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TOM TAT

Dt vin dé: Dang mudi kali cua sucrose
octasulfate cho thdy kha ning tc ché cac
matrix metalloproteinase cling nhu tuong tac
v6i cac yéu td ting truong lam tang kha nang
lanh thuong va rat ngan thoi gian dleu tri. Méac
du vay, chua c6 nhiéu nghién ctru vé hiéu qua
gac sucrose octasulfate (SO) trén nhiing loai
vét loét ban chan dai thio duong (VLBCDTD)
chi do nguyén nhan than kinh hodc chua cé
bién chimg than kinh hodc mach méu trong
diéu kién doi thuc. Muc tiéu: Panh gia tinh
hiéu qua va an toan cua gac SO trén trén nhiéu
loai VLBCDTP trong diéu kién thuc té 1am
sang. Phwong phdp nghién ciru: Nghién ciru
quan sat, nhan mo, da trung tam duoc tién hanh
v6i tiéu chuan chon vao gém 1) Co dai thao
dudng; 2) Trén 18 tudi; 3) C6 vét loét ban chan
dai thao dudng khong c6 diu hiéu nhiém
khudn trén 1am sang va 4) Dong ¥ tham gia
nghién cou. Cac VLBCDTD khong nhiém
trung su dung gac SO dang lu6i phu Vet
thuong. Cac két cuc bao gom: ket cuc vét
thuong 1an kham cudi, dién tich vét thuong
trude va sau diéu tri, thoi gian diéu tri, nhiém
trung, doan chi, qua phat mé hat. Két qua: Co
5 trung tdm tham gia nghién cuou (bénh vién
Bach Mai, Pa Nang, Nguyén Tri Phuong, Pai
hoc Y dugc TP HCM, Nhan dan 115) thu tuyén
duge 36 d6i twong tir 06/2019 dén 06/2020.
Két cuc gom lanh hoan toan, giam déng ké kich
thudc, mat ddu chiém 1an lugt 12 ca (33,3%),
21 ca (58,4%) va 3 ca (8,3%). Cac vét thuong
giam kich thuong khoang 90% trong thoi gian
trung vi 1 31,5 ngay. Kich thude vét thuong
trudc nghién ctru 1a 11,3 cm giam con 1,5 cm
sau nghién ctru (p=0,0002). C6 3 truong hop
nhiém tring (8,3%) va 5 trudng hop qua phét
md hat (15,6%) nhung khéng co trudng hop
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nao phai doan chi. Két lugn: Nghién ctru mang
tinh chat doi thyc nay, dua trén nhiing thyc
hanh 1am sang hang ngay cho thiy tinh hiéu
qua va an toan cua st dung gac SO trong cham
soc VLBCDTD. Két qua tir nghién ctru nay
cing cb thém cac bang ching tir cac nghién
ciu mu doéi, c6 nhém chung va ung ho viée
xem xét st dung gac SO nhu 1a phuong phap
dau tay khi diéu tri VLBCDTD khong co tinh
trang nhiém tring nhu cac khuyén cao trong
cac Hudng dan thyc hanh trén thé gidi.

Tir khéa: gac sucrose octasulfate, vét loét
ban chdn dai thao duong.

ABSTRACT
The efficacy and safety of sucrose
octasulfate dressing in diabetic foot ulcer:
results from a multi-center observational,
open label study in Viet Nam
Mai Trong Tri', Tran Quang Nam?
1. Endocrinology Department,
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Medicine and Pharmacy

Introduction: The potassium salt of
sucrose octasulfate inhibits matrix
metalloproteinase and interacts with growth
hormone that increases wound healing rate and
decrease wound closing time. However, there
is little evidence of efficacy and safety of
sucrose octasulfate (SO) dressing on
neuropathic or non-neuroischaemic diabetic
foot ulcers (DFU) in clinical practice
conditions. Objective: To evaluate the efficacy
and safety of SO dressing on all types of DFU
in real-life conditions. Method: Eligible
participants were diabetic patients older than
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18 years presenting with noninfectious DFU in
clinical and agree to take part in this multi-
center, observational, open-label study. Those
noninfectious DFUs were covered by contact
layer SO dressing. The outcomes of the study
include: the wound outcome, wound area
before and after research, wound healing time,
infection, amputation, overgranulation.
Results: The study was conducted from
06/2019 to 06/2020 in 5 specialized DFU
(Bach Mai, Da Nang, Nguyen Tri Phuong, Ho
Chi Minh City University of Medicine and
Pharmacy, People Hospital 115) and included
36 participants. Completed healing, significant
reducing wound area, and lost to follow up
happened in 12 cases (33.3%), 21 cases
(58.4%), and 3 cases (8.3%), respectively. The
wound size was reduced by about 90% in the
median time of 31.5 days. The wound size
before the study was 11.3 cm? reduced to 1.5
cm? after the study (p=0.0002). There were 3
cases of infection and 5 cases of
overgranulation but no case of amputation.
Conclusion: This real-life study, based on
clinical practice condition, complete the
efficacy and safety of SO dressing on DFU
care. These results also enhance the evidence
of randomized control trials and support the
recommendations from guidelines that
considering SO dressing as the first-line
therapy in noninfectious DFU.

Keywords: sucrose octasulfate dressing,
diabetic foot ulcer
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1. PAT VAN PE

Vét loét ban chan dai thao dudng
(VLBCDTD) 1a ganh ning vé kinh té, bénh tat,
tr vong cho nguoi bénh dai thao duong [1]. Co
ché bénh sinh cia VLBCDTPD dugc cho 1a co
ngudn gdc tir bién ching than kinh ngoai bién
va dong mach ngoai bién cua dai thao duong
[2]. Gan day, hiéu biét vé& qua trinh lanh thuong
ctia VLBCDTD cang c6 nhiéu sy tién bd trong

d6 cac matrix metalloproteinase (MMP) c6 vai
tro ngdy cang quan trong [3, 4]. Cac MMP gay
thoai hoa cac yéu td ting truong va pha huy
chat nén ngoai bao tir d6 kéo dai pha viém va
chdm qua trinh lanh thuong [4, 5]. Dang mubi
kali ctia sucrose octasulfate cho thay kha ning
trc ché cac MMP ciing nhu twong tac véi cac
yéu t6 ting truong [6]. Nhidu nghién ctru cho
thdy gac sucrose octasulfate (SO) sir dung hiéu
qua trén nhimng vét thuong ban chan dai thao
duong c6 thiéu mau nudi ting kha ning lanh
thuong cling nhu rat ngan thoi gian diéu tri [7-
9]. Piéu d6 din dén sy thay doi trong cac
khuyén cdo huéng dén viée sir dung gac SO
ngay cang nhiéu. [10-12]. Mic du vay, chua co
nhiéu nghién ciru vé hiéu qua gac SO trén
nhing loai vét thwong ban chan dai thao duong
chi do nguyén nhan than kinh hodc chua co
bién chimg than kinh hodc mach mau [13].
Hon nita trong thyc té 1am sang c6 thé c¢6 nhiéu
diém khac biét so voi két qua tir nhing didu
kién 1y tudng trong cic nghién ciru nén can co
thém cac nghién ctru mang tinh doi thuc dé
danh gia tinh hiéu qua va an toan loai gac tién
tién nay.

Muc tiéu nghién ctru:

Nghién ctru c6 hai muyc tiéu chinh: /) Ddnh
gid hiéu qua ciia gac SO trén VLBCDTD bang
ti 1é thu nhé dién tich vét thuwong va thoi gian
lanh thuong va 2) Danh gia tinh an toan gac
SO théng qua ghi nhdn cdc bién cé bat loi nhu
nhiém trimg, doan chi hodc qud phat mé hat.

2. POI TUQONG VA PHUONG PHAP
NGHIEN CUU

2.1. Poi twong nghién ciu: Cac bénh
nhan c6 vét loét ban chan dai thao dudng dugc
dua vao nghién cuu khi théa man cac tiéu
chuan sau: 1) Puoc chin doan dai thdo duong
(méi mic) theo Huéng dan cua Bo Y té Viét
Nam hodc dang diéu tri dai thao duong; 2)
Trén 18 tudi; 3) C6 vét loét ban chan dai thao
duong khong c¢6 déu hiéu nhidém khuan trén
lam sang va 4) Dong ¥ tham gia nghién ciru.
Dbi tugng tham gia nghién ctru duoc thong tin
truée khi vao nghién ctru va ky dong thuan
tham gia trudc khi vao nghién clru cling nhu
ddng ¥ vé& cung cp hinh anh vét thuong cho
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dén khi lanh thuong.

2.2. Phwong phap nghién ctru: Dy 1a mot
nghién ctru quan sat, nhan md, da trung tam
v6i sy tham gia cta 5 trung tAm cham soc vét
thuong lon gém Bénh vién Bach Mai, Bénh
vién Pa Nﬁng, Bénh vién Nguyén Tri Phuong,
Bénh vién DPai hoc Y duoc TP Ho Chi Minh,
Bénh vién Nhan dan 115. Nghién clru tién hanh
tir thang 06/2019 dén 06/2020.

Céc VLBCDTD khong nhiém tring str dung
gac SO dang ludi phu Vét thuong sau thay bang
va phu thém gac tht cép bén ngoai bang gac
ludi truyen thong hodc mot gac tién tién khac.
Cac vét thuong duge chim séc theo quy trinh
cham soc thuong quy tai bénh vién hodc hudng
dan dé ngudi bénh ty thay bang tai nha. Cac bac
sT diéu tri chiu trach nhiém chinh trong theo dai,
danh gia vét thuong cling nhu toan quyén quyét
dinh thay doi diéu tri ké ca str dung cac biang gac

3. KET QUA NGHIEN CUU

khéc khi can. Nhiing thay doi trén ciing véi két
cuc vét thuong va cac két cuc bét loi dugc ghi
nhén lai trong qua trinh nghién ctru. Cac két cuc
duoc danh gia bao gém: dién tlen vét thuong
sau khi két thic 1an kham cudi (x4u hon, 6n
dinh, tt hon) so voi 1an kham dau, dién tich vét
thuong trudc va sau didu tri; thoi gian diéu tri;
tinh trang nhiém trung; két cuc doan chi; tinh
trang qua phat mo hat.

Sb liéu dugc thu thap thong qua bang thu
thap s6 lidu va hinh anh vét thuong. Cac dur
liéu dugc nhap va quan Iy boi phan mém Excel
phién ban 2013 va Epidata V3.0. Két qua duoc
phan tich bai phdn mém Stata V14.0. Dé danh
gia sy khac biét vé dién tich vét thuong trude
va sau nghién ciru ciing nhu dién tién vét
thuong, chung toi st dung phép kiém
Wilcoxon-sign rank voi sy khac biét p < 0,05
dugc xem 14 c6 ¥ nghia thong ké.

Nghién ciru thu tuyén duge 36 truong hop, mat ddu 3 truong hop trong qua trinh theo dai. S6
bénh nhan & cac trung tim Bach Mai, Pa Nang, Nguyén Tri Phuong, PH Y dugc TP HCM va
Nhan dén 115 1an luot 1a 4 (11,1%), 5 (13,9%), 2 (5,6%), 2 (5,6%) va 23 (63,9%). Da phan bénh
nhan 16n tudi, mic dai thao duong lau nam, kiém soat duong huyét kém (Bang 1).

Bang 1. Bic diém dan sé nghién ctu

Pic diém Két qua
Tudi @ 62 (55-69)
Gidi (nir) ® 21 (58,3)
Thoi gian mac PTD (nim) @ 13,5 (8-20)
HbAlc @ 8,6 (8,1-10,8)
Hut thude 14 ® 5(25)
Tién cin doan chi trudc ® 5(33,3)
Tién can loét chan truge © 9 (42,9)
Bénh than kinh ngoai bién ® 13 (68,4)
Bénh dong mach ngoai bién ® 5(25)

S6 liéu thé hién dudi dang (a) trung vi (t&r phan vi) va (b) tan so (phan tram)
Dic diém vét thuong (Bang 2) cho thdy da phan bénh nhan lon tudi, muc do tiét dich it hodc
kho chiém dén 42%. Ti 1¢ gac tién tién duge sir dung lam gac thi cép tuong dbi thap (21,8%). Chi
¢6 2 truong hop dung thém phuong phap hut p luc 4m lién tuc thuc ddy mo hat phat trién va kiém

soat dich di kem.

Bing 2. Pic diém vét loét ban chan dai thdo duong

Pic diém Két qua
Thoi gian vét thuong (ngay) @ 15 (10-30)
Nguyén nhan ®
Giay 4 (18,2)
Chan thuong 15 (68,2)
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Khéc 3 (13,6)
Mirc d6 dau @ 4 (2-8)
Dich tiét ®

Kho 3(9,7)
Vira 10 (32,3)
Trung binh 10 (32,3)
Nang 8 (25,7)
Bo vét thuong ®

Chai 3(10,7)
Da kho 15 (53,6)
B ngdm nudc 10 (35,7)
Gac tha cap ®

Tién tién 7(21,8)
Gac ludi truyén thong 25(78,1)
Tan suat thay bang ®

1 lan/ngay 20 (64,5)
2 lan/ngay 9 (29,0
3 lan/ngay 2 (6,5)
Giam ti dé ® 22 (95,6)
St dung hut ap lyc 4m lién tuc © 2 (6,4)

S6 liéu thé hién dudi dang (a) trung vi (to phan vi) va (b) tan s0 (phr‘?gn tram)
Co6 3 truong hop mat dau nhung so ca con lai cho két qua kha quan gom 33,3% lanh hoan toan,

giam dang ké kich thudc vét thuong trong 58,3% truong hop.
Hinh 1. Két cuc vét thuong

Giam kich
thudc vét
thuong
58.3%

Lanh hoan toan
33.3%

Mét diu
8.3%

 Cac vét thwong giam kich thuong khoang 90% trong thoi gian trung vi 1a 31,5 ngay. Kich thude
vét thuong trude nghién ciru 14 11,3 em giam con 1,5 cm sau nghién ctru (p=0,0002). Nhiém trung
xday ra trong 3 truong hop va phai chuyén sang st dung loai gac khac trong d6 c6 1 truong hop

viém xuong tiy xuong nhung khong c6 truong hop nao phai doan chi (Bang 3).

Pic diém Két qua
Thoi gian dung gac SO @ 31,5 (12,5-48,5)
Kich thudce trude nghién ctru (cm) @ 11,3 (4-22,8)
Kich thuéc khi két thuc nghién ctru (cm) @ 1,5 (0-4)
Ti 1é giam dién tich vét thuong (%) © 90 (60-100)
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Két cuc bat loi ®

Nhiém trung 3(8,3)
Poan chi 0
Qua phat mo hat © 5(15,6)

S lidu thé hién duéi dang (a) trung vi (t&r phan vi) va (b) tan s6 (phan trim)
Qua phat m6 hat xay ra trong 5 truong hop (15,6%) voi nguyén nhan dugc cho la nhiém tring
(1 truong hop), chuin bi mép vét thuong kém (2 trudng hop) va do hoat tinh ciia gac (2 truong

hop).

4. BAN LUAN

Céc ddc diém nén ciia d6i tuong nghién ctru
pht hop véi d6i twong d& mic VLBCDTD
trong cac nghién cuu tuong tu nhu dai thao
dudng lau nam, nhiéu bénh dong mac va kiém
soat duong huyét kém [14]. Mirc dich tiét kho
va it chiém hon 40% dan s6 nghién ciru goi y
vét thuong da khong con nhidm trung trude khi
dua vao nghién ctru. Mac du vay, tinh trang tiét
dich vét thuong nhiéu V5n con khoang 60%
truong hop dan dén bo vét thuong co tinh trang
bd ngdm nude trong 35,7% s6 ca tuong ung
v6i 35,5% truong hop phai thay béang Vet
thuong 2 hodc 3 lan mdi ngay. Giam ti d¢ vét
thuong voi dinh nghia 1a ddn bénh nhan han
ché di lai hoac ti dé 1én vét thuong dugc thuc
hién kha tdt trong 95,6% truong hop.

Vé hiéu qua clia gac SO, vét thuong c6 su
thu hep dién tich xudng (relative wound area
reduction —RWAR) 90% (60-100%) trong
khoang thoi gian trung vi 31,5 ngay. Kich
thudc vét thuong trung vi trude khi vao nghién
ctru 1a 11,3 cm2 va giam con 1,5 cm2 sau
nghién ctru (p=0,0002). Trong nghién ciru
EXPLORER, céc tac gia nhan thiy & nhom sir
dung gac SO c6 RWAR trung vi 1a 98% sau
khoang 20 tudn theo ddi [7]. Pang luu ¥ 1a
nhitng bénh nhén trong nghién ctru nay déu c6
bénh dong mach ngoai bién v6i muc phan loai
theo TEXAS 14 IC hogc IIC, diéu d6 dan dén
vét thuong s& chdm lanh hon so véi dan s6
VLBCDTD chung nhu trong nghién ctru ctia
chung t6i. Trong mét nghién ciru mang tinh
chat “doi thuc” tuong tuy & Dulc, tac gia
Dissemond va cong sy nhan théy trén
VLBCDTD véi kich thudc trung vi ban dau chi
khoang 3,1 cm2 cé thoi gian dung gac SO
khoang 49 ngay cho RWAR la 94% (37.7-
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100.0) [15]. Pang chu y 1a nghién ctru nay thu
nhan cac bénh nhan c6 VLBCDTD c¢6 c6 co
ché bénh sinh da dang (do bénh dong mach
ngoai bién, bénh than kinh ngoai bién hodc ca
hai) va dugc theo doi, cham soc trong diéu kién
gidng voi thyc hanh 1am sang. Picu d6 cho
thdy du trong méi trudng nghién ciru Iy tudng
nhu céc nghién ctru mu doi, c6 nhom chiung
hodc trong doi thyc, du vét thuong c6 bénh
dong mach ngoai bién hodc khong, viéc su
dung gac SO van mang lai hiéu qua lanh
thuong cao. C6 nhiéu diém khac biét trong
nghién ciru cua ching t61 vdi hai nghién ciru
vira 1oi trong d6 quan trong nhét 1a: 1) Kich
thuéc VLBCDTD trong nghién ciru ctia chung
t61 16n hon nhiéu so v&i doi tugng nghién ciru
& Chau Au va 2) Cac bién phap cham soc chua
duogc t6i uvu hoa hoan toan nhu khong co cac
cong cu giam ap lyc thich hop cho vét thuong
ban chan va da phan bénh nhan ty cham séc tai
nha sau mot thoi gian ndm vién. Nhitng khac
biét trén (hay noi cach khac la trong nhiing
diéu kién kho khian hon) cang cho thiy tinh
hi€u qua cua sir dung gac SO trong thyc hanh
lam sang.

Co 3 truong hop nhiém trung tai tro lai
trong nghién ctru ciia chung t6i (chiém 8,3%)
truong hop trong dé c6 1 truong hop viém
xuong nhung khong c6 ca nao phai doan chi
cho thdy tinh an toan cta gac SO. Trong nghién
ctru EXPLORER, cic tac gia nhan thiy ti 18
nhiém tring khoang 20% & nhém dan s sir
dung gac SO (126 ca) nhung chi c6 1 ca phai
doan chi, thdp hon (nhung khong dang ké) so
v6i nhom chung [7]. Tac gia Dissemond nhén
thdy, tinh trang tiét dich nhiéu giam tir 38,5%
con 10,4%, con tiét mui hoi giam tir 26,2%
xudng con 3,9% [15]. Nhin chung, ti 1& nhiém
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trung va tai nhidm tring trong ddi thap qua cac
nghién ctru.

C6 5 truong hop xuat hién qua phat mo hat
(chiém 15,6%) trong nghién ctru ciia chiing toi.
Nhin chung ¢6 nhiéu nguyén nhan gy ra tinh
trang nay nhung tyu trung lai c6 hai co ché
chinh 14 tang hoat nén vét thuong qua mirc
hodc bd vét thuong duoc chudn bj kém [16]. 1
truong hop c6 tinh trang nhiém trung va diéu
nay dan dén kich thich gy phat trién mo hat
qua muc tu d6 lam qua phat mo hat. Xt ly mo
hat qua phat, s dung gac thay thé khac, dung
khang sinh dé kiém soat nhiém tring cho két
qua lanh thuong hoan toan. Tuong ty voi hai
trudmg hop chuan bi mép vét thuong kém (voi
bo xo chai, cuon meép), ching to1 xur 1y lai mép
vét thuong, han ché ti dé ciing cho két qua kha
quan. Hai truong hop con lai dugc cho cé
nguyén nhan tr hoat tinh cia gac ciling lanh
thuong hoan toan ma khong can xr tri gi dic
biét.

Nghién ciru chung t6i c6 mot vai diém han
ché sau: 1) Nghién ctru véi sé lwong nho nén
c¢6 thé chua ghi nhan hét cac bién cb bat loi
hodc nhitng tinh huéng lam sang dac biét khac;
2) Pa phan cac vét thuong déu duoc ty cham
soc tai nha nén chua duoc ti wu hoa hoan toan
d& dan dén nhiém trung hodc qua phat mé hat;
3) Khong c6 nhom so sanh, dbi ching dé cho
théy su khac bi¢t cua gac SO so voOi cac
phuong phap diéu tri khac. Mic du vAy nghién
cru cua chung t6i bd sung thém cac bang
chimg quan trong vé chiam séc ban chan dai
thao duong khi ding gac SO trong diéu kién
gin giii voi 1am sang, thyuc hién tai nhiu trung
tdm khac nhau (tuong ng véi phuong thie
diéu tri co ban co thé c6 diém khac biét) va da
dang loai VLBCDTD.

5. KET LUAN

Nghién ctru mang tinh chit doi thyc nay,
dua trén nhiing thuc hanh 1am sang hang ngay
cho thay tinh hiéu qua va an toan cia sir dung
gac SO trong chim séc VLBCDTD. Két qua tir
nghién ciru ndy cung c6 thém cac bang ching
tu cac nghién ctru mu doi, cé6 nhom chung va
ung ho viéc xem xét st dung gac SO nhu la
phuong phap dau tay khi didu trj VLBCDTD

khong c6 tinh trang nhiém tring nhu cac
khuyén cdo trong cac Hudéng dan thuc hanh
trén theé gioi.
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