basedow (1,8%); budng trirng da nang (0,6%).

Ket qua xt tri san khoa cac thai phu trén va
mot s6 bién chirng clia me va con.

Phuong phap dé&: Bé mé (70,0%); dé thuwdng
(27,7%); dé Forceps (2,3%).

Chi dinh mo dé: phan Ién mo dé ci (31,1%);
do hé hd tro sinh an (19,3%); thai to (15,1%);
TSG/SG (11,8%).

Trung binh can nang tré so sinh cla cac thai
phu BTDTK la 3400 + 592,0. Can nang so sinh
phan I&n trong nhom 3000g - 34009 (34,1%).

Bién chirng clia me sau dé: Chay mau 2,3%;
nhiém trang 3,0%.

Bién chwng so sinh: Ha dwong huyét va ha
canxi mau cung chiém 1,2%; chan thuong so
sinh do forceps chiém 0,6%. C6 01 trwdng hop
tlr vong chu sinh.
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TOM TAT

Muc tiéu: Bénh dong kinh gay ra ganh nang
I6n vé strc khée va kinh té trén toan céu.
Perampanel la mét loai thubc cé tiém néng trong
diéu tri b6 tro con déng kinh kh&i phét cuc bo va
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con co clng co - co giat toan thé héa nguyén
phat. Bai bao nay nham muc dich danh gid mot
cach co hé thong két qua cua cac thw nghlem
ngéu nhién cé doi ching (RCT) vé hiéu qua cla
perampanel trong diéu tri dong kinh.

Phuwong phap: Tim kiém toan dién dwgc thuc
hién trong bén co s& dir liéu xuét ban va ba co
s¢ dir liéu dang ky thir nghiém l1am sang. Hwéng
dén PRISMA duoc st dung trong tim kiém va
danh gia. Phan tich téng hop (meta-analysis)
duoc thuc hién dé nghién ctu téc dong cua
Perampanel déi v&i ty 1€ dap (g 50%, khéng
con co git, va cac bién c6 bat Ioi.

Két qua: Bay an pham (tam ther nghiém ngéu
nhién c6 déi ching) Ze/] tong s6 2680 bénh nhan
da duoc chon. Ndm &n phédm néi vé con dong
kinh khéi phét cuc bé & bénh nhén tor 12 tudi tré
Ién, mét &n phdm vé con déng kinh khéi phat
cuc b6 & bénh nhan 12-18 tudi va mét bai bao
vé con co ciing co - co gidt toan thé héa nguyén
phét. Trong s6 bénh nhéan c6 con dong kinh kh&i
phat cuc bd, ty I1é dap umg 50% cao hon dang ké
& nhitng bénh nhén dung perampanel liéu 4, 8
va 12 mg / ngay so véi nhém ching, véi ty sé
nguy co twong tng la la 1,55 (95%CI = 1,11-
2,17); 2,28 (95% Cl = 1.76-2.97); va 2,44 (95%
Cl=1,61-3,71). Ty Ié khéng co giat & bénh nhan
dung liéu 4, 8 va 12 mg cao hon dang ké so voi
nhém chieng, véi ty sé nguy co la 3,23 (95% Cl
= 1,67-6,25); 4,82 (95% Cl= 2.68-8.68) va 3,83
(95%CI=2,03-7,23). Tuy nhién, nguy co xay ra
céc bién cb bét loi & nhu’ng nguoi dung liéu 12
mg cao hon déang ké so véi nhém chiing, véi ty
s6 nguy co'la 2,73 (95% Cl = 1,91-3,88). )

Két luan: Nhitng két qua nay cho thay
perampanel c6 hiéu qua trong diéu tri bé tro cho
bénh nhéan ddng kinh.

Ter khéa: Fycompa, perampanel, con dong
kinh, khéi phéat, danh gia hé théng.

SUMMARY

Objective: Epilepsy causes great health and
economic burden in worldwide. Perampanel
showed potential as an adjunctive treatment in
both  partial-onset seizures and primary
generalized tonic-clonic seizures. This paper
aimed to systematically review results of
randomized controlled trials (RCTs) regarding
effectiveness of perampanel in treating epilepsy.

Methods: A comprehensive search was
performed in four publication databases and
three clinical trial registry databases. PRISMA
guideline was used to guide the search and the
review. Meta-analysis was conducted to
investigate the effects of perampanel on seizure-
free, 50% responder rates and adverse events.

Results: Seven publications (eight RCTs) with

a total of 2680 patients were selected. Five
publications were about partial-onset seizures in
patients aged 12 years or above, one publication
were about partial-onset seizures in patients aged
12-18, and one paper were about primary
generalized tonic-clonic seizures. Among partial-
onset seizures patients, The 50% responder
rates were remarkably higher in patients with 4, 8
and 12 mg perampanel/day versus control, with
risk ratios of 1.55 (95%CI=1.11-2.17); 2.28
(956%CI=1.76-2.97); and 2.44 (95%CI=1.61-3.71),
respectively. The seizure-free rates in patients
with 4, 8 and 12 mg were significantly greater
than those in control group, with risk ratios of 3.23
(95%CI=1.67-6.25); 4.82 (95%CI=2.68-8.68) and
3.83 (95%CI=2.03-7.23). However, the risk of
advert events among those with 12 mg were
significantly higher than that in control group with
risk ratios of 2.73 (95%C=1.91-3.88).

Conclusions: These results showed that
perampanel was effective as an adjuctive
treatment for epilepsy patients.

Keywords: chompa perampanel, seizure,
epilepsy, systematic review.

DAT VAN DE )

Poéng kinh 1a mot trong nhirng rdi loan man
tinh clia ndo bd phd bién nhat. Bao cao cla T6
chirc Y té Thé gidi (World Health Organization -
WHO) cho b|ét c6 khoang 50 triéu nguwoi dwoc
chan doan méc dong kinh v&i trung binh 5 triéu
ca m&c méi mbi ndm. Gan 80% nguoi benh
sbng & cac nwéc thu nhap thap va trung binh
Bao cao cling cho biét _ty 1€ m&i mac dong kmh
& cac nwéc phat trién la tir 49 ca/100.000
ngum trong khi ty 1& nay cy cac nwéc dang phat
trién la 139/100. 000 nguoil” Dong kinh 13 mot
bénh ly man tinh can cé sy diéu tri lau dal
Bénh déng kinh cé thé anh hwédng sau sac den
hoat dong xa hdi, tam than va co the cﬂa‘bénh
nhan va sy anh hwdng nay cé thé nang né hon
b4t cir mét tinh trang man tinh nao. Biéu hién
lam sang cla déng kinh bao gém nhirng réi loan
dot ngét, kich phat cac chirc nang cla ndo vé
van déng, cam giac, giac quan, hodc y thic
trwoc, trong va sau con. Ngoai ra, cac bién
chirng cta bénh bao gom nhirng rdi loan tam
than nhw réi loan tw duy, tri tué, cam xic va
nhan cach. Diéu nay anh huéng rat 16n t6i co
héi hoa nhap cudc song cla ngwo’l bénh va lam
giam chét lwong cudc sbng cla ho. Bénh can
thi gian diéu tri 1au dai, chi phi diéu trj tbn kém,
néu diéu tri khdng thanh cong sé dé lai nhidu
ganh nang cho ban than va gia dinh bénh nhan
clng nhw toan xa hoi. . .

Bong kinh co6 thé dwoc diéu tri bang phuong
phap phau thuat hoadc diéu tri ndi khoa bang cac
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thuéc khang dong kinh B4 Tuy nhién tai Viét
Nam so Iwo’ng bénh nhan ddng kinh duwoc diéu
tri thanh cong bang phuwong phap phau thuat
con rat it, hdu hét déu phai dung thuoc khang
dong kinh keo dai. Do do, viéc phat tnan va st
dung cac loai thuoc khang dong kinh thé hé mai
la mot trong nhwng yéu cau cap thiét nham giam
thiéu ganh nang do dong kinh gay ra, cing nhw
cai thién chét lwong cudc sbng clia ngwoi bénh.

Mét trong nhitng loai thudc tiém nang la
perampanel. Perampanel la chét dau tién trong
nhém d6i khang chon loc, khéng canh tranh, cla
thu thé ionotropic a-amino-3-hydroxy-5-methyl-
4-isoxazolepropionic acid (AMPA) glutamate
trén thé bao than kinh sau synap. Perampanel
dwoc chi dinh dé& diéu tri bd tro con dong kinh
khéi phat cuc bd, cé hoac khong cé con dong
kinh toan the héa th¢ phat & nguwoi 1én va tré
em tr 12 tudi trd 1&n bi dong kinh. Perampanel
cung dworc chwng minh 1a cé tinh chi phi hiéu
qua ® va khi st dung thuéc nhu mét liéu phap
diéu tr| b tro cling chi tang chi phi & mirc do t0|
thiéu . P& co thé tdng hop cac bang chirng vé
hiéu qua cua perampanel trong didu tri dong
kinh, chung t6i tién hanh nghién ctru “Téng quan
hé thong vé hiéu qua clia perampanel (fycompa)
trong diéu tri bénh ly dong kinh”.

PHUONG PHAP NGHIEN CU'U )

1. Phwong phap, chién lwoc tim kiem va
nguén dir liéu

Phuwong phap nghién ciru dwoc thwc hién
theo hudng dan PRISMA (Preferred Reporting
Items for Systematic Reviews and Meta-
Analyses). Day la by checklist d& dugc chuan
héa cho cac nghién ciru vé& Téng quan hé théng
va phan tich gép, giup cho cac nha nghién cwu
co thé tién hanh dang thiét k& nghién ctru nay
mot cach day du va cé do tin cay cao. . )

Cac co s¢ di liéu dwgce st dung dé tim kiem
bao gom Medline/Pubmed, Web of Science,
Cochrane, va EMBASE. Cac tv khéa duoc sty
dung dé tim kiém bao gom: (perampanel) OR
(Fycompa) OR (E2007). Bén canh do6, nhém
nghién ctru cling tién hanh tim kiém tai cac co s&
dir liéu cac th* nghiém lam sang nhw WHO
International Clinical Trials Registry Platform
[ICTRP] (http://www.who.int/ictrp/en/), the US
National Institutes of Health Clinical Trials
Registry  (http://www.clinicaltrials.gov) va the
metaRegister of Controlled Trials [MRCT]. Méi co
s& di liu co cach két hop va b tri tir khoa khac
nhau. Nhom nghién ctru tién hanh tham van cac
chuyén gia trong linh vyc nay nham tim hiéu
cach thuace tim klem gip cho két qua tim kiém
bao pht dwoc sb lwong cong bd day di nhat.

2. Thoi gian nghién ciru

Nghién ctu duwoc tién hanh tir thang
03/2020. Tat ca cac ket qua tinh dén thoi diém
tim kiém déu dwoc dwa vao tdng hop.

3. Tiéu chuan Iwa chon va loai trir nghién
clru

Céac tiéu chuén va loai trr dwoc thé hién
trong bang dwoi day:

Bang 1. Tiéu chuan lwa chon va loai tri

Tiéu chi lwa chon Tiéu chi loai tri

Cac nghién ctru thr Cac nghién clru tong
nghiém lam sang ngau quan hé théng hoac
nhién co ddi chirng giai phan tich gop
doan Il va lll, 1am mu, tién |Cac nghién ctru trén
hanh danh gia hiéu bénh nhan duai 12 tudi
Iwc/hiéu qua cua Céc nghién ctru dwoc
Perampanel nhv mét bao cdo la nghién ctru
thudc bd sung trong didu  [hau kiém (post-hoc
tri bénh ly déng kinh analysis) hodc cac
Nghién ctru so sanh hiéu |nghién ctru tbng hop div
qua cla perampanel v&i |liéu tlr cac thdr nghiém
gia dwoc lam sang (pooled
Céc nghién ctru duwoc analysis).
cdng bb trén tap chi qudc |Cac tom tat, ky yéu hoi
té uy tin, ¢6 binh duyét thao, thw ban bién tap
Cac nghién ctru duoc (letter of editor), ... ma
xuét ban bang tiéng Anh  [khéng phai 1a cac
Céc nghién ctru duwoc nghién ctru gbe (original
xuét ban cho dén thang  |article)
6/2020 Cac nghién ctru dwoc
xuét ban bang khong
bang tiéng Anh

4. Lya chon nghién ctru

Hai nghién ctru vién doc lap da tién hanh
tdng hop nghién ctru theo hai giai doan. )

Giai doan mot: Tiéu dé va tom tat cla tat ca
cac két qua tim kiém dwoc duwoc ra soat va xem
xét. Cac nghién cru khdng phu hop voi cac tiéu
chuén sé bi loai trir. Cac nghién ciru phu hop
v&i tiéu chi lwa chon duwoc Iwu trlr dwdi dang
toan van va chuyén sang giai doan hai. .

Giai doan hai: Cac nghién ctru c6 tiéu de va
tém tat phu hop sé dwoc doc toan van va ra
soat két qué va phwong phap cac nghién cuu.
Cé&c nghién ctru c6 toan van khdong phu hop véi
tiéu chuan ciing bi loai trv khdi nghién ctru. Céac
nghién ctru con lai phu hop sé duoc tién hanh
trich xuéat di¥ liéu dwa vao biéu mau dwoc xay
dwng béi nhém nghién cu. Ngoai ra, danh muc
tai lieu tham khao clia cac nghién ctru phu hgp
cling dwoc xem xét nham tim kiém cac nghién
ctru khac phu hgp ma khong dugc tim thay qua
qua trinh tim kiém dwoc dé cap & trén.

Trong hai giai doan nay, néu cé bat civ bat
ddng nao gilra hai nghién ctru vién trong nhém,
cad nhém nghién ciru sé tién hanh thao luan va
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théng nhat quan diém.

5. Trich xuat dir liéu

D@ liéu tung nghién ctru dugc trich xuét theo
mot biéu mau thdng nhat nham phuc vu cho
phén tich va danh gia. Cac déc tinh dwoc trich
xuét bao gébm:

Théng tin co ban: Tac gia, ndm xuét ban
nghién ctru, nwéece.

Théng tin thir nghiém: Thiét ké nghién cuu,
déi twong nghién clru, dia diém nghién ciru, thoi
gian thir nghiém, c& mau.

Théng tin thudc: Liéu dieu tri, phwong thirc
diéu tri.

Thong tin 1dm sang: Loai déng kinh, thdi gian
mac bénh ddng kinh, thuéc dang diéu tri kém.

_Théng tin két qua nghién ctu: cac két qua
dau ra dwoc khai bao trong nghién ctru (vi du: ty
I& khéng c6 con ddng kinh, ty 1& dap wng, ty 1é
chiu tac dung phy, v...v...).

6. Panh gia nghién ctru

Nhom nghién clu si¢ dung bo coéng cu
Cochrane Collaboration’s tool nham danh gia
nguy co sai chéch va chat lwgng cac nghién
ctru dwoc Iwa chon. Co hai nghién clru vién
trong nhém tien hanh danh gia doc lap. Néu cé
bat clr bat ddng nao gira hai nghién clu vién
trong nhém, cad nhém nghién ciru sé tién hanh
thao luan va thdng nhéat quan diém.

7. Phan tich div liéu

D{ liéu clia cac nghién ctru duwgc t6ng hop
va mo ta theo cac tiéu chi dwoc trich xuat. Két
qua téng hop vé hiéu qud/hiéu lyc cla thube
dwoc trinh bay theo cac loai bénh ly ddng kinh.
Nghién ctru phan tich ty sé nguy co twong doi
(Relative risk - RR) danh gia mai lién quan gilra
tinh trang dap (ng va tinh trang khéng con déng
kinh gitta cac nhém liéu diéu tri perampanel
khac nhau v&i nhém gid duwoc theo ph,u’o’ng
phap mé hinh ngau nhién hodc mé hinh ¢cd dinh
dwa vao sy khéng déng nhéat clia céac nghién
cieu (I ) va duwoc thwc hién trén phan mém
Stata 16.0.

KET QUA NGHIEN CcUU

Tim kiém trén cac co sé& di liéu (hinh 1) cho
thay c6 2634 tai liéu va 291 dang ki thtr nghiém
[dm sang. Sau khi doi chieu theo tiéu chuan Iva
chon va tiéu chuan loai trle, 7 bai bao thudc 8
nghién ctru dugc dua vao trong tong quan hé
théng. Dac diém co ban cia mbi nghién ctu
dwoec trinh bay & bang 1.

Cochrane Library
(n =259);
Embase (n =
1041); Web of
Science (n=829)

Trials Registry Platform: 207
National Institutes of Health
Clinical Trials Registry: 84
the metaRegister of
Controlled Trials [mRCT]: 0

Poc tiéu de, tom tat

—
cac bai bao (n=1202)

Poc tiéu de, tom tat
cac bai bao (n=1202)

Loai trir (n=1172) bai
bao khong théa man tiéu
chudn da xac dinh

| —

Lay toan van va doc
chi tiét ndi dung cac

bai bao (n=30)

Loai trtr (n=23) bai bao
khong théa man tiéu
chuan da xac dinh

l—>

Tong cdng: 7 bai bao
(8 nghién cwu)

duwoc lwa chon

Co s@ di liéu thtr nghiém
lam sang

Cac y van nghién
clru: (n = 2634)

Pubmed (n = 505); WHO International Clinical

Hinh 1. Két qua qua trinh Iwa chon cac nghién ctu

Cac nghién c(ru_déu la nghién ctu thiy
nghiém lam sang ngau nhién co doi chwng, da
trung tam, ma doi. Péi twong nghién clru bao
gom tudi ttr 12 trd 1en (voi 6/7 nghién cteu) 112
va 1 nghién ctru co déi twong 1a 12-18 tuoi .
Thoi gian dung thubc trong nghién ctu dao
dong tir 1-8 tuan ban dau, 4 - 12 tudn chuén
lidu, 4-13 tuan duy tri va 4 tuan theo d&i. Cac
nghién clru déu danh gid hiéu quad cla
Perampanel nhw mét liéu phap bd sung bén
canh cac thuoc khang dong kinh khac, so voi
cac nhém chi sir dung thudc khang dong kinh va
gia dwoc. Lieu s¢ dung dao déng tr toi da
2mg/I|eu/ngay dén tbi da 12 mg/liéu/ngay.

Danh gid chat lwong theo Cochrane
Collaboration’s tool cho cac nghién clu thir
nghiém |am sang cho thay 7/7 bai bao c6 chat
lvgng tot, mac du trong mot sO nghién ctru co
nhirng két qué khéng dwgc bao cao nhu trong
nghlen clru cla Krauss (2012[) khong co thong tin
ve ty lé khong con dong kinh . Chi tiét hiéu qua
diéu tri clia cac thlr nghiém Iam sang trinh bay
trong bang 2 Muc tiéu chinh clia cac nghién ctru
206 va 208 "% |a danh gia kha nang dung nap
clia céac liéu perampanel khac nhau, trong khi cac
nghién clru khac chd yéu danh gia kha nang dap
ung Cac nghlen clru 206 va 208 chi bao cao két
qua tong thé, va khoéng bao cdo két qua phan
nhém liéu riéng 1&. Do d6, trong phan tich phan
nhém (sub-group analysis), hai nghién ctru dwoc
chi dinh theo lieu t6i da dwoc ther nghiém trong
nghién ctru do. Nghlen clru 206 dwogc chi dinh
cho nhém 4 mg vi 82,4% déi twong co thé dat
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duoc 4 mg. Nghién clru 208 dwoc chi dinh cho  trinh bay & bang 1.
nhom 12 mg. Dac diém clia cac nghién ctru dwoc

Bang 1. Bac diém co ban cla cac nghién ctu

Hanh chinh Thiét ké& nghién clru DP&c diém mau Lam sang
Tacgida| Nwéc/ | Thiétké | Dic Nhom Thoigian | C& Gi6i Tubi | Thoi | S.lwong [Loai
(nam) Vung diém | nghién ctru mau |tinh, ni, | trung | gian | AED st | co

bénh (n) n(%) binh | méc dung | giat
nhan (nam) | dong | truwdc
kinh can
thiép
Krauss | Nghién TNLS Nguwoi | Nhém 1: TOi | 4 tuan ban |Nhém | Nhém 1: | Nhém | Nho 1hoac | Co
(2012) | cru 206- | ngdu | trwdng | da 2mg/lidu dau 1: 51 29 1; 1 2 giat
M9 "1 Uc, Chau | nhiénco | thanh, | perampanel | (baseline), |Nhom | (56,9%) | 40,0 | 25,1 cuc
Au, My nhom 18-70 | cho nhém 2 8 tuan 2:51 |Nhom 2: | Nho nam bo
chieng, |[tudi, can| liéu/ngay | chuénliéu, [Nhdm| 29 2: | Nho
mu doi, nang | Nhém 2: Téi | 4 tudn duy | 3: 51 | (56,9%) | 42,5 2:
nhém | 240kg, | da 4mg/liéu | tri, 2 tudn Nhom 3:| Nhém | 23,0
song dong | perampanel | theo doi 28 3: nam
song, da | kinh c6 | cho nhom 1 (54,9%) | 38,1 | Nho
trung tdm | conco | liéu/ngay 3:
giat cuc | Nhom 3: Gia 22,9
bd duwoc nam
Nghién TNLS Nguwdi | Nhém 1: Téi | 4 tudn ban [Nhém|Nhém 1:| Nhém | Nho 1-3 Co
ctu 208-| ngau | trwdng |da 12mg/liéu dau 1:38 20 1; 1 giat
Uc, chau | nhiéncé | thanh, | perampanel | (baseline), [Nhém| (52,6%) | 40,7 | 22,3 cuc
Au nhém 18-70 | cho nhém 1 12 tuan 2: 10 |Nhom 2:| Nho nam bo
chieng, |[tudi, can| lidu/ngay | chun lidu, 5 2: | Nho
mu doi, nang | Nhém 2: Gid | 4 tudn duy (50,0%) | 45,5 2:
nhém >40kg, duwoc tri 18,0
song dong nam

song, da | kinh co
trung tdm | con co

giat cuc
b6
French | Nghién TNLS Tubi tr | Nhém 1: Tai | 6 tudn ban [Nhém | Nhém 1: | Nhém | Nho 1-3 Co
(2012) |ctru 304 -| ngau 12 tr& | da 8 mg/lidu dau 1: 68 1; 1 giat
m B4cva | nhiénco | 1én, cd | perampanel | (baseline), | 133 | (51,1%) | 35,8 |282,8 cuc
Nam My nhém con méi ngay 6 tuan Nhém | Nhom 2: | Nho nam bd
chirng, dong | Nhom 2: Téi | chuén liéu, | 2: 65 2:  |Nhé

mi d6i, da|kinhco | da12 |13 tudnduy| 134 | (48,5%)| 36,7 | 2:
trung tam | giat cuc mg/lieu tri, 4 tuan |Nhoém | Nhoém 3: | Nhém | 279,5

bd perampanel | theo doi 3: 67 3: nam
mé&i ngay 121 | (55,4%) | 35,6 | Nho
Nhom 3: Gia 3:
duoc 289,6
nam
French | Nghién TNLS Tudi tr | Nhém 1: Téi 6 tuan Nhém | Nhém 1:| Nhé Nhoé 1-3 Co
(2013) [ctru 305 -| ngau 12 tr& | da 8 mg/lidu | ban dau 1: 64 1; 1 giat
Bl " | chau Au, | nhiénco | 1&n, co | perampanel | (baseline), | 129 | (49,6%) | 36,7 |270,3 cuc
Uc, My, nhém con mbi ngay 6tudn |Nhom|Nhém 2: thang bd
Nam Phi | chirng, | déng | Nhém 2: Téi | chudn lidu, | 2: 71 Nhém | Nhém

mu dbi, da | kinh co da 12 13tuén(juy 12.1 (58,7%) | 2: 2:
trung tam | giat cuc mg/lieu tri, 4 tuan |Nhom|Nhém 3:| 35,5 | 255,9

bd perampanel | theo dbi 3: 65 Nhém | thang
méi ngay 136 | (47,8%)| 3: |Nho
Nhém 3: Gia 34,4 3:
duoc 264,2
thang
Krauss | Nghién TNLS | Tudi ttr | Nhém 1: Téi | 6 tudn ban |Nhém|Nhém 1:| Nhém | Nho 1-3 | Co
(2012) |c?u 306 -| ngdu | 12 tre da 2 dau 1: 95 1: 1; giat
i Uc, nhiéncod | 1én,cd | mg/ngay | (baseline), | 180 | (52,8%) | 33,8 |232,4 cuc
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Chau Au, nhém con | perampanel 6 tuan Nhom | Nhém 2:| Nhém | thang bd
Chau A | ching, | déng | Nhém 2: Téi | chudn lidu, | 2: 84 2: |Nho
mu dbi, da| kinh co da 4 13 tudnduy| 172 | (48,8%) | 33,6 2:
trung tam | giat cuc| mg/ngay tri, 4 tudn |Nhom |Nhom 3:| Nhém | 236,9
bd perampanel | theo doi 3: 92 3: thang
Nhom 3: Téi 169 | (54,4%)| 34,6 |Nho
da 8 Nhém | Nhém 4: | Nhé 3:
mg/ngay 4: 90 4: 239,4
perampanel 185 | (48,6%) | 33,4 |thang
Nhom 4: Gia Nhé
duoc 4:
209,9
thang
Frence | Nghién TNLS | Tuditly | Nném 1: Tdi | 4-8 tudn |Nhém|Nhém 1:| Nhém | Nho 1-4 Co
(2015) | ctru 332 - ngéu 12tr& | da8mg/lidu| bandau |1:81 46 1: 1: giat
© "] Chau A, | nhiénco | 1én, c6 | perampanel | (baseline), |[Nhém| (56,8%) | 27,3 | 15,7 toa
Chau Au,| nhém con mbi ngay 4tudn | 2:81 [Nhém 2:| Nhém | nadm n
Uc, My | chirng, | dong |Nhom 2: Gia | chuan liéu, 45 2: |Nho thé
mu d6i, | kinh co dwoc 13 tuan duy (55,6%) | 29,5 2:
nhém giat tri, 4 tuan 18,6
song toan theo doi nam
song, da thé
trung tam
Lagae | Nghién TNLS Tubi | Nhom 1: Téi | 1 tudn ban |Nhém | Nhom 1: | Nho N/A 1-3 Co
(2016) [ctru235-| ngau 12-18, da 12 dau 1: 85 33 1: giat
M3 7| chau A, | nhiénco | cocon | mg/lidu | (baseline), |Nhom | (38,8%) | 14,0 cuc
Chau Au, nhoém dong | perampanel 6 tuan 2: 48 |Nhém 2:| Nho bd
Uc, My | chirng, |kinhco| médingay | chuan liéu, 20 2:
mu ddi, |giatcuc| mdingay |13 tudn duy (41,7%) | 14,0
nhém bo |Nhém 2: Gid| tri, 4 tudn
song duwoc theo doi
song, da
trung tam
Nishida| Nghién TNLS | Tuditiv | Nném 1: Téi | 6 tudn ban |Nhém | Nhém 1:| Nhém | Nho 1-4 Co
(2017) |ctru 335-| ngau 12 tre da 4 dau 1: 94 1: 1: giat
12l Uc, nhiénco | 1én,co | mg/ngay | (baseline), | 174 |(54,0%) | 33,1 | 17,4 cuc
Chau A nhém con | perampanel 6 tuan Nhom | Nhom 2:| Nhém | nam bd
chieng, | dong | Nhoém 2: Téi | chuénliéu, | 2: 84 2: |Nho
mu d6i, | kinh co da 8 13 tudn duy| 175 |(48,0%) | 33,6 2:
nhéom |[gidtcuc| mg/ngay tri, 4 tudn |Nhém|Nhom 3: | Nhé 16,9
song bd perampanel | theo doi 3: 93 3: nam
song, da Nhém 3: 180 | (51,7%)| 32,3 |Nho
trung tam Téi da 12 Nhém | Nhom 4: | Nho 3:
perampanel 175 (50,9%) 34,5 nam
Nhom 4: Gia Nho
duoc 4:
17,5
nam
* TNLS: Thir nghiém lam sang; AED:Anti-epilepsy drugs = Thudc chong dong kinh
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Bang 2. Hiéu qua diéu tri cla perampanel so v&i gid dwoc

Tac gia Can thiép Két qua diéu tri

(nam) Nhom nghién ctru Dap ng 50% trd 1én Khéng con dong kinh (% Téc dung phu
(% (n)) (n)) (% (n))

Krauss Nhom 1: Toi da 2mg/lieu Nhom 1: 28% (14/50) (vs N/A Nhom 1+2: 66,7%

(2012) perampanel cho nhém 2 nhém 3 p>0,05) (68/102)

o) lidu/ngay Nhom 2: 33% (17/51) (vs Nhom 3: 62,7%
Nhém 2: Téi da 4mgl/liéu nhém 3 p>0,05) (32/51)
perampanel cho nhém 1 Nhoém 3: 21,6% (11/51)

lidu/ngay
Nhom 3: Gia dwoc
Nhém 1: Téi da 12mg/liéu | Nhém 1: 39,5% (15/38) (vs N/A Nhém 1: 84,2%
perampanel cho nhém 1 nhém 2 p>0,05) (32/38)
lidu/ngay Nhém 2: 22,2% (2/9) Nhom 2: 80%
Nhém 2: Gid dwoc (8/10)
French | Nhom 1: TGi da 8 mg/liéu Nhoém 1: 37,6% (50/133) |Nhoém 1: 2,2% (3/133) (vs| Nhom 1: 88,0%
(2012) perampanel méi ngay (vs nhom 3 p >0,05) nhém 3 p > 0,05) (117/133)
" Nhoém 2: Téi da 12 mg/liéu Nhom 2: 36,1% (48/133) |Nhom 2: 1,5% (2/133) (vs| Nhom 2: 91,8%
perampanel méi ngay (vs nhom 3 p >0,05) nhém 3 p > 0,05) (123/134)
Nhém 3: Giad dwoc Nhom 3: 26,4% (32/121) Nhém 3: 0,0% (0/121) Nhém 3:: 82,6%
(vs nhém 3 p >0,05) (100/121)
French | Nhom 1: T6i da 8 mg/liéu Nhom 1: 33,3% (43/129) |Nhém 1: 2,3% (3/129) (vs| Nhom 1: 86,8%
(2013) perampanel méi ngay (vs nhéom 3 p < 0,05) nhém 3 p>0,05) (112/129)
18 Nhém 2: Téi da 12 mg/liéu Nhom 2: 33,9% (41/121)  |[Nhém 2: 5,0% (6/121) (vs| Nhom 2: 86,0%
perampanel méi ngay (vs nhéom 3 p < 0,05) nhém 3 p > 0,05) (104/121)
Nhém 3: Gia dwoc Nhom 3: 14,7% (20/136) |Nhoém 3: 1,5% (2/136) (vs| Nhom 3: 68,4%
(vs nhém 3 p < 0,05) nhém 3 p > 0,05) (93/136)
Krauss | Nhom 1: Toi da 2 mg/ngay Nhoém 1: 20,6% (37/180) [Nhom 1: 1,9% (3/180) (vs| Nhom 1:61,7%
(2012) perampanel (vs nhom 4 p > 0,05) nhém 4 p > 0,05) (111/180)
(] Nhom 2: Téi da 4 mg/ngay | Nhom 2: 28,5% (49/172) |Nhom 2: 4,4% (7/172) (vs| Nhom 2: 64,5%
perampanel (vs nhéom 4 p < 0,05) nhém 4 p > 0,05) (111/172)
Nhoém 3: Téi da 8 mg/ngay Nhom 3: 34,9% (59/169) |Nhoém 3: 4,8% (7/169) (vs| Nhom 3: 71,6%
perampanel (vs nhom 4 p < 0,05) nhém 4 p > 0,05) (121/169)
Nhém 4: Gia dwoc Nhom 4: 17,9% (33/184) |Nhom 4: 1,2% (2/184) (vs Nhom 4:
nhém 4 p > 0,05) 54,6%(101/185)
Frence | Nhom 1: TGi da 8 mg/liéu Nhém 1: 64,2% (52/81) (vs | Nhém 1: 30,9% (25/81) | Nhém 1: 82,7%
(2015) perampanel méi ngay nhém 2 p < 0,05) (vs nhom 2 (67/81)
= Nhom 2: Gia duoc Nhom 2: 39,5% (32/81) p < 0,05) Nhom 2: 72,0%
Nhom 2: 12,3% (10/81) (59/82)
Lagae | Nhom 1: Toi da 12 mg/liéu Nhom 1: 59% (49/85) (vs Nhom 1: 23,7%(18/85) Nhém 1: 80,0%
(2016) | perampanel méi ngay mbi nhém 2 p < 0,05) (vs nhém 2 p > 0,05) (68/85)
3] ngay Nhom 2: 37,0% (17/48) Nhom 2: 16,3% (7/48) | Nhom 2: 64,6%
Nhém 2: Gid dwoc (31/48)
Nishida| Nhoém 1: Téi da 4 mg/ngay Nhom 1: 23,0% (40/174) | Nhom 1: 17,5%(30/174) | Nhom 1: 68,8%
(2017) perampanel (vs nhém 4 p > 0,05) (vs nhém 4 p < 0,05) (121/176)
2] Nhom 2: Téi da 8 mg/ngay | Nhom 2: 36,0% (63/175) | Nhom 2: 28,1%(49/175) | Nhom 2: 73,7%
perampanel (vs nhom 4 p < 0,05) (vs nhéom 4 p < 0,05) (129/175)
Nhém 3: Téi da 12 mg/ngay | Nhom 3: 43,3% (78/180) | Nhom 3: 20,9%(37/180) | Nhoém 3: 86,7%
perampanel (vs nhom 4 p < 0,05) (vs nhéom 4 p <0,05) (156/180)
Nhém 4: Gia dwoc Nhom 4: 19,4% (34/175) | Nhém 4:6,5% (11/175) | Nhom 4: 66,5%
(117/176)

*N/A: Not available = Khéng c6 théng tin

Hiéu qua diéu tri qua cac nghién clu dwoc
thé hién & Bang 2. Biéu db 2 - 4 trinh bay két
qua phan tich tdng hop qua cac nghién clru.
Trong phan tich tdng hop, chl]ng‘; t6i khéng dwa
nghién clru ctia Frence (2015) ! khi cac tac gia
thwe hién trén nhém cé cac con co giat toan thé;
va nghién ciru ctia Lagae (2016) ™ khi thuc
hién trén nhom dbi twong la 12-18 tudi. Két qua

cho thdy, & nhém bénh nhan cé con co giat cuc
bo, liéu Perampanel 12mg/ngay cho kha ning
dat dwoc dap wng 50% tré 1én cao gap 2,44 lan
so v&i nhém chirng, trong khi d6 liéu 4 va 8
mg/ngay cho khad nang lan Iwot 1a 1,55 lan va
2,28 lan. Trong khi d6, khdong cé sy khac biét
gitta nhém can thiép va nhém chirng véi lidu 2
mg/ngay.
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Treatment Control exp(Risk Ratios) Weight
Study Yes No Yes No with 95% CI (%)
12 mg/day

Krauss etal, 2012 ActaNeuro 15 23 2 7 - 2.28[ 0.42, 12.50] 1.33
French etal, 2012_Neurology 48 86 32 89 —B— 1.55[ 0.91, 265] 8.78
French et al, 2013_Epilepsia 41 80 20 116 N — 297[ 162, 545 751
Nishida et al, 2017_Neurclogica 78 102 34 141 B 317[ 1.97, 511] 10.11
Heterogeneity: T = 0.07. I’ = 39.91%. H = 1.66 < 244[ 161, 3.71]
Testof 6 = 6; Q(3)=4.30, p=0.23

2 mgiday

Krauss etal, 2012 ActaNeuro 14 36 11 40 ——@—— 1.41[ 057, 351] 4.07
Krauss et al, 2012 Neurology 37 143 33 152 —J— 119[ 071, 201] 9.09
Heterogeneity: T° = 0.00, I = 0.00%, H’ = 1.00 =g 1.24] 0.79. 1.96]
Testof & = 6; Q(1)=0.10, p=0.75

4 mgiday

Krauss etal, 2012_ActaNeuro 17 34 11 40 — 1.82[ 075, 441] 4325
Krauss et al, 2012 Neurology 49 123 33 152 . 1.83[ 1.1, 3.03] 9.54
Nishida et al., 2017_Neurologica 40 134 34 141 —— 1.24[ 0.74, 207] 9.24
Heterogeneity: T° = 0.00, I° = 0.00%, H* = 1.00 e 155[ 1.1, 217]
Testof 6 = 6; Q(2) = 1.29, p=0.52

Bmgtday

French etal, 2012 Neurology 50 83 32 89 — 168[ 0.98, 286] 881
French et al, 2013 _Epilepsia 43 86 20 116 — 200[ 159, 528] 762
Krauss et al., 2012 _Neurology 59 110 33 152 —B— 2.47[ 151, 4.04] 975
Nishida et al, 2017_Neurclogica 63 112 34 141 —— 233[ 1.44, 3.79] 9.90
Heterogeneity: T = 0.00, I = 0.00%, H’ = 1.00 B 228[ 1.76, 2.97]
Testof § = B; Q(3) = 2.00, p = 0.57

Overall & 197[ 161, 242]

Heterogeneity: T° = 0.05, I’ = 34.65%, H" = 1.53
Testof 6 = 6 Q(12) = 16.93, p=0.15

Test of group differences. Qu(3) = 8.04, p=0.05

=
=
L]
—_
g%
=
[e]

Random-effects REML model

Hinh 2. Téng hop hiéu qua dap trng 50% theo cac liéu khac nhau
& nhém bénh nhan c6 con co giat cuc bo

V&i hiéu qua vé viéc khdng con con dong kinh, & nhém bénh nhan cé con co giat cuc bd, sw khac
biét khdng coé y nghia théng ké gitra nhém can thiép va nhém chirng & liéu 2mg/ngay. Trong khi dd,
nhém Perampanel 4, 8, va 12 mg/ngay cho thay cé kha ndng dat dwoc hiéu qua nay cao gap 3,23 lan;
4,82 |an va 3,83 lan so v&i nhdém chirng gid dwoc. Sy khac biét ¢ y nghia théng ké véi p < 0,05.
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Treatment Control exp(Risk Ratios)  Weight

Study Yes No Yes No with 95% CI (%)
12 mg/day

French et al_, 2012_Neurology Z 132 0 32 = 458[ 022, 9646] 135
French et al., 2013_Epilepsia 6 115 2 134 — s 3.50[ 069, 17.66] 478
Nishida et al, 2017 Neurologica 37 143 11 164 B 386[ 190, 7.84] 2492
Heterogeneity: 1° = 0.00, I = 0.00%, H* = 1.00 Za 3.83[ 203, 7.23]
Testof 8 =6 Q(2)=0.03, p=099

2 mg/day

Krauss et al , 2012_Neurology 3 Ar 288 =— = 155[ 026, 939] 387
Heterogeneity: T = 0.00, I = %, H = e 1.55[ 0.26, 9.39]
Testof8 =6, Q(0)=000 p=.

4 mg/day

Krauss et al , 2012_Neurology 7 165 2 183 —a— 388[ 080 1895 499
Nishida et al., 2017_Neurologica 30 144 11 164 - 311[ 150, 6.42] 2378
Heterogeneity: T° = 0.00, I = 0.00%, H' = 1.00 <l 3.23[ 167, 6.25]

Test of 8 = 6; Q(1) = 0.06, p = 0.80

8 mg/day

French et al., 2012_Neurology 3 130 0 121 ° 652 0.33, 127.48] 142
French et al., 2013_Epilepsia 3 126 2 134 ——=—— 160[ 026, 9.71] 385
Krauss et al , 2012_Neurclogy 7 162 2 183 —a— 395[ 081, 1930] 499
Nishida et al., 2017_Neurologica 49 126 11 164 E = 5.80[ 290, 1160] 26.05
Heterogeneity: T = 0.00, I = 0.00%, H* = 1.00 i 482[ 268 868
Testof 8. = 6: Q(3) = 1.81, p = 0.61

Overall & 3.83[ 269, 5.45]

Heterogeneity: T = 0.00, I = 0.00%, H* = 1.00
Testof 8. =6, Q(9)=3.71, p=0.93

Test of group differences: Q.(3)=1.81, p= 061

1/4 1 4 16 64
Random-effects REML model

Hinh 3. Téng hop hiéu qua khdng con co giat (seizure-free) theo cac liéu khac nhau
& nhém bénh nhan cé con co giat cuc bo

Khi danh gia nguy co bi it nhat 1 bién cb bat lgi khi st dung thuéc Perampanel két hop véi cac
thudc chdng dong kinh khac, & nhém bénh nhan cé con co giat cuc bd, so véi nhém chi st dung
thuéc chdng dong kinh va gia dwoc, phan tich tdng hop cho thay & liéu 12mg/ngay, perampanel
tang nguy co bi bién cb bét loi cao gap 2,73 lan (95%CI = 1,91-3,88) so v&i nhém dung gid dwoc.
Twong tw nhw vay, & liéu 8 mg/ngay, perampanel tang nguy co bi bién cb ngoai y cao gap 1,89 lan
(95%Cl = 1,36-3,26) so v&i nhom gid dwoc. Sw khac biét co y nghia théng ké. Trong khi d6, khong
c6 sy khac biét & nhém 2 va 4 mg/ngay gitba 2 nhém can thiép va chirng (p > 0,05).
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Treatment Control

exp(Risk Ratios) Weight

Study Yes Mo Yes Mo with 95% CI (%)
12 mglday

Krauss etal, 2012_ActaMNeure 32 6 g 1 - 0.67[ 0.0V, 635 091
French et al., 2012 MNeurology 123 11 100 21 —®— 235[ 1.08 510] 575
French et al., 2013_Epilepsia 104 17 93 43 —— 2.83[ 151, 530] 7.62
Nishida et al., 2017_Meurclogica 155 25 117 58 —l— 3.07[ 1.81, 520] 9.31
Heterogeneity: T = 0.00. 1" = 0.00%, H = 1.00 4 273[ 191, 3.88]
Testof & =8 @(3)=185 p=060

2 mglday

Krauss et al., 2012_MNeurology 111 65 101 84 E B 1.34[ 0.88, 2.03] 11.61
Heterogeneity: T = 0.00, F= %, H =. = 1.34[ 0.88, 2.03]
TestofG =9 Q0)=000,p=.

2+4 mglday

Krauss etal, 2012 ActaNeuro 68 34 32 19 —F— 119[ 0.59 239] 661
Heterogeneity: T = 0.00, I'= %, H =. il 1.19[ 0.59. 2.39]
Testof 8. =8 Q(0)=-0.00,p=.

4 mglday

Krauss et al.. 2012_Neurology 111 61 101 B84 - 1.51[ 0.99, 2.32] 11.41
Mishida et al., 2017_Meurclogica 121 53 117 58 B 1.13[ 0.72, 1.78] 10.85
Heterogeneity: T = 0.00. 1" = 0.00%, H” = 1.00 < 1.32[ 0.97. 1.80]
Testof 6. =8 Q{1})=084, p=0.36

8 mg/day

French et al.. 2012 Neurology 117 16 100 21 . 154 0.76 3.10] 658
French et al., 2013 Epilepsia 112 17 93 43 —@— 3.05[ 163, 569] 765
Krauss et al.. 2012_MNeurclogy 121 48 101 84 - 2.10[ 1.35, 3.26] 11.04
Mishida et al, 2017 _Meurologica 129 46 117 53 —— 1.39[ 0.88 220] 1064
Heterogeneity: T = 0.04. I'=32.51%, H = 1.48 < 1.89[ 1.36. 2.63]
Testof & =@ Q(3)=4.49, p=0.21

Overall & 176 1.41,.219]

Heterogeneity: T = 0.06, I' = 44.80%, H” = 1.81
Testof & =8, Q(11)= 19.40, p= 0.05

Test of group differences: Q.(4) = 12.11, p = 0.02

Random-effects REML model

w8 14 12 1 2 4

Hinh 4. Téng hop nguy co tac dung phu theo cac liéu khac nhau
& nhém bénh nhan cé con co giat cuc bo

BAN LUAN

Nghién ctu cho thdy viéc s dung
perampanel & liéu 4, 8 va 12 mg lam gidm tan
suat co giat mét cach co y nghia thdng ké véi ty
& dap wng 50% & bénh nhan dong kinh khéi
phat mét phan va toan bd so véi nhirtng ngudi
dworc diéu tri bang gid dwoc. Phan tich tdng hop
clia ching t6i cho thdy, dbi v&i bénh nhan méc
dong kinh cuc bo, viéc diéu tri két hop thubc

chéng déng kinh v&i perampanel liéu 4, 8, va 12
mg/ngay c6 hiéu quéd dang ké trong cai thién
tinh trang bénh. Tuy nhién, khi xem xét viéc xay
ra cac bién cb béat loi, liéu 12 mg/ngay cho thay
nguy co’ cao bénh nhan gap bién cb bét lgi hon
S0 v&i cac nhom lidu khac.

Cac phan tich téng hop trwdc day ctia Gao va
cong su™ khong cho thay bing chirng thdng ké
vé su khac biét gitra perampanel va gia dwoc vé
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ty 1& dap (rng 50%. Cé thé la do sb lwong nghién
clru ¢6 sn tai thoi diém phan tich tdng hop cua
ho bi han ché. Mét nghién cuu phan tich tong
hop khac do Hsu va cong sw "™ cho thay két qua
twong tw nhw két qué phan tich cla ching toi
trong nhdom bénh nhan méc déng kinh cuc bo.
Diéu nay ¢ thé do sb lwong nghién clru cla
chuing t6i va cla tac gid nhiéu hon so vé&i nghién
clru clia Gao va cong sw. Phan tich tdng hop cla
ching t6i bao gébm nhiéu bénh nhan hon va cé
du kha nang dé xac dinh kha nang dé. Su twong
ddng vé cac két qua nghién ctru khang dinh vai
tro cla perampanel nhw mét liéu phap bb sung
trong diéu tri dong kinh ¢ Itra tudi tir 12 tré lén.

Diéu tri bang perampanel & 4, 8 va 12 mg déu
dan dén ty & dap (rng cao hon 50% so v&i nhém
dung gia duwoc. Trong do, ty 1& dap ng & liéu 12
mg cho thdy cao hon dang ké so v&i 4 nhung
twong duwong véi 8 mg/ngay. Diéu nay cé thé do
tac dung cla thubc da dat dén bao hoa véi 8mg.
Nha san xuét perampanel khuyén céo liéu khoi
dau la 2 mg m6i ngay va liéu téi da hang ngay la
12 mg dé diéu tri hé tro con dong kinh khéi phat
mot phan & bénh nhan tir 12 tudi tré 1én. Nha san
xuét cling néu ro trong théng tin k& don cda ho
rang viéc st dung liéu hang ngay 12 mg co thé
dan dén viéc g|am tan suét co giat & mac do vwa
phai so v&i viéc st dung liéu 8 mg hang ngay
Tuy vay, két qua tdng hop cho thay viéc stir dung
liéu téi thiéu 4mg da cho thay co hiéu qué cao
trong viéc cai thién tinh trang bénh, do dé trong
qua trinh thwc hanh 1am sang, cac bac sy c6 thé
can nhéc st dung liéu téi thiéu tlr 4mg va sé diéu
chinh liéu trong thei gian diéu tri.

Hiéu qua vé viéc khong bi co giat la mot muc
tiéu chinh khi diéu tri dong kinh. Két qua cua
ching t6i cho thay véi liéu 4, 8 va 12 mg déu co
tac dung tét trong viéc dat dwoc két qua nay.
Két qua na}/ khac biét v&i phan tich cua Hsu va
cbng sy khi tac gia khong tim thay maéi lién
quan gitra lidu 8 va 12 mg v&i viéc khong bi co
giat & nhém can thiép so vé&i nhém chirng. Diéu
nay co6 thé do nghién clru cla ching toi da cap
nhat thém nhirng nghién clru méi day va co
thém cac bang chirng khang dinh vai tro cua
perampanel. Tham chi, ching t6i con thay rang
lidu 8 mg c6 hiéu qua tét hon so véi liéu 12 mg
trong viéc giup bénh nhan khéng bj co giat. Khi
danh gia bién cb bét loi, két qua cho thay liéu
12mg tang nguy co gap bién cb bét lgi 1én dang
k&, trong khi liéu 4 hodc 8 mg cho thay bién c6
bt loi twong dwong véi nhém gid dwoc. Chéng
mat va budn ngu 1a nhirng bién cb6 bat loi dwoc
ghi nhan nhiéu nhét.

Nghién clru cua chung t6i bao gom tat ca cac
th&r nghiém lam sang ngau nhién cé doi chirng,
lam mu da xuat ban cé lién quan dén
perampanel cho dén nay. Viéc trich xuat di liéu
va phan tich thong ké dwoc thwe hién doc lap va
dwoc kiem tra chéo moét cach gén than. ]’uy
nhién nghién ctru cling c6 mot so6 nhwoc diem.
Th& nhét, sé lwong nghién clru vé thir nghiém
lam sang ngAu nhién c6 déi ching vé
perampanel twong ddi it. Chi cé cac nghién ctu
méi dwoc dwa vao phan tich tdng hop nay va
tat cd déu do cong ty dwoc tai tro. Chung toi
cting khdng dua cac ngh|en ctu nhan m& nhw
nghién cteu 307 17 vi 6 siv dung bénh nhan tir
nghién ctru 304, 305 va 306. Can lwu y rang,
nghién cru 307 cho thay hiéu qua cua
perampanel co tac dung lau dai.
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TAC DUNG KHONG MONG MUON CUA PIEU TRl HOA CHAT
TRONG UNG THU DAl TRANG
TAI BENH VIEN DA KHOA TiNH BAC NINH

KHUC QUAN NHAN', NGUYEN THI THU HUYEN?, TRAN BAO NGOQC?

TOM TAT

Muc tiéu: PBanh gia tac dung khéng mong
muébn cia diéu tri héa chét trong ung thw dai
trang.

Po6i twong va phuong phdp nghién ciru:
Nghién ctru mé té cat ngang trén 67 bénh nhan
ung thuw dai trang duoc diéu trj hoa chét tai Bénh
vién Da khoa t/’lnh Baéc Ninh tir 2017 - 2020

Két quéa: Két qua nghién ctu cho thay Ti Ié
nanmv/ni¥ la 1,5/1, tubi trung binh la 65,24 + 10,67.
Nhém tubi gép nhiéu nhét la trén 60 tudi chiém
68,6%. Phac do6 duoc st dung nhiéu nhat la 5FU
chiém ty & 38,8%, phac do Folfox4 duoc str
dung & 31,3%. Liéu duwoc st dung chd yéu la =
85% chieém ty Ié 85,1%. C6 9% s6 bénh nhan
phai thay déi phac dé diéu tri. Sau tat ca cac chu
ky héa tri, chi yéu gép déc tinh ha bach céu hat
¢ dé 1, do 2 (dao dong ttr 14,9 - 32,8%). DBéc tinh
trén gan & bénh nhén chd yéu gap & do 1. Nén,
tiéu chay la trigu ching kha thuong gap & nhiing
bénh nhan truyén hbéa chat trong nhirng chu ky
déu tién va gdp cha yéu tiéu chady do 1.

Két luan: Két qué nghién ctru cho thdy phén

Chiu trach nhiém: Khuc Quéan Nhéan
Email: quanytbn@gmail.com
Ngay nhén: 02/8/2021

"Trung tam Y té huyén Thuan Thanh Bac Ninh,

2 Trwong Pai hoc Y Dwoc Thai Nguyén

I6n cac tac dung phy khéng mong mubn doi voi
cac bénh nhéan truyén héa chat cha yéu gap &
mure do 1 va mure do 2.

T khéa: Ung thw dai trang, 5 FU.

SUMMARY

SIDE EFFECTS OF CHEMOTHERAPY FOR
COLORECTAL CANCER PATIENTS AT BAC
NINH GENERAL HOSPITAL

Objective: To evaluate the side effects of
chemotherapy for colorectal cancer patients

Subjects and methods: A cross-sectional
descriptive study on 67 colorectal cancer
patients receiving chemotherapy at Bac Ninh
General Hospital from 2017 to 2020.

Results: The findings show that the
male/female ratio is 1.5/1; the mean age was
65.24 + 10.67. The most common age group
was over 60 years old, accounting for 68.6%.
The most frequently used regimen was 5FU,
making up 38.8%, followed by Fofox4 regimen
with 31.3%. The main dose was = 85%,
accounting for 85.1%. The changes in the
treatment regimen were applied for 9% of the
patients. After all chemotherapy cycles, some of
the patients suffered from granulocytopenia at
grade 1and grade 2 (ranging from 14.9 to
32.8%). Hepatotoxicity in patients was mainly at
grade 1. Vomiting and diarrhea were relatively

Ngay phan bién: 25/8/2021 common symptoms in patients receiving
Ngay duyét bai: 10/9/2021
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