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SO SANH HIEU QUA KHOI PHAT CHUYEN DA CUA THONG FOLEY
BONG POI CAI TIEN VA BONG DON DAT KENH CO TU CUNG

O THAI TRUONG THANH TAI BENH VIEN HUNG VUONG
Nguyén Thi Anh Phuong *, Huynh Nguyén Khdnh Trang**
TOM TAT

Khéi phit chuyén da (KPCD) 6 thai dii triedng thanh 6 nhiéu ly do khdc nhau nhung 6 xu huéng ngay
cang gia tang trén toan thé’Qiéi. Tai Viét Nam cic bign phiap KPCD khi c6'tir cung chua thudn lgi hién nay chii
yéiu la cdc bign phdp co hoc.

Muc tiéu: So sinh hiéu qua khéi phdt chuyén da ciia hai phirong phdp co hoc: thong béng doi cii tiéh va
bong don dat kénh cd'tir cung.

Phuong phdp: Thir nghiém ldm sang ngau nhién c6 doi chirng trén 250 thai phy tai bénh vign Hing Vieong
tir 01/10/2014 dén 10/05/2015. Cic thai phu don thai, ngdi ditu, 6i con nguyén ven va diém so Bishop <4 cd chi
dinh KPCD dwgc phian nhém ngau nhién vao 2 nhém KPCD véi thong bong doi cai tién hay bong don.

Két qua: Ty 1¢ KPCD thanh cong ciia nhém KPCD bang thong bong doi cdi tiéin va bong don lin lugt 1
86,4% va 61,6%, RR =1,4; KIC 95% [1,2 - 1,6], p < 0,001. Khong ghi nhan sw khdc biét cd y nghia thong ké: (i)
thoi gian tir KPCD dén Bishop > 7, (ii) thoi gian tiv KPCD dén sinh, (iii) ty I¢ sinh nga am dao, (iv) cdc tic dung
ngoai y trén me va con.

Két ludn: Nghién civu ghi nhin thong bong doi Foley cdi tién cho hidu qua KPCD cao hon béng don, an toan
cho thai phu va thai nhi.

Tir khéa: Khdi phét chuyén da, béng Foley, nghién cieu thir nghiém ldm sing ngdu nhiéu cé nhém chirng.
ABSTRACT

COMPARATION OF THE EFFECTIVENESS OF INDUCTION LABOR WITH DOUBLE BALLOON
FOLEY CATHETER VERSUS SINGLE BALLOON FOLEY CATHETER IN TERM GESTATION AT
HUNG VUONG HOSPITAL
Nguyen Thi Anh Phuong, Huynh Nguyen Khanh Trang
*Y Hoc TP. Ho Chi Minh * Vol. 20 - No 1 - 2016: 316 - 321

Induction of labor at term gestation has many different reasons but the trend has been growing up all over the
world. Currently in Vietnam, the main methods of labor induction have focused in mechanical methods when the
cervix is unfavorable (ripe).

Objective: To compare the efficacy of two mechanical devices for cervical ripening: modified double versus
single balloon catheters.

Methods: This randomized controlled trial was conducted at Hung Virong Hospital between October 2014
and May 2015. Pregnant women admitted for induction of labor with a live singleton gestation in cephalic
presentation with intact membranes and a Bishop score of 4 or less were randomly assigned for cervical ripening
by a single-balloon catheter or a modified double- balloon catheter. Outcomes included time from device insertion
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to Bishop Score > 7, time from device insertion to delivery, rates of successful vaginal delivery and occurrence of

adverse events.

Results: 250 women completed the study. Ripening success was comparable between the modified double
and single balloon arms 86.4% versus 61.6%, RR 1.4; 95% CI 1.2 to 1.6, p < 0,001. There were no significant
differences in maternal characteristics, balloon insertion to Bishop Score > 7, balloon insertion to delivery interval,

cesarean section rate satisfaction or adverse outcomes.

Conclusions: Our findings suggest that the modified double balloon catheter results in higher ripening
success rates, compared with the single balloon catheter, without compromising maternal or fetal safety.

Keywords: Induction labor, Foley catheter, randomized controlled trial.

DAT VAN DE

Phuong phép khoi phat chuyén da (KPCD)
bang théng béng don duwoc thuc hién tir nam
1967 boi Embrey va Mollison®. Tai Viét Nam,
KPCD véi Foley bong don dat kénh ¢6 tir cung
trén thai thiéu 6i ctia Bui Ngoc Phuong, Lé Hong
Cam (2010)®, Duong Thanh Hién, Huynh
Nguyén Khanh Trang (2014)®, ¢ thai trén 41
tuan cia Nguyén Thi Nhe (2014)®@ hay véi Foley
bong don dit qua kénh ¢ tir cung Nguyen thi
Huéng (2013)1, Mai Thi M§ Duyén, Huynh
Nguyén Khanh Trang (2014)® hay c6 két hop dat
béng va truyén Oxytocin nho giot tinh mach Lé
Nguyén Thy Thy, Huynh Nguyén Khanh Trang
(2013)? déu cho thay hiéu qua va s an toan.

Nam 1991, Hiép hdi san phu khoa Hoa Ky
(ACOG) da tién hanh nghién ctu khoi phat
chuyén da bang théng béong d6i®. Ciing tit ndm
1991 dén hién nay da c6 rat nhiéu nghién ctu
danh gia hiéu qua ctia thong bong doi so vdi cac
phuong phap khoi phat chuyén da khac, két qua
cho thay day la mot phuong thiic an toan, hiéu
qua, it gay con go cuong tinh. Tuy nhién, ¢ Viét
Nam viéc ap dung thong béng doi vao khoi phat
chuyén da chua thuc hién vi gia thanh cao.

Trwdc kho khan nay, khoa San Bénh bénh
vién Hung Vuong da tién hanh cai tién tao ra
thong bong ddi cai tién tir thong Foley 20F va
30F véi quy trinh dam bao vo trung, ky thuat dat
thong don gian, mitc do kho chiu trén thai phu
it, gia thanh ré, hiéu qua cao. Chung tdi tién
hanh nghién ctru nay véi mong mudn gitup bénh
vién Hung Vwong va cac bénh vién san khoa

San Phu Khoa

khac c¢6 thém mot phwong phdp khoi phat
chuyén da an toan, hiéu qua.
Nghién cttu thuc hién voi muc tiéu

So sanh hiéu qua KPCD cua phwong phap
thong Foley bong do6i cai tién so voi thong
Foley bong don dat kénh ¢d ti cung (CTC) &
thai treong thanh.

Xac dinh: thoi gian trung binh tir ltac
KPCD dén khi chi s6 Bishop > 7 diém, tir luc
KPCD dén luc sinh, ty 1é sinh nga am dao va
sinh md & ca hai phuong phap thong Foley
boéng doi cai tién va thong Foley bong don dat
kénh CTC.

Xac dinh ty 1é tdc dung ngoai y trén thai
phu va thai nhi ¢ ca hai phwong phap thong
Foley béng d6i cai tién va thong Foley bong
don dat kénh CTC.

POI TUONG VA PHUONG PHAP
Thiét ké nghién ciru

Thtt nghiém 14m sang ngau nhién mu don c6
d6i ching,.
Déi tugng

Thai phu véi thai treong thanh, chua vao
chuyén da, c¢6 chi dinh KPCD tai bénh vién
Hung Vuong tir 1/10/2014 dén 10/05/2015.
Tiéu chudn nhin bénh

Tudi thai > 37 tuan, don thai, ngdi dau. Chi
s0 Bishop trude khi KPCD < 4. Biéu d6 tim thai
nhoém I (theo ACOG 2009). Thai phu ¢6 chi dinh
KPCD. DBong y tham gia nghién ctru.
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Tiéu chuéan loai trir
Me

C6 chuyén da. C6 seo mé cti, di dang t&
cung. Co t&r cung polyp, Herpes, Condyloma,
ung thu, rach cd tir cung cii, dot lanh, d6t dién ¢
ti¢ cung, khoét chop. Viéem nhiém duong sinh
duc cdp. Cac bénh ly ndi khoa khong cho phép
sinh nga am dao.
Thai va phin phu ctia thai

Ngoi bat thuong, 6i ri hodc 6i v0, nhau tién
dao. Bat xtiing dau chau (wdc luong can thai >3800g
trén siéu am hoac khung chau hep).

C& mau

(Zm'l‘\/‘?"-'r_)“_ﬁ]—'—zﬁ\/pl “_."-71)*-'3)3“_.-'33))1
AZ

a=0,05, thi zar= 1,96, = 0,20 hay power = 0,80, thi zs= 0,842;
p1=385%, p2=70%

=

Co mau duoc wdc tinh dua trén két cuc
chinh ctia nghién ctru dan duong tai bénh vién
Hung Vuong 03/2014. Tinh ra n = 121 truong
hop cho mdi nhém.

Tién hanh

C6 250 thai phu duwoc phan nhém ngau
nhién vao hai nhém. Nhom can thiép c6 125 thai
phu KPCD bang théng béng ddi cai tién, nhom
chting c6 125 thai phu KPCD bang thong béng
don dua vao phuong phap phan bd ngau nhién
theo khoi tir 2 - 8.

Nhém béng don, KPCD bang thong Foley
20F bom 60ml nudc cat vao béng & kénh CTC.
Nhém béng ddi, KPCD béang thong béng ddi cai
tién tir thong Foley 20F va 30F, bom 60ml nudc
cat vao mdi béng, bong trong st 16 trong CTC,
béng ngoai st 16 ngoai CTC.
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Mtc d6 dau cua thai phu dwgc danh gia
béng thang diém dénh gia mic d6 dau (Wong —
Backer faces).

Thoi gian lwu thong ctia cd hai nhom la
12 gio.

Tiéu chi danh gia caa qua trinh:

Néu trong vong 12 gio sau dat thong,
Bishop > 7 diém: KPCD thanh cong. Chuyén
phong sinh khi chuyén da giai doan hoat dong
hodc giuc sinh bang Oxytocin néu con go
khong du.

Néu sau 12 gio ma Bishop <7 diém hodc c6
cac tac dung ngoai y tram trong: KPCD that
bai. Chuyén sang phuong phap KPCD khac:
giuc sinh bang Oxytocin, hay dat thong lan 2

hodc m0 sinh.

KET QUA

Bang 1. Dic diéin din s6'nghién citu (n1=n2 =125)

Bang 2. Ty I¢ KPCD thanh cong cua hai phirong phdp thong bong doi cdi tiéh va bong don

Phwong phap KPCD

Thanh céng n (%)

Bong doi
Bong don

108(86,4)
77(61,6)

Pic diém Béng d6i | Bongdon| p
n 1 (%) N 2 (%)
Tudi (ndm) 28,7¢5,4 | 29,2459 | 0,51
BMI 26,5 26,9 0,29
Tién thai
Con so 79(63,2) 85(68) 0,42
Conra 46(36,8) 40(32)
Ti&n can sinh non
Co 2(1,6) 1(0,8) 0,5
Khoéng 123(98,4) | 124(99,2)
Chi dinh KPCD
THAthai ky, TSG 13(10,4) 11(8,8) 0,14
DTD thai ky 5(4,0) 15(12,0)
Thai qua ngay 30(24,0) 33(26,4)
Thai cham tang trwéng | 23(18,4) 24(19,2)
NST nghi ng& 12(9,6) 12(9,6)
Thiéu 6i 30(24,8) 27(21,6)
Khac 11(8,8) 3(2,4)
Chiéu dai kénh CTC 32,6 31,5
(mm)
That bai n (%) RR KTC 95% p
17(13,6) 1,4 1,2-1,6 <0,00
48(38,4)

318

Chuyén Dé Sttc Khoe Sinh San - Ba Me Tré Em




Y Hoc TP. H6 Chi Minh * Tap 20 * S6 1 * 2016 Nghién ctru Y hoc
Bang 3. Cic yéu t6'lién quan dén higu qua KPCD
Yéu té Béng ddi n(%) Béng don n(%) p
Diém sb Bishop sau KPCD 7,814 6,5¢1,7 <0,001
Thay dbi Bishop 5,9+1,6 4,3+1,8 <0,001
Thoi gian KPCD dén Bishop=7 diém (gi®) 10,8+2,3 10,8+2,07 0,91
Thoi gian tir KPCD dén sinh (gi®) 24,6+11,6 25,8+10,7 0,52
Sinh thwong 61(48,8) 50(40,00) 0,36
Sinh hat 6(4,80) 11(8,80)
Sinh k&m 3(2,40) 5(4,00)
Sinh md 55(44,00) 59(47,00)
Bang 4. Tic dung ngoai yj trén me va con
Tac dung ngoai y Bong doi n (%) Bong don n (%) p
Bién chirng sau KPCD
V& i 3(2,4) 9(7,2)
Con go cuwong tinh 1(0,8) 2(1,6)
BHSS 5(4,0) 3(2,4)
Nhép khoa Nhi 18(14,4) 16(12,8) 0,71
Ly do nhap khoa Nhi 0,04
Vang da 18(14,4) 12(9,6)
Suy hé hap 0 2(1,6)
Khac 0 2(1,6)

Bién chiing sau KPCD trén thai phu cua ca 2
phuong phap déu thap va khong nghiém trong.
Khong co truong hop tré so sinh Apgar 1 phut<7,
phai hoi sttc so sinh hay tit vong. Ty 1é chuyén
vao khoa nhi ¢ 2 phuong phap la twong duong
nhau, véi ly do vang da chiém da so.

Bang 5: Mirc d¢ dau do thai phy dinh gid va muee dg khé do
bic si danh gid khi thyec hién thi thudt

Mdrc do Béng déi | Bong don ¢]
N (%) N (%)
Dau (thai phu danh gia)
Khéng (0 diém) 10(8,0) 12(9,6) | 0,22
it (1 -2 diém) 54(43,2) | 63(50,4)
Trung binh(3 - 6 diém) | 59(47,2) | 50(40,0)
Nhi&u (7 - 10 diém) 2(1,6) 0
Khé do BS danh gia
it (0 - 1 @iém) 75(60,0) | 87(69,6) | 0,16
Trung binh(2 - 3 diém) | 45(36,0) | 35(28,0)
Nhiéu(4 - 5 diém) 5(4,0) 3(2,4)

BAN LUAN

Su khac biét vé tudi trung binh, BMI, tién
thai, tién can sinh non, chi dinh KPCD va chiéu
dai kénh CTC truéc KPCD trong hai nhom
thong bong doi cai tién va bong don khong co y
nghia thong ké. Diéu nay cho thay viéc phan
nhém ngau nhién trong nghién ctru thtr nghiém
lam sang ngau nhién c6 ddi ching duwoc thuc

San Phu Khoa

hién t8t. Cac dic diém ctia dich t& va san khoa
cua nhom can thiép (béng ddi cai tién) va nhom
chiing (bong don) tuong dong nhau.

Trong nghién ctru cua chuing toi, ty 1€ KPCD
thanh cong ctia nhém KPCD béng thong béng
doi cai tién va bong don lan luot la 86,4% va
61,6%, RR = 1,4; KTC 96% [1,2 - 1,6], p < 0,001.
Cho thdy phuong phap KPCD béng thong
béng do6i cai tién c6 hiéu qua cao hon bong
don. Trong y vén, thong bong d6i lam chin
muodi ¢d tr cung cd hiéu qua cao. Voi gid ca
hién nay cua thong bong doi tir cong ty Cook,
ching ta kho long ti€p can véi phuong phap
nay. Viéc cai tién thong bong doi tir hai thong
Foley 20F, 30F va cac dung cu san c6 da giap
chung t6i c6 thém mot phwong phap KPCD
mdi voi chi phi thdp ma hiéu qua khoi phat
chuyén da cao hon phuong phap KPCD bang
thong bong don. Chang téi mong mudn
chuyén tai dén cac co so y t&€ mot phuong cach
KPCD hiéu qua, khéong méc tién nham goép
phéan cham soc stic khoe thai phu ngay cang
tot hon.

Ghi nhan diém s6 Bishop tai thoi diém
danh gia két qua ctia nhém KPCD bang thong
boéng ddi cai tién cao hon nhom béng don (7,8
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+ 1,4 diém so vdi 6,5 = 1,7 diém), sy khac biét
nay c6 y nghia thong ké véi p < 0,001. Thay
ddi diém sd Bishop sau KPCD cuia thong bong
doi cai tién tang 5,9 + 1,6 diém va thong bong
don tang 4,3 + 1,8 diém, p < 0,001— KPCD trén
CTC khong thuan lgi: thong bong doi cai tién
c6 hiéu qua lam sy chin mudi ¢6 t cung tot
hon bong don.

Tuy nhién, tac gid Salim nam 20101, Birte
Haugland nam 2011© va ching t6i déu c6 diém
twong dong 1a su khac biét vé thoi gian tt KPCD
dén ltc sinh & ca hai phiong phap KPCD bang
thong bong d6i va béng don déu khong co y
nghia vé thong ké, p > 0,05.

Ty 1&¢ md sinh & nhém KPCD bang thong
bdng d6i cai tién va bong don lan luwot 1a 44% va
47%, p = 0,36. Trong cac nghién cttu ctia Mei-Dan
nam 20099, Salim nam 201009, Birte Haugland
ndm 2011© va nghién cttu cua chung t6i déu cho
thady su khac biét vé ty 16 mo sinh cua hai
phuong phap KPCD déu khong cd y nghia
thong ké, p > 0,05.

Trong nghién cttu ching t6i, khong ghi nhan
cac bién chtiing nhu nhau bong non, sa day ron
nhiém trung &i, nhiém tring huyét, thay d6i
ngOi thai, vd t& cung trong ca hai nhém nghién
cttu.Tac dung ngoai y nghiém trong sau KPCD
bang phuong phép thong bong doi cai tiéh va
bdéng don dat kénh CTC trén thai phu déu thap.

Khong c6 truong hop nao tré sinh ra co
Apgar 1 phut < 7, phai hoi stic so sinh tich cuc
hay tt vong. Phan 16n cac truong hop nhap khoa
nhi la do vang da. Tac dung ngoai y nghiém
trong sau KPCD bang phuong phap thong bong
doi cai tién va bong don dat kénh CTC trén tré
so sinh déu thép.

Két qua nay tuong dong voi cac tac nghién
cru cua Atad nam 1997@, Mei-Dan nam 2009 va
ndm 2011010, Read Salim nam 2011@3, Birte
Haugland nam 20116,

Da s6 cac thai phu danh gia mic d6 dau khi
KPCD bang phuong phap thong béng ddi cai
tién 0 muc d§ dau it va trung binh. Sy khéc biét
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vé muc d§ dau khong cd y nghia thdng ké gitta
hai nhém thong bong doi cai tién va bong don.
Phuwong phap KPCD mdi véi hai bong, thé tich
mbi bong 60ml duwoc cc thai phu chdp nhan.

DPa s6 cac bac si danh gia mac d6 kho khi
thiee hién tht thuat KPCD béang phuong phép
thong Foley bong doi cai tién ¢ muic d6 kho it va
trung binh. Sy khac biét vé mirc d9 kho khong co
y nghia thong ké gitra hai nhém théng bong do6i
cai tién va bong don. Phuong phap KPCD co hoc
mdi véi thong béng ddi cai tién, thé tich mdi
boéng 60ml dwgc cac bac si thiee hién dé dang. Do
do6, viéc tap hudn va trién khai phuwong phap
KPCD méi nay c6 thé dé dang thuc hién va ap
dung tai cadc bénh vién chuyén khoa San.

Han ché

Dai voi cac doi tuwong tham gia nghién ctru
déu dwoc dat ong thong dé KPCD, cac thai
phu khong thé biét duwgc minh duoc KPCD
bang 6ng thong bong don hay béng ddi cai
tién. Do d¢, khi danh gia mic d¢ dau cua thai
phu khi dét thong dé€ KPCD, cam nhan cua
thai phu khong bi sai léch.

Mot nghién cttu thtt nghiém lam sang
manh khi thyc hién dwoc mu d6i nhung
chung t6i khong thuc hién duoc diéu nay vi co
st khac biét gitta hai loai thong Foley KPCD
mot bong va hai bong va do diéu kién quan ly
ho so ctia bénh vién nén ching t6i khong thé
lam mu khi danh gia két cuc. Day la han ché
16n nhat ctia dé tai, ching to6i c8 gang khac
phuc han ché nay bang cach nguoi tham gia
nghién ctru khdng duoc truc ti€p tham gia vao
quéa trinh chon mau ngau nhién, hai bac si va
bon nit ho sinh danh gia két qua khong dwoc
biét vé muc tiéu nghién cru nham tang tinh
khach quan khi danh gié két qua.

Két cuc KPCD thanh cdng cua hai phuong
phdgp KPCD dya vao chi s6 Bishop, mot
phuong thirc danh gia cé yéu t6 chu quan phu
thudc vao sy cdm nhan cua nguoi kham lam
sang. Tuy nhién, chung t6i da tap hudn thong
nhadt cach danh gia diém s6 Bishop trudc khi
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bat dau tién hanh thu nhap s8 liéu d& han ché
sai léch thong tin.

KET LUAN

Qua nghién cttu thit nghiém lam sang mu
don c¢6 nhém ching so sanh hiéu qua khoi
phét chuyén da ctia phuong phép thong Foley
bdéng doi cai tién va thong Foley bong don dat
kénh ¢d tir cung trén 250 thai phu mang thai
tredng thanh tai bénh vién Hung Vuong tir
1/10/2014 dén 10/05/2015, chiing t6i rut ra cac
két qua nhu sau:

- Ty1é KPCD thanh céng & nhém KPCD bang
phuong phap thong Foley bong doi cai tién
so véi thong Foley bong don lan luwot la
86,4% va 61,6%, RR = 1,4, KTC 95% [1,2 -
1,6], p <0,001.

- Thoi gian trung binh ¢ phuong phap KPCD
thong bong doi cai tién va béng don tr ltc
KPCD dén khi chi s Bishop > 7 diém 1a 10,8 +
2,3 gidva 108 +2,1 gid, p>0,05. Thoi gian trung
binh ttr lic KPCD dén e sinh 1a 24,6 + 11,6 gio
va 25,8+10,7 gio, p>0,05. Diém s6 Bishop trung
binh sau KPCD1a 78+ 14 va 65+ 1,7, p<0,05.
Thay déi diém Bishop sau KPCD 1a 59 + 1,6 va
4,3+1,8, p<0,001. Ty 1é sinh m& & phuong phap
KPCD thong béng ddi cai tién va bong don la
44% va 47%, p > 0,05. Ty 1é md sinh vi KPCD
that bai & phuong phap KPCD théng bong
doi cai tién va bong don la 7,7% va 18,6%, p
>0,05.

- Ty lé tac dung ngoai y trén me va con O
phuong phép KPCD bang thong Foley béng
doi cai tién thong Foley bong don: BHSS
(4% va 2,4%), suy ho hdp o tré so sinh (0%
va 1,6%).

- Mitc do dau cua thai phu ¢ mutc do it va
trung binh ctia hai nhém KPCD déu chiém
90,4%, p > 0,05. Mttc do khoé ctia bac si khi
thuc hién thu thuat 6 mic do it va trung
binh chi€ém 96% va 97,6%, p > 0,05.
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