DANH GIA KET QUA SOM TRONG DIEU TRl BUOC SAU
UNG THU PHOI KHONG TE BAO NHO GIAI POAN MUON
BANG ATEZOLIZUMAB TAI BENH VIEN UNG BU'OU HA NOI

TOM TAT

Muc tiéu: Panh gié dap (ng diéu tri thubc
Atezolizumab trong diéu tri bwdc sau ung thw
phoi khéng té bao nhd giai doan muédn tr thang
04/2019 dén thang 10/2021.

Doi twong va phuong phap nghién ciu:
Nghién ctru mé ta héi ciru két hop tién ciu. Tir
thang 04/2019 dén théng 10/2021, tai Bénh vién
Ung buéu Ha N6i co 16 bénh nhén ung thw phéi
khéng te bao nhé giai doan mudn, khdng c6 dot
bien EGFR, ALK, dwoc diéu tri Atezolizumab
don chat buwoc sau. Nghién ctu danh gia dap
ung diéu trj trén nhom bénh nhén.

Két qua: Ty 1é bénh dap itng la 25%.Ty 1é
kiém soat bénh dat 68,8%, 31,2% bénh nhén
tién trién trong qua trinh diéu tri. Trung vi thoi
gian séng thém bénh khéng tién trién 14 6,0 + 3,2
thang. Khéng co tac dung phu ngoai y tram trong
nao duwoc ghi nhan.

Két lugn: Két qué buwéc dau diéu trj
Atezolizumab don chét trong UTPKTBN giai
doan mudn cho ty 1é dap trng cao. .

Ttr khod: UTPKTBN giai doan mudn, diéu trj
Atezolizumab don chat.

SUMMARY

PREMILINARY RESULTS OF
ATEZOLIZUMAB IN ADVANCED - STAGE NON-
SMALL CELL LUNG CANCER

Objectives: the aims of our study were to
investigate the initial efficacy of atezolizumab
monotherapy in advance - staged non - small
cell lung cancer patients.

Patients and methods: Clinical trial,
retrospective study. From April 2019 to July
2021, we enrolled 16 advance - staged non-
small cell lung cancer patients with no
sensitizing mutation of epidermal growth factor
receptor gene or translocation of the anaplastic
lymphoma kinase gene at Hanoi Ongcology
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LE THI LE QUYEN
Bénh vién Ung bwéu Ha NGi

Hospital. All patients received atezolizumab
monotherapy. Progression free survival time
were determined.

Results: Response rate was 25%. Disease
control rate was 68,8%, 31,2% had disease
progression. Median progression free survival
was 6,0 £ 3,2 months.

Conclusions: The initial  result  of
atezolizumab monotherapy using in advance -
staged non - small cell lung cancer show high
response rate and improve progression free
survival.

Keywords: Advanced - stage non-small cell
lung cancer, atezolizumab.

DAT VAN BE

Ung thw phdi (UTP) la loai ung thw phd bién
nhét trén toan cau va la nguyén nhan gay to
vong do ung thuw thwérng gép nhét. Tai Viét Nam,
ghi nhan nam 2018 ty I& bénh nhan mac méi UTP
I&n thr hai chi sau ung thw gan v&i hon 23 nﬁhm
ca, chiém 14,4% trong tat ca cac loai ung thw

Trwéc day, diéu tri UTPKTBN giai doan
mudn, hoa tri toan than la phuvong phap diéu tri
chu yéu, gilp kéo dai thoi gian song thém va cai
thien chét Iu’c_)’ng sébng cho bénh nhan. Tuy
nhién, thoi gian séng thém van khong qua 12
thang va g&p nhiéu tac dung phu cling nhv tinh
trang khang thubc . Cac thudc didu tri nhdm
vao dich phan tlr cta té bao cho hiéu qué cao
tuy nhién chi ap dung chon loc trén nhirng bénh
nhan c6 dét bién va hau hét & nhém ung thw
bidu mé tuyén Bl

Atezollzumab la mét khang ’ghé don dong,
hoat dong dwa trén co che gan két vdi PD-L1 va
ngan chan sy twong tac ctia né vai thu thé PD-1
va B7.1. Piéu nay ngan can sw (rc ché mién
dich qua trung gian PD-L1/PD-1, bao gdm kich
hoat phan *ng mién dich chéng khdi u ma
khéng gay doc té bao phu thudc khang thé, tu
doé khoi phuc dap wng mién dich chéng khéi u
ctua lympho T. Atezolizumab con dwoc ching
minh la co6 hiéu qua khi diéu tri don tri bwdc sau
UTPKTBN ca khong té bao vay va té bao vay
qua nghién ctru pha Il khac la nghién ctru OAK.
Tinh an toan cla Atezolizumab ciing vwot troi
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hon so v6i héa tri, ty 16 gap doc tinh nang hoac
nghiém trong do 3, d 4 & nhém dwoc diéu tri
Atezolizumab la 15% (90/609) so v&i 43% &
nhom con lai (247/578) ™. Tuy nhién cho dén
nay, ¢ Viét Nam chwa c6 nghién clru nao bao
céo ve ké‘g qua dieu tri ciing nhw nhitng tac dung
mong muén cé thé gap clia thudc. Vi vay, chung
toi tién hanh nghién ctru dé tai: “Panh gla két qua
sém trong diéu tri bwéc sau ung thw phdi khéng
té bao nhé giai doan muén bang Atezolizumab tai
Bénh vién Ung buwdu Ha N&I”, nham muc tiéu
danh gia dap &ng diéu tri thuéc Atezolizumab
trong ung thw phdi khong té bao nhd giai doan
mudn tr thang 04/2019 dén thang 10/2021.

poI TUQNG, PHUONG PHAP NGHIEN CUU

1. Déi twwong nghién clru

16 bénh nhan dwoc chan doan UTPKTBN
giai doan mudn dwgc diéu tri don fri
pembrolizumab tai Bénh vién Ung bwéu Ha Noi
tr thang 04/2019 dén thang 10/2021.

1.1. Tiéu chuén Iwa chon

- Chan doan xac dinh la UTPKTBN giai doan
muon: giai doan IV (theo tiéu chuan ctia AJCC
2017) hoac giai doan tai phat di can.

- D3 thét bai vai it nhat mot phac dé hoa tri
trwdc do co platin.

-Tudi 218

- Puogc diéu tri bang Atezolizumab it nhat 3
chu ki.

- C6 hod so bénh an thdng tin diéu tri va chép
nhan tham gia nghlen clru.

1.2. Tiéu chuan loai trir

- Bénh nhan co dot bién EGFR, ALK

- Bénh nhan da dwoc diéu tri v&i cac liéu
phap mién dich trwéc do.

- Bénh nhan méc cac bénh ty mién hoic
dang c6 tinh trang suy gidm mién dich.

- Bénh nhan méc cac bénh ly trAm trong khac
de doa t&r vong: suy tim dg IV, suy than, suy gan
khéng hdi phuc,....

- Bénh nhan tir chéi tham gia nghién ctu.

2. Phwong phap nghién ciru

- Thiét ké& nghién ctru: Nghién ctru mé ta hoi
ctru két hop tién cru.

- Cac buoc tién hanh

Budc 1: Lwa chon, danh gia bénh nhan theo
dung cac tiéu chuan lya chon, thu thap théng tin
trwdc diéu tri: 1am sang, can lam sang.

Buoc 2: Diéu tri

- Thubc dung trong nghién cou la
Atezolizumab (Tecentrig), dung dich tiém truyén
ham lwgng 1200mg/20ml cha nha san xuét
Roche. .

- Lieu lwgng: Lieu 1200 mg

- Thoi gian diéu tri: Dén khi bénh tién trién
hoac ddc tinh khdong ch,ép nhan duoc.

Buwdc 3: Banh gia ket qla dieu tri va tac dung
khéng mong mudn cua thudc. R

banh gia két qua diéu tri theo tiéu chuan
RECIST 1.1. )

Xt ly s0 liéu: Nhap s0 liéu, lam sach, ma hoa
sO liéu: str dung phan mem SPSS 28.0 va cac
test thong ké y hoc.

KET QUA

Qua nghién ctu 16 bénh nhéan UTPKTBN
giai doan mudn dieu tri pembrolizumab don chat
tai Bénh vién Ung buwdu Ha Noi tw thang
04/2019 dén thang 10/2021, chung t6i thu dwoc
cac két qua sau:

1. Pac diém chung cta nhém nghién cru

Bang 1. D&c diém chung cta nhém nghién
ciu

Déc diém [ n | %

Tudi Tudi trung binh: 62,47 + 7,69 tudi
Gidi Nam 100%

PS PS=0 3 18,8
PS =1 9 56,2

PS=2 4 25

M6 bénh hoc UTBM vay 1 6,3
UTBM tuyén 15 93,7

SO lwong 1 3 18,8
co quan 2 9 56,3
di can 3 3 18,8
4 1 6,3

PD-L1 <1% 1 6,3
1-9% 2 12,5

10-49% 2 12,5

> 50% 5 31,3

Khong xac dinh 6 37,5

Buwdc diéu tri Bwéc 2 8 50
Bwéc 3 3 18,8

Bwéc 4 3 18,8

Buwéc 5 1 6,3

Buéc 6 1 6,3

Nhan xét: Bénh nhan trong nghién ctru 1a 16
bénh nhan nam. Tudi trung binh 62,47 + 7,69
tubi. Nguwdi nhiéu tudi nhéat 1a 73 tudi, ngudi it
tubi nhat la 52 tudi. Chi sb toan trang PS =1
chiém ti 1& cao nhéat la 56,2%. Hau hét giai phau
bénh la ung thw bidu mé tuyén 93,7%. Diéu tri
Atezolizumab sau buéc 2 chiém 50%.

2. S6 chu ky Atezolizumab da thwc hién

Bang 2. S6 chu ky Atezolizumab

So6 chu ky n %
3 7 43,8
4-10 4 25
11-20 3 18,7
>20 2 12,5
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Nhan xét: Sé6 chu ky Atezolizumab thuc hién
it nhat 1a 3 chu ky, sé chu ky Atezolizumab
nhiéu nhat 1a 25 chu ky.

3. Dap trng diéu tri

Ty Ié ddp tng diéu tri

500% 43.8%

40.0% -

30.0% 1~
20.0% -
10.0% -

0.0% : ‘ 4
Pap ttng  Dép Ung
hoan toan mot phan

Khong  Tién trién
doi

Biéu dd 1. Ty lé dap rng diéu tri véi Atezolizumab

Nhan xét: Khéng cdé bénh nhan dap (ng
hoan toan, dap tng mot phan dat 25%. Ty lé
kiem soat bénh dat 68,8%, 31,2% bénh nhén
tien trién. )

Danh gia mét so triéu chirng lam sang
trwérc va sau diéu tri

Bang 3. Triéu ching lam sang trwéc va sau
diéu tri

Cai thién Trwdce diéu tri Sau diéu tri
triéu chirng S6 | Tylé S6 BN cai Ty lé
Cco hang BN % thién triéu %

chirng
Ho 15 93,8 10 62,5
Kho thé 11 68,8 7 43,8
Pau nguc 12 75 6 37,5

Nhan xét: Ty 1&€ bénh nhan cai thién triéu
ching ho 14 16n nhat 62,5%, ty & cai thién triéu
chirng kho thé la 43,8%, triéu chirng dau ngwc
la 37,5%.

4. banh gia thei gian séng thém khéng bénh tién trién

Thoi gian sbng thém khoéng bénh tién trién
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Thei gian séng thém bénh khéng tién trién (thang)

Biéu dd 2. Th&i gian sdng thém bénh khéng tién trién

Nhan xét: Trung vi PFS trong NC |a 6,0 + 3,2 RGi loan noi tiet
thang, thdp nhéat 2,1 thang va cao nhét c6 BN da Suy giap 0 0 0
diéu tri @én thang 28 chua tién trién. Cuong giap 0 0 0
5. Tac dung khong mong muon Suy 0 0 0
Bang 4. Tac dung khéng mong muén thwong théan
Roi loan tiéu hoa
ADR Atezolizumab (Tecentriq) (N=16) Tiéu chay 1 0 0 | Hoi phuc
Phan nhom |Batky do| D6 3-4 |Do 5 | (6,25%)
theohd | nao(%) | (%) | (%) | Xdtri Viém dai 0 0 0
co quan trang
R&i loan huyét hoc va hé bach huyét Buon nén/ 1 0 0 | Hoi phuc
Giam 1 0 0 | Hoi phuc Non (6,25%)
tiéu cau (6,25%)
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ROi loan toan than va tai vi tri dung thudc

HC gia cim 0 0 0
Phan &ng 1 0 0 |Swng nhe
lién quan dén| (6,25%) vung tiém.
tiém truyén Hbi phuc
ROi loan gan méat
Tang AST 1 0 0 | Hoi phuc
(6,25%)
Tang ALT 0 0 0
Viém gan 0 0 0

Tac dung khdng mong muon it gap véi 1 BN
tiéu chay, 1 BN buon nén/ Nén, 1 BN tang AST,
1 BN glam tiéu cau, 1 BN suwng tay vi tri truyen
TAt ca cac tac dung khéng mong muon déu & do
1 ho&c 2, khéng c6 béat ky bién cb trAm trong
nao khac.

BAN LUAN

1. Pac diém chung cia nhém nghién cru

Do tudi trung binh trong nhdm nghién ctru
clia chung toi la 62,47 + 7,69 tudi, thdp nhat la
52 tudi, cao nhét la 73 tudi. Trong nhém nghién
cru 100% la bénh nhan nam. Sy khac biét nay
lién quan dén yéu t6 nguy co méc ung thw phdi
cht yéu xuét hién & nam giéi nhw hat thube 13,
uong rwou. Ngoai ra con do nghién clru cua
ching t6i loai trr cac bénh nhan co dot bien
EGFR hoac ALK, nhirtng d6t bién nay lai hay xay
ra & nhom bénh nhan ni gi&¢i hon. S bénh
nhan duoc diéu tri mién dich la it vi chd yéu lién
quan dén diéu trj kinh té

Pa so cac bénh nhan trong nhém nghién ctru
c6 thé trang trung binh, PS bang 1 chiém 56,2%
vi hau hét bénh nhan diéu tri & buwdc sau, sau
khi that bai v&i hdéa chat trwdc do. Vi diéu tri
Atezolizumab & bwédc sau khéng can yéu ciu
lam xét nghiém PD-L1 nén ti 1&é khong lam xét
nghiém PD-L1 chi chiem 31,3%.

2. SO chu ky Atezolizumab da thwc hién

Nghién ctru Iyva chon bénh nhan thyc hién it
nhat 3 chu ky Atezolizumab. Ket qua nghién ctru
cho thay c6 7 bénh nhan trong dé cé 2 bénh
nhan dirng vi diéu kién kinh té, 5 bénh nhan
drng sau 3 chu ky vi bénh tién trién. Sé chu ky
Atezolizumab nhiéu nhét 1a 25 chu ky.

3. Dap rng diéu tri

Ty 1é dap trng

Trong nghién clru cha chung t6i khéng co
bénh nhan nao dap &ng hoan toan. Ty |é bénh
nhan diéu tri Atezohzumab c6 dap rng mot phan
dat 25%. Bénh tién trién chiém 31,2%. Ty 1&
kiém soat bénh dat 68,8%

Danh gia mét so triéu chirng lam sang
trwérc va sau diéu tri

Atezolizumab giup cai thién triéu ching
dang ké trong do ty 1& bénh nhan cai thién triéu

chirng ho 14 1&6n nhat 62,5%, ty 1& cai thién triéu
chirng kho thé la 43,8%, triéu chirng dau ngyc
la 37,5%. )

4. Panh gia théi gian song thém bénh
khéng tién trién

Thoi gian sbng thém bénh khong tién trién

Trong nghién ctu cla chang téi, két qua thoi
gian séng thém bénh khéng tién trién la 6,0 +
3,2 thang, thdp nhat Ia 2,1 thang, nhiéu nhét Ia
28 thang. Két qua nay cao hon trong nghién ctru
OAK, trung vj thoi gian song thém khong tién
trién la 2,8 thang. Sw chénh Iéch vé két qua co
thé do sé bénh nhan trong nghién ciru cla
ching téi con it do thubc méi va gia thanh cao,
lwng BN tiép can con han ché. Cac két qua nay
déu khang dinh dwoc vai trd cla Atezolizumab
trong diéu tri budc sau UTPKTBN giai doan
muon trén dbi twong bénh nhan khong co dot
bién, khong co chi dinh diéu tri thubc dich.

KET LUAN

Qua nghién ctu trén 16 bénh nhan
UTPKTBN giai doan muén dwoc dieu tri
Atezolizumab bwdc sau tai Bénh vién Ung bwéu
Ha Noi, ching t6i rat ra mot s két luan sau:

Diéu tri thubc ¢ ché diém mién dich -
Atezolizumab don tri bwoc sau doi voi ung thw
phdi khong té bao nhd giai doan muén co ti 1é
dap wng la 25%. Ty lé kiém soat bénh dat
68,8%. Thoi gian song thém khong bénh thép
nhét la 2,4 thang, nhiéu nhat la 28 thang.
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