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GIOI THIEU LUAN AN

1. Ly do va tinh can thiét ciia nghién ctru

Ung thu dai truc trang (UTDTT) 1a mot bénh 1y ac tinh rat thuong
gip clia dudng tiéu hoa va ti 16 UTDTT trén thé gidi chiém hang thir 3
& ca hai giéi. Theo GLOBOCAN nim 2022, thé gi6i c6 khoang
1.926.118 trudong hop maoi va 903.859 truong hop tir vong. Tai Viét
Nam theo GLOBOCAN nam 2020, UTDTT dtng hang tht nam (tinh
chung ca hai gi6i) sau ung thu: gan, phéi, da day va va. Diéu trj ung
thu dai tryc trang 14 diéu tri da mo thirc bao gdm phau thuat, xa tri va
hoa tri tuy nhién phuong phap diéu tri chii yéu van 1a phau thuat va
kha ning phau thuat triét can van chiém ti 1¢ cao.

Ngay nay, phau thuat Robot (PTRB) 1a mot su chon lya méi dé
phau tri ung thu tryc trang (UTTT). Hé thong Robot da Vinci duoc sir
dung trong nghién ctru nay c6 tam nhin ba chiéu (3D), d¢ chi tiét duoc
phong dai 1én 12 lan, hé théng canh tay Robot tinh té cung cép cho
phau thuat vién c6 thao tac ty nhién va mot loat cac chuyén dong xa
16n hon so v6i ban tay con ngudi. Nhitng trudng hop cit dai trang dau
tién dung hé théng da Vinci dugc bao cao sém nhat nim 2002 boi tac
gia Weber PA va cong su. Pigazzi va cong su di 1an dau tién thuc hién
phéu thuat cit toan bd mac treo truc trang (TME: Total Mesorectal
Excision) trong diéu trj UTTT bang hé thong Robot vao nam 2006.
Do UTTT ndm siu trong ving chau, phau thuat Robot t6 ra lgi thé so
v6i phiu thuit mé va PTNS véi ky thuat TME. M6t sb loi thé bao
gdbm: PTRB nhin céu trac rd hon PTNS, cac thao tac tuong tu thao tac
clia tay nguoi nho hé thong canh tay linh hoat. Hé thong Robot gitp
phiu thuat vién c6 thé phiu tich nhung tranh dugc cac day than kinh,

ni€u quan, bé mach sinh duc ¢ vung chau va khau no6i chinh xac, mau



mét it hon. Phiu thuat Robot thoi gian nam vién trung binh ngan hon
so v6i PTNS, cac bién ching sau phau thut ciing it xay ra hon, két
qua lau dai vé mit ung thu hoc ciing twong tu nhu PTNS.

Tai Viét Nam, tng dung hé théng Robot trong ph?tu thuat trén
ngudi bénh trudong thanh trién khai dau tién tai Bénh vién Binh Dan
nam 2016, hién tai chi c6 mot s bao cdo cua tac gia Tran Vinh Hung
va cs vao cac nam 2018, 2019, 2021, nghién ctru bao cio vé& phiu
thuat Robot trong ung dai thu truc trang cho thiy ring PTRB uu thé
hon vé thoi gian phau thuat nhanh hon, it mat mau hon so véi PTNS.
Tuy nhién, van d¢ ton tai 1a chua c6 nghién ciru chuyén sdu nio vé so
sanh két qua truc tiép ciia PTRB véi PTNS trong diéu tri ung thu truc
trang co6 tai lap luu thong duong tiéu hoa. Cau hdi nghién ctiru dugc
dat ra 1a: PTRB so v6i PTNS trong ung thu truc trang co6 tai 1ap luu
thong duong tiéu hoa s& nhu thé nao vé tinh an toan, tinh hiéu qua
cling nhu chét luong cudc sdng ciia ngudi bénh? Xuat phat tir thuc té
d6 ching toi thuc hién dé tai: “So sanh két qua ngan han phau thuat
Robot voi phiu thuat ndi soi trong diéu tri ung thu tryc trang” véi 03
muc tiéu:

2. Muc tiéu nghién ciru )

1. So sanh tinh an toan duwa trén ti I¢ bien ching som, luwong
mau mat, thoi gian nam vién gitta PTRB va PTNS trong diéu
tri ung thu tryc trang.

2. So sanh tinh hiéu qua dwa trén so hach ngo vét dwoc, chat
luwong bao mac treo va dién cat vong quanh giita PTRB va
PTNS trong diéu tri UTTT.

3. So sanh ti I¢ mdc hoi chirng cat truoc thap, chat lwong cudc
song theo QLQO-CR29 sau 6 tudn, 12 tuan gitta PTRB va
PTNS trong diéu tri UTTT.



3. Nhirng dong gép méi ciia nghién ctru vé mit 1y ludn va thwc
tién

- Dbay la nghién cou dau tién tai Viét Nam so sanh c6 theo ddi doc
gitra hai nhom ph?au thuat Robot va phﬁu thuat ndi soi trong diéu
tri ung thu truc trang c6 tai 1ap luu thong duong tiéu hoa.

- Phau thuat Robot trong diéu tri ung thu tryc trang c6 tai 1ap luu
thong dudng tiéu hoa 13 ky thuit méi ¢ Viét Nam va duoc trién
khai tai Bénh vién Binh Dan tir 2016.

- Nghién ctru dua ra quy trinh phau thuat Robot diéu tri ung thu truc
trang c6 tai 1ap luu thong duong tiéu hoa. Tao tién dé cho nhidu
nghién ctru tiép theo vé linh vuc phau thuat Robot trong ung thu
dai tryc trang.

4. Bo cuc ciia ludn an

- Ludan 4n viét 141 trang bao gém: dat vin dé - muyc tiéu nghién ctru
2 trang, tong quan tai liéu 30 trang, dbi twong va phuong phap
nghién ciru 33 trang, két qua nghién ciru 27 trang, ban luin 47
trang, két luan va kién nghi 2 trang.

- Luananco téng cong 52 bang, 03 biéu dd, 26 hinh, 4 so dd.

- €6 156 tai liéu tham khao (trong d6 c6 17 tai liéu tiéng Viét va
139 tai liéu tiéng Anh).
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CHUONG 1: TONG QUAN TAI LIEU
1.1.Chi dinh diéu tri ung thu tryc trang

Diéu tri ung thu biéu mé tuyén truc trang (adenocarcinoma) hién nay
1a diéu tri da mo thuc, bao gém: phau thuat, xa tri, hoa tri va cac liéu
phép khic nhu mién dich, liéu phap gen..., trong d6 phau thuat van la
phuong phap diéu tri chinh, myc tiéu ctia diéu tri phau thuat 13 kéo dai
cudc séng, giam tdi da ti 18 tai phat bénh, bao ton toi da chue nang
cling nhu cai thién chit lugng sdng cta ngudi bénh, con voi ung thu té
bao vay dng hau mén (squamous cell carcinoma) thi diéu trj chi yéu
1a hoa tri va xa tri. Chi dinh diéu trji dya trén vi tri u, giai doan bénh,
dic diém khéi u va dic diém nguoi bénh.
1.2. Phiu thuit cit truwde thiap va phiu thuit cit trude

C6 nhiéu phuong phap phiu thuat ung thu tryc trang bao gom:
phau thuat cét trudc, phau thuat cit trudc thip, phau thuat cit truc
trang ndi dng hau mén (Pull-through), phiu thuat cit truc trang ngi
bung va nga ting sinh moén (PT Miles). Chung t6i xin gidi thiéu phau
thuat cit trude thip (LAR: Low anterior resection) va phau thuat cat
truéc (AR: Anterior resection) do c6 lién quan luan an nay, day la
phau thuat kinh dién trong diéu tri ung thu truc trang voi giéi han phia
trén cat hét hodc gan hét dai trang sigma, phia dudi cach ria khdi u 2
cm. Theo bé rong iy hét toan bd mac treo sat xwong cing tGi co ning
hau mén (phu thuat cit trude thip) hodc 14y mot phan bao mac treo
tryc trang qua khoi khéi u Sem trong nhimg truong hop ung thu truc
trang cao (phau thuat cat trudc). Trong qua trinh boc tich phai bao ton
than kinh tu dong ving chau, mot sb truong hop phai cit mot phan

bang quang hodc tir cung, phan phy kém theo néu bi xam lan. Giai



phong mac treo, di dong dai trang trai va ha dai trang goc lach khi can
thiét, tai 1ap luu thong duong tiéu hoa bang cach ndi rudt tan tan hodc
tan bén cho két qua 1au dai nhu nhau.

Vé mit k¥ thuat, phau thuat cat trude thip c6 thé dung phau thuat
mo, ph?lu thuat noi soi truyén théng hoac ph5u thuat Robot tuy theo
diéu kién co s& vat chit trang thiét bi ciing nhu tay nghé cua phau
thudt vién. Miéng ndi c6 thé thuc hién bang tay hodc bang may ndi.
Hién nay ddi v6i cac miéng ndi thap da sé ding may nbi vong vi ndi
tay thuong gap kho khan, dac biét ¢ nhitng nguoi bénh khung chau
hep.

1.3. Céc nghién ciru so sanh PT Robot véi PTNS diéu tri ung thw
true trang trén thé giéi

Pigazzi va cong sy di lan diu tién thyc hién phau thuat TME
trong diéu tri UTTT thap bang Robot vao nam 2006. Sau dé, nhiéu
trung tam trén thé gidi di co bao cao cho thy két qua déu thuan loi.
Vé&i UTTT giita va thap, thi PT Robot to ra lgi thé so v6i phau thuat
md va phﬁu thuat noi soi véi ky thuat (TME: Total mesorectal
excision). Mot s6 1oi thé bao gdm: phiu thuit qua Robot nhin céu trac
1o hon phau thuét qua ndi soi, cac thao tac tuong tu thao tac cua tay
ngudi nho hé thdng canh tay Robot tinh té. Hé thdng Robot khién
ph?lu thuét vién co thé phﬁu tich ma tranh dugc day than kinh, niéu
quan, bé mach sinh duc va khau ndi chinh xéc, léy duoc toan bd bao
mac treo tdt hon PTNS, mau mat it hon, thoi gian nam vién ngén hon,
v6i phau thuat Robot ti 16 chuyén md mé thap hon so v6i PTNS nho
d6 cac bién ching sau phiu thuit ciing it thdy hon. Két qua lau dai vé
mat ung thu hoc cling twong tu PTNS.

Tai Nhat Ban theo Tomohiro Yamaguchi va cong sy (2016),
nghién ctru hdi ctru 203 trudng hop cit truc trang PT Robot véi k§



thuat TME so sanh v6i 239 truong hgp PTNS, ti 1¢ chuyén phiu thuat
md nhom PT Robot 1a 0% va nhém PTNS 1a 3,3%, khac biét co y
nghia thong ké v6i p = 0,009, nhém PT Robot ¢ lugng mau mét it
hon ciing nhu thoi gian nam vién ngan hon nhoém PTNS ¢ y nghia
thdng ké v6i p<0,001. Ti 1é bi tiéu sau phau thuat & nhém PT Robot it
hon nhém PTNS ¢6 y nghia thong ké véi p = 0,018, tic gia ghi nhan
thoi gian phau thuat gitta hai nhom khong c6 su khac biét.

Tac gia Kamil Safiejko va cs (2022) nghién cuu phan tich gop
nhiéu béo cdo tong hop so sanh PTRB v&i PTNS vé6i téng cong
19.731 NB ung thu truc trang ti 1& chuyén PT mé nhom PTRB 2,6%
thap hon nhém PTNS 14 7,3% c6 ¥ nghia thong ké véi p < 0,001. Thoi
gian phiu thuat nhém PTRB (297,4 + 99,3 phut) ngan hon nhém
PTNS (339,5 + 359,2 phit) dang ké voi p < 0,001. Ti 18 ro miéng ndi
0 hai nhom tuong duong nhau véi nhom PTRB 1a 5,2% va nhom
PTNS 14 5,1% va su khéc biét khong y nghia thong ké véi p = 0,16.
Tac gia Rosaria Scarpinata va cs (2013) nghién ctu phan tich gop
nhiéu bao céo tong hgp so sanh PTRB véi PTNS véi tong cong 1.549
nguoi bénh ung thu truc trang chia lam 2 nhoém, 1148 PTRB va 401
PTNS, tac gia ghi nhan ti 1¢ ro miéng ndi ¢ hai nhom tuong duong
nhau véi nhom PTRB 1a 7,6% va nhom PTNS 1a 7,3%, thoi gian phau
thuat nhom PTRB (290,5 phut) kéo dai hon nhom PTNS (228 phut),
chét luong bao mac treo TME hoan chinh nhom PTRB 92,8% tdt hon
nhém PTNS 75,4% c6 y nghia thong ké véi p = 0,033.

Tac gia Hol J. C. va cs (2021) tai Ha Lan nghién ctru 344 nguoi
bénh phau thuat Robot so v4i 490 ngudi bénh phau thuat ndi soi diéu
trj ung thu truc trang nhan thy rang ti 16 chuyén phau thuat mé nhom
PTRB la 4,6% va nhom PTNS la 3,7% véi su khac bi¢t khong y nghia
thong ké v6i p = 0,518, tuy nhién tac gia nhan thdy rang nhom PTRB



ti 1€ tai lap luu thong dudng ti€u hoa (89,8%) cao nhom PTNS 66,7%)
mot cich co y nghia thong ké v6i p < 0,001. Thoi gian phiu thuat
nhém PTRB (186 + 59 phtt) kéo dai hon nhom PTNS (149 + 53 phut)
dang ké véi p < 0,001. Ti 1é rd miéng ndi & hai nhom nghién ciru kha
cao voi nhom PTRB 1a 21,6% va nhém PTNS la 23,6% va su khac
biét khong ¥ nghia théng ké v6i p = 0,619. Phan d6 cac bién chimg
theo Clavien-Dindo ... da sb bién ching muic d6 nhe grade I, IT nhém
PTRB la 82,4% va nhom PTNS la 77,8% va su khac bi¢t khong y
nghia thong ké véi p = 0,776.

Nhiéu nghién ciru (NC) trén thé gidi cho thiy rang mot wu diém
cua PT Robot so v&i PTNS trong ung thu truc trang la it dau hon sau
phau thut va ngudi bénh hdi phuc sau md sém hon ciing nhu nam
vién ngan hon. Tac gia Han Qudc Hanbyul Lee va cs (2017) nghién
ctru trén 90 ngudi bénh ung thu tryc trang bao gém 70 NB PTNS
truyén thong va 20 NB PTRB, tac gia nhin thay rang muc d6 dau sau
mo nhém PTRB/PTNS 1a 3,30 + 1,17/4,25 + 1,59 va sy khac biét nay
c6 y nghia thong ké véi p = 0,038. Tac gia David Jayne va cs (2019)
nghién ctru ngdu nhién da trung tim (29 trung tam tai 10 qudc gia véi
40 phau thuat vién c6 kinh nghiém phau thuat Robot trung binh 50
truong hop) 237 nguoi bénh phau thuat Robot so véi 234 ngudi bénh
phau thuat ndi soi diéu tri ung thu tryc trang nhan thiy ring ti 18
chuyén mé mé ¢ nhom PT Robot 1a 8,1% so véi 12,2% ¢ nhom
PTNS, nhom PT Robot tong thoi gian phau thuat 1 trung binh 298,5 +
88,7 phit 14u hon nhém PTNS 1a 261 + 83,2 phut, sé lwong hach thu
dugc & nhém PT Robot 1a 24,1 so véi 23,2 & nhdm PTNS, ti 1€ dién
cit vong quanh CRM (+) nhom PT Robot 1a 6,3% trong khi nhém
PTNS 1a 5,1%.



1.4. Cac nghién ciru so sanh PT Robot véi PTNS diéu tri ung thw
truc trang trén tai Viét Nam

Ung dung Robot trong phau thudt trén ngudi bénh truong thanh
bét dau trién khai tir cudi nam 2016 tai Thanh phé HO6 Chi Minh bao
gém: Bénh vién Binh Dan (2016), Bénh vién Cho Rﬁy (2017), Bénh
vién Vinmec Ha Noi (2018), Bénh vién K Ha Noi (2019). Theo tac gia
Tran Vinh Hung, Lé Quang Nghia, Nguyén Phu Hiru va cong su
(2018) 12 nhimg ngudi dau tién tai Viét Nam béo cdo loat ca 44 truong
hop ung thu dai truc trang tng dung hé thong Robot da Vinci Si dé
phau thuat nhan thdy an toan va kha thi, khong c¢6 bién chimg trong
phau thuat lién quan dén Robot, sau phau thuat c6 4 truong hop nhiém
trung vét md va 1 truong hop bi tiéu. Nam 2023, tac gia Tran Vinh
Hung va cs bao cdo 130 trudng hop phau thuit cét trude thip co tai
1ap lai luu thong duong tiéu hoa stir dung hé thong Robot da Vinci tai
Bénh vién Binh Dan véi két qua dang khich 1¢ bao gom: thoi gian
phau thuét trung binh 1a 180 phut, bién ching chung sau phiu thuat 1a
13,1% trong d6 3,1% xi mi¢ng ndi, s hach trung binh thu duogc la
14,6 + 5,8, thoi gian nam vién trung binh 7,5 ngay (6-16 ngay), khong
c6 truong hop nao tai phat tai vi tri cac port dat canh tay Robot, thoi
gian theo ddi trung binh 29,3 thang (1272 thang), ti 1 séng con toan
bd (OS: overall survival) sau 3 nam 90,7% va ti 1¢ song khong bénh
(DFS: disease free survival) sau 3 nam la 78,5%. Tac gia Nguyén Phu
Hiru (2023) bao cao 45 trudng hop phau thudt cét trude thp do ung
thu truc trang sau diéu tri tan hd trg, co tai 1ap lai luu thong duong
tiéu hoa sir dung hé thdng Robot da Vinci tai Bénh vién Binh Dan véi
két qua: thoi gian phiu thut trén Robot (console time) trung binh 1a
110 phut, tong thoi gian phau thuat 210 phut, tong s hach thu duoc
15,3 + 3,8, sb hach di can 2,3 + 1,7, lugng mau mét trung binh 35,3 £



14,8 ml, ti 1& bién chimg chung sau phau thuat 1a 24,4% trong d6 4,4%
xi miéng ndi va 2,2% sa chd mé hoi trang, ti 1& dién cit vong quanh
(CRM +) duong tinh la 2,2%, chét lugng bao mac treo hoan chinh
(TME) 14 95,6%, thoi gian nam vién trung binh 7,9 ngay (6-15 ngay).

CHUONG 2: POI TUQNG VA PHUONG PHAP NGHIEN CUU
2.1. Thiét ké nghién ctru

Nghién ctru theo ddi doc so sanh tién ctru khong ngiu nhién (a
prospectively non-randomized comparative longitudinal study).
2.2. Pbi twong nghién ciru

Ngudi bénh duoc chan doan ung thu tryc trang (co giai phau
bénh la adenocarcinoma qua ndi soi ti€éu hoa + sinh thiét), bo dudi cua
khéi u cach ria hau mén tir 4 dén < 12 cm theo ESMO.
2.3. Pia diém va thoi gian nghién ctru

Nghién cuu nay dugc tién hanh tai Bénh vién Binh Dan tir thang
01/2022 dén thang 01/2024.
2.4. C& miu nghién ciru

C& mau nghién ciru dugce tinh dua vao thoi gian trung binh nam
vién cua phuong phap phau thuit Robot va phuong phap phau thuat
noi soi.

(Zi-a+Z1-p)" (62+02r)

n z
(#1 _Mz)z

np =mXr

Véi: a= 0,05 thi Za/2 = 1,96
B = 0,20 hay do0 manh (power) = 0,80 thi Zf = 0,842



10

ul, o1: Thoi gian trung binh ndm vién (ngay) sau phau thuat va
d6 léch chuan trong nhém phau thuét ding ndi soi, theo nghién ciru
cua Seung Hyuk Baik 76 ul = 7,6, ol = 3,0.

12, 62: Thoi gian trung binh ndm vién (ngay) sau phau thuat va
d6 léch chuan trong nhom phﬁu thuat Robot, theo nghién ctru cia Park
E.J. vacs 57 n2 =5,86, 62 = 1,43.

r: Ti s6 mau trong 2 nhém (r =n2/ nl = 1).

Thay cac gié tri vao cong thirc tinh ¢& mau chung toi tinh duge n
= 30 nguoi bénh cho mdi nhom phau thuat Robot va phau thuat noi
soi
2.5. Tiéu chuén chon miu

Ngudi bénh dugc chan doan xac dinh 1a ung thu tryc trang
nguyén phat theo Hiép hdi ung thu Hoa Ky (AJCC8th) 2018.

Khdi ung thu truc trang ¢6 bd dudi ciia khdi ung thu dén ria hau
mén tir 4 dén < 12 cm, duoc xéac dinh khi thim kham truc trang va ndi
soi tiéu hoa.

Khéi ung thu tryc trang duge xac dinh trude va trong phiu thuat
chua c6 xam 14n xung quanh (giai doan T3 tr& xudng chua diéu trj tin
hd trg hodc tir T4a/T4b da diéu trj tAn hd tro (hoa tri va/hodc xa tri)
giam kich thudc ciia budu, danh gia T dya vao MRI chéu ¢ can tur.

Tat ca nhitng nguoi bénh ung thu truc trang dugc thuc hién phau
thudt cit truée thap (LAR: Low Anterior Resection) theo tiéu chuin
liy tron bao mac treo truc trang (TME: Total Mesorectal Excision) véi
nhing trudng hop ung thu truc trang giita va thap hodc phiu thuat cit
trudc (AR: Anterior Resection) trong nhitng truong hop ung thu truc
trang cao bang PT Robot hoic PTNS va c6 tai lap luu thong duong
tiéu hoa bang stapler vong.

2.6. Tiéu chuén loai trir

Nguoi bénh co nhiéu bénh man tinh khong cho phép thuc hién

cudc phau thuat noi soi.
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Nguoi bénh duoc chan doan, phau thuat do ung thu tryc trang tai
phat hodc c6 bién ching cua ung thu truc trang hoac c6 phdi hop véi
cac ung thu khac.

Nguoi bénh sau khi dicu tri tdn ho trg ma khoi ung thu van con
cT4a/T4b hoac hach xam lan mach mau trén lam sang va can lam sang
(MRI).

Nguoi bénh ¢6 tai 1ap luu thong duong tiéu hoa bang khau tay.
2.7. Phwong phap chon miu nghién ciru

Céc ngudi bénh trong nghién ctru cua ching t6i duge chan doan
va diéu tri theo phac dd diéu trj ung thu truc trang hién hanh tai Bénh
vién Binh Dan, TP.HCM. Nguoi bénh dugc chan doan ung thu tryc
trang bang ndi soi dai tryc trang va sinh thiét lam giai phdu bénh
(adenocarcinoma), dugc danh gia giai doan bang chup CT scan nguc —
bung c¢6 bom thudc can quang va MRI ving chdu c6 can tir. Sau do,
ngudi bénh duoc hdi chin Tumor board bao gém cac bac si thude cac
linh vuc phau thudt ngoai tiéu hoa, chan doan hinh anh va bac si ung
thu chuyén hoa tri va xa tri tai khoa Ngoai Ti€u hoéa — Bénh vién Binh
Dan, TP.HCM dé dugc danh gia giai doan trudc phau thuat, lva chon
phuong phép diéu tri bao gém: hoa va/hodc xa tri tin hd trg trudc
hodc phiu thuat trude tiiy theo giai doan ung thu tryc trang ciia ngudi
bénh. Viéc chon mau s& dugc thuc hién thuan tién (léy theo kiéu lién
tiép nhitng ngudi bénh thoa tiéu chuin chon vao va tiéu chuan loai ra)
cho dén khi du s6 lugng cia ¢ mau.

Tién trinh thuc hién nhu sau: nguoi bénh thda tiéu chuén chon
vao dugc giai thich dé tham gia nghién ctru. Nhimg ngudi bénh dong
y tham gia nghién ctu s€ dugc dua vao nghién ctru. Nguoi bénh ung
thu tryc trang trong nghién ciu dugc phan thanh hai nhom: nhom

phau thuat Robot va phau thuat noi soi.
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Viéc phan nhom 1a chua ngiu nhién hoan toan vi s& c6 nhiing
nguoi bénh chon ph?lu thuét Robot theo kha nang chi tra chi phi vé tai
chinh va s& c6 ngudi bénh chon phﬁu thuét ndi soi sau khi nghe bac si
tu van cu thé truée phﬁu thuat.

Chung t6i chon mau nhom phﬁu thuat Robot cling nhu ph?tu thuat
noi soi ciing mot kip phau thuat dé dam bao tinh ddng nhat ciia dan s6
nghién ctru.

|

Ung thr tryc trang

(Chén doén qua thim kham va ndi soi + sinh thiét)

!

MSCT +MRI
T4a/ T4b ¢T1-cT3 Ml
Hojo va MRF (-) (Bitky T,N)
¢TI - C:B kém MRF VAEVMI ()
(+) hodc EVMI (+)
Diéu tri tan hd trg Chon vao nghién ciru
Phan nhom theo tiéu
¢T1-cT3 chuan
va MRF (-)
va EVMI (-)
| Khong | | 6 l_ Phiu thuit Robot Phau thujt ndi soi

Loai khoi nghién ctru

So dd 2.1. Luu d6 chon bénh trong nghién ctru.
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2.8. Phan tich xir Iy s6 liéu

Phan tich va xir Iy bang phan mém SPSS 25.0, STATA 18.5.

Céc bién dinh tinh: Tinh ti 1¢ %, trinh bay bang phan phdi tan so,
biéu do.

Céc bién dinh luong: Phan phdi binh thuong thi st dung gia tri
trung binh va do léch chuan dé mé ta phan bd. Khong phai phan phdi
binh thuong thi tinh gi4 tri trung vi va mot s6 gia tri lugng gia ¢ phan
tan dé mo ta phan bd (median, min, max, range).

Phép kiém so sanh: Kiém dinh bang T-test d6i véi bién s dinh
luong c6 phan phdi binh thuong va kiém dinh phi tham s Mann-
Whitney d6i voi bién s dinh luong khéng c6 phan phdi binh thuong.
St dung phép kiém Chi-square ddi véi cac bién sé dinh tinh, néu ¢ 6
c6 tan suat ky vong nho hon 5 thi sir dung phép kiém Fisher’s exact
test.

Gia tri ngudng sai 1am 1a 0,05 trong cac trudng hop so sanh va
woc lugng. Gia tri p < 0,05 nghia 14 c6 y nghia thong ké.

2.9. Van dé y dirc trong nghién ciru

Nghién ctru di dugc thong qua boi: Hoi dong dao dic trong
nghién ciru y sinh hoc ngay 04 thang 04 nim 2023, quyét dinh sé:
857/TDHYKPNT- HPDP va hoi dong dao dirc trong nghién ctru y
sinh hoc ngay 10 thang 10 nim 2022, quyét dinh sé: 885/HPDD-
BVBD.

CHUONG 3: KET QUA
3.1. Dic diém chung hai nhém nghién ctru
Trong nghién ctru ctia chung t6i c6 100 nguoi bénh thoa tiéu
chuan nghién ctru bao gdm 50 ngudi bénh thudc nhom phau thuat
Robot va 50 ngudi bénh thudc nhém phau thuat noi soi trong diéu tri
ung thu truc trang co tai 1ap luu thong dudng tiéu hoa tai Bénh vién
Binh Dan tir thang 01/2022 dén thang 01/2024.



Béng 3.1. Tudi ciia hai nhém nghién ciru

ol Nhém Nhém »
PTRB PTNS
Trung binh 60,1 +9,8 59,6 +£ 12,2
Nho nhat 36 25 0,50
Lén nhat 83 84

Kiém dinh T-test

Ti 1€ Nam/nit ctia 2 nhom nghién ctu 1/1

3.2. Pic diém két qua phiu thuit ciia hai nhém nghién ciru

Bang 3.2. Tong thoi gian phiu thuat (phit) cta hai nhom NC

Thoi gian
phéu thuat Nhém PTRB  Nhém PTNS p
(phiit)
Trung binh 187,6 + 48,5 2173+ 77,9
Nhanh nhét 110 105 0,039
Cham nhit 360 480

Kiém dinh Mann-Whitney

Béng 3.3. Luong méu mat (ml) ctia hai nhém nghién ciru

Lugngmau s PTRB Nhém PTNS »
mat (ml)
Trung binh 44,4 + 36 63,1 £44
[t nhat 10 20 < 0,001
Nhiéu nhét 225 300

Kiém dinh Mann-Whitney
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Béng 3.4. Céc bién chig hau phiu ctia hai nhém nghién ctru.

X , x , Nhom
Bién chung sau mo Nhom PTRB PTNS
Liét rudt 1 (2%) 3 (6%) 0,60%
RO miéng ndi 1 (2%) 1 (2%) 1,00%*
r"l;l%c/ban tac rudt sau 0 (0%) 2 (4%) 0,495%
Tu dich nhiém tring 0 (0%) 2 (4%) 0,495*
Nhiém trung vét mo 1 2%) 2 (4%) 1,00%*
Bién chtng chung 3 (6%) 10 (20%)  0,03**

* Kiém dinh chinh xdc Fisher
** Kiém dinh Chi binh phurong
Bang 3.5. Phian do ning bién ching hiu phau theo Clavien-Dindo

Phan dd Nhém PTRB  Nhém PTNS p
Dol 0 (0%) 0 (0%)
Do Il 3 (100%) 9 (90%)
Do Il 0 (0%) 1 (10%) 1,00
Do IV 0 (0%) 0 (0%)
Téng cong 3 (100%) 10 (100%)

Kiém dinh chinh xdac Fisher

Béng 3.6. Thoi gian nam vién (ngdy) cua hai nhom nghién ctru

SO ngay nim vién G o bTRE  Nhém PTNS »
sau phau thuat
Trung binh 7,18+ 1,5 7,52 +1,5
Nhanh nhét 5 5 0,039
Cham nhét 13 14

Kiém dinh Mann-Whitney
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3.3. Pic diém két qua giai phiu bénh ciia hai nhém nghién ciru

Bang 3.7. Tong sb hach nao vét duge ciia hai nhém nghién ciru

S6 lwong hach

Nhém PTRB

Nhom PTNS

thu dugc p
Trung binh 15,3+4,4 14,9 £4,6
it nhét 4 8 0,67
Nhiéu nhét 28 28

Kiém dinh Mann-Whitney

Béng 3.8. Tong s6 hach di can ctia hai nhém nghién ctru

S0 h‘;;ll‘l bidi  Nj6mPTRB ~ Nhém PTNS )
Trung binh 1,5+3 1,77+2,9
it nhat 0 0 0,35
Nhiéu nhét 12 13

Kiém dinh Mann-Whitney

Bang 3.9. Chét lugng bao mac treo TME ciia hai nhom nghién ciru

Chatlugngbao o pTRB Nhém PTNS p
mac treo
Tét 36 (87,8%) 27 (67,5%)
Trung binh 5 (12,2%) 10 (25%)
, 0,043
Xéu 0 (0%) 3 (7,5%)
Téng cong 41 (100%) 40 (100%)

Kiém dinh chinh xdc Fisher
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Bang 3.10. Ti 1¢ thyc hién TME ctia hai nhom nghién ctru

Thuc hi€n . o
e Nhém PTRB Nhém PTNS p
Co 41 (82%) 40 (80%)
Khong 9 (18%) 10 (20%) 0,78
Téng 50 (100%) 50 (100%)

Kiém dinh Chi binh phiwong

Bang 3.11. Dién cat vong quanh (CRM) ciia hai nhom nghién ciru

CRM Nhém PTRB ~ Nhém PTNS P
Am tinh 50 (100%) 49 (98%)
Duong tinh 0 (0%) 1 (2%) 1,00
Téng cong 50 (100%) 50 (100%)
Kiém dinh Fisher
Bang 3.12. Dic diém giai doan ung thu sau phiu thuat pTNM
Giai doan Nhom PTRB Nhém PTNS P
0 1(2%) 1(2%)
I 8(16%) 5(10%)
A 26(52%) 19(38%)
1B 12% 1(2%)
IIA 224%; 6(12%) 020
11IB 9(18%) 14(28%)
11C 3(6%) 4(8%)
Téng cong 50(100%) 50(100%)

Kiém dinh chinh xdac Fisher
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3.4. Pic diém chit lwong cudc sdng sau md hai nhém nghién ciru
Bang 3.13. CLCS theo thang diém hoi chimg cét trudc thap & thoi

diém 12 tuan sau phau thuat

Mikc d Nhém PTRB  Nhom PTNS p
Khéng mic 35 (70%) 20 (40%)
Nhe 14 (28%) 22 (44%)
0,003
Ning 1 2%) 8 (16%)
Téng cong 50 (100%) 50 (100%)

Kiém dinh Chi binh phirong
Bang 3.14. Diém triéu chimg sau khi phau thuat 12 tuan cta hai nhém
NC theo bo cau hoi QLQ-CR29: Quality of life questionnaire for

colorectal cancer 29

Yén t6 dnh pi Nhom PTNS ~ HhO% e

Triéu chung
Tan suét di tiéu 38,7 12,7 0,03
Tiéu khéng tu chu 44,0 8,7 < 0,001
Tiéu kho 33,3 16,7 0,01
Pau bung 33,3 16,5 0,02
Pau hdu mon 44,0 8,7 < 0,001
Chudng bung 44,0 16,7 0,01
Phan nhay méau 27,7 24,7 < 0,001
Kho miéng 44,0 41,3 0,21
Rung toc 44,0 32,7 0,19
Mit vi giac 33,3 33,3 0,03
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Yéu t6 danh gia Nhom PTNS I;{}gﬁ p*

Triéu chung
Day hoi 44,0 17,3 0,04
Tiéu khong ty chu 44,7 8,0 < 0,001
fli‘rll daquanhhu 5 16,0 < 0,001
Tan suat di tiéu 49,7 20,7 < 0,001
Mic cam 33,3 8,0 < 0,001
zflit kha nang tinh 44,0 8.0 < 0,001
Pau khi giao hop 44,0 8,0 < 0,001

Churc nang
Su lo 4u 65,3 80,0 0,01
ﬁr‘;fgng Ve trong 63,3 70,0 0,02
Hinh anh co thé 50,4 64,0 0,02
Himg thd tinh duc 64,0 84,0 0,04

* Kiem dinh T-test

CHUONG 4: BAN LUAN

4.1. DPic diém chung hai nhém nghién ctru

Bang 4.1. So sanh tudi trung binh, ti 16 nam/nit véi cac tac gia khéc.

Tac gia Phuong phap PT Tudi TB
Tran Vinh Hung  Robot (n=130) 61
Bui Chi Viét Noi soi (n=58) = 52,3+ 13,2
Mai Dinh Piéu Noi soi (n=146) 59

David Jayne

No¢i soi (n=234)  65,5+11,9

Ti 1é Nam/ntr

2,4/1
1,14/1
L1/
2,1/1
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David Jayne Robot (n=237) 64,4 +10,9 2,1/1
Yong Sok Kim Nbi soi (n=66) 58,2 +9,8 2,3/1
Yong Sok Kim Robot (n=33) 57+9,6 2,3/1
Feng Qingyang Noi soi (n=585) 60,7 9.8 1,5/1
Feng Qingyang Robot (n=586) 59,111 1,5/1
Chung toi Noi soi (n=50) 59,2+12,6 1/1

Chung toi Robot (n=50) 61,1 +9,8 1/1

4.2. Pic diém két qua phiu thuat ciia hai nhém nghién ciru

Téng thoi gian phiu thuit ciia hai nhém nghién ciru

Thoi gian phau thuat dong vai tro quan trong trong viéc danh gia
vu diém ctua mdi loai phuong phap phau thuat. Trong hai thap nién
gan day, sy phat trién ciia PT Robot voi nhimng k¥ thuat ngay cang
dugc chuan hoa thi thoi gian ctia phau thuat Robot ngay cang duoc rit
ngin. Uu diém cua PT Robot 14 phuc héi sirc khoe sém, it dau cing
v6i 1t ngan thoi gian phiu thuat gitp giam nhiing tai bién ciing nhu
chi phi cho cudc phau thuat. Thoi gian phau thuat con tity thudc vao
k¥ ning cua phau thuat vién, duong cong hoc tip cua timg phau thuat
vién, phuong phép phau thuat ciing nhu tinh chat cta khdi u

Béng 4.2. So sanh tong thoi gian phau thuat voi cac tac gia khac

Tac gia Phuong phap PT Thoi gian (phut)
Nguyén Cao Noi soi (n=100) 180 + 32
Cuwong
Ha Viin Quyét Ndi soi (n=62) 190 + 25
Tran Vinh Hung Robot (n=130) 180 + 62,6
David Jayne Noi soi (n=234) 261 £+ 83

David Jayne Robot (n=237) 298 + 88
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Huang Robot (n=38) 492 + 11
Yong Sok Kim Robot (n=33) 441,0 £ 90,2
Yong Sok Kim Noi soi (n=66) 277 + 83,2

Park E. J. Robot (n=133) 205,7 + 67,3
Park E. J. Noi soi (n=84) 208,8 + 81,2
Chung toi Robot (n=50) 187,6 + 48,5
Chung toi Noéi soi (n=50) 2173+ 77,9

Lwong mau mat trong phiu thuit

Luogng mau mat trong qua trinh PT 13 yéu t& quan trong giup tién
luong cho qua trinh hdi phuc cia NB ciing nhu trong danh gia vu diém
ctia mdi loai phuong phap PT. V&i nhitng wu diém cua PT Robot (man
hinh 3D, d6 phong dai c6 thé 1én dén 12 l1an, kha nang chng rung, dung
cu linh hoat trong khong gian chat hep ving chau) trong phau thuat cit
true thap véi ky thuat TME diéu tri UTTT lam giam luong mau mat &
mirc t6i thiéu ciing nhu gitp ngudi bénh hodi phuc tét.

Bang 4.3. So sanh luong mau mat trong phau thuat véi tac gia khac

Tac gia Phuong phap PT  Luong mau mat (ml)
Nguyén Cao Noi soi (n=100) 96,7+ 13,2
Cuwong
Tran Vinh Hung Robot (n=130) 39
Huang Robot (n=38) 150
Park E. J. Robot (n=133) 205 £163,8
Park E. J. Noi soi (n=84) 232+ 180
Yong Sok Kim Robot (n=33) 77,6 £153,2
Yong Sok Kim Noi soi (n=66) 82,3 +185,8
Ahmed J. Robot (n=99) 10
Ahmed J. Noi soi (n=85) 100
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Chung toi Robot (n=50) 44,4 + 36
Chung toi Noi soi (n=50) 63,1 =44
Bién chirng sau phiu thuit

Bang 4.4. So sanh ti 1¢ bién ching hau phau voi cac tac gia khac

Tac gia Phuong phéap Bién chung  Xi miéng
PT chung nbi
Tran Vinh Hung  Robot (n=130) 13,1% 3,1%
Ha Vin Quyét  Noi soi (n=62) 25,6% 4,8%
David Jayne Robot (n=237) 15,3% 3%
David Jayne Noi soi (n=234) 14,8% 2,6%
Huang Robot (n=38) 38,8% 2,5%
Luca Morelli Robot (n=160) 15% 0%
Yong Sok Kim Robot (n=33) 45,6% 3%
Feng Qingyang  Noi soi (n=585) 23,1% 8,2%
Feng Qingyang Robot (n=586) 16,2% 5,1%
Chung toi Noi soi (n=50) 20% 2%
Chung toi Robot (n=50) 6% 2%
Béng 4.5. Thoi gian nam vién (ngdy) cua hai nhom nghién ctru
Tac gia Phuong phap PT Thoi gian (ngay)
Nguyén Cao Cuong Noi soi (n=100) 8,1+3,6
Tran Vinh Hung Robot (n=130) 7,5
Baik SH Robot (n=16) 6,9+ 1,3
David Jayne Robot (n=237) 8
David Jayne Noi soi (n=234) 8,2
P. Rouanet Robot (n=91) 8
Park E. J. Noi soi (n=84) 6,54 +£2,65

Park E. J. Robot (n=133) 5,86 £1,43
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Chuing toi Noi soi (n=50) 7,52+1,5

Chung t6i Robot (n=50) 7,18+ 1,5
4.3. Pic diém phiu thuit giai phiu bénh ciia hai nhém nghién ciru

Téng s6 hach thu dugc sau phau thuat cling nhu ) lugng hach di
can 1a yéu t6 tién luong rat quan trong, né danh gia chat luong vé mat
ung thu cta phuong phap phau thuat ciing nhu dua ra yéu t6 N(Node)
dé xép giai doan ung thu pTNM sau phau thuat, quyét dinh phac do
hoa tri va tién luong thoi gian sdng ctia ngudi bénh sau phau thuat

Bang 4.6. So sanh s6 hach nao vét duoc véi cac tac gia khac

Tac gia Phuong phap PT S6 hach nao vét
Tran Vinh Hung Robot (n=130) 14,6
Lam Viét Trung Robot (n=15) 12
David Jayne Nobi soi (n=237) 23,2
David Jayne Robot (n=234) 24,1
Park E. J. Noi soi (n=84) 16,63 + 10,24
Park E. J. Robot (n=133) 16,34 + 8,79
E. Barzola Robot (n=100) 27,5
Seung Hyuk Baik Noi soi (n=56) 18,7+12
Seung Hyuk Baik Robot (n=57) 18,4 +9,2
Chuing t61 Noi soi (n=50) 149+46
Chuing t61 Robot (n=50) 153+44
Béng 4.7. So sanh chat luong bao mac treo TME vdi cac tac gia khac
Tac gia Tét Trung binh Xau
David Jayne (NS) 75,4% 14% 9,3%
David Jayne (Robot) 75,2% 16,5% 3,1%
Yong Sok Kim (NS) 91% 9% 0%

Yong S. Kim (Robot) 97% 3% 0%
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Baik SH (NS) 83,3% 16,7% 0%
Baik SH (Robot) 94,4% 5,6% 0%
E. Barzola (NS) 72% 11% 14%

E. Barzola (Robot) 92% 1% 5%

Chung t6i (NS) 72% 22% 6%

Chung t6i (Robot) 90% 10% 0%

4.4. Pic diém chat lwong cudc song sau mo hai nhém nghién ciru

CLCS theo thang diém hi ching cit truéc thap & thoi diém
12 tudn sau phiu thuat

Tai thoi diém 12 tuan sau phau thuat, ching t6i ghi nhan da c6 sy
khac biét gitta hai nhom nghién ciru. Cy thé, nhém PTRB c6 téi 70%
NB khong mic HCCTT. Con sé nay & nhoém PTNS 1a 40%. Ti 1& méc
HCCTT mtrc do nhe va nang trong nhém PTRB lan luot 1a 28% va
2%, thap hon rat nhiéu con s 44% va 16% bén nhoém PTNS. C6 thé
n6i, 12 tudn sau md 1a mdc thoi gian ta ¢ thé thay duge hiéu qua cua
nhom PTRB 1én ngudi bénh mic UTTT. V6i nhitng su linh hoat trong
dong tac, su boc tach ti mi, cling nhu dd phong dai 16n, nhiing cAu trac
than kinh vung chau dugc bao tdn chinh xéc, gitp NB co chét luong
cudc song tot hon sau phau thuat.

Chit lwgng cudc song sau phiu thuit 12 tuin theo EORTC
QLQ-CR29.

Méc 12 tuan sau PT duoc chung t6i lya chon dé danh gia CLCS
ngudi bénh vi tai thoi diém nay da sb nguoi bénh dd hdi phuc sau
cude md 16n, ngay ca voi nhitng ngudi bénh duoc phiu thuat dong hoi
trang. Theo do6, tit ca cac triéu ching trong hai nhém ngudi bénh
PTNS va PT Robot déu cai thién 15 rét, nhit 1a nhitng triéu ching lién

quan h¢ tiéu hoa va tiet ni€u. Khi so sanh hai nhom, ching t6i ghi
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nhan hau hét cac triéu chimg va chirc ning déu c6 su khac biét c6 y
nghia thong ké giita PTNS va PT Robot. Tai thoi diém nay, tinh trang
“phan ly” gitta PTNS va PT Robot r6 rang hon ¢ cac khia canh trong
bang EORTC QLQ-CR29. C6 thé ndi rang tai thoi diém 12 tuan sau
phﬁu thuét, cac uu thé cua PT Robot trong diéu tri ung thu truc trang
da dugc thé hién rd nét va nguoi bénh trong nhom nay di co chit

lugng cudc song cai thién rat dang ké so véi trudc phau thuat.

KET LUAN

1. Phiu thuat Robot trong diéu tri ung thu truc trang c6 tai lap luu
thong dudng tiéu hoéa an toan hon PTNS véi ti 1& bién ching chung
ciia nhom PT Robot 14 6% thip hon nhém PTNS 1a 20% (p=0,03),
lwong mau mat nhom PT Robot 1a 44,4 + 36 ml thip hon nhém PTNS
1a 63,1 +44 ml (p=0,001), thoi gian phau thuat nhoém PT Robot 187,6
+ 48,5 phat nhanh hon nhém PTNS 217,3 + 77,9 phat, thoi gian nam
vién nhém PT Robot 14 7,18 + 1,5 ngay ngan hon nhém PTNS 1a 7,52
+ 1,5 ngay (p=0,039).

2. Phiu thuat Robot trong diéu tri ung thu truc trang c6 tai lap luu
thong duong ti€u hoa hi¢u qua hon PTNS voi téng s6 hach nao vét
dugc nhom PT Robot 1a 15,3 + 4,4 hach nhiéu hon so v6i nhém PTNS
12 14,9 + 4,6 hach, chét lugng bao mac treo (TME) tdt nhom PTRB 1a
87,8% cao hon nhom PTNS la 67,5% (p=0,043), dién cit vong quanh
(CRM) am tinh nhém PT Robot 1a 100% cao hon nhom PTNS la
98%.

3. Chét luong cudc sdng ciia ngudi bénh nhom PT Robot trong diéu
trj ung thu truc trang c6 tai 1ap luu thong dudng tiéu hoa tdt hon nhom
PTNS voi ti 1¢ méac hoi chimg cat trude thap nhém & PT Robot 1a 60%
thip hon nhoém PTNS 1a 80% sau 6 tudn phau thuat va sau 12 tuin
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nhém PT Robot 1 30% thap hon nhém PTNS 1a 60% (p=0,003). Chat
luong cude séng cta ngudi bénh tinh theo thang diém EORTC QLQ-
CR29 vao hai thoi diém sau phiu thudt 6 tuan va 12 tudn ¢ nhém PT
Robot tot hon nhom PTNS.

KIEN NGHI

1. Nén c6 nghién ctru véi c¢& mau 16n hon, do tiém luc nghién ctru
cuia chiing t6i ¢6 han nén ¢ mau chung toi chi 50 cho mdi nhém phau
thuat Robot va phﬁu thuat ndi soi trong diéu tri ung thu tryc trang cé
tai lap luu thong dudng tiéu hoa. Nén lay s liéu tai nhiéu trung tim
co phﬁu thuat Robot cting nhu phﬁu thuét noi soi tai Viét Nam va thoi
gian theo ddi 1au dai (thuong 3 — 5 niam) dé danh gia vé mat ung thu
hoc bao gom: thdi gian séng con toan b (OS: Overall Survival), thoi
gian sng khong bénh (DFS: Disease Free Survival) ciing nhu ti 18 tai
phat, ti 1€ tir vong.

2. Tiur két qua nghién ctru cho thiy phiu thuat Robot to ra lgi thé hon
phau thuat ndi soi trong diéu tri ung thu truc trang. Nén trang bi cho
c4c trung tAm phau thuat 16n trong ca nudc hé thong phau thuat Robot
da Vinci cling nhu ¢6 chuong trinh dao tao can ban va nang cao cac
bac si phau thuat dé s dung hé théng Robot mét cach wu viét nhit
trong qua trinh phau thuat nguoi bénh. Thong tin, truyén thong cho
ngudi bénh biét duoc thong tin ciing nhu tiép can dugc phiu thuat
Robot.
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