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Bi kich toan cau

Mot bude dot phd ma cod thé so sanh vai viée sang ché ra thudc Penicillin, dugc goi la thube khang vi-
rit tac dong truc tiép ( DAAS ), loai thudc ma chita khoi vi-rit viém gan C ( HCV) véi tac dung phu

t6i thiéu va ty 1¢ thanh cong 95 % , da dén thi trudng.

Gidng nhu HIV, HBV (Viém gan B), TV (bénh lao) va sot rét, viém gan C 1a mot trong 5 nguyén nhan

chinh gy tir vong Vi bénh truyén nhiém trén toan thé giéi.

That 1a bi kich khi phuong phap diéu tri méi nay chua duoc trién khai:
- C6 khoang 150.000.000 bi nhiém viém gan C trén toan thé gidi,
- MBJi nam c6 khoang 500.000 ngudi chét vi viém gan C, nhung

- Chi c6 khoang 500.000 bénh nhan viém gan C duoc diéu tri bang phuong phap méi DAA mdi

nam.

Gia ca |a van dé caa viéc trién khai phwong phap diéu tri méi nay.
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Van dé co ban

Gia cua céc loai thudc nay qua cao 1am bénh nhan khéng thé tiép can duoc cac loai thudce vo cing hiéu
qua nay

Phién ban gia ré caa thuéc DAA Sofosbuvir, ledipasvir, daclatasvir dang duoc san xuat hang loat véi
chi phi chi bang 1% gié ban hién tai tai My

Theo luat caa Uc, Vuong Qudc Anh, va nhiéu nuéc khac, bénh nhan c6 quyén tu nhap thuée cho 3
thang diéu tri, cho muc dich ca nhan

Nén tang phap ly cho viéc nhap khau phi mau dich, cho muc dich c4 nhan
Poc quyen theo luat cua bang sang ché, tuy nhién. ..
Diéu 60 cua Hiép dinh TRIPS - tdi thiéu nhap khau — cho thay:

Céc Thanh vién c6 thé khong ap dung quy dinh nay trong truong hop nhap khau véi s6 luong nho va
khong c6 muc dich thuong mai, chang han hang hoa trong hanh ly c& nhan cia hanh khach hoic hang
hoa nho dugc ky guri

Phu hop véi Diéu 60 hau hét cac nude cho phép mot sé loai hinh nhap khau thude ca nhan
http://fixhepc.com/ gilp bénh nhén tiép can thudc va thao luan vé viéc diéu tri truc tuyen

Phwong phap

Pau tién, DDA phién ban gié ré dugc danh gia chat luong bang cach sir dung HPLC, NMR, va Phuong
phap phéi kho

Bénh nhan lién tiép ghi danh qua trang web fixhepc.com va duoc sy hd tro trong viéc dua nhap khéu
thuoc theo dang ca nhan vé1 mure gid hop

Bénh nhan dugc danh gia trudc diéu tri , trong khi diéu tri, va sau d6 theo ddi SVR ( khoi bénh) thong
qua cong y hoc tir xa gp2u.com.au

Muc tiéu cua viéc phan tich nay 1a nham danh gia su an toan va hiéu qua cia cac loai thudc phién ban
gid ré ma bénh nhan nhap khau mot cach hop phap


http://fixhepc.com/
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Hon 400 bénh nhén trén toan thé giéi da tham gia

Current Data Parameters
NAME suofs

eibuwei
EXPNO 1
PROCNO 1
F2 - Acquisition Parameters
Date_ 20160118
Time 13.26
INSTRUM spect
PROBHD 5 mm PABBO BB-
PULPROG zg30
™ 65536
SOLVENT DMSO
NS 16
DS 2
SWH 8223.685 Hz
FIDRES 0.125483 Hz
AQ 1.9846387 sec
RG 86.75
DW 60.800 usec
DE 6.50 usec
TE =-39.5 K
b1 1.00000000 sec
DO 1
-------- CHANNEL fl ========
NuCl 1H
Pl 9.23 usec
PLW1 20.00000000 W

400.1324710 MHz

F2 - Processing parameters
sI 65536

SF 400.1300037 MHz
WDW EM
SSB L]

LB 0.30 Hz
GB (]

BC 1.00




Dac diém co ban

Genotype

n 448
SOF+RBV 0.9% (4/448) m G
SOF+LDV 45.8% (205/448) m GT3
SOF+LDV+RBV | 4.7% (21/448) m GT2
SOF+DCV 42.6% (191/448) " GT4
SOF+DCV+RBV | 6.0% (27/448) GT5/6
Naive 51.6%
Cirrhosis 31.3% 5.45%
Male 54.2% 2.27%
Mean Age 54.4 years 0.909% J
Mean HCV RNA | 6.46 log IU/ml

2878793 1U/m

Pap vng Vi-rit theo két qua REDEMPTION-1 so v6i két qua dwoe dwa ra

On Treatment Viral Load

SOF+LDV

SOF+DCV
— 400 mg SOF+LDV
— 400 mg SOF+DCV

200 mg SOF+PEG+RBV GT1
— 400 mg SOF+PEG+RBY GT1
— 400 mg SOF+PEG+RBV GT2/3
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So sanh SOF+DAC trong diéu tri kiéu gen 1 va 3

On Treatment Viral Load SOF+DCV GT1 vs GT3

— 400 mg SOF+PEG+RBV GT2/3
— SOF+DCV GT1 - average
— SOF+DCV GT3 - average

Log Viral Load (IU/ml)
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SOF+LDV+RBV cho kiéu gen 3 (két qua ciia gido sw Ed Gane-2015)
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REDEMPTION-1 Ty 18 vi-rat duéi ngudng phat hién <LLOQ khi hoan thanh ligu
trinh diéu tri (EOT) va SVR4

99.6% 99.2% 100.0%
SOal (235/236) (127/128) (105/105) 94.4% 93.7%
(136/144) (59/63)

HCV RNA < LLOQ (25 IU/ml)

EOT EOT EOT SVR4 GT1-6 SVR4 GT1 SVR GT1
Overall SOF+LDV SOF+DCV Overall SOF+LDV SOF+DCV



Két qua SVR12 ciia SOF+LDV va SOF+DCYV nhu di dwa tra
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Két qua chia REDEMPTION-1 SVR4 cho tét ca kiéu gen khi ding phién ban gia ré
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An toan cho bénh nhéan

Chua ¢6 bao cdo mdi nao veé tac dung phu maéi hodc chua biét dén nhung dau dau, mét moi va mat ngu
1a phé bién nhat
3 bénh nhan bi xo gan giai doan ddu chuyén sang xo gan mat bu khi bit ddu diéu tri nhung van tiép tuc
4 bénh nhan tham gia da tir vong, vi viém gan C

- 1 bénh nhan tir vong trude khi bat dau diéu tri

- 2 bénh nhan tir vong ngay sau khi bét dau diéu trj

- 1 bénh nhan tr vong trudc khi dat SVR4

Vin tit

Trong phan tich tam thoi nay, diéu tri bing DAAs nhap khau hop phap dan dén ty 1é SVR cao

Nhirng ti 1é¢ SVR nay ciing tuong tyr nhu nhitng ty 1¢ dugc thiy trong thir nghiém 1am sang giai doan 3
khi ding thude gbc

Diéu tri toan cau bang phuong phap DAAs phién ban gia ré nay 1a mot phuong phap thay thé kha thi

khi gid cac loai thuoc goc qua cao dan dén viéc bénh nhan kho ti€p can thuoc



Tong két

Phién ban gi ré diéu tri viém gan C hién da c6 véi gia $1000 va hiéu qua nhu mong doi

Véi mirc gia API hién tai va chi phi san xuat $ 200 / bénh nhan, diéu tri véi SOF + DCV la c6 thé,
khéng phai trong twong lai, ma la ngay bay gio

Néu khong diéu tri, twong lai ciia hang triéu bénh nhan bi nhiém viém gan C s& nhu thé nay
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Thong tin tham khao thém tai

= http://fixhepc.com

= https://gp2u.com.au

= https://clinicaltrials.gov/ct2/show/NCT02657694

= HCV Decision Support Tool with expected SVR
https://gp2u.com.au/hcv
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