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Tasignae (nilotinib) https://healthyungthu.com/shop/

(Miéng)

S6 tai liéu: IC-0124
Ngay xét duyét 1dn cudi: 01/07/2019
Ngay xudt xd: 01/11/2012
Ngay danh giad: 12/2012, 11/2013, 08/2014, 07/2015, ©07/2016, 08/2017, 01/2018, 04/2018, 07/2018,

07/2019

I. Thdi han ay quyén
B3o hidm s& du gc cung cdp trong sau thang va co thé du gc gia han.

Nhiing bénh nhan mic Ph+ CML-CP di dat du gc dap Ung phan td bén ving nén du gc danh gia dé ngiing thubc sau

khi ding nilotinib trong téi thidu 3 nam. §

II. Gidi han 1lidu 1u gng

A. Gidi han sb 1u gng (lidu tbéi da hang ngay) [Quyén 1¢i nha thubc]:
Vién nang Tasigna 50 mg: 4 vién mdi ngay Vién nang
Tasigna 150 mg: 4 vién mdi ngay Vién nang Tasigna 200
mg: 4 vién mdi ngay
B. P n vi tdi da (mdi 1idu va theo thdi gian) [Lgi ich y té]:

- 800 mg/ngay

II1. Tiéu chi phé duyét ban dau
B3o hidm du gc cung clp trong cac didu kién sau:
Bénh nhan it nhit 18 tudi (trtt khi cé quy dinh khac); VA
Bénh nhan khdng c6 tién sd hdi ching QT kéo dai; VA
Bénh bach cadu tly xu d ng mdn tinh (CML)

- Bénh clGa bénh nhan du dgc xac nhan bing xét nghiém du ¢ ng tinh v&i nhiém sdc thé Philadelphia (Ph+) ho&c BCR-
ABL1 &t qua xét nghiém du o ng tinh trong phong thi nghiém; VA

o Bénh nhan khang thudc, khéng dung nap hodc cé phan tng khéng diy du véi tyrosine tru dc do
1iéu phap Uc ché kinase (TKI), bao gdm thil nghiém kéo dai 3 thang hodc 1au hd n, vdi b&t ky loai
thubc nao sau day: omacetaxine, imatinib, bosutinib, ponatinib, dasatinib, v.v. t ; VA

Bé&nh nhan dang & giai doan bénh cép tinh; HOAC

Bénh nhan it nhit 1 tudi va méc bénh giai doan man tinh

Poc quyédn va bi mat
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o Pidu tri ban diu t

Dung dd n déc cho bénh giai doan man tinh mdéi du gc ch3n doan & bénh nhan it nhit 1
tudi t; HOAC

Diing do n ddc cho bénh & giai doan nguyén bao tdy hodc giai doan ting tdc; HOAC

Phéi hgp véi steroid cho bénh giai doan nd lympho; HOAC

K&t hgp héa tri 1liéu tén céng diéu tri nguyén bao lympho hodc tly

bénh giai doan
o Chuyén ddi tri liéu %
Liéu phap ban diu 1a mdt trong nhiing thubc sau: imatinib, bosutinib, hodc dasatinib; VA
Bénh nhan cé BCR-ABL1 cép d6 bang diém:
>1% dén 10% sau 12 hodc >15 thang
>10% tai bat ky mdc phan hdi nao
o Tiép tuc tri liéu %
Bénh nhan c6 BCR-ABL1 cép do bang diém:
0,1% tai bdt ky mdc phan hdi nao

>1% dén 10% sau 3, 6 hodc 12 théng
>10% sau 3 thang

0 Ghép té bao gbc tao mau sau di ghép (HCT) #

DU gc sd dung & nhiing bénh nhan cé dap tng di truyén té& bao hoan toan (CCyR) aé tang téc

hodc bénh giai doan nd; HOAC

Pu gc sd dung 8 nhiing bénh nhan tai phat phan tl (bang diém BCR-ABL1 du o ng tinh)
sau CCyR; HOAC

Dung cho bénh nhan tdi phat hodc khong & CCyR
0 PuU gc st dung & nhifng bénh nhan cé dot bién F317L/V/I/C, T315A hodc V299L BCR-ABL1
o Bit dau lai diéu tri t
Bénh nhan mit dap Ung phan ti (MMR hodc MR4.0) sau khi ngiing didu tri bang
nilotinib
Bénh bach ciu nguyén bao lympho cip tinh (ALL) %

- Bénh nhan méc bénh nhim sic thé Philadelphia du d ng tinh (Ph+); VA
o Pidu tri tai phat
bu gc st dung nhu mdét liéu phap tac nhén
duy nhit; HOAC  Bu dc s dung két hogp véi liéu phap kich thich chu a du dgc s dung
tru ¢c d6; HOAC bu dc st dung & nhiing bénh nhan c6 dot bién F317L/V/I/C, T315A hodc V299L BCR-ABL1
o Pidu tri cam dng

Tudi cla bénh nhan it nhdt 13 15 tudi; VA
Dung phéi hgp v8i corticosteroid; HOAC

Phéi hgp v8i dexamethasone va vincristine; HOAC

Tiéu chi xac thuc tru dc TASIGNA® (nilotinib)
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Dung 1am thanh phan cla cyclophosphamide, daunorubicin, vincristine va
prednisone 1a liéu phap t&n céng/cing cb; HOAC
Tudi cla bénh nhan it nhdt 1a 65 tudi; VA
Ding cé hodc khdng c6 corticosteroid nhu 1iéu phap cu 8ng do thép; HOAC
DU gc st dung trong EWALL; nhu mdt phdn cda chit da tac nhan cu dng do vifa phai
phac d6 héa tri 1iéu (vincristine, dexamethasone, methotrexate, cytarabine,

asparaginase)
o Pidu tri duy tri

Phéi hgp véi vincristine va prednisone; HOAC

Diing cho bénh nhan sau ghép té bao gbc tao mau
Cac khdi u mé dém du ong tiéu hoéa (GIST) #

« Bénh cua bénh nhan tién trién sau céac dgt didu tri tru dc dé, bao gém thoi gian thd nghiém 3 thang hodc lau hon,

véi it nhit MOT trong nhiing didu sau day: imatinib, regorafenib hodc sunitinib

t (Cac) Chi dinh du gc FDA phé duyét; t (Cac) Chi dinh du gc dé xuit trong Compendia
IV. Tiéu chi gia han

Bado hidm c6 thé du dc gia han dua trén cac tiéu chi sau:
+ Bénh nhan tiép tuc dap Ung cadc tiéu chi du gc xac dinh trong phdn III; VA

« Thudc khéng c6 doc tinh khong thé chlp nhan du gc. Vi du vé déc tinh khéng du gc chdp nhan bao gdm: réi loan
dién gidi (ha magie mau, ha kali mau); déc tinh trén tim (hdi chlng QT kéo dai); uc ché tay (gidm bach cdu,
gidm tiéu cdu va thiéu mau); doc tinh chuydn héa (tang lipase, viém tuy); nhidm doc gan (thay ddi nghiém

trong trong xét nghiém chic nang gan); hoéi chidng ly gidi khéi u; réi loan dién giai, xudt huyét, v.v. VA

+ Bénh nhan da tudn thu diéu tri; VA

Chi bénh bach cadu lymphoblastic cdp tinh (ALL):

+ Pap Ung didu tri hoic dn dinh bénh theo chi dinh cda CBC, té bao tdy xu dng
phan tich, QPCR hodc FISH

Chi bénh bach cau tdy xu d ng man tinh (CML):

« B3t ddu didu tri lai:

o Bénh nhan mit dap Ung phan tl (MMR hoic MR4.0) sau khi ngling diéu tri bdng nilotinib; HOAC

0 Pap Ung didu tri du dgc bidu thi bing mdt trong cac cip do bang didm BCR-ABL1 (IS) sau day:

0 10% sau 3 thang; HOAC
0 10% sau 6 thang; HOAC

0 < 1% sau 12 théang; HOAC

0 < 0,1% sau 12 thang

Tiéu chi xac thuc tru dc TASIGNA®@ (nilotinib)
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LUU V: Panh gia phan Gng di truyén hoc té bao c6 thé du dc sif dung néu RT-PCR dinh 1u gng (QPCR) st dung

Thang do qubc té (IS) cho BCR-ABL1 khéng c6 san

Chi céac khéi u mé dém du ong tiéu hdéa (GIST):

« Pap (ng bénh v&i didu tri du gc xac dinh bang sy 6n dinh cGa bénh hodc gidm kich thu dc cua

khéi u hodc khdi u lan rong

§ Can nhic ngiing didu tri & bénh nhan Ph+ CML-CP

Ph+ CML-CP m&i du dc chdn doan c6: Ph+ CML-CP cé khd nang khang hoac khéng dung nap véi

didu tri bang imatinib d& dat du gc phan (ng phan

da didu tri bang Tasigna it nhit 3 R . ) ) o
td bén viing (MR4.5) trén Tasigna la ngu &i cé:

nam
duy tri dap Ung phan td it nhit MR4,0

(tu d ng Ung v8i = BCR-ABL/ABL < 0,01% da du dc didu tri bdng Tasigna téi thidu 3

IS) trong mdt ndm tru éc khi ngiing didu tri nam

dat MR4,5 13n cubi chi du gc diéu tri bing imatinib tru éc khi diéu tri
bang Tasigna

danh giad du gc thuc hién ngay tru §c khi dat du gc phadn (ng phan td MR.4.5

ngiing didu tri - du gc xac (tu dng Ung v8i = BCR-ABL/ABL < 0,0032% IS)

nhan 13 bidu hién triéu ching dién hinh duy tri MR4.5 trong téi thidu mot nam ngay tru &c

Bang didm BCR-ABL (el3a2/b2a2 hodc elda2/ khi ngiing didu tri du gc xac nhan cé bang diém

b3a2) BCR-ABL didn hinh (e13a2/b2a2 hodc el4a2/b3a2) khéng

khéng c6 tién sif giai doan tang tdc hoac vu nd
khing hoang
khong c6 tién s didu tri tru éc d6-

ngiing thuyén giam mién phi ma

c6 tién su giai doan tang téc hodc cdn
bung phat khéng c6 tién sl cGa nhiing 13n thd khéng
didu tri tru dc do

ngling thuyén gidm dan dén tai phat.

dan dén tai phat.

V. Liéu 1u gng/Cach ding

chi dinh Lidu 1u gng

Bénh bach ciu tly xu d ng mdn tinh (CML) Ngu & 16n

300 - 400 mg udng hai 1an mdi ngay

Nhi khoa

230 mg/m2 ubng hai 14n mdi ngay (lam tron dén 1idu 50 mg gan
nh&t thanh 1idu duy nhit t6i da 400 mg va téi da liéu téi

da hang ngay la 800 mg)

Bénh bach cdu lymphoblastic cdp tinh (ALL) 4@0 mg ubng hai 13n mbi ngay

Cac khdéi u md dém du dng tiéu hdéa (GIST) 400 g ubng hai 14n méi ngay

o M3 thanh toan/Théng tin sin cé
M3 HCPCS:

+ J8999: Thubc ké dd n, thubc ubng, hoa tri liéu, khéng cé quy dinh khac

Tiéu chi xac thyc tru §c TASIGNA® (nilotinib)

Thong tin doc quyén. Truy cap bi han ché - Khéng phé bién hoic sao chép
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+ 9399: Thubc hodc sinh phém chu a du gc phan loai (CHI st dung cho bénh nhan ngoai trl tai bénh vién)

NDC:

* Vién nang Tasigna 50 mg: @00078-0951-xx + Vién

nang Tasigna 150 mg: 0@078-@0592-xx °* Vién nang

Tasigna 200 mg: 0@078-0526-xx

VII. Ngu i giéi thiéu

1.7

2. b

3. Db

asigna [chén g6i]. Bdng Hanover, NJ; Du gc phém Novartis. Tap doan; Thang 7 nam 2018. ba truy cap

Théng 6 nam 2019.

U gc tham chiéu vdi sy cho phép clia Ban tém tit vé Thudc & Sinh hoc NCCN (NCCN

Compendium®) cho nilotinib hydrochloride monohydrat. Mang 1u 6i Ung thu Toan dién Quéc gia, 2019. NCCN
Compendiume 1la téc phém phai sinh cla Hu éng din NCCNe.

MANG LU 61 UNG THU TOAN DIEN QUOC GIA, NCCNe va NCCN GUIDELINES® 1 cac nhin hiéu thudc sd

hitu cta Mang 1u 6i Ung thu Toan dién Qudc gia, Inc.” D& xem phién ban méi nhat va ddy dd nhdt cGa Ban

tém t&t, hay truy cdp truc tuyén vao NCCN.org. Truy cdp vao thang 6 nam 2019.

U gc tham chiéu v&i sy cho phép cua Ban tdng hgp vé& Thubc & Sinh hoc NCCN (NCCN Compendiume) danh

cho Bénh bach cdu nguyén bao lympho cdp tinh. 2.2019. Mang 1u i Ung thu Toan dién Qubc gia, 2019.
NCCN Compendiume 13 tac pham phai sinh c@a Hu 6ng din NCCNe. MANG LU OI UNG THU TOAN DIEN QUOC GIA,
NCCN® va NCCN GUIDELINES® la cadc nhdn hiéu thudc sd hiiu cda Mang 1lu i Ung thu Toan dién Quéc gia,
Inc.” P& xem phién ban mdi nhat va ddy dd nhit cla Ban tom tdt, hdy truy cdp tryc tuyén vao NCCN.org.

Truy cap thang 6 ndm 2019

4. DU gc tham chiéu v&i sy cho phép cia Ban tém tit vé Thubc & Sinh hoc NCCN (NCCN

Compendium®) danh cho bénh bach cdu dong tdy mdn tinh 1.2019. Mang 1u 6i Ung thu Toan dién Quéc gia,
2019. NCCN Compendiume la téc phém phai sinh cta Hu éng din NCCNe.

MANG LU 0T UNG THU TOAN DIEN QUAC GIA, NCCNe va NCCN GUIDELINES® 1a cac nhan hiéu thudc sé

hilu clia Mang 1u 6i Ung thu Toan dién Qudc gia, Inc.” D& xem phién ban méi nh&t va ddy du nhdt cda Ban tém

tdt, hay truy cép tryc tuyén vao NCCN.org. Truy cdp thang 6 nam 2019

5. Kim DY, Joo YD, Lim SN, va cdéng suy. Nilotinib Kkét hgp v8i hdéa tri liéu da tac nhéan dé diéu tri

Phu 1luc

Bénh bach cdu lymphoblastic cdp tinh du ¢ ng tinh v&i Philadelphia méi du dc chdn doan. Mau 2015; 126:746-
756

1 - M3 chdn doan du gc dé cap

M6 td ICD-10

C49.A0 U mp dém du Ong tiéu hda, vi tri khdng xa&c dinh

C49.A1 U mE dém du ong tiéu hda thuc quan

C49.A2 U mp dém du dng tiéu hda cda da day

Trang 5
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C49.A3 U mp dém du dng tiéu hda cda rudt non

C49.A4 U mp dém du Ong tiéu hda clia rudt gia

C49.A5 U mp dém du dng tiéu hda truc trang

C49.A9 U mp dém du 6ng tiéu hdéa & vi tri khac

C49.4 U 4c cda mo 1lién két va mé mém cGa bung

€49.8 U &c cla cac vi tri chdng 14n cla mo 1lién két va mo mém

€49.9 U 4c cha mo lién két va mdé mém, khong xac dinh

€91.00 Bénh bach ciu lymphoblastic cdp tinh khéng thuyén giam

€91.01 Bénh bach ciu lymphoblastic cép tinh, dang thuyén giadm

€91.02 Bénh bach cau lymphoblastic clp tinh, tai phat

€92.10 Bénh bach cdu dong tdy man tinh, BCR/ABL du g ng tinh, chu a thuyén giam
€92.11 Bénh bach ciu dong tly man tinh, BCR/ABL du d ng tinh, dang thuyén giam
€92.12 Bénh bach ciu dong tly man tinh, BCR/ABL du d ng tinh, tai phat

785.831 Li¢h sU c& nhan vé khdi u ac tinh cda mo mém

Phu luc 2 - Trung tém Dich vu Medicare va Medicaid (CMS)

B4o hiém Medicare cho thubc ngoai trd (Phdn B) du ¢gc néu trong Cam nang Chinh sach Phidc 1¢gi Medicare (f\n phém 100-2), Chu dng 15, 8§50
Thubc va Sinh phém‘ Ngoai ra, Xac dinh pham vi bdo hiém quéc gia (NCD) va Xac dinh pham vi bédo hiém dia phu o ng (LCD)
c6 thé toén tai va can phadi tuan thli cac chinh sach nay néu c6. Ching c6 thé du gc tim théy tai: http://www.cms.gov/medicare-coverage-

database/search/advanced-search.aspx. Cac chi dinh bd sung cé thé du gc chi trad theo quyét dinh cda chu d ng trinh sitc khde.

M3 chdn dodn du dc bao trd cla Medicare Phdn B (&p dung cho NCD/LCD hién c6): Khéng &p dung

Tham quyén ctia Nha thdu Hanh chinh Medicare Phdn B (MAC)

Quyén han Tidu bang/Lanh thd Hoa Ky ap dung Nha théu
Va 1) CA, HI, NV, AS, GU, CNMI Gidi phap cham sé6c slc khée Noridian,
LLC F (2 & 3) AK, WA, OR, ID, ND, SD, MT, WY, UT, AZ Noridian Hpalthcare Solutions, LLC Tap doan bao
5 KS, NE, IA, MO hidm dich vy bac si Wisconsin (WPS)
6 MN, WI, IL Dich vy Chinh ph Quéc gia, Inc. (NGS)
H (4&7) LA, AR, MS, TX, OK, CO, NM Gidi phap d@di méi, Inc.

MI, IN Tap doan Bao hiém Dich vy Bac si Wisconsin (WPS)
N (9) FL,PR,VI Tay chon dich vy bd bidn ddu tién, Inc.
J (10) TN, GA, AL Palmetto GBA, LLC
M (11) NC, SC, WV, VA (khdng bao gbm bén du di) Palmetto GBA, LLC
L (12) DE, MD, PA, NJ, DC (bao gdm Arlington & Giai phap d@di méi, Inc.

quan Fairfax va thanh phé Alexandria & VA)
K (13 & 14) NY| CT, MA, RI, VT, ME, NH Dich vy Chinh phé Quéc gia, Inc. (NGS)

Tiéu chi xac thuc tru dc TASIGNA® (nilotinib)
Trang 6 Thong tin doc quyén. Truy cap bi han ché - Khéng phé bién hoic sao chép Magellan Rx
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Tham quyén cda Nha thiu Hanh chinh Medicare Phin B (MAC)

Quyén han Tidu bang/Lanh thd Hoa Ky ap dung Nha théu

15 KY, OH

Quan tri vién CGS, LLC

Tiéu chi xac thuc tru dc TASIGNA® (nilotinib)
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