené srovnavaci tabulky €. 1 vyplyva, oba
srovnavané pripravky obsahuji stejnou lécivou latku gozetotid ve stejném mnozstvi. Informace o davkovani
vyplyvajici z SPC pfipravku ®8Ga-gozetotid (Locametz) a z preskripénich informaci pro pfipravek ®Ga-
PSMA-11 jsou rovnéz shodné. Proto podatel uvadi, Ze nejsou dany Zzadné odborné dlivody proto, aby se
Ustav odchylil od své dosavadni praxe a stanovil primérnou aplikovanou déavku p¥ipravku ®Ga-gozetotid
(Locametz) odli$né od primérné aplikované davky, kterd byla stanovena pfipravku *8Ga-PSMA-11 (viz
tabulka ¢. 2). Primérna aplikovana davka uvedena v Navrhu OOP 05-23 by méla odpovidat primérné
aplikované dévce ®Ga-PSMA-11, tedy 200 MBq. Jako dalsi dukaz predkladame Pl (prescribing
information), které bylo pro pfipravek Illuccix schvaleno FDA ve Spojenych statech americkych.

Podatel dale poZaduje, aby byl stanoven shodné pocet pfiprav z baleni (pocet pacientl v Navrhu OOP 05-
23) jako mad stanoven pfipravek ®Ga-PSMA-11 tedy 2 misto nyni uvadénych 3.

Podatel si udélal dal$i priizkum na oddélenich nukledrni mediciny v ramci Ceské republiky a po nékolika
jednanich usoudil, Ze v realné klinické praxi tento pocet pacientl ovliviiuje fada dalSich faktord jako napf.
pocet a stafi PET CT/MRI, pocet galiovych generatord, typ galliového generatoru podle jeho kapacity a
jeho stafi, hmotnost pacientl a déle také zkuSenosti pracovisté s podanim ptipravk(i s obsahem ®8Ga-
gozetotidu apod.
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Podatel poukazuje zejména na fakt, Ze oba pfipravky jsou terapeuticky zaménitelné, a proto stanoveni
odlisné priimérné aplikované davky a odlisného poctu pfiprav z baleni neni diivodné.

IV.
Pfipominka €. 3 — obchodni ptirazka

Podatel po jednani s distributorem upravuje vysi obchodni ptirazky a netrvd na maximalni mozné
obchodni pfirdZce uvedené v ndvrhu OOP 05-23. Aktualizovand kalkulace je uvedena niZe v tabulce.

Tabulka ¢.1: Konecnd cena distributora

Kéd SUKL Nazev Apl. ATC Cena Kurz OP DPH Konecna Pocet
davk ptivodce EUR/K¢E (%) (%) cena pacientt
a (EUR) (1Q/2023) distributora = na bal.
(MB (K¢)
q)

0271500 %%Ga- 111-  VO0SIX14 1500 23,785 3 10 40 422,61 2

gozetotid 259

Zavér
Podatel z vy$e uvedenych divodd 74d4 Ustav o:
1. Opraveni zjevné nespravnosti pfi vypoctu uhrady reZijnich nakladd,

2. O pfepocet Ghrady pFi pouZiti stejnych vstupd jako u lé¢ivého ptipravku 8Ga-PSMA-11, tedy jak
pramérné aplikované aktivity ve vysi 200 MBq, tak 2 redlné vysetfenych pacientt z jedné lahvicky.

3. 0 zménu vysSe obchodni pfirazky

S pozdravem

Pavlina Pavlikova
Head of Market Access & Hospital Management
Novartis s.r.o.

E-mail: pavlina.pavlikova@novartis.com
Tel.: 00420602 277 824

Ptiloha: Prescribing information lllucix
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