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Thu thap dit liéu giai doan 1

(+ 30 ngay theo d&i: két thic ngay 12/09/2023)
(+ 1 ndm theo dbi: két thic ngay 13/08/2024)

Thu thap dit liéu giai doan 2

(+ 30 ngay theo d&i: két thic ngay 26/09/2023)
(+ 1 ndm theo di: két thic ngay 27/08/2024)

Thu thap dit liéu giai doan 3

(+ 30 ngay theo di: két thuc ngay 10/10/2023)
(+ 1 ndm theo dai: két thic ngay 10/09/2024)

Thu thap dit liéu giai doan 4

(+ 30 ngay theo ddi: két thic ngay 24/10/2023)
(+ 1 ndm theo ddi: két thic ngay 24/09/2024)
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(+ 1 ndm theo ddi: két thic ngay 05/11/2024)
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(+ 30 ngay theo ddi: két thic ngay 19/12/2023)
(+ 1 ndm theo dai: két thic ngay 19/11/2024)

Tién trinh xac thuc di¥ liéu

Han chét dé trinh dit liéu cda 30 ngay theo doi

K&t qua cac két cuc ngan han clia nghién ctru GECKO

Giai doan mot nam theo doi

Khoa co s& dit liéu REDCap database, han chot dé trinh di liéu
mot nam theo doi

K&t qua cac két cuc dai han cta nghién ciru GECKO

geckostudy@gmail.com | @ @gecko_study _


mailto:geckostudy@gmail.com
http://www.globalsurgeryunit.org/

G . @
NIHR Global Health Research Unit on
Global Surgery

&5 BIRMINGHAM g4 of EDINBURGH

g UNIVERSITYOF @ THE UNIVERSITY

CO QUAN CHU QUAN

GECKO

*ligt ké theo thi ty bdng chit cdi ho cda tdc gid

Dania Badran

Alex Dermanis
Richard Evans
Ewen Griffiths
Lewis Hall

James Halle-Smith

Ewen Harrison

Sivesh K Kamarajah

Laura Kehoe
Stephen Knight
Omar Kouli
Rupaly Pande
Wee Han Ng

Niamh Owens

Mafalda Sampaio-Alves

Manasi Shirke

Liew Mei Sien

Harry Spiers

Thomas Thorne
Adam Turna

Chris Varghese

NIHR Academic Clinical Fellow,
san phu khoa

Thuc tap sinh phau thuat tong quat

Thue tap sinh phau thuat téng quat

Chuyén gia phau thuat tiéu hoa trén
Sinh vién y khoa

Thue tap sinh phau thuat tdng quat
Chuyén gia phau thuat gan mat tuy

NIHR Academic Clinical Fellow,
phau thuat téng quat

Sinh vién y khoa
Thue tap sinh phau thuat téng quat
Thuc tap sinh phau thuat than kinh
Thue tap sinh phau thuat tdng quat
Sinh vién y khoa
Sinh vién y khoa
Sinh vién y khoa
Sinh vién y khoa
Thue tap sinh phau thuat tdng quat

NIHR Academic Clinical Fellow,
phiu thuat téng quat

Sinh vién y khoa
Sinh vién y khoa

Thue tap sinh phau thuat tdng quat

University of Liverpool, Anh

Queen Elizabeth Hospital Birmingham, Anh
Royal Stoke University Hospital, Anh
Queen Elizabeth Hospital Birmingham, Anh
University of Birmingham, Anh

Queen Elizabeth Hospital Birmingham, Anh

Royal Infirmary Edinburgh, Anh

Queen Elizabeth Hospital Birmingham, Anh

University of Dublin, Ai Nhi Lan
Royal Infirmary Edinburgh, Anh

Sheffield Teaching Hospitals, Anh

Queen Elizabeth Hospital Birmingham, Anh
University of Bristol, Anh

University of Oxford, Anh

University of Porto, B6 Pao Nha

Queens University Belfast, Anh

Queen Elizabeth Hospital Birmingham, Anh

Addenbrooke’s Hospital Cambridge, Anh

University of Birmingham, Anh
University of London, Anh

Middlemore Hospital, Auckland, Tan Tay Lan


mailto:geckostudy@gmail.com
http://www.globalsurgeryunit.org/

G g @
NIHR Global Health Research Unit on
Global Surgery

EWN UNIVERSITYOF @8 THE UNIVERSITY
S BIRMINGHAM g of EDINBURGH

GEC«KO

BAN CO VAN BEN NGOAI

* liét ké theo thi tw bang chi¥ cdi ho cda tdc gid

Wale Adisa

Nicolas Avellaneda

Amanda Dawson

Antonio Ramos De la Medina

Dhruv Ghosh

Parvez Haque

Dion Morton

John Primrose

Keith Roberts

Sohei Satoi

Ajith Siriwardena

Robert Sutcliffe

Catherine Teh

Philip Townend

Gido sw vé Phiu thuat va Phau thuat xam |an tdi thiéu, Bang Osun, Nigeria
Tro ly Gido sw vé Phau thuat, Bénh vién Pai hoc CEMIC, Argentina

Phé gido su vé Phau Thuat, Bai hoc Newcastle, Uc

Gido su vé Ph3u thuat, Bénh vién Veracruz, Mexico

Gido su vé Phau thuat, Gidm déc India Hub, NIHR Global Health Research
Unit on Global Surgery, An Do

Chuyén gia phiu thuat tiéu hod trén, Trwdng nhém India Hub Lead, NIHR
Global Health ResearchUnit on Global Surgery, An Do

Barling Chair of Surgery, University of Birmingham, Anh

Gido su vé Phiu thuat Gan M4t Tuy, Dai hoc Southampton, Anh

Gido sw vé Phiu thuat Gan M4t Tuy va Ghép tang, B&nh vién Queen Elizabeth
Birmingham, Anh

Gido su vé Phiu thuat Gan Mat Tuy, Bénh vién Dai hoc Kansai, Nhat Ban

Gido su vé Phiu thuat Gan Mat Tuy, Dai hoc Manchester, Anh

Chuyén gia ph3u thuat Gan M4t Tuy, Bénh vién Queen Elizabeth Birmingham,
Anh

Trudng khoa Phau thuat Gan Mat Tuy, Trung tam Y khoa Makati, Philippines

Chuyén gia phau thuat tiéu hoa trén, Gold Coast, Uc


mailto:geckostudy@gmail.com
http://www.globalsurgeryunit.org/

&

G@g
NIHR Global Health Research Unit on .
Global Surgery G E C :' (O
g UNIVERSITYOF 49 o 7 N

! ¥ 3 THE UNIVERSITY G
£y BIRMINGHAM g% of EDINBURGH

7

TONG QUAN VA LY DO THU'C HIEN NGHIEN cU'U

Gidi thiéu
Phau thuat cat tdi mat lam mot trong s& cac phau thuat thudng duoc thuc hién nhat trén thé gidi. Phau
thuat dugc chi dinh dé diéu tri cdc bénh ly dudng mat nhu con dau qudn mat, viém tdi méat cap va viém
tuy, cap do sdi tdi mat [1,2]. & bénh nhan cé chi dinh phau thuat, cit tli mat cé thé duoc thuc hién & ba
tinh hudng sau: (1) phau thuat cap cru & ngay Ian nhap vién dau tién; (2) phau thuat chwong trinh & bénh
nhan chua cé tién cdn nhap vién truedc do; hodc (3) phau thuat tri hodn & bénh nhan da cé mat hodc nhiéu

[an nhap vién truwdc do cd lién quan dén bénh ly tdi mat [3].

Sy ra doi clia phau thuat noi soi da phat trién co ban phiu thuat vé duwdng mat va nhanh chéng tré lai
“tiéu chuan vang” trong phuong phép ti€p cap. Cac nghién ciru hop tac da trung tdm gan day [3,4,5] d3
lam sang t6 rang ganh ndng ddi véi hé thdng cham séc sirc khoe do phau thuat ndi soi cdt tui mat chd yéu
la do bénh nhan tai nhdp vién va cac bién chirng phat sinh tir phau thuat, ch khdng phai la ganh nang tlr
vong chu phiu thuong thay trong phau thust mé [6]. Do dd, cac hiép hdi trong nwdc va qubc té [7,8] da
chuyén trong tdm sang van dé an toan xung quanh quy trinh nay, v&i muc tiéu bao trum I3 cai thién sy
hai long clia bénh nhan va gidm chi phi ndm vién. Gupta va cdng su. [9] d3 mo ta phau thuat cat tui mat
an toan la mét phuong phép “an toan cho ca bénh nhan (khong cé 6ng mat/tang réng/tén thwong mach
mau) va cho bac st phau thuat (khéng cé hodc pham vi t6i thiéu dé kién tung)”. Viéc thiét 1ap phé quét
phau thuat cat tdi mat an toan 1a moét qua trinh phirc tap khong chi dya vao ban than ca phiu thuat ma
con dya vao nhiéu yéu té khac nhu sy thic ddy quy trinh dao tao day du, su cai thién co s& ha tang

bénh vién va sy tdng cudng chdm séc bénh nhan chu phau.

VAn con rat it cac bang chirng lién quan dén sy khéc biét trong viéc cung cap phau thuat ndi soi cat tui
mat an toan trén pham vi qudc t&, bao gdbm ca céc qudc gia cé thu nhap thap va trung binh. D& thu hep
khodng cach kién thirc ndy, nghién ctru Danh gia toan cau vé kién thirc va két cuc clia phiu thuat cat tui
mat (the Global Evaluation of Cholecystectomy Knowledge and Outcomes: GECKO) (GlobalSurg 4) sé la
mot nd lwe hop tac qudc té, do mang lwdi GlobalSurg cung cap [10], cho phép thu thap dit liéu dong thoi
vé chat luvong cla céc trudng hop cét tdi mat bang cach s dung cac bién phap bao gdbm co s& ha tang,

quy trinh chdm séc va két qua. Nghién ctru sé duoc phd bién thdng qua cadc mai lién hé tir Bon vi Phau

geckostudy@gmail.com | @ @gecko_study |
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Care Research Global Surgery), cac bac si phau thuat téng quat cap ctru hang dau va céc t6 chirc chuyén

khoa.
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Muc dich nghién ctru
Muc dich chinh cla nghién cru nay 13 xac dinh sy khéc biét toan ciu trong viéc tudn thu cac tiéu

chuan kiém toan truéec, trong va sau phau thuat (xem trang 9-10).

Muc dich phu cta nghién ctru nay la:

1. DEé xac dinh chat lwong cla viéc cung cap dich vu phau thuat cit tdi mat an toan, bao gom ty
|&: (i) dat dwoc géc nhin quan trong vé an toan; (i) st dung hinh anh hoc trong phau thuét (vi
du: chup dudng mat); va (iii) kh&i dong céc thd tuc ciru tro khac nhau (vi du, cat bd mét phan
tdi mat) khi sy an toan cla phau thuat cit tii mat bj tén hai.

2. D& danh gia cac bién chirng sau phau thuat cat ti mat (vi du: tén thwong 6ng mat) va cach
quan ly.

3. D& phan tich ty 1& va két cuc cla cac trudng hop ung thu tli mat dugc phat hién ngiu nhién

4. D& danh gia sy khac biét toan cau vé tinh sin cé cla dich vu phiu thuat cat tii mat va dao

tao gilta cac bénh vién tham gia nghién ctru.

5. Danh gia thuc hanh bén vitng trong phau thuat cit tui mat noi soi trén toan cau
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TIEU CHUAN KIEM TOAN

1. Dich vu X quang can thiép: Can cé quyén ti€p can X quang can thiép trong 24 gio dé ho tro
cung cap dich vu HPB khan cap [11].

2. Phan tang nguy co: D6i v4i bénh nhan viém tui mat cap, bac si phiu thuat cé thé sk
dung Huéng dan Tokyo 18 (TokyoGuidelines 18: TG18) [8].

3. Thoi diém ph3u thuat: & nhitng bénh nhan viém tdi mat cap, thoi diém phiu thuat cit tui
mat t8i wu 12 trong vong 48 gid va khdng qud 10 ngay ké tir khi xuat hién triéu chirng [7].

Trong mé

1. Géc nhin quan trong vé an toan (Critical Safety View: CVS): Viéc st dung CVS trong qua trinh
phau thuat ndi soi cat tdi mat (dat dugc ca 3 thanh phan — Hinh 1) 1a phwong phap duoc
khuyé&n nghi dé xac dinh chinh xac cac cau tric gidi phau lién quan va gidm thiéu nguy co tén
thwong dng mét [7,8]:

I.  Lam tréng tam gidc gan mat: Tam gidc gan méat phai dugc lam tréng hét tat ca cac
moé md& va md lién két mém.

. Bdc1d phan dwdi cha tdm tui mat: Tai mat can dugc tach roi khoi givdng tui mat it
nhat mot phan ba dudi clia tdm tdi mat.

lll.  Chi cé thé nhin thay duy nhat hai cau tric hinh ng di vao tli mat: 6ng tui mat va
dbéng mach tui mat.

2. Hinh anh trong ma: & nhitng bénh nhan cé gidi phau dudng mat khong rd rang hodc nghi ngoy
tén thwong 8ng mat, hinh anh hoc trong mé (vi du: chup hinh dudng mat, siéu dm qua ndi soi va
chup dudng mat khéng xam I1an bang huynh quang) cé thé gidip 1am rd cac cau tric gidi phau lién
quan, gilp phat hién séi mat va lam gidm nguy co tén thwong 8ng mat [7,8,12].

3. Céc thh tuc ctru tro: Khi khdng thé dat dwoc géc nhin quan trong vé an toan va giai phau
duwdng mat khong thé duoc xac dinh rd rang bang cac phuong phap khac (vi du: hinh anh hoc)
trong qua trinh phau thuat noi soi cdt tli mat, bac si phau thuat nén xem xét thu tuc ctu tro (vi
du: cat tli mat mdt phan hodc cat tdi mat toan bd bang cach ti€p can tir day trudc (tir trén
xuéng) [7].
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4. Sk dung khang sinh: Thudc khang sinh khong can thiét & nhitng bénh nhan cé nguy co thap
duwoc phau thuat noi soi cat tdi mat, nhung cé thé lam gidm ty 1& nhiém trung vét mé & nhitng
bénh nhan cé nguy co cao (tudi > 60, mac bénh dai thdo dwdng, dau bung cap tinh trong
vong 30 ngay sau phau thuat, vang da, viém tdi mat cap hodc viem dudng mat) [12].

5. St dung dng dan lwu: khong can dét 6ng dan luu sau khi phau thuat ndi soi cat tdi mat
chuong trinh va viéc s& dung ching cé thé lam ting ty 1& bién chirng; tuy nhién, 8ng dan luu
6 thé hitu ich trong nhitng trwong hop phirc tap, dic biét néu thye hién phiu thuat mé dng
mat chu [12].

6. Ton thwong duwdng mat (TTDM):

a. Né&u xay ra TTDM nang, két cuc s& duoc cai thién bang cach nhan biét sém va chuyén
ngay dén céc chuyén gia gan mat c6 kinh nghiém dé diéu trj trwdc khi bac s phau thuat
chinh c& gang slra chita, trir khi bac si phau thuat chinh cé kinh nghiém dang ké vé
phuc héi duorng mat [7,8,12].

b. N&u tinh tat ca cac loai TTDM, ti I& [an lwot 13 0.4% va 0.8% cho phau thuat chuong
trinh va phau thuat cap ctru [7].
Phan loai Strasberg duoc khuyén khich tim hiéu, day van la phan loai duoc sit dung phd
bién nhat cho cac TTBM [7].

1. Tai nhap vién sau 30 ngay: ty & phai <10% [11].

2. Cham séc tich cwe: Can cé givdng chdm sdc tich cuc (cd cap dd 2 va cap d6 3) vdi sy ho tro
than tai chd [11].

ssaonutregraicon | @) s iy | DN


mailto:geckostudy@gmail.com
http://www.globalsurgeryunit.org/

&

NIHR Global Health Research Unit on <!
Global Surgery G E C :~ (0
EEE UNIVERSITYOF @B THE UNIVERSITY N E& s

™y BIRMINGHAM @ of EDINBURGH

11

TONG QUAN VE THIET KE NGHIEN CU'U

GECKO La m6t nghién clru quan sat doan hé tién clru, da trung tdm, qudc té€ do GlobalSurg Collaborative
thuc hién. Nghién ciru s& ap dung cho tat cd nhitng bénh nhan duoc phiu thuat cat thi mat tir ngay 31
thang 7 ndm 2023 dé&n ngay 19 thang 11 ndm 2023, va duoc theo ddi sau 30 ngay va mot ndm sau phau
thuat. Cdc nhdm nhd gbm tdi da ndm cong tac vién (xem trang 17) trong khodng thai gian thu thap dir

lieu 14 ngay sé& tién hanh thu thap dit liéu tién cru tai moi trung tam tham gia

NHOM HQP TAC GLOBALSURGG@Q

GlobalSurg (http://globalsurg.org/) 1a sw hop tac gitra cac bac st phau thuat thyc hanh tir khap noi trén
thé gidi, thue hién nghién ctru vé phau thuat dé thic ddy mang ludi nghién ctru dia phuong, quéc gia va
qudc té. M6 hinh hop tac duwoc st dung da dwoc mé ta trwdc day & cac nghién cliru trudce [13] va d3 tao
tién dé thuan lgi cho ba nghién ctru doan hé tién clru, qudc té&, da trung tam, bao gdbm téng s6 46.186
bénh nhan dugc phiu thuat ving bung cap ctru va chuong trinh [14-16]. Don vi NIHR vé Phiu thuat
Toan cau dugc thanh 14p vao ndm 2017 va la lién minh gilta céc trudng Dai hoc Birmingham, Edinburgh
va Warwick, cung v&i cac ddi tac qudc t&. Muc tiéu cta don vi la thic day gido duc sinh vién y khoa va
bac si vé khoa hoc phau thuat, nghién ctru 1am sang va phuong phap kiém toan bang cach thic day su

tham gia vao hop tac nghién ctru |1dm sang va nghién ctru kiém toan.

PIA PIEM NGHIEN cU'U

Nghién cru nay danh cho bat ky bénh vién nao trén toan thé gidi cé thuc hién phau thuat cat tdi mat
cap clru va/hodc theo chuong trinh. Mot bénh vién da diéu kién phai thu thap cdc bénh nhéan lién tiép
dugc phau thuat cat tdi mat trong thdi gian nghién clru dwoc chi dinh, sau khi ding ky nghién ciru phu
hop theo quy dinh cta bénh vién dia phuong.

Cac trung tdm duoc tham gia phai ddm bao viéc thu thap dir liéu hoan tat >90%. Cac trung tam thiéu
>10% dit liéu, khi bao gdbm tat ca cac diém di liéu, s& bj loai khoi phan tich cudi cuing va bi xda khoi
quyén téac gia.

Khong c6 s8 luvgng bénh nhan t6i thiéu cho mdi trung tdm, mién 13 tat cd cac bénh nhan d0 diéu kién

geckostudy@gmail.com | @ @gecko_study | _
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dugc diéu trj trong thoi gian nghién ctru déu dwoc dua vao.
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DAN SO NGHIEN cU'U

Tom tat
Dan s& nghién clru bao gbm tat ca cac bénh nhan nhap vién trong khoang thdi gian thu thap dit liéu

duwoc xac dinh trudce, duoc chi dinh phiu thuat ct tui mat.

Tiéu chuan chon bénh
e Tudi: T4t ca bénh nhan I3 nguoi 16n (trén hodc bang 18 tudi).
e Phuwong phap: Cat tui mat [an dau, va day la phuwong phap chinh duoc 1én ké hoach.

e Tiép can: Phiu thuat md, phau thuat ndi soi (tiéu chudn va mot cong) va phau thuat robot. Céc ti€p can bang
phau thuat ndi soi va phiu thuat robot khong bom hoi ciing duoc lya chon dua vao nghién ciru. Cac treong
hop chuyén mé mé tir phau thuat ndi soi va phau thuat robot ciing duoc lya chon dwa vao.

e Khan cap: Cac phau thuat chuong trinh, tri hodn va cap ciru.

Tiéu chuan loai trwr

e Phwong phap: B&nh nhan dugc phiu thuat cat tii mat [& mot phan cla mdt phuong
phap phiu thuat khac; vi du, nén loai trir phau thuat Whipple, phau thuat gidm béo, phau

thuat chéng trao nguoc hodc phiu thuat ghép tang.
e Chi dinh: Loai trir bénh nhan cé héi chirng Mirizzi.

e Tr& lai phong phau thuat: Moi bénh nhan chi dwoc tham gia nghién ctru mot lan. Bat ky
bénh nhan nao quay trd lai phong phau thuat va duoc chi dinh phau thuat cat tdi mat vi

bat ky ly do nao déu khéong dugce dua vao nghién ciru.

e Pa biét bénh ly ac tinh cha thGi mat: khi chdn doédn ung thu tii mat duoc xac dinh trudc
phau thuat, bénh nhan nén duoc loai trir khoi nghién ctru. Tuy nhién, néu ung thu tui
mat dugc phat hién bat ngd trong hodc sau khi phiu thuat ct tti mat (vi du trén mo

hoc), bénh nhan nén dwgc dua vao nghién clru.
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QUY TRINH NGHIEN CUU

Khao sat dia diém nghién ciru
DE md ta cac quy trinh va ngudn luc cla dia phuong, moi dia diém nghién clu s& duoc yéu cau hoan
thanh bang cau hdi truc tuyén khao sat dia diém dé mo ta suw khac biét cta cac dich vu phiu thuat cat

tui mat va dao tao gilta cac bénh vién duwgc lva chon tham gia vao nghién (Phu luc C).

Viéc hoan thanh khédo sdt ngdn dia diém nghién ciru cé thé duoc thurc hién béi chuyén gia tham vén
gidm sdt (wu tién) hodc trivdng nhém hudn luyén cia bénh vién, ngudi ma quen thuéc vdi thuc hanh
phéu thudt cdt tui mat tai dia diém nghién ciru cta ban. Viéc hoan thanh khédo sdt dia diém la cén
thiét trurdc khi dia diém nghién ciru ndy dwoc cdp quyén truy cdp vao GECKO trurc tuyén: Biéu mdu

thu thap di¥ liéu.

Thu thap di¥ liéu

Cong tac vién s& thu thap dit liéu vé cac bénh nhan d0 diéu kién dwoc phau thuat cat tdi mat trong
khoang thoi gian thu thap dit liéu duoc xac dinh trwdc (Bang 1; trang 15). Ngudi thu thap dir liéu sé st
dung két hop Bidu mau thu thap thong tin nghién ctiru GECKO (Appendix A) cung véi Binh nghia dit liéu
(Appendix B) d& ghi lai thanh céng di liéu can thiét trén tat ca cdc bénh nhan du diéu kién. Cac cong
tac vién sé& tao ra cac co ché rd rang phl hop vdi td chirc clia ho dé xac dinh va Iya chon dwa vao tat ca
céc bénh nhan dd diéu kién, bao gdm viéc xem xét nhat ky hoat dong hang ngay, hop nhdm da nganh,
danh sach ti€p nhan va ban giao. Sy sap xép cla dia phuong cé thé bao gdm viéc xem xét bénh nhan

hang ngay va ghi chd tap trung vao céc diém dit liéu duogc lya chon dua vao.

D{t liéu s& dugc thu thap va luu trir trwec tuyén théng qua ng dung web Research Electronic Data
Capture (REDCap) (xem trang 20-21), do Pai hoc Edinburgh, Vwong quéc Anh t6 chirc va quan ly. D

liéu nhan dang khéng bénh nhan s& duoc tai 1én hodc luu trir trén co s& dit liéu REDCap.
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Cdc chién lwoc dé xdc dinh tdt cd bénh nhén du diéu kién bao gém:

e Xem xét danh sdch phdu thudt chuwong trinh hdng ngay
e Kiém tra phiéu ban giao/danh sdch nhép vién cdp ctru va tai khoa phong hdng ngay.

e Kiém tra sé theo déi cia phong phdu thudt hdng (cé phdu thudt chwong trinh va phdu thudt
clp ctru).
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C4c trung tam s& tién hanh theo d&i bénh nhan vao hai thoi diém:

1. Theo ddi 30 ngay: sé thyc hién cho tat ca bénh nhan duwoc tuyén chon vao nghién ctru. Moi

bénh nhan sé& duoc theo d&i trong 30 ngay ké tir ngay phau thuat (ngay 0).

2. Theo d6i mét nam: do tinh chat clia nghién clru, nham danh gia tén thwong dwdng mat va cac
treong hop ung thu tii mat dwoc phat hién ngau nhién, ching téi du dinh sé thu thap dit liéu
theo ddi mot nam trén tat cd cac bénh nhan duoc tuyén chon vao nghién cru. Méi bénh nhan
s& dugc theo d&i trong mot ndm bat dau tir ngay phau thuat (ngay 0). Bénh nhan s& bij loai
khdi qua trinh theo d&i mdt ndm néu ho t&r vong trong vong 30 ngay sau phau thuat, vi sé
khéng c6 dit liéu bd sung nao dé thu thap tir nhirng bénh nhan nay ké tir khi qua trinh theo dbi

30 ngay d3 dugc hoan thanh trudc dé. Cac cdng téc vién b sung cé thé duogc tuyén dung dé

hd tro viéc thu thap dit liéu theo ddi trong mdt ndm sau khi giai doan theo ddi bat dau (ngay

31 thang 7 nam 2024).

Sy sdp x&p tai cho cla dia diém nghién ctru cho sy thanh cdng cla viéc theo ddi trong 30 ngay va mot
ndm co thé bao gbm: kiém tra ghi chd cla bénh nhan, kiém tra tinh trang bénh nhan tai cac phong kham
ngoai trd hodc qua phdng van dién thoai sau 30 ngay (néu day |a théng |&) va kiém tra viéc tai nhap vién
théng qua danh sach ban giao. Viéc theo ddi phai dwoc thyc hién phu hop véi thuc hanh thwong quy
hién tai cha tirng bénh vién. Khéng can theo ddi thém qua dién thoai, tryc ti€p hodc dya trén bang cau
hoi theo dai. Dt liéu ngudn cé thé dugc 1ay tir cac ghi chu ndi tri cha bénh vién, hé théng bénh 4n dién
tlr hodc dit liéu cha bénh nhan ngoai tru.

Cdc diém mdu chét cho suw thanh céng cua viéc theo déi 1 ndm:

1. Dém béo lvu giir danh sdch tdt cd ID bénh nhén va ID RedCap tuong trng trong mét mdy tinh an todn, bdo mét dé cho
phép theo di nhitng bénh nhén ndy. Danh sdch nay duoc lwu gilt dwdi dang bdng tinh mé héa duoc giit an toan trén mang
mdy tinh ndi bd ctia bénh vién bdi mét thanh vién clia nhém thu thép div liéu (ldnh dao bénh vién, chuyén gia tham vén
gidm sdt/nhdn vién gidm sat hodc nhén vién kiém todn).

2. Trong trwérng hop du kién ldnh dao bénh vién sé ludn chuyén sang bénh vién khdc thi chuyén gia tham vén giém sdt phdi
tao diéu kién thudn lgi cho viéc lwu tri an toan ID bénh nhén va ID RedCap twong tng.

3. BAdm bdo co quan kiém todn/co quan quan ly dia phuong hiéu ré ddy sé la nghién ciru c6 cdc méc thoi gian can theo déi.

4. O cdc trung tdm cd lwong bénh nhdn phdu thudt Ion, noi ma viéc hoan tat ddy du cdc di liéu cd thé khd khdn, thi sy tham

gia cda cdc thanh vién bé sung ld cé thé cho phép.
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Ngay

00:00 31/07/2023

23:59 13/08/2023

00:00 14/08/2023

23:59 27/08/2023

00:00 28/08/2023

23:59 10/09/2023

00:00 11/09/2023

23:59 24/09/2023

00:00 25/09/2023

23:59 08/10/2023

00:00 09/10/2023

23:59 22/10/2023

00:00 23/10/2023

23:59 05/11/2023

00:00 06/11/2023

23:5919/11/2023

Table 1: Data cbflection periods
M6 ta
Thu thap dit liéu giai doan 1
(+ 30 ngdy theo ddi: két thic ngay 12/09/2023)

(+ 1 ndm theo dai: két thic ngay 13/08/2024)

Thu thap dit liéu giai doan 2
(+ 30 ngay theo d&i: két thic ngay 26/09/2023)
(+ 1 ndm theo ddi: két thic ngay 27/08/2024)

Thu thap dit liéu giai doan 3
(+ 30 ngay theo d&i: két thic ngay 10/10/2023)
(+ 1 ndm theo d&i: két thic ngay 10/09/2024)

Thu thap dit liéu giai doan 4
(+ 30 ngay theo d&i: két thic ngay 24/10/2023)

(+ 1 n3m theo d&i: két thic ngay 24/09/2024)

Thu thap dit liéu giai doan 5
(+ 30 ngay theo di: két thuc ngay 07/10/2023)

(+ 1 ndm theo dai: két thic ngay 08/10/2024)

Thu thap dit liéu giai doan 6
(+ 30 ngay theo ddi: két thic ngay 21/11/2023)

(+ 1 ndm theo dai: két thic ngay 22/10/2024)

Thu thap dit liéu giai doan 7
(+ 30 ngay theo ddi: két thic ngay 05/12/2023)

(+ 1 ndm theo dai: két thic ngay 05/11/2024)

Thu thap dit liéu giai doan 8
(+ 30 ngay theo ddi: két thuc ngay 19/12/2023)

(+ 1 ndm theo dai: két thic ngay 19/11/2024)
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PAM BAO CHAT LUONG

w4 n V'
Thiét ké dw an
DE dam bdo chat lwvong dit lieu cao, ban thdo nay duoc viét véi su hwdng din cla nhém ¢ van
chuyén mén da nganh va duoc xuat ban truc tuyén. Ban thao nghién clru sé duoc chuyén ngit sang

nhiéu ngdn ngit phé bién dé cong tac vién dé hiéu hon.

Sy tham gia ciia bénh nhan va cong déng
Sy lién quan cla cac chl dé nghién ctru nay d3 duoc thdo luan véi nhitng bénh nhan mac bénh séi mat.
Tat ca nhitng cht dé nay duwgc dénh gia 1a quan trong va phu hop v&i bénh nhan. Chidng t6i sé lién lac va
gan két vdi bénh nhan trong sudt nghién cru va sé tao ra cac tai liéu danh cho bénh nhan sau khi phan

tich dit liéu.

Tap huan
Cac qudc gia c6 nhiéu dia diém nghién ctru s& dwoc chi dinh mot trvdng nhdm nghién ciru qudc gia, day
1 ngudi s& chiu trach nhiém diéu phdi nhiéu nhém nghién cru trén khap céc dia diém dé ddm bao
khéng xay ra tinh trang trung |3p dit liéu. Cac mdt trudng nhdm nghién clru qudc gia GECKO duoc
khuyén khich té chirc bat ky cudc hop ndi bd nao vdi cac nhdm cdng tac dé dam bao céc thanh vién
duoc cip nhat vé quy trinh cling nhu phan hdi bat ky van dé hodc cau hdi nao dwoc dat ra cho nhém

quan ly trung tam.

Xac thuwc di¥ liéu
Phuong phap hop tac nghién ctru hién tai d3 dugc xac nhan réng rai trén nhiéu bo dir liéu, ca & cap
quéc gia tai Vwong quéc Anh va Ireland va quéc té, cho thdy mirc dé xac dinh céc ca bénh cao, thudng
I&n hon 90% va d6 chinh xdc cta dit liéu I&n hon 95% [16]. Do dd, viéc xac thue dit liéu 13 rat quan trong
ddi vai nghién ctru doan hé nay.
Xac thyc chia cac nhém thu thap dir liéu so cap:

e Phuong phap theo d&i & cap dd bénh nhan: tat c cac bénh vién s& ty bdo cdo cac
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w phuong phap dugc sir dung dé xac dinh két cuc sau 30 ngay.

- THE UNIVERSITY \ Y
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e Phuong phap nhan dang bénh nhan: tat ca cac bénh vién s& ty bdo cdo cdc phuong phap
dugc st dung dé xac dinh bénh nhan dap &rng cac tiéu chi dé tuyén chon vao nghién

ctru.
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X4c thuc bdi cac nhém déc 1ap: 17
e Xac dinh sb ca bénh: dit liéu ho so bénh vién sé dugc kiém tra dé xac dinh nhitng bénh nhan

dap ng cdc tiéu chi tuyén chon trong khoang thai gian thu thap dit liéu 2 tuan va so sanh vdi
s6 ca bénh thuc té dugc dang ky. Viéc nay s& dugc thuc hién bdi nhirng cad nhan khdng lién
quan dén viéc thu thap dit liéu so cap. Bang cach so sanh cac mau, nhém dit liéu trung tam sé
dua ra wdc tinh dinh luvgng vé viéc xac dinh s6 ca bénh.

e DO chinh xdc cta dit liéu: mot tap hop con cdc bién dwoc thu thap s& duoc xac thue bdi cac cd
nhan déc 1ap véi qud trinh thu thap dit liéu so cap. Sau giai doan "xac dinh sé ca bénh", ngudi
xac thuc s@ duoc yéu cau cung cap dit liéu cho mot tap hop con cac bién, hai bién bénh nhan,

hai bi€n hoat déng va hai bién phap do luvdng két cuc.

Cau tric nhém nghién clru ctia dw an

Mbi trung tam d3 ddng ky phai c6 mot chuyén gia tham van/nhan vién giam sat dé dam bao chat lwgng
dit liéu day dd. Trudng hop trudng nhdm nghién ciru bénh vién 13 cd nhan tham gia dang ky/béc st néi
trd thi phai tuyén ngudi tham van/nhan vién gidm sat nghién ciru. Trudng nhdm nghién ciru bénh vién
cling phai ddm bao rang ho tuyén dung doc l1ap nhitng ngudi xac thuc dit liéu (ca nhan tham gia dang
ky/bac si ndi trd hodc ngudi tham van/nhan vién) dé thuc hién xac thue dit liéu dwoc néu trong phan

trén.

DE thu thap di liéu, trudng nhédm nghién ctru bénh vién sé tuyén dung mét “nhdm nho” gbm téi da
ndm cdng tac vién dia phuong cho mdi giai doan thu thap dit liéu (Bang 1; trang 15). Sinh vién y khoa,
béc si (cad nhan tham gia dang ky/bdc si ndi trd hodc ngudi tham van/nhan vién) va diéu dudng cé thé
ddng vai tro 1a cdng tac vién dia phuong va khuyén khich sy tham gia cla ho. Cing mét “nhém nho” ¢
thé phu trach cac khoang thai gian khac nhau tai mdi bénh vién néu phu hgp. Méi nhém nén bao gom it
nhat mot bac s7 cé trinh dd dé cung cap thém ho tro tai dia phuwong cho cac sinh vién y khoa hodc diéu

dudng tham gia. Cac cong tac vién bd sung cé thé duoc tuyén dung dé ho trg viéc thu thap dit liéu theo

ddi trong mot ndm sau khi giai doan theo ddi bat dau (ngay 31 thang 7 ndm 2024). Ban cé thé tim thay

théng tin ky thuat chi tiét cda tirng vai tro bén dudi (xem trang 23-24).
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CACLUU Y VE THONG KE

Do luong két cuc chinh

Muc dich chinh ctia nghién cru nay |a viéc tuan thi cac tiéu chuan kiém toan truéc, trong va sau phiu

thuat (xem trang 9-10).

Po lwérng két cuc phu

Muc tiéu phu bao gém:
e Ty lé dat dugc gdc nhin quan trong vé an toan

e Ty lé khéi dong céc thi tuc ciru tro khac nhau khi viéc phiu thuat cdt tui mat an toan bj

de doa.

e Ty lé két cuc sau 30 ngay va mot ndm theo ddi theo sach gido khoa [2] d6i véi cat tui
mat, bao gdm: bién chirng sau phau thuat (phan loai Clavien-Dindo), bién chirng trong
phau thuat (bao gdom tén thuwong 8ng mat va mach mau), thai gian ndm vién, tai nhap

vién, tlr vong va hinh anh hodc can thiép sau phiu thuit.

e Ty lé ung thu tli mat phat hién tinh c& va ty 1é két cuc sau 30 ngay va mot nam theo
ddi, bao gdm: (1) ty 1& bién chirng (phan loai Clavien-Dindo); (2) ty 1é thoi gian téi phat
(thoi gian tir khi phau thuat dén khi tai phat); va (2) ty 1é phau thuat chinh slra (cat gan,

cit bd dwdng mat va/hodc nao hach).

e M6 ta vé sy khac biét toan cau vé tinh sdn cé cla céac dich vu phiu thuat cat tai mat,

dao tao va thuc hanh bén ving.

Kiém soat sai léch va nhiéu
Dt liéu sé& dwoc thu thap dua trén cac tiéu chuan kiém todn va cac yéu t6 gay nhiéu dé phan tich diéu
chinh rdi ro. Cac yéu t6 bao gdbm tudi tac, gidi tinh, chi sé khdi co thé, phan dé ASA cla Hiép hdi Bac st
gay mé Hoa Ky va cac bénh di kém cé lién quan. Cac bién s6 bao gdbm mirc d6 khan cap cta phau thuat,

murc d6 nhiém trong phau thuat va cach ti€p can phau thuat ciing sé dwoc thu thap. Néu khdng diéu
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chinh thich hop cdc yéu to6 rui ro, c6 kha nang moi phat hién sé bij sai Iéch va khong thé dugc phan tich

mot cach thich hop trén quy mé quéc té. Danh sach day d0 cac Nhém dit liéu bat budc cé trong Phu luc

B va trén co s& dit liéu REDCap.
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Phan tich di¥ liéu va Co& mau

Suw khac biét gitra cac co sd'y t&€ qudc té khac nhau sé duoc kiém tra bang cach st dung cé chi sd phat
trién con ngudi cla cac qudc gia (HDI) [17], mot t6 hop théng ké vé chi sé tudi tho, gido duc va thu nhap
do Lién Hop Quéc cdng bd. Ban dau, dit liéu s& dugc bao cdo bang cach st dung cac phan tich mo ta.
Viéc so sanh gitta cac nhédm sé& duoc thue hién bang cach st dung cac phan tich tham sé va phi tham sé
thich hop. Cac mé hinh héi quy logistic da bién da cap s& duwoc xay dwng dé gidi thich cho trudng hop

két hop, v&i su phan tang dan s theo bénh vién va qudc gia theo phuong phap tac déng ngiu nhién.

Céc phan tich phan nhém duoc xac dinh trwdc sé duoc thue hién dya trén phuong thire phiu thuat
(m&, ndi soi va chuyén mé ma) va mirc dé khan cap cla phau thuat (phiu thuat chuong trinh, cap ctru
va tri hodn). Céc tiéu chuan kiém todn (xem trang 9-10) va khao sét dia diém nghién cru (Phu luc C) s&
hudng dan phan tich thdm do vé suw khac biét toan ciu trong viéc cung cap dich vu phau thuat cat tui
mat va cdc ngudn luc san cd. Tuy nhién, ngudi ta thira nhan rang mot s6 tiéu chuan kiém toan duoc
thiét ké cho cac co s& c6 thu nhap cao va do dé viéc dat dugc cac yéu to trén sé khdng duoc coi la bat

budc hodc |a thudc do chinh xac tiém ndng vé chat lwgng trong phau thuat cit tdi mat toan cau.

Viéc xac dinh bénh vién hodc hoat ddng cu thé clia bac st phau thuat s& khéng duoc bdo cdo. Sau
khi phan tich, k&t qud s& dwoc phan héi lai chi cho ngudi tham gia & cap trung tdm, nhung nhitng

trung tam khac sé khéng dugc xac dinh.

Dwa trén cac nghién ciru GlobalSurg trudc day [14-16], GECKO du kién s& bao gbm khoang 500
trung tdm trén toan ciu. Véi viéc xem xét cac s6 liéu gan day dugc cung cap béi cac nghién clru
hop tac trwde day [3,5] vé phau thuat cdt tdi mat, du ki€én c& mau sé khodng 15000 bénh nhan. Cac
hudng dan thuc hanh gan day cla cac hiép hoi vé phong nglra tén thwong dwong mat [8] khuyén
nghi rdng mot nghién cru d0 manh dé phat hién va bao cdo vé tén thwong duwdng mat sé can it

nhat 9000 bénh nhan.
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QUAN TRI DU LIEU

D{t liéu s& duwoc thu thap va luu trir triec tuyén thdng qua mot may chi an toan chay (rng dung web
Research Electronic Data Capture (REDCap) [18]. REDCap cho phép céng tac vién nhap va luu triv dit liéu
trong mét hé théng an toan. Cac cdng tac vién sé dugc cung cap thong tin ddng nhap an toan vao may
chl dy &n REDCap, cho phép luu trir dit liéu &n danh an toan trén co sé dit liéu REDCap. Dich vu nay
dugc quan ly béi hé théng Global Surgery REDCap do Dai hoc Edinburgh, Vuong quéc Anh chi tri. Tinh
bdo mat clia hé théng co sé dit liéu nghién ctru dugc quan ly bdi céc chinh séch cda Dai hoc Edinburgh.
Chuing bao gdm cac thwc hanh t8t nhat nhu tuwdng Ilra mang, gidm sat hé théng va bao méat cling nhw
xac thuc hai y&u t0. Dac quyén truy cap RECap s& duoc Don vi NIHR vé Phiu thuat Toan cau quan ly va
duy tri d€ dadm bao rang ngudi dung chi cé thé truy cap dit liéu lién quan dén trang web cltia ho. Nghia
13, ngudi thu thap di liéu tir mét trang khac khdng thé xem dit liéu tir mot dia diém khac, dir liéu ndi bo
s& chi c6 thé dugc truy cap bdi cac cdng tac vién dia phuong va nhdm phan tich dit liéu. Quyén truy cap
cla cdng tac vién sé chi bi gidi han tai dia diém nghién ctru cla ho. Nhan sy x( ly dit liéu thu thap |a sinh
vién y khoa chuyén nghiép va nhan vién y té& (chuyén gia tham van vién va bac si ndi tri). Khdng cé dir

liéu mé&i duoc thu thap truc ti€p tir bénh nhan; di¥ liéu tir hoat dong thwéng ngay sé dwoc thu thap.

M6t chuyén gia tham van hodc nhan vién chinh thirc s& ddm bao tinh day du va chinh xac clda dit liéu va
viéc thu thap dit liéu s& dwoc hoan thanh béi mot nhém thue tap sinh phiu thuat dia phwong hodc sinh
vién y khoa lam viéc tai bénh vién do.

Chung toi da tao mot dinh nghia dit liéu (Phu luc B) truwde khi bat dau thu thap dit liéu, trong dé chi bao
gdm cdac trwdng can thiét dé phan tich. Cong tac vién cé thé nhap dir liéu tryuc ti€p vao REDCap hodc sl
dung biéu mau thu thap sé liéu bang gidy (Phu luc A), tuy nhién cach dau tién duoc khuyén khich hon.
Céng tac vién dugc yéu cau dé lai bat ky gidy t& nao ¢ thdng tin cd nhan tai mot noi lvu trir an toan
dwoc chi dinh (phong hodc td cd khda) khi khéng st dung.

Cac muc théng tin nhan dang bénh nhan s& dugc giam thiéu theo dd tudi va gidi tinh. Khéng cé théng
tin nhan dang nao la can thiét cho muc dich cu thé cla nghién clru nay. Tuy nhién, giéi tinh va do tudi sé
duogc st dung dé xac dinh nhan khiu hoc téng thé cla déi twgng nghién ctru va la didu kién tién quyét
can thiét dé phan tich di liéu cha chung tdi mot cach cd y nghia. Nhitng di liéu nay co rdi ro khdng déng
ké vé viéc vd tinh nhan dang bénh nhan.

Cong tac vién s& duoc cung cap thong tin ddng nhap ca nhan, duy nhat, an toan bang mat khau vao may
cht dy 4n REDCap truéce khi bat dau du dn. Mat khau duoc lwu tri dwdi dang ham bdm mét chiéu duoc

m3a hda cla mat khau. Ngudi dung s& tu ddng dang xuat sau 30 phut khong hoat déng. Quyén truy cap
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s& bi thu hoi sau khi qud trinh thu thap va theo d&i dit liéu hoan tat. T4t ca viéc truyén va luu trir thdong

tin dua trén web bang hé théng truc tuyén ndy déu duoc ma hda va dugc thiét k& dé tuan thd Nguyén
tac bao mat HIPAA [18]. B4t ky thong tin nhan dang bénh nhan nao dwoc cong tac vién luwu trit s& khong
san sang dé phan tich di liéu va bj ty dong twdc bo. Thong tin dang nhap sé chi dwoc cap khi xac nhan
dang ky nghién cru tai dia phuwong va khdng cé dit liéu bénh nhan nao cé thé duoc tai 1én hodc lwu trir
trén co s& dit liéu REDCap cho dén khi viéc nay duoc thyc hién. Tat ca dit liéu phai duoc xr ly theo
chinh sach quan trj dit liéu dia phuong va ban sao gidy ciia moi dit liéu phai dwoc tiéu hay dudi dang rac
thai bi mat. Tat ca dit liéu sé dugc an danh tai thoi diém phan tich, véi dit liéu c6 thé nhan dang duoc
thu thap (gidi tinh va do tudi) chi dwoc si dung dé cung cap ban tém tat vé nhan khau hoc clia doan hé

duwoc nghién clru. S8 khong cé dit liéu nao dugc cdng bd & cip do bénh nhan, bac si phiu thuat hodc

bénh vién, nhdm ngin can viéc xac dinh danh tinh bénh nhan. Qua trinh 4n danh bao gom:
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1. Tapdir liéu day du s& dugc dénh gid dwa trén cac tiéu chi dd didu kién va loai trlr moi thd
tuc khéng du diéu kién.
2. 1D ban ghi REDCap s& bi x6a khoi tap dit liéu (mdi lién két duy nhat gitra moi danh séch hé
so bénh nhan dwoc luwu tri cuc bd).
Cac bién lién quan dén bénh vién: cic bién riéng biét s& dwoc thu thap thong qua bang cau héi truc
tuy&n mé ta chinh sach ndi bo, co s& vat chat va thi tuc ctia mbi bénh vién. Biéu nay sé duwoc phan

phat cho trudng nhédm nghién cru bénh vién khi nghién ctru bat dau.

Hospital related variables: separate variables will be collected via an online questionnaire describing
each hospital’s local policies, facilities, and procedures. This will be distributed to the hospital lead at the

start of the study.
Ludng di¥ liéu thu thap dwoc tom tat trong so’ d6 dudi day:

H6 so bénh nhan (Ghi chi 1dm sang; Ghi chu phau thuat; K&t qua hé thong)

N2 N2
Nhém Mau phiéu thu thap s6 liéu Tham gia
nhé tai 0 RE’DCaAIp (chi Ifhi
c6 chap thuan
dia cla Caldicott /
phuwrong HGi déng y durc)
Luu trit v&i thue hanh quan tri dit liéu t6t va x{r ly cac
biéu mau thu thap gidy t& nhu chat thai bi mat >
N2
: Lam sach di liéu
Tap di* liéu GECKO cudi cung < +3n danh *
(&n danh)
Nhém
phan tich N%
div liéu T a3
) Pho bién két qua
Phan tich dir > quéc té
lieu

* Thyce hién trén cac may chd an toan cta Dai hoc Edinburgh nhu mé ta
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DANG KY THAM GIA DU’ AN TAI BIA PHUONG

O tat ca cac trung tdm, néu cé san lya chon, du én ndy cé thé duoc dang ky dudi dang kiém toan 1am
sang hodc danh gia dich vu. Ngoai ra, c6 thé can phai cé duwoc sy chap thuan chinh thirc vé mat dao dirc.

Trudng nhém nghién ctru bénh vién dia phwong tai mbi dia di€ém cé tradch nhiém dam bao rang nghién

ctru dugce dang ky phl hop, theo quy dinh cha dia phuong. Khi dang ky GECKO lam kiém todn |dm sang,

ban cé thé nhan manh rang:

e GECKO Ia co quan kiém todn qudc té va tat ca dit liéu dugc thu thap s& do luvdng thuc hanh hién tai.
e S& khong cé thay d6i nao vé 16 trinh/diéu trj thong thworng cho bénh nhan.

e Tatca di liéu GECKO s& dugc thu thap va lwu trir true tuyén thong qua mét mdy chi an toan
chay &rng dung web ResearchElectronic Data Capture (REDCap). REDCap cho phép cong tac
vién nhap va luu trit dit liéu trong mot hé théng an toan. Cong tac vién s& dugc cung cap chi
ti€t dang nhap may chu dy 4n REDCap an toan, cho phép Iwu trit dit liéu an toan trén co s& dir
liéu REDCap.

T4t ca dit liéu phai dugc xr ly theo chinh sédch quan tri dit liéu cda quéc gia va dia phuong. Vi du: cac
cdng tac vién & Vuwong qudc Anh can xin phép quy tin thac Caldicott Guardian dé glri dit liéu t&i hé théng
REDCap. Khéng dworc tai dir liéu 1én REDCap trudc khi cé su chap thuan bang van ban cla Caldicott
Guardian hoac hoi dong dao dirc. Khong dugc tai lén hodc luu trir thdong tin nhan dang bénh nhan trén
co s& dit liéu REDCap ma khdng c6 sy cho phép rd rang tir quy tin thac Caldicott Guardian. & cac quéc

gia khac, khéng duorc tai dir liéu 1én REDcap ma khong cé sw cho phép cla chinh quyén dia phuong.

geckostudy@gmail.com | @ @gecko_study |_
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QUYEN TAC GIA

Tat ca cac tac gia sé duoc ghi nhan theo hudng dan vé Quyén tac gid hop tac nghién cru qudc gia va két
qua nghién clru tlr GECKO s& duoc liét ké dwdi quyén tac gid don vi duy nhat cta GlobalSurg

Collaborative, Bon vi phiu thuat toan cau NIHR [16,19,20].

Yéu ciu vé quyén tic gia ddi véi két qua cia GECKO bao gbm:

e Thanh cdng trong viéc dat duoc tat ca sy chap thuan cé lién quan cla dia phuwong dé tién
hanh nghién cliru GECKO.

e D3 hoan thanh viéc khao sat dia diém nghién ctru.
o ThNu thap dit liéu thanh cdng cda it nhat mét bénh nhan dd diéu kién & mét giai doan cho
moi dia diém nghién ctru.
e Cac dia diém nghién clru riéng | cling phai dam bao:
o Mot b dit liéu hoan chinh (>95% dit liéu dwoc nhap vao mdi ban ghi).
o Mirc do xac dinh ca bénh cao (>90%, xem trang 16-17).

o Tatca dir liéu d3 dugc tai 1én trwdce thoi han déng co s dit liéu duwoce xac dinh
trudc do.

TAt ca cong tac vién s& duogc liet ké 13 cong tac vién trén trich dan clia PubMed theo cac vai tro dugc xac

dinh bén duéi (mién 1a ddp ng cac yéu cau tdi thiu vé quyén tac gid):
e Nhém viét: Nhdm sinh vién y khoa, béc st va thanh vién ban cd van bén ngoai chiu trach
nhiém vé ndi dung khoa hoc téng thé, phan tich dit liéu va chuan bj ban thao nghién ciru.
e Co quan chl quan: Mét nhdm nong cét gdm cdac sinh vién y khoa va béc si chju trach
nhiém chung vé ban thao thiét k&, diéu phdi dy an va xt ly dit liéu.

e Nhém tham van bé&n ngoai: Mot nhdm gdm cac chuyén gia qudc té, lién nganh, c6 kha
nang dam bao tinh phu hop vé mat khoa hoc va bdi canh cla ban thao thiét k&, Nhém dir

liéu va giai thich dir liéu.

e Phén tich théng ké: M&t nhdm nhd cac nha thdng ké tan tdm chiu trach nhiém chung vé ké

hoach phan tich théng ké va dam bao chat lugng phan tich dit liéu.

geckostudy@gmail.com | @ @gecko_study
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e Cac trwang nhém nghién ciru qudc gia: Mot mang ludi cac bac si phau thuat dwoc thanh 1ap
v&i cac nghién clru vé Phiu thuat Toan cau (Global Surgery studies) truwéc dé chiju trach nhiém
diéu phéi nghién clru & cap quéc gia, déng vai tro la cau néi gitra cdc nhdm nho, trwdng nhém

nghién ctru bénh vién va co quan chd quan.

e Chuyén gia tham van giam sat (néu trudng nhdm nghién ciru bénh vién khéng phai la chuyén
gia tu van): néu lanh dao bénh vién khdng phai la chuyén gia tham van/nhan vién chinh thirc thi
tredng nhdm nghién ciru bénh vién s& tuyén dung chuyén gia tham van gidm sat. Trach nhiém
clia vai tro nay |a ddm bao rang tat ca cac thanh vién clia nhém nhd tuan thi cac hudng dan
clia dia phwong va dam bao rang moi phat hién ngau nhién dwoc thuc hién trong qua trinh thu
thap di liéu déu duoc thong bao cho bac si thye hién phiu thuat ct tii mat theo chinh sach

cla bénh vién dia phuong .

e  Trwdng nhém nghién ciru Bénh vién: Dau maéi lién hé chinh duy nhat dé thu thap di¥ liéu tai
mdi dia diém nghién ctru. Thong thwong day la nha tham van hodc nhan vién chinh thirc, nhung
cling c6 thé 1a mot chuyén gia bén ngoai dang ky tham gia/bac si ndi trd. Trudng nhém nghién
ctru bénh vién s& chiju trach nhiém chung vé viéc ding ky quan tri dia diém va diéu phéi nhdm
dia phuong. Chi mét ngudi cé thé ddm nhan vai trd ndy. (Cac) chuyén gia tham van gidm sat sé
phai gidam sat tinh hop 1& (nhu dugc xac dinh & trén) bang cach ddm bao tra lai bo dit liéu day
du, chinh xac. Don vi khéng ndp dit liéu hodc rut lui khdng tham gia sé bi loai khoi danh sach
quyén tac gid. Néu dit liéu vé co ban khéng day du dugc giri, Gy ban soan thao cé thé quyét

dinh loai don vi d6 khoi cdc phan tich vé sau

e Cdng tac vién dia phwong: Mot nhdm gém t6i da 5 ngudi chiu trach nhiém thu thap dit liéu
cho mdt nhdm chuyén mén trong mot khoang thai gian thu thap dit liéu duoc xac dinh truéec.
O b4t ky trung tdm nao, ly tudng nhat 1a nhém nén duogc thanh 1ap tir mot nhdm khdng dong
nhat véi cac cap d6 dao tao 1am sang khac nhau. Mi nhém cdng tac nén tham gia vao viéc tao
ra hé thdng dia phuwong, dang ky viéc kiém toan, xdc dinh bénh nhan, thu thap di liéu va hoan

thanh qua trinh theo ddi. Cac cdng tac vién bé sung cé thé duoc tuyén dung dé hd tro viéc thu

thap dit liéu theo d&i trong mot ndm sau khi giai doan theo di bat ddu (ngay 31 thdng 7 ndm

2024).
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° - Nguwoi xac thuc dl'.‘r liéu ddc 1ap: Ca nhan tham gia dang ky/bac si ndi trd hoac nha tham
van/nhan vién chinh thirc khdng lién quan dén viéc thu thap dit liéu, ma cé vai tro dam bao xac
dinh dit liéu day 0 va d6 chinh xac cta viéc thu thap dit liéu (xem trang 16-17). Ngudi xac
nhan s& duoc giao thoi gian 2 tuan tai trung tdm dia phuong cla ho dé xac thue. Viéc xac thuc
dir liéu s& dién ra sau khi hoan thanh viéc thu thap dit liéu (bao gdbm ca viéc theo ddi). Sau khi
hoan tat xac thuc, ngudi xac nhan s& glri ban tém tat vé sd lvong hd so d3 duoc xem xét va ty

|& 16i cho nhém quan Iy nghién ctru.

ssaonutregraicon | @) s iy | DN


mailto:geckostudy@gmail.com
http://www.globalsurgeryunit.org/

UNIVERSITY?F
BIRMINGHAM

:@l

HR Global Health Research Unit on £

Global Surgery )

THE UNIVERSITY
of EDINBURGH

25 >

Y

IHPBA

PHU LUC A: BIEU MAU THU THAP SO LIEU

GECKO Case Report Form (CRF)

1 Appendiz B (Dt

(. GECiO

REDCap unique 1D
collection Data collection perioc

i Age Sex oM oF  ASA i clollollclvoV . Frailty CloZ2030405060/0809
i aMI © CHF o PVD = CVA/TIA © Dementia 7 COPD & CTD o PUD j o
; Hemig fmph o Hyper 2IBD_.. History of acute cholecystitis or |

H a Diet-controlled o Non-insulin o Insulin controlled cholangitis cYescie

i Comorbidities Solid tumour 0 Localised 0 Metastatic ‘

i (Tick all that apply)

o Mild 0 Moderate to Severe
CKD : ol oll alllaclllb oV oV
0 None of the Above

Number of s with biliary
symptoms in previous 12 months
prior to surgery

Preoperative
imaging
(Tick all that apply)

USS: o Yes o No - not available 0 No - not indicated o No - patient declined o Unknown
CT: 0 Yes o No: not available o No: not indicated o No: patient declined o Unknown
MRCP: 0 Yes o No: not available o No: not indicated o No: patient declined o Unknown
ERCP: 0 Yes 0 Na: not availahle o No: not indicated o No: patient declined o Unknown
EUS: o Yes o No: not available o No: not indicated o Nao: patient declined o Unknown
HIDA: o Yes o No: not available o No: not indicated o NMo: patient declined © Unknown

Days between

0 Gallstones o Thick-walled gallbladder o Pericholecystic ﬂmd 71 CBD stones 0 Dilated CBD (Diameter: . mm [1dp))
First symptom onset and admission: _ _ _ i
Diagnosis and decision to operate: _ _ _ i Urgency

i of surgery

Decision to operate and surgery: __ _

o Elective o Delayec
o Emergency [patient was on elective waiting list? o Yes o No|

Indication for

surgery

o0 Acute calculous cholecyetitis iTokyo grade: o oIl o lll; Was Tokyo grade documented in notes: 0 Yes o No,
o Biliary colic o Acalculous cholecystitis 0 Chronic cholecystitic o CBD stone o Folyr o Dyskinesia
0 Gallstone pancreatitis [Atlanta criteria: 0 o Maod o Severe; Was Atlanta criteria documented in notes: © Yes 0 Noj
Section 2: Intraoperative data fields
o Local {Route: o Subcutaneous © Intraperitoneal,

O Yes - Prophylactic

Mode of C Regionz (Route: 0 ipuw-rs\.ﬂren aregionzl nerve block) Intracperative 'L Yes - Intra-op spillage
anaesthesia = Sedation | antibiotics O Yes - cholecystitis
(Tick all that apply) L General inhaled (Type: 0 sevoflurane o Ilalothdnc (s dLsiIuranc o N20 oisoflurane, Mo
{1 Consultant or attend = (Specialt General 0 OG 11 HPB 1 Colorectal b Breast 0 Vascular 0 Other:
. 0 Surgica trainee (Grade: © Senior 0 Junior; Training operation? 0 Yes o No: Consultant present? o1 Yes 0 MNoj
Primary operator =
0 Nen-surgean
Number of cholecystectomies performed by primary surgeon prior to this procedure £ 0-50 351-100 0 101-200 0 =200 H
0 Qpen (Why? 0 No laparoscopy O Surceon not trained in laparoscopy O Laparoscopy broken o Previous surgeries 0 Disease severity)
o q o0 Open conversion (Why? o Suboplima view o Adhesions o Unable to safely dissect CVS o suspected BRI o Preumoperitoneum not
perative . o . ‘ . ) o
approach tolerated o Bleeding o Bowel injury o Equipment failure o Suspected or actual cholecystoduadenal or cholecystocalenic fistula
0 Laparoscopic (Type: 0 Standard 0 SILS: Gasless? 0 Yes 0 No: Reusable equipment: 0 Yes 0 No)
o Robotic {Type: o Standard ¢ SILS: Gasless? o Yes 0 No: Reusable equipment: o Yes o No;
oYesoNo
H .In!;rawemﬂve H Vs Obtalnid If No, which criteria was met? (Tick all that apply)
i difficulty (Nassar) i successfully? - e Was there a
1 e clholl ol oo o Clearance of the hepatocyslic triangle
= for minimally for minimally i DO time-out to o Yeso No
" " gV ow " © Exposure of the lower cystic plate N
invasive invasive . verify CVS?
3 A 0 Only two structures are atlached to the gallbladder
technigue technique
E ) 0 None of the ab
n a (Type: -first ; ach) . E q
LI ?.lg?.ltt:t‘;t:cljlfhcgljfcslfengrolrnyg: DESTL Keconslituting Ij“’;:ﬂlﬁ[‘gf:;fd (liitemifie] g 0 Yes o No CrEnmiitE] 0 Yes oMo
Y ¥ L Typ 2 drain ; biliary variant

performed

o Not performed (0 Diagnastic laparoscopy o Cholecystostomy)

Intracperative
CBD assessment
(Tick all that apply)

o1 Intraoperative cholangiogram o1 Incisienless fluorescent cholangicgraphy o Laparoscopic US 0 Intracperative ERCP

Decision: 1 Sclective 0 Routing: If selective, indication: 1 Raised LET & BDI concern o Pre-op imaging suggests CBD stone
Findings: 71 5tone 71 No stone: If stone, management: & Flushing with saline and smooth muscle relaxant n Faogarty catheter traw

CBD exploration

1 Basket retrieval 1 Choledocholescop

o Yes (Type: o Trancyslic o Choledochotomy:
If Choledochotomy, closure: o Primary closure o T-tube)
o No

0 Clean o Clean-Contaminated
o Contaminated o Lirly

Operative
contamination

Intraoperative

complications - C Bile spilt o Stones Spilt o Bleeding Reusable o Yes (o All staff o some staff) Reusable
. F 1 3 o Yes o Na
excluding BDI 0 Majar vascular injury 0 Bowel inury gowns H o No : drapes
(see section 4) : : :
. noolall Unplanned : i ]
'éllih?ﬂ 3q-t‘iiay 71 llla (Radiological drainage? o Yes o Mo! critical | (w thr \;CS . | Unplanned | T Uss [g.lf‘g MRI 4 ERCP)
weC"-DDm ° 0 11k (Re-operation? 0 Yes o Na) j care i Lene oNstay, --) i Re-imaging f type:0 L_ N - - !
(€D} CIVao Vb 0V [Postop day of death: _ _) © admission HhNe =he
0 Surgical site infection (CD Grade: alcliollaallibolVano IVb oWl
30-day o Pulmanary complicalions (CD Grade: ol ol ollla o llb o lVa o Vb o V)
postoperative o Bileleak [CD Grade:clollolllacllbalVano Wbo W,
Complications o Bleeding (CD Grade: clallalllaollbalVaolveo V)
(Tick all that apply) o Intra-abdominal collection i{CD Grade: clollolllaclibolVaa Vb o W,

Length of stay

CD Grade: 1ol c lllacllbolvao Vb o
ovYes tLength of sta )

o Acute pancreati

Unplanned 30-day
L e S =Lt N
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Section 4 BDI data fields|
BDI identified at
30-day follow-up o Yes (it ves pleasefillin the rest of the data points below)

Glons Surgery

of index 0 No (Was BDI identified at one-year of index cholecystectomy: 0 Yeso No (i )
..cholecystectomy
Presentation of 0 Intraoperati vely o Contro lled bile leakfrom abdominal drain Days fromindex T
! 0 Abdominal pain du e to uncontrolled bile leak O Obstru ctive jaundice or cholangitis cholecystectomy to diagnosis
BDI O Intra- abdo mlnal abscess or biloma
BDIgrade oAoBoCoD
(Strasberg) oE10E20E3
_Concomitant...[2........Yes(.0.Right _hepatic_art ery. 1.Common hepatic arte ry DMain portal vein 0 Right portal vein)
vascular injury O No i
Imaging modality 0OTCo USSoMRCP o CT 0 ERCP 0 PTC Discussion with OYes
to investigate and CNcdar nadiciescan CTubo gra specialist HPB (Days from injury tore ferr N JTrans ferred? oYes ONo)
confirm BDI

s . [Notreguired njury occurredatspe ciast HPBcenfre
OERCP alone (Days after index cholecystectomy:___|
ERCP and stent (Days after index cholecystectomy:___ )
0 PTC (Days after index cholecystectomy: _ )
Washout only (Days after index cholecystectomy:__)
..-.0 surgical repair (Dayvs Mexnhmwgm_l

ORoux-en-Y Hepaticojejunostomy -

Management of O
BDI
(Tick  thatapply) O

Specialty of
0 HPB surgeo n 0CBD repair without T-tube
surgeon Meth f S Vascular
perfom?ing BDI 0 UGl surgeon erte Oa?ro 0 CBD repair with T-tube renair 0 Yes oNo
repair . OGeneral surgeon P CJCBD end to end anasto mosis P
i ] 1 o Hepaticoduodenostom y If BDI surgical repair
O Stricture formation (Days from repair to complication:__ )

One-year [u] Cholangitis (Days from repair to complication:_) -

complications Anasto motic leakage (Days from repair to complication:___)

(Tick  that apply) O Intra-abdominal abscess or biloma (Day s from repair to complication: -
u] Re-repair (Days from repair to complication:___)
Section 5 Histology data fields
. [ Not sent for examin ation
Postoperative

[0 Sent for examination (Indication : (] Routin e [J Selective; Days from index chol /! result: ___;

histolo
Y Result: o Benign o Maiignant {it malignant, please flfin the rest ot the data poxnts below)

Staging OCT thorax abdomen pelvis (D ays from histolo gy result to staging:___)
investigations O MRI liver (Days from histology result to staging : __)
PET-CT (Days from histology result to staging : __)

after index m}
cholecystectomy 0 Staging laparoscopy (Days fr om histology result to staging : _ _)

TNM grade T category: 0 Tis O Ti a (lamina propria) o T1b (muscularis) 0 T2a (peritoneal side)o T2b (hepatic side) 0 T30 T4
(AJCC Bg edition) N category: ONO o NI (1-3 nodes) 0 N2 (>3 nodes)
M category: 0 MO O M1

Discussed at MOT O Yes ONo Adjuvant treatment oChemotherapy 0 Radiotherapy 0 None

O Yes
o No - not required
o No - unresectable tumour

Revisional surgery

Type of revisional O Liver resection . Ii)allystrom "
surgery (Extent:0 Liver bed 0 1 segment 02 segments 0 @ 3 segments) 'ts ology ’es‘l‘
[0 revisional -
(Tick  that apply) [ Bile duct resection O Lymph node dissection
. surgery -
E If revisional surgery

Resection margin status: 0RO 0 Rl o0 R2
Pathology results Lymphovascular invasion: O Yes [ No
H Perineural invasion: 0] Yes [ No o

Recurrence on [0 Yes (Days from surgery to recurrence: ___)

imaging at one o No
year
Highest-one-year- noolol I
- ] ”
Clavien-Dindo ollla (Radiologi cal drainage? o Yes 0 No) | |
(CD) Vaog [+ 1 - aloiet | + Total number ofreadm ssions
""""""""""""""""""""""" ) o Surgica site infection (CD Grade ol ollolllacilib olVaolVvb oV)
m] Pulmonary complications (CD Grade: ol o il olllaclib olvVaolVb o V)
One-year DO Bileleak (CD Grade: olollollacliibolvVaolvboV)

O Biliary stricture (CD Grade: ol collolllaclibolvaco IVb oV)
0 Bleeding (CD Grade: 1ol olllaclllb o IVaolVb o V)
O Intra-abdominal collection (CD Grade: ol ollcolllaolllbolvVao IVb o V)

- -

complications
(Tick  that apply)

D
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PHU LUC B: PINH NGHIA DU’ LIEU

Nhém dir liéu trwéc mo Di¥ liéu can thiét (dinh nghia / ghi chu)

1. Tudibénh nhan N&m (tinh c& ndm tai th&i diém phiu thuat)
2. Giditinh bénh nhan Nam / Ni¥

3. Phan do ASA 1/1/M/IWV/V (Dinh nghia tai Phu luc D)

Thié€u cdn BMI Du'éi 18,5 / Can nang binh thuéng BMI 18,5-24,9 / Tién béo phi BMI 25,0-29,9 / Béo phi loai | BMI 30,0-34,9

R "
4. Chi st khdi co' thé (BMI theo ke/m?) / Béo phi d6 Il BMI 35,0-39,9 / Béo phi d Il BMI 40+

5. Thang diém suy yéu lam sang 1/2/3/4/5/6/7/8/9(Dinh nghta tai Phu luc D)

Nhdi mau co tim (MI) / Suy tim sung huyét (CHF) / Bénh mach mau ngoai bién (PVD)

Tai bién mach mau ndo (CVA) hodc Con thi€u mau cuc bd thoang qua (TIA) / Sa sut tri tué /

Bénh phdi tic ngh&n man tinh (COPD) / Bénh md lién két (CTD)

Bénh loét da day ta trang (PUD) / Liét nira nguw&i / Bénh bach cau / Lymphoma/

Virus gay suy gidm mién dich & ngui (HIV) hodc Hai chirng suy gidam mién dich méc phai (AIDS) /
6. Cac bénh di kem Tang huyét &p / Bénh viém ruét (IBD) /

(Chon tat ca nhirng gi phu hop)
Bénh dai thao dwong (type 1 hodc type 2). Néu c6: Kiém soat bang ché do an kiéng / Kiém soét bang

thudc (khong phai insulin) / Kiém soat bang insulin

Khai u rin. Néu cé: Tai chd / Di cin

Bénh gan. N&u cé: Nhe / Trung binh d&n Nang

Bénh than man tinh (CKD). Néu cé: Giai doan I/11/1lla/lllb/IV/V
Khéng c6 bénh di kém nao & trén

Cac dinh nghia:
. Do loc ciu than wdc tinh (eGFR) & giai doan bénh than man: 1 2 90; Il = 60-90; Illa = 45-59; lllb = 30-44; IV = 15-29;
V<15
. Dinh nghta vé bénh gan: Nhe dugc dinh nghia |a viém gan man tinh hodc xo gan ma khéng cé ting 4p luc tinh
mach ctra; Mirc d6 trung binh dugc xac dinh 1a xo gan va tang 4p lwc tinh mach clra nhung khéng cé tién sir chay
mau do gidn tinh mach; Nang duoc xac dinh 13 xo gan va ting ap luc tinh mach clra cé tién sir chdy mau do gidn
tinh mach.

7. Tién slr viém tGi mat cap hay

viém dwéng mat cap C6 / Khéng

8. S48 Ian nhap vién véi triéu chirng vé
duwdng mat trong vong 12 thang trwéc | S8 1an nhap vién khéng bao gom Ian nhap vién hién tai
ph3u thuat
9. Hinh anh hoc trwé'c phiu thuat C6 / Khdng xac dinh / Khong (Khéng c6 sén / Khéng dwoc chi dinh / Bénh nhan tir chdi) cho mdi phuong tién hinh anh hoc
(Chon t4t ca nhitng gi phu hop) sau:

USS / CT / ERCP / MRCP / Siéu am ndi soi (EUS) / Chup xa hinh gan mat (HIDA)

geckostudy@gmail.com | @ @gecko_study
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* Chi danh cho USS / CT / MRCP, két qua 13 gi (danh d4u vao tat ca nhitng gi 4p dung):
. S6i mat
10. Két qué hinh anh trudc phau thudt™ — po; ot 06 thanh day (23mm hodic duoc bo cio 13 c6 thanh day)
Dich quanh tui mat
S6i OMC
Dan OMC. Néu cé: Dudng kinh OMC (ghi bang mm, dén mot s6 thap phan)

11. S8 ngay tir khi khéi phat triéu chirng

dwéng mat dau tién dén Ic nhap vién SO ngay (SO nguyén, ngay 0 la ngay khai phat triéu chirng dau tién)

geckostudy@gmail.com
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12. S6 ngay tir khi chan doan dén khi cé
quyét dinh phiu thuat

13. S6 ngay tir khi quyét dinh phiu thuat dén

khi thye hién phau thuat

14. Sy khan cap cGa phau thuat
(Dinh nghta tai Phu luc D)

15. Chi dinh phiu thuat
(Dinh nghta tai Phu luc D)

Nhém dir liéu trong mé

1. Phuwong thirc vd cdm*
(Chon tat ca nhirng gi phu hop)

2. Khang sinh trong m&*

3. Ph3u thuatvién

geckostudy@gmail.com | @ @gecko_study

. GECiO

S6 ngay (S6 nguyén, ngay 0 |a ngay chan dodn)

Hudng dan quyét dinh vé ngay phiu thut:

. DGi v&i cac treang hop phau thuat chuong trinh, day phai la ngay bénh nhan dugc kham tai phong kham
ngoai tru.

e DGivdi nhitng trudng hop phau thuat tri hodn, day la ngay cudi cing bénh nhan dwoc xuat vién vi bénh ly
duong mat.

e DGivdi cac truong hop phau thuat cap ciru, day phai la ngay dua ra quyét dinh thuc hién phau thuat cat
i mat cap trong 1an nhap vién cap ctru d6. Néu trudc day bénh nhan ndm trong danh sach ch& phau
thuat chwong trinh, vui long van sl dung ngay dwoc quyét dinh thyc hién ph§u thuat nhu mét truong hop
khan cap.

S8 ngay (S6 nguyén, ngay 0 1a ngay phau thuat)

Chuong trinh
Tri hodn

Cap ctru. NEu c6: Bénh nhan di cé tén trong danh sach chd phau thuatchwong trinh chua? (C6 khong)

Viém tai mat cap do séi. Néu cd: phan d6 Tokyo: | /11 / 11l (Phan d6 Tokyo c6 dugc ghi trong ghi cht bénh nhan: Cé / Khéng)
Co'n dau quan mat

Viém tai mat khéng do séi

Viém tdi mat man

$6i 6ng mat chi (OMC)

Polyp tai mat

R&i loan van ddng tdi mat

Viém tuy cap do s6i mat. Néu cd: Tiéu chi Atlanta: nhe / trung binh / ndng (Tiéu chi Atlanta cé dugc ghi trong ghi chd bénh
nhan khéng: Cé / Khong)

Di¥ liéu can thiét (dinh nghia / ghi chu)

Tai chd (dudi da / trong phiic mac)

Vung (lién quan dén cét séng / phong bé than kinh vung)

An than (vi du: midazolam)

Thudc gy mé dang hit thuwong dung (sevoflurane / halothane / desflurane / Nitric Oxide (N20) / isoflurane)
Thuéc gdy mé bay hoi qua tinh mach toan phan (TIVA)

*Phin nay dé cap dén thudc gdy mé duoc st dung trong qua trinh phiu thuat va KHONG PHAI I3 chat gdy mé

C6 (Du phong / Thoét dich mat trong phau thuat / Viém tdi mat) / Khong

*puoc dinh nghia 1a sit dung khang sinh it nhat 30 phut trwdc khi rach da cho dén khi két thic phau thuat

Chuyén gia tham van hodc nhan vién chinh thirc

Bac sT cap cao (vi du: bac st hang I, Il hodc bac si ndi tri cé thai gian dao tao/ndi trd vé phau thuat >4 nam)

Bac s tré (vi du: bac st hang Il hodc bac sT noi trd cé thoi gian dao tao/ noi trd vé phau thuat dudi 4 nam)

Khéng phai bac si phdu thuat (vi dy: y si hodc diéu dudng)

N&u tham van: Chuyén nganh gi? (Téng quat / Thuc quan-da day / GMT / Dai truc trang / Vi / Mach mau / Khéc)

Né&u hoc vién: Day cé phai la mét hoat dong dao tao khdng? (C6 / khdng). Chuyén gia tu van cé mat khéng? (C6 / khong)

Né&u cd: S8 ca phau thuat cat tdi mat dwoc thye hién trwdce ca nay: 0-50 / 51-100 / 101-200 / >200
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M6 mé/Chuyén mé mé/ Phiu thuat ndi soi 6 bung (Tiéu chuan/Phiu thuat nodi soi mdt vét mé (SILS))/Robot (Tiéu

chuan/sSILS)

1)  Néumd md, thitai sao: Khong cé thiét bi ndi soi / Bac si phau thuat khong dugce dao tao vé ndi soi / Thiét bj ndi

4.  Cactiép can phiu thujt soi bi hdng / D3 phau thuat nhiéu [an trudc d6 / Mrc do nghiém trong cla bénh.

2)  Néu chuyén mé md, thi tai sao: Géc nhin khong rd rang, dwdi mirc t8i wu / Dinh / Khéng thé boc 16 Géc nhin Quan
trong v& An Toan mot cach an toan / Nghi ng& tén thuong dudng mat / Bénh nhan khong thé chiu dung duoc
tran khi mang bung / Chay mau / Chan thuong rudt / Thiét bi ndi soi hodc robot bi hdng / Nghi ngd hoic thuc t&
¢ dwong ro tai mat ta trang hodc tui mat dai trang.

3)  Né&u ph3u thuat ndi soi hodc robot: day cé phai 1a thiét bj khéng bom hoi (C6 / Khdng), thiét bi cé thé tai sir dung
dugc khéng? (C6 / Khong).

5.  Diém s& kho khin trong phiu thuat —
day 13 phian danh cho phiu thuat xam
1an t3i thiéu

1/ /1 /1IV/V (Phan d6 Nassar: Dinh nghia tai Phu luc D)

6. Dadat dwogc Goc nhin Quan trong C6 / Khdng
vé An toan (ca ba) - day 13 danh cho Néu khéng, tiéu chi ndo d3 dugc dap ¢ng:
phau thuat xam 1an tdi thidu 1)  Lam sach mé m& va mé xo khdi tam gidc gan mat

2) MO phan ba dudi cla tui mat duoc tach roi khéi givdng tii mat
3)  Chicé hai cau tric di vao tdi méat.

geckostudy@gmail.com | @ @gecko
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7.

C6 thoi gian che dé xac minh Géc nhin

quan trong vé an toan khéng khong

8.

9.

Thyec hién phiu thuat

Dit dan lwu 6 bung

10. Bién ddi giai phau dwong mat

11. Panh gia CBD trong phau thuat

12. Thim dd Ong Mat Cha

13. Mirc do nhiém cta phau thuat

14. Tai bié&n trong mé - ngoai trir tdn

15. Quan do phau thuat cé thé tai sir dung co

thuwong dwong mat

(Chon t4t ca nhitng gi phu hop)

duworc str dung trong quy trinh nay
khong?

16. Sang mé c6 thé tai str dung c6 dwoc sir

dung trong quy trinh nay khong?

K&t cuc 30 ngay

Phan do6 Clavien-Dindo (CD) 30
ngay cao nhat

Nhap vién chidm séc tich cwe ngoai ké
hoach - khi viéc nhap vién cham séc
tich cwc khong ndm trong ké hoach
trwdc phau thuat

geckostudy@gmail.com | @ @gecko_study |
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C6 / Khong

Bugc dinh nghia lIa mét khoang dirng tam thdi ma ph3u thuat vién cdm thay cé thé phau tich chinh xac

Cét tUi mat toan b tiéu chuan

Cét tUi mat toan bd bing cach ti€p can tir ddy trwdrc (tir trén xudng)

Cét t4i mat ban phan (tai tao/tao clra s6)

Khéng dworc thyre hién (phau thuat ndi soi chan doan / phau thuat mé tii mat)
Dinh nghia cit tui mat ban phan:

e Tao clra sb: khong lam tc thi mat nhung cé thé khau 6ng tdi mat bén trong
e  Téitao: déng phan dudi thap cla tui mat, tao ra phan con lai cla tdi mat

C6 / Khéng

C6 / Khdng

Chup hinh dwé'ng mat trong phau thuat (10C) / Chup hinh dwong mat khong xam 13n véi huynh quang / Siéu am qua
ndi soi / ERCP trong phiu thuat

Né&u co vdi bat ky diéu ndo & trén:

. Quyét dinh: Chon loc / Theo thudng 1é. Néu chon loc, néu rd Chi dinh: Xét nghiém chirc ndng gan tang/ Lo
ngai vé tén thwong duong mat / Hinh anh hoc trude phau thuat goi y sdi 6ng mat chd

e Phathién: C6 sbi / Khong cé sbi. Néu cé sbi, danh dau vao tat cd nhitng muc ap dung dé x(r ly: Bom rira
bang nwéc mudi va thudc gidn co tron / Ong thong Fogarty / Ro |y sdi / N&i soi 6ng mat chli / Khong x(r tri
trong phau thuat

C6 (Qua 8ng tui mat / M& 6ng méat chu) / Khéng
Né&u mé& 8ng méat chi réi déng lai: Déng thi dau / 6ng chir T

Sach (Khéng mé vao dudng tiéu héa (TH) va duwong sinh duc (SD))
Sach-Nhiém (M@ vao dudng TH hodc SD d3 bj tham nhap nhung bi nhiém ban nhiéu)
Nhi@m (M& vao dudng TH hodc SD véi lugng 1én dich hodc cé sy vi pham nghiém trong vé ky thuat vo trung)

Ban (D3 ¢ nhiém ban trudc phau thuat, vi du nhu phan hoac dich mat).

Tran dich mat ra ngoai / LAm ro'i vii séi ra ngoai / Chdy mau / Tén thwong mach mau lén / Tén thuong rudt
Bile spilt / Stones Spilt / Bleeding / Major vascular injury / Bowel injury

C6 (T4t cd quan do phau thuat clia nhan vién/ mot vai quan do phau thuat nhan vién) / Khéng

C6 / Khéng

Di¥ liéu can thiét (dinh nghia / ghi chu)
o/1/u/ma/mb/Iva/iIvb/V (Phu luc D cho dinh nghia)
Né&u CD Illa: Dan lwu qua X quang (cé / Khong).

Né&u CD llib: Nbi soi lai (cé / Khdng)
Né&u CD V (t& vong): vui Iong cho biét thoi gian tir khi chi dinh cit tdi mat dén khi chét: s& ngay (s6 nguyén, 0 = cing ngay)

C6 / Khdng
Né&u c6, vui long cho biét thoi gian nam trong phong cham séc dic biét: s6 ngay (s& nguyén)
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3. Thyec hién lai hinh anh hoc ngoai ké C6 / Khéng
hoach - trong d6 hinh anh hoc giai s as s e 2 s N ‘ .
doan hau phiu (vi du: CT, MRCP) NEu c6 thi danh dau vao tat ca cac trwong hop dp dung: USS / CT / MRI / ERCP
khéng ndm trong ké hoach trwéc phau
thuat.

geckostudy@gmail.com



mailto:geckostudy@gmail.com
http://www.globalsurgeryunit.org/

4. Bién chirng hau phiu trong vong 30
ngay
(Chon t4t ca nhirng gi phu hgp)

5.  Theigian ndm vién

6.  Tai nhap vién ngoai ké hoach
trong vong 30 ngay

Nhoém di? liéu vé Tén Thwong Duang Mat
(TTOM)

1. TTPM duworc xac dinh trong vong 30
ngay sau phau thuat cit tai mat

2. Biéuhién cia TTDM

3. SO ngay tir khi chi dinh cat tui mat
dén khi chdn doan TTDM

4. Mirc dd Tén Thwong Pudng Mat

5.  Tén thwong mach mau dong thei

6. Phuwong tién hinh anh hoc dé khao

sat va xac nhan TTBDM

7. Thao ludn v&i trung tdm chuyén
vé GMT

geckostudy@gmail.com | @ @gecko_study
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Nhi&m trung v&t mé (Phan do CD*0/1/11/1lla/lllb /IVa / IVb / V)

Bi&n chitng hé hap sau phiu thuat (Phan dd CD*0/1/11/1lla/llb /IVa/ Vb / V)
RO mat (Phan do CD*0/1/11/1lla/llb /IVa / Vb / V)

Chay mau (Phan d6 CD* 0/ 1/11/1lla/ b / IVa / IVb / V)

Tu dich 8 bung (Phan d6 CD* 0/ 1/11/llla/ llb / IVa / Vb / V)

Viém tuy c&p (Phan d6 CD* 0 /1/11/1lla/ b / IVa / Vb / V)

*P&i v&i tat ca nhirng yéu t& trén, vui long cho biét phan dé Clavien-Dindo lién quan dén bién chirng dé

S8 ngay la sé nguyén (Khi xuit vién < 23 gi®, nhap 0. Néu bénh nhan chua xuat vién trudce khi két thic 30 ngay theo ddi,
nhap '31')

C6 (S6 ngay nam vién) / Khéng
Di¥ liéu can thiét (dinh nghia / ghi chu)

C6 / Khdng
Néu cé: vui long dién cac dit liéu con lai bén dudi._
Né&u khéng: TTDM cé duoc xac dinh trong vong mot ndm sau khi chi dinh cét tdi mat: C6 / Khéng (vui long dién cac dit liéu

con lai bén dudi)

Trong khi phiu thuat / Rd mat duoc kiém soat tir dan lwu 6 bung dwgc phiu thuat /

Pau bung do ro mat khong kiém soat dwgc/ Vang da tic nghén hodc viem dwong mat / Ap xe trong 8 bung hodc tu mat
thanh &

S3 ngay (0 = ngay phau thuat))

A/B/C/D/E1/E2/E3/E4/E5 (Phan d6 tén thuong theo Strasberg: Pinh nghia tai Phu luc D)
C6 (Pdng mach gan phai / Pdng mach gan chung / Tinh mach clra chinh / Tinh mach clra phai) / Khéng

Chup hinhdwdng mat tai ban (OTC) / USS / MRCP / CT / ERCP / Chup duwédng méat xuyén gan qua da (PTC) / Y hoc hat
nhan (vi du: chup khdo sat chirc nang gan) / Chup hinh qua dng théng / Khéng cé

C6 / Khong / Khéng bat budc (Ton thuong xay ra tai trung tam chuyén sau vé GMT)

If yes:
e Chuyén dén trung tdm chuyén sau vé GMT: C6 / Khong
e Thoigian tir khi bi thwong t6n dén khi chuyén tuyé&n: s6 ngay (s6 nguyén)
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Khéng phiu thuat (chi ERCP / ERCP va stent / PTC) / Ph3u thuat (chi rlra sach / stra chira)

Né&u bat ky diéu nao & trén:
e Thoi gian sau chi dinh cat ti mat: s6 ngay (S6 nguyén, ngay chinh dinh cét tui mat = ngay 0)

Né&u phau thuat stra chira:
8. Quan IV}Té’n Thwong Dudng Mat e Sira chira t8n thuwong dudng mat béi bac si phiu thuat chuyén nganh: Béc si phiu thuat GMT / Bac si ph3u
(Chon tat ca nhitng gi phi hop) thuat UG / Béc s phiu thuat téng quat

e Phwong phap stra chira: NGi 6ng gan chung hdng trang theo Roux-en-Y / Phuc hdi OMC khéng st dung 6ng
chit T/ Phuc hdi OMC bang &ng chit T/ N&i OMC tan tan / N&i 6ng gan chung ta trang

e  Stra chira mach mau: C6 / Khéng

e  Bién chirng mét nam: Hep dudrng mat / Viém dudng mat / rd miéng néi / 4p xe trong 6 bung hoic tu dich mat
thanh & / mé lai. Néu c6 véi bat ky cAu nao, thoi gian tir khi sira chita dén khi xay ra bién chirng: s6 ngay (s6
nguyén, ngay stta chita = ngay 0)

geckostudy@gmail.com | @ @
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Nhém dir liéu vé md hoc

1. Mo hoc sau phiu thuat

2. Danh gia giai doan sau chi dinh cat tui
mat (Chon t4t cd nhirng gi phu hop)

3. Phan loai TNM (phién ban AJCC 8)
(Phu luc D cho dinh nghta)

4. Thao ludn véi MDT

5. Diéutribo tro

6.  Ph3u thuat chinh sira d3 hoan tat

7.  Ké&t qua giai phau bénh Iy néu phau
thuét chinh sira

8.  Tai phat trén hinh 3nh hoc sau mdt nam

K&t cuc mdt nam

geckostudy@gmail.com | @ @gecko_study

& GECiO

Pinh nghia hep dudng mat: duwgc dinh ngha 13 hep dudng mat trén 1dm sang dan dén vang da, thay déi dang ké cac xét
nghiém chirc ning gan, xo gan hodc viém dudng mat tdi phat cin can thiép X quang/phiu thuat hodc ti vong lién quan dén
suy gan.

Di¥ liéu can thiét (dinh nghia / ghi chu)
Chwa dworc glri di ki€m tra/Da gilri di kiém tra

Néu duoc glri di kiém tra, vui long dién:
. Chi dinh: Thudng quy/Chon loc

e Thoigian tir lic chi dinh cit tdi mat dén khi cd k&t qud mo hoc: S8 ngay (s& nguyén)
. K&t qua: Lanh tinh/4c tinh
Né&u 4c tinh, vui long dién céc dit liéu con lai bén dudi

CT ngwe bung chau / MRI gan / PET-CT / Ndi soi 6 bung danh gia giai doan

Pai v&i bat ky diéu nao & trén, vui long cho biét thei gian tir khi cé két qud mé hoc dén khi danh gid phan giai doan: s6 ngay
(s6 nguyén)

Phan dé T: Tis / T1a (I&p niém mac va I&p dudi niém) / T1b (I6p co) / T2a (phia phic mac) / T2b (phia gan) / T3 / T4
Phan d6 N: NO / N1 (1-3 hach) / N2 (>3 hach)

Phan d6 M: M0/M1

C6 / Khong
Khong/ Hoa tri/ Xa tri

C6 / Khong (khdng bat budc) / Khong (khdi u khong thé cat bd)
o Né&u cd, loai phau thuat (chon tat cd cac phuong an phi hop): Cét gan (giwvong gan / mdt ha phan thuy / hai ha
phan thuy/ = 3 ha phan thuy) / cit bd dwdng mat / nao hach
° Né&u c6, thoi gian tir khi cé két qud md hoc dén khi phau thuat chinh slra: S6 ngay (s6 nguyén)

Tinh trang bién phau thuat: RO/R1/R2
Xam |&8n mach bach huyét: C6/Khdng

Xam |&n quanh day than kinh: C6/Khéng

Pinh nghia bd cat bd: RO = am tinh vi thé d6i vai khdi u con sét lai; R1 = bién vi thé van cho thay sy hién dién cla khéi
u; R2 = khdi u vé mat dai thé van con nhin thay dugc sau phau thuat.

Cé6 / Khéng
N&u cd, thai gian tir khi ph3u thuat dén khi tai phat: s6 ngay (s6 nguyén)

Di¥ liéu can thiét (dinh nghia / ghi chu)
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-
o/i1/n/ma/mb/va/ivb /v

L Ph:in dé CIaviAen-I?indo (CD) cao Né&u CD llla: Dan lvu qua X quang (cé / Khéng)_
nhat trong mdt ndm N&u CD Illb: Nai soi lai (c6 / Khéng)

Né&u CD V (t& vong): vui long cho biét thoi gian tir khi chi dinh cit tGi mat dén khi chét: s& ngay (s nguyén, 0 = cung ngay)

2.  Tainhép vién S& Ian tai nhap vién

geckostudy@gmail.com
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Nhiém trung vét mé (Phan d6 CD*0/1/11/lla/lllb/ IVa / IVb / V)
Bién chirng ho hap sau phau thuat (Phan d6 CD*0 /1 /11 /1lla/lllb/IVa/ Vb / V)
3.  Bién chirng mgt ndm RO mat (Phan d6CD*0/1/11/lla/llb /IVa / IVb / V)
(Chon 3t cd nhitng gi phu hop) Chay mau (Phan do CD* 0/ 1/11/la/Illb / IVa / Vb / V)
Tu dich & bung (Phan d6 CD* 0 /1/11/1la /llb / IVa / IVb / V)
Viém tuy cdp (Phan d6 CD*0/1/11/1lla/lllb /IVa / Vb / V)

*P&i v&i tat ca nhirng yéu té trén, vui long cho biét phan dé Clavien-Dindo lién quan dén bién chirng dé

geckostudy@gmail.com
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PHU LUC C: KHAO SAT PIA PIEM NGHIEN cU’U

Dich vu c&p bénh vién

Bénh vién clia ban thudc phan loai nao?

Bénh vién cla ban 1a bénh vién céng hay tu?
Téng s6 giwdng bénh nai tru
Ban c6 co’ s& vat chat Cap 2 (HDU) hodc Cap 3 (ITU) khdng?

Trung tdm cla ban c¢6 nhém chuyén gia vé GMT khong

Ban c6 quyén st dung thiét bi phiu thuat xam Ian t3i thiéu
khong?

Dich vu phau cat tti mat

Téng s ca phiu thuat cat tui mat duoc
thuc hién mdi nidm 13 bao nhiéu?

S48 bac si chuyén gia tham van/bac si chinh thire thye
hién ct tGi mat mbi nam 13 bao nhiéu?

Chuyén gia tw van/bac s phiu thuat chinh nao thyc hién
phau thuat cat tui mat méi ndm? (chon tat ca nhirng gi lién
quan)

Ban cung cap loai hinh nao cho dich vu ph3u thuat cit tui
mat? (chon tat ca nhirng gi lién quan)

Ph3u thuat cit tii mat dwoc thuc hién & dau trén co
s& cla ban? (chon tat ca nhirng gi lién quan)

Ban c6 dwgrc ti€p can v&i chup hinh dwéng mat trong khi
phau thuat khéng?

S8 lwgng chuyén gia tham van/béc si chinh thyc hién phiu
thuat cat tdi mat noi soi

Ban c6 thudng xuyén theo doi sau phiu thuat cat tui mat

geckostudy@gmail.com | @ @gecko_study

Tuyé&n chdm séc cap 3 (chuyén khoa) / Quan (néng thén) / Quan (khéng néng
thon)

Cong / Tw / HON hop

(s6)

Cé (S8 givdng) / Khong

C6 / Khéng

(i) Ho ¢6 cung cap dich vu theo yéu cdu khéng:

M0i ngay 24 gio / Hang ngay, ban ngay 0800 - 1700 / Céc ngay trong tuan, 24

gi®y / Cac ngay trong tuin, ban ngay 0800 — 1700
(ii) Ho c6 quy trinh riéng d€ quan ly t6n thuong dwdng méat khéng: C6 / Khéng

Né&u khong, c6 béc s phau thuat tric nao chuyén vé GMT khong: Trong cling
thanh ph& / & thanh phé khéc / Trong khu vire / Khéng c6

C6 (Noi soi / Robot) / Khong

Né&u cd, ban cé thudng xuyén chyp anh trong lic phau thuat khong? C6 (quay
video / chup anh) / Khéng

(s8)

(s8)

Téng quét / TH trén / GMT / Dai tryec trang / VG / Khac

Chuong trinh / Cap clru

Néu cip ctru:
. Téng s6 lwgng wéc tinh dugce thye hién moi nam 13 bao
nhiéu? (S6)
° Ban c6 phong phau thuat danh riéng cho céc dich vy nay
khéng? C6 (Hang ngay / M6t [an mét tudn / 2 tudn mot [an /
Hon mét Ian trong 2 tuan) / Khéng

DPon vi trong ngay / Phong mé chuong trinh / Phong mé cap ctru

Co6 - thuong xuyén / C6 - chon loc / Khong

néu ¢ - c6 chon loc hodc khéng:

Ngudn cung cap la gi? Ngudn cung t&t / Ngudn cung han ché / Khéng ¢

(s8)

C6 - thuong xuyén / C6 - chon loc / Khéng
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Chan doan/diéu tri cdc van dé lién quan dén tdi mat
Cac loai chan doan hinh anh c6 sén (chon tat ca nhirng gi

lién quan)

Bénh vién clia ban c6 phwong phap mé tii mat dé dan lwu
tdi mat khong?

C6 danh sach ERCP chuyén dung khong?

Ban cé dich vu nao sau day?

Ban c6 gtri ti mat di ki€ém tra mo hoc sau phiu thuat
khong?

Pao tao phau thuat cat tli mat

Trong khoa c6 bac si thuc tap phau thuat cit tai
mat khong?

C6 co' s& dao tao md phong phiu thuat cét tii mat khong?

C6 chwong trinh giang day hodc huan luyén véi danh
muc bai giang cu thé cho viéc dao tao tdn thwong duérng
mat khong?

Ph3u thuat ndi soi xanh cit tdi mat
C4c c6ng ndi soi c6 thé tai sir dung c6 dugc sir dung
khong?

Dung cu phau thuat cé thé tai si dung c6 dworc sir dung
khong?

Sdng maé c6 thé tai sir dung duwgc khong?

Ao md c6 thé tai sir dung dugc khong?

Bénh vién cta ban cé cung cip nén phiu thuat cé thé tai sir
dung khong?

Dung cu dung mot Ian c6 dugc tai ché khong?

geckostudy@gmail.com | @ @gecko_study

GECKO

Siéu am (Tai chd / Bén ngoai) / Chup cit I&p vi tinh (Tai chd / Bén ngoai) /
MRCP (Tai chd / Bén ngoai) / EUS (Tai chd / B&n ngoai) / HIDA (Tai chd / Bén
ngoai)

C6 / Khéng

Néu c6, ho c6 cung cip dich vu theo yéu ciu khéng:

M®i ngay 24 gid / Hang ngay, ban ngay 0800 - 1700 / C4c ngay trong tuan, 24
gi®r / Cac ngay trong tuan, ban ngay 0800 - 1700

Néu khdng, cé bac st phau thuat tryc nao chuyén vé GMT khéng:
Trong cuing thanh ph& / & thanh phd khac / Trong khu vuc / Khéng c6
Yes / No

C6 (Hang ngay / Mét [An mot tuan / 2 tudn mot [an / Hon mét [an trong 2 tuan)
/ Khéng

Chup hinh duong mat trong phau thuat / Siéu am ndi soi / ICG

D3i véi mbi loai: St dung thudng xuyén / Sir dung cé chon loc véi ngudn cung
t6t / St dung c6 chon loc vdi ngudn cung han ché

C6 - thudng xuyén / Cé - chon loc / Khoéng glri di xét nghiém mé hoc /
Khoéng c6 dich vu xét nghiém mo hoc

C6 / Khéng
Néu cé:
(i) C6 bao nhiéu? (S&)

(ii) Trinh d& cla ho la gi? Pao tao chuyén khoa / thuc tap / khdng phai thyc tap
hay bac st

Cé (Bénh vién dia phuong / Khu vire / Quéc gia) / Khong

Néu c6, loai hinh dao tao mé phdng la gi: M6 hinh tap luyén trong hop / Mé
hinh mé phéng CNTT / M6 hinh dong vat

Cé (Bénh vién dia phuong / Khu viee / Quéc gia) / Khong

C6 (Ludn ludn / Doi khi) / Khdng / Khéng hién cé
C6 / Khéng / Khéng hién co

C6 (Ludn ludn / Dai khi) / Khdng / Khéng hién cé
C6 (Ludn ludn / Dbi khi) / Khdng / Khéng hién cé

C6 — thuong quy / C6 — néu duoc yéu cau / Khong / Khéng hién co

C6 / Khéng / Khéng hién co
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Chat thai nhwa va gidy “sach” c6 dwoc tai ché khong? Yes / No
C6 phai gdy mé toan than qua dwéng tinh mach thay vi C6 — thuong quy / Co — thinh thoang / Khéng / Khéng hién ¢

dung khi gdy mé vi ly do méi trwong?

geckostudy@gmail.com
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PHU LUC D: CAC PINH NGHIA NGHIEN CUU

Phan loai theo Hiép hoi Gdy mé Hoa Ky (ASA)

Phan loa ASA Dinh nghia Vidu
[21]
| Bé&nh nhan khoe manh Khde manh, khéng hit thudc, khéng hodc str dung rwgu & mirc
binh thutng t8i thiéu
I Bénh nhan mac Chi mac cac bénh nhe va khéng cé han ché dang ké vé chirc
bénh toan than ndng. Dang hut thuéc, nghién rugu, mang thai, béo phi
nhe (30<BMI<40), BTD/THA duoc kiém soat tét, bénh phéi nhe
I Bénh nhan mac bénh Han ché& dang ké vé chirc ndng; Mot hodc nhiéu bénh tir trung
toan than ning binh dé&n n3ng. BTD hodc THA duoc kiém soat kém, COPD, béo
phi bénh ly (BMI 240), viém gan hoat ddng, nghién hodc lam
dung rugu, dat may tao nhip tim, gidm phan suit téng mau
vlra phai, ESRD duorc loc méau dinh ky theo lich trinh, tién sl
(>3 thang) NMCT, TBMMN, TIA hodc BMV/stent
v M6t bénh nhan mac NMCT, TBMMN, TIA hodc BMV /stent gan day (<3 théng),
bénh toan than ndng de  thi€u mau co tim cuc bd dang dién ra hoic rdi loan chirc ndng
doa tinh mang van ning, gidm phan suat tng mau nghiém trong, séc, nhiém
trung huyét, DIC, ARD hodc
ESRD khong dugc chay than nhan tao thudng xuyén theo lich
trinh
V M6t bénh nhan hdp hdi | V& phinh ddng mach bung/nguec, chan thwong ndng, chay mau

kho c6 thé séng sét néu
khoéng phiu thuat

ndéi so vai hiéu tng khai, thi€u mau cuc bo ruét khi cé bénh ly
tim nghiém trong hodc réi loan chirc ndng nhiéu co quan/hé

théng.

Thang diém Suy yéu Lam sang
Thang diém suy y&u l1am sang [22] (chin thanh phan):
1. R&t khoé: Nhitng ngudi khde manh, ndng déng, tran day nang lwong va cé dong luec.

2. Khée: Nhitng ngudi khdéng cé triéu chirng bénh nang nhung thé lwc kém hon loai. Ho tip thé duc hodc thinh thoang rat ning
dong, vi dy: theo mua.

3. Quan ly tot: Nhitng ngudi kiém sodt tot van d@é sirc khde dugc nhung lai khdng hoat déng thuwdng xuyén ngoai viéc di bd
thuong lé.

4. S6ng vditinh trang suy nhugc rat nhe: Mac du khdng phu thudc vao sy gitip d& hang ngay cla ngudi khac nhwng cac triéu
chirng thuding han ché céc hoat déng. Ho thudng phan nan 13 "cdm thay co thé cham lai" va mét mai trong ngay.

5. S8ng vai tinh trang suy nhugc nhe: Nhitng ngudi nay thuwdng cé biéu hién chdm chap rd rang hon va can dugc giup d& trong
cac hoat dong co ban trong cudc sdng hang ngay (IADL) nhu di mua sam, di lai m6t minh bén ngoai va chuan bj bira an, don dep
nha clra.

6. SOng véitinh trang suy nhugc vira phai: Can sy giup d& clia moi ngudi trong moi hoat déng bén ngoai va don dep nha clra.
Thuong gép van dé khi lén xudng cau thang, can gitip d& khi tdm rira va c thé can ho tro tdi thiéu trong viec mic quan do.

7. S8ng trong tinh trang suy nhugc tram trong: Phu thudc hoan toan vao viéc chdm séc ca nhan va nhan thirc, tuy nhién ho cé vé

geckostudy@gmail.com | @ @gecko_study |
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6n dinh va khdng cé nguy co tlr vong cao (trong vong sau thang).

8. SOng trong tinh trang suy nhuoc rat tram trong: Hoan toan phu thudc vao viéc chdm séc ca nhan va sdp dén giai doan cudi doi,
tham chi ho chi méc nhitng cdn bénh nhe nhung ciing khé hdi phuc.
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Chi dinh phau thuat
Chi dinh Dinh nghia
Con dau quin mét Su hién dién cla con dau bung di* doi & ha swon phai lién quan dén séi mat
hodc bun trén siéu am, nhung khéng cé ddu hiéu viém tdi mat cap tinh [23]
Viém tdi mat cip do soi Lam sang (dau ha swdn phai, s6t hodc khong s6t, WCC > 11 x 10°/1) HOAC

bang chitng siéu dm (tdi mat c6 thanh day (2 3mm), HOAC dau vung tdi mat
trén siéu am, sy hién dién cla soi mat) [23,24]

Viém tui mat cap khéng do soi Bang chirng |am sang HOAC trén siéu am (tdi mat cé thanh day va/hodc viem
qguanh tdi mat, dau nhirc vung tdi mét trén siéu am) khi khéng co6 sdi méat
(23]

Viém tui mat man do séi Bang chirng |am sang hodc trén siéu am trwdc day (tdi mat cé thanh day

va/hodc viém quanh tdi mat, HOAC dau ving tui mat HOAC cé séi mat) cta
viém tui mat [23]

S6i 6ng mat chi S6i 6ng mat chd, duoc xac dinh trwde hodc tai thoi diém phau thuat

Polyp tai mat C4c tén thuong tdng 4m trén siéu Am, khong cé cdn 4m va khdng di chuyén
khi thay déi vi tri, khdng cé dic diém ac tinh ré rang [25]

R&i loan van déng tai mat DPau bung gidng nhu con dau quin matmat, xay ra & tli mat cé vé binh
thuwong vai két qua chup HIDA chirc ndng cho thay tdi mat téng xuat bat
thuong ty & dudi 40% [26,27]

Hwéng dan Tokyo 2018 vé phan d6 viém tdi mat cap
Hudng dan Tokyo 2018 vé phan dé [24] duoc liét ké dudi day:
e Do | (nhe): Khong cé réi loan chirc ndng co quan va cé nhirng thay d6i viém nhe & tdi mat.
e Do Il (trung binh)
o S8 lwgng bach cau ting cao (>18.000/mm3)
o S& thay khéi mém & 1/4 bung trén bén phai
o Thoigian than phién >72 gid

o Tinh trang viém tai chd r& rét (viém tdi mat hoai tlr, ap xe quanh tdi mat, ap xe gan, viém phic mac duwong mat,
viém tui mat hoai thu sinh hoi)

e Do lll (nang):

o RG&iloan chitc ndng tim mach: ha huyét 4p can diéu tri bang dopamin 25 pg/kg/phut, hodc bat ky ligu
norepinephrine nao

o R&iloan chirc ndng than kinh: gidm murc dé nhan thirc

o R&iloan chirc ndng hé hap: Ty 1é Pa02/Fi02 <300

o Réiloan chirc ndng than: thiéu niéu, creatinine >2,0 mg/dl
o Réiloan chirc ndng gan: PT-INR >1,5

o R&iloan huyét hoc: s6 lwgng tiu ciu < 100.000/mm3

geckostudy@gmail.com | @ @gecko_study
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Tiéu chi Atlanta sira do6i vé viém tuy cap

Tiéu chi Atlanta a[28] duoc liét ké dudi day:

GECKO

e Nhe: Khong cé suy tang. Khdng cé bién chirng tai chd (hoai tlr hodc tu dich). Khong cé bién chirng toan than.

e Trung binh: Suy co quan thodng qua (<48 gi®) HOAC Bi&n chirng cuc bd/toan than

e Ning: Suy co quan dai dang

Mtrc do khan cap chia phau thuat

Mtrc d6 khan cap cla chi dinh phiu thuat cat tti mat dwoc dinh nghia nhu sau [3]:

e Chuong trinh: nhap vién dé phiu thuat chwong trinh theo theo k& hoach dé phau thuat cat tui mat
thong qua danh sach chd phau thuat thuong quy tir khoa ngoai trd. Bénh nhan trong danh sach che
phiu thuat chuong trinh dwoc diéu tri nhw mot tredng hop cap clru nén dwoc phan loai la treong

hop 'cap tinh'.

e Trihodn: tat ca cac truong hop phau thuat cit tdi mat theo ké hoach khéc, vi du, nhitng bénh nhan
d3 nhap vién mét hodc nhiéu [an c3p tinh vdi cac triéu chirng vé duwdng mat, nhung sau dé duoc
xuat vién dé lén ké& hoach phiu thuat theo danh sach phiu thuat chuong trinh.

e  Cap clru: nhap vién cap clru vi bénh dudng mat théng qua Khoa Cap ctru hodc co s& chdm séc ban
dau, va phau thuat cdt tti mat dwoc thyc hién trong thoi gian nhap vién cap ciru dé.

Phan do Nassar vé do kho cia phau thuat

Phan do
(29]

Tui mat

Mém, khéng dinh

geckostudy@gmail.com

(5ng tui mat
R3, mong
Dang nhay Nhiéu m&
Kém nhiéu sdi
H6 tdi mat sau e  Bat thuong gidi phau

Viém tui mat cap o 6ng ti mat ngsn,

Tdi mat co that, ddn hodc tic nghén

phéu Hartmann xo

dinh vao OMC hoac

viém day do soi

Bi che khuat hoan toan Khéng thé lam rd

Viém mu / hoai th&r

Thanh khoi

Murc d6 dinh

Don gian, dai dén c6 va phéu
Hartmann

Don gian, toan bd vung than tui
mat

e Day, dinh dén tan vung
day tui mat

e Lién quan vung géc gan
va ta trang

Day, X0 soi, bao 14y tli mat. ving
gdc gan va ta trang kho tach roi.
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Hé théng phan loai Clavien-Dindoa

Phan do Pinh nghia (vi du dugc liét ké in nghiéng)
[30]

B4t ky thay d&i nao so véi qud trinh hau phau binh thudng ma khdng can dung thudc (ngoai "phéc
d6 diéu tri duwgc phép"), can thiép phau thuat, ndi soi hodc X quang.

Phdc d6 diéu tri dwoc phép la: cdc thudc chon loc (thubc chéng nén, ha s6t, giam dau, loi tiéu va bu
dién giai), vat ly tri liéu va nhiém trung vét thuong hé tai giwvong nhung khong diéu trj bang khang
sinh.

Vi du: Tdc ruét (thay déi so vdi binh thudng); ha kali mdu dwoc diéu tri bdng K; budn nén duoc diéu
tri béng cyclizine; tén thuong than cdp duoc diéu tri bdng dich truyén tinh mach.

Can thiét phai diéu tri bang thudc vuot qua mic cho phép ddi véi cac bién chirng dé I. Truyén mau
va dinh du&ng toan phan qua dudng tinh mach cling dugc bao gom.

Vi du: Nhiém tring vét mé duoc diéu tri bdng khdng sinh; nhdi mdu co tim dwoc diéu tri ndi khoa;
huyét khéi tinh mach sdu dwoc diéu tri bang enoxaparin; viém phdi hodc nhiém tring duong tiét
niéu duwoc diéu tri bdng khdng sinh; truyén mdu cho bénh thiéu mdu.

Can thiét can thiép bang phiu thuat, ndi soi hodc X quang, nhung khéng gdy mé toan than (GA).
iila Vi du: Liéu phdp néi soi diéu tri liéu (khéng bao gém cdc thi thudt chdn dodn); cdc quy trinh can
thiép qua X quang.

- Can thiét can thiép bang phau thuat, ndi soi hodc X quang, theo GA.

Vi du: Chi dinh mé lai vi bét ky ly do gi

Cac bién chirng de doa tinh mang can duoc chdm sdc tich cuc kém theo rdi loan chirc ndng cla
mot co quan hodc cac bién chirng than kinh bao gbm xuat huyét ndo va dét quy, do thi€u méu cuc
b6 (khdng bao gébm TIA). Vi du: RSi loan chirc ndng co quan don 1é can quan ly cham sdc tich cuc,
vi du: viém phéi can hd tro bang may thd, suy than can chay than; SAH; dot quy,

IVa

Life-threatening complications requiring critical care management with single organ dysfunction,
or neurological complications including brain haemorrhage and ischemic stroke (excluding TIA).

Examples: Single organ dysfunction requiring critical care management, e.g. pneumonia with
ventilator support, renal failure with filtration; SAH; stroke

IVb Cac bién chirng de doa tinh mang can dugc chdm sdc tich cuc kém theo réi loan chirc ndng da co
quan.

\" T& vong
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Dinh nghia vé bién chirng

Bién chirng Dinh nghia

Nhiém trung vét mé Chay mu tir vét mé; HOAC

it nhat hai trong s6 dé: dau hodc dé khang; swng tay tai chd; dé; ndng; sot; VA vét
mé dwoc chd y bung ra dé kiém soat nhiém trung, hodc bac s 1am sang chan doan
nhiém trung vét md; HOAC

Cay vét thuong cé vi khuan VA t& bao md tir dich hdt/tdm béng.

Bién chirng hé hap [31] Xep ph&i HOAC viém ph&i HOAC hit séc vao phéi HOAC hdi chirng suy ho hap cap
tinh
RO mat PO A: rdo mat ma khéng can hodc it thay d6i su quan ly tinh trang cla bénh nhan;

x& ly bng diéu tri bdo ton trong vong 1 tuan.

Do B: ro mat hodc tu dich mat can cac chdn doan hodc can thiép bd sung, chang
han nhuw ERCP hodc ndi soi lai hodc ro mat do A kéo dai hon 1 tuan.

PO C: RO mat hodc tu dich mat can phai phau thuat lai.

Ap xe /tu dich 6 bung A clinical diagnosis of intra-abdominal collection (fever or abdominal pain or
wound infection with dehiscence of any layer below fat/Scarpa’s fascia) with
operative or radiological evidence of a collection.

Viém tuy cap [28] Diagnosed using the revised Atlanta guidelines which state the diagnosis of acute
pancreatitis requires two of the following three features:

e Abdominal pain consistent with acute pancreatitis (acute onset of a
persistent, severe, epigastric pain often radiating to the back)

e Serum lipase activity (or amylase activity) at least three times greater
than the upper limit of normal

e Characteristic findings of acute pancreatitis on contrast-enhanced
computed tomography.

Tén thuong dwdng mat B4t ky t6n thuong ndo ddi vdi duwdrng mat chinh s& dwoc phan loai
chinh [32-34] bang Hé thdng phan loai Strasberg (xem hinh bén dudi):

A —rd mat tlr 6ng tii mat hodc éng nhé & giwdng gan

B — tic 8ng gan phai lac chd

C - rd mat tir 8ng gan phai lac chd

D — tén thwong canh bén &ng gan chung hodc 8ng mat chd (<50% chu
vi)

E1 — cat ngang hodc chit hep 6ng gan chung hodc 8ng mat ch > 2cm
tinh tir rén gan.

E2 - cat ngang hodc chit hep 8ng gan chung cach rén gan <2 cm.

E3 - c3t ngang 8ng gan chung & vi tri ngd ba ma khong 1am mat thong

geckostudy@gmail.com | @ @gecko_study
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thwong gitra 6ng gan trai va 6ng gan phai.

E4 - c3t ngang 8ng gan chung & vi tri nga ba va lam mat thong thuong
gitra 8ng gan trai va 6ng gan phai.

E5 - t6n thuong dwdng mat cha mot ha phan thuy bén phai két hop
v3i t6n thwong E3 hodc E4.
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Right hepatic duct Left hepatic duct

Minor hepatic duct

Common hepatic duct
Cystic duct

Commeon bile duct

Cystic
duct

E1l E2

Confluence of Aberrant
hepatic ducts right hepatic
duct
E3 E4 ES

Strasberg Classification System
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Pinh giai doan TNM theo Hiép hdi lﬁlng thu Hoa ky phién ban sé6 8

'~ Phan loai [35] Dinh nghia
Phanloai T
Tis Carcinoma tai chd
Tla Gidi han & |6p dém niém mac
Tib Xam 14n 16p co
T2a Xam 1an mé lién két quanh co & phia phic mac
T2b Xam 1an mé lién két quanh co & phia gan
T3 Xam 14n qua I&p thanh mac va/hodc xam |an truc tiép

vao gan va/hodc cdc co quan hodc ciu tric 1an can
khac (da day, ta trang, dai trang, tuy, mac ndi lén hodc
duwong mat ngoai gan)

Perforates the serosa and/or directly invades the liver
and/or other adjacent organs or structures (stomach,
duodenum, colon, pancreas, omentum, or
extrahepatic bile ducts)

T4 Xam I&n tinh mach clra chinh hodc ddéng mach gan hoic
hai hodc nhiéu co quan hodc ciu tric ngoai gan
Phan loai N
NO Khéng di can hach vung
N1 Di can 1-3 hach vung
N2 Di can >3 hach vung
Phan loai M
MO Khéng di can xa
M1 Di cdn xa
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