Gi&i thieu chwong trinh
Ngoai kiém xét nghiém
Giai phau bénh
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Giai phau bénh hoc

<+ Chuyé&n nganh chan doan cua y hoc, phan
tich nghién ctu cac co quan, mé, té bao
cla co thé

“*Vai tro quan trong trong xac dinh nguyén
nhan cla nhiéu bénh (tiéu chudn vang)

<+H6 tro chan doan, lwa chon phwong phap
diéu tri, tién lwong, nguyén nhan t
vong...
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Tiéu chuan vang
trong chan doan
mot s6 bénh Iy,

dac biét la bénh
ly ac tinh

Két qua giai
phau bénh

khong chinh
xac kéo theo
nhiéu hé luy
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Giai phau bénh hoc

<+M& bénh hoc: mé nguyén ven, phau thuat
hodc sinh thiét

<+ Té bao hoc: Té bao don 1& hodc nhom té

bao tr MO: hau hét KT md mién dich, di truyén té
bao va phan tw

<+Bénh hoc phan ti va di truyén té bao:
NST, FISH , DNA

HER2 — ung thw vu
EGFR — ung thu biéu mé tuyén cta phbi
KRAS — ung thw rudt két
BRCA 1 & 2 — ung thw v( va ung thw budng trirng
BRAF — u &c tinh

JAK2 — tan sinh tang sinh tay https://qcc.edu.vn



Cac ky thuat xet nghiem GPB

**Nhudm co ban

< Nhuém Hoa md mién dich

< Té bao hoc, dong chay té bao
<+Bénh hoc phan tt va di truyén
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j Sali sot trong xet nghiém GPB

G DA

“*4 nhom sal sot trong XN GPB:
Loi nhan dang Loi mau
Loi phién giai Loi bao céo

% Sal sot trwwéc xét nghiém:
= Sal nhan dang bénh nhan: 27 — 28%

nhan dang bénh nhan dinh mo sal

vi tri mo phai tréi dia diém lay mo sai
= B&nh pham khéng dung: 4 — 10%

mat mau mau khéng dai dién

kich thwoe thiéu/sai thong tin di kém

thiéu giai thich vé mau
Am J Clin Patho 2008; 130:238-246



Sai sot trong xét nghiém GPB

“*Sal sot trong xét nghiém:
= Phién giai sai: 23 — 29%:
Am tinh/dwong tinh gia Ac tinh va lanh tinh
Phan loai/ mirc do sali

“*Sau xét nghiém:
= Bao céo két qua sai: 29 — 48%
Thieu hodc sai thdng tin khéng chuan doan (thd tuc,
ngay thang, ma chan doan, ngwdi thwc hién)
Sai chinh ta hodc phién am (I16i danh may quan trong)
Sai l&ch vé dinh dang dién to
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Quan ly chat lwong xét nghiém GPB

<*Dao tao vé hé thdng quan Iy chat lwong

<+ Qui trinh- Chuan héa- Thuc hién

“*BPao tao lien tuc va danh gia nang luc
nhan vién

“+Kiém soat chat lwgng bang ndi kiém,
ngoai kiem

< Xem xét ngau nhién va hé thong xét
nghiém va di liéu lam sang

<+ Chuyén gia tw van ndi bd va bén ngoai
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Ngoai kiém xét nghiém GPB

Ly do can thuc hién ngoai kiém:

< Quyét dinh 2429/QD-BYT ngay 12/6/2017
“Tiéu chi danh gia md&c chat lwgng phong xét
nghiém y hoc” Muc 8.}5. PXN can tham gia vao
chwong trinh ngoai kiem (EQA) hoac so sanh lién
phong (1%)

< Théng tw 01/2013 BYT

< Quyét dinh /2010 BYT

< COng nhan ISO 15189: Tiéu chuan tién quyét
< COng nhan CAP: Diéu kién tién quyét
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Ngoai kiém xét nghiém GPB

Loi ich khi tham gia ngoai kiém:

<+ Canh bao s&m 16i hé thong c6 thé xay ra

“+*Bang chirng khach quan t&» bén ngoai ve
chat lwong xéet nghiém

<+ X4ac dinh nhu cau dao tao nhan sw

“*banh gia nang lwc nhan vién

<+Chi ra Iinh vwc can cai tién

<*Dap ng quy dinh clia co quan quan Iy, to
chirc cong nhan
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Ngoai kiém xét nghiém GPB

Tai sao gi¢i thiéu hém nay:

“+Kiém soat chat lwgng trong phong thi
nghiém GPB con twong déi non tre, cé thé
la do:

Ban chat, phuong phap-ky thuat va mo ta clia bao
cao két qua: rat khac nhau va phtre tap

Thiéu di liéu khach quan

Phu thudc danh gia ca nhan cé thé sai léch

Thiéu sw ddng nhat clia cac bao cao két qua

Hé thong van ban phap quy chwa day du

Vai trd cua céac td chirc: BYT, cac TTKC...

https://qcc.edu.vn



Ngoai kiém xét nghiém GPB

Tai sao gi¢i thiéu hém nay:

< Thwc hién ngoai kiém trong viéc dam bao
chat lwong xét nghiém GPB phirc tap hon
cac Iinh vwc XN khac

“*Thwc hién Ngoai kiém GPB doi hdi nhiéu
nhan lwc va vat lwc

“»Ba giai doan XN cua GPB co sw khac biét
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ban :

Nhan dang
mau, ID,
biéu mau
dinh kem

Cat mé va
nhuém

Nhdng moé

https://qcc.edu.vn



Ngoai kiém xét nghiém GPB

Danh gia GD trwéc xét nghiém

<Gl 1 mau bénh pham da cd dinh trong
formalin gii cho PXN tham gia

Il

<PXN thuwc hién cat va nhudm mau bénh
pham nhan duoc theo qui trinh cua PXN

< G phién do da r%uém cho td chirc danh
gia

https://qcc.edu.vn



Ngoai kiém xét nghiém GPB

“*Tiéu ban dwoc danh gia béi 5 chuyén gia
va cho diém ddc lap:
= Diém qua trinh chuéan bj
= Diém k¥ thuat cat
= Diém nhudm

1: khéng dat 4: tot
2: kém 5: rat tot
3: Trung binh

Duwéi 3 PXN phai divng XN va phai danh gia lai

https://qcc.edu.vn



Ngoai kiém xét nghiém GPB

“ Danh gia GD trong xét nghiém

Tiéu ban dwoc nhudm HE gui t&i cac PXN

Cg’uc nha GPB doc tiéu ban va lam bao cao
két qua XN rbi giri cho co quan danh gia

https://qcc.edu.vn



Ngoai kiém xét nghiém GPB

< Ddnh gia GD sau xét nghiém .

= Panh gia thdng qua viéc:
« Chuan hoa mau bao cao
« Ba&o cao chinh xac

https://qcc.edu.vn



Ngoai kiém Giai phau bénh

Ngoai kiém GPB |la mdt trong cac yéu cau
can thwe hién dé dat dwoc cac chirng nhan
cUa cac hiép hdi trén toan thé gid¢i (1SO,
CAP — College of American Pathologists,
IAC — Indian Academy Certification...)
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Ngoai kiém Giai phau bénh

Cac chwong trinh CAP Accreditation va ISO
15189 yéu cau Ngoai kiém giai phau bénh:

* Quy trinh x& Iy mau bénh pham
* Bénh pham kham nghiém t thi
- Dién giai di¥ liéu do Té bao dong chay
« Phan tich té bao khdi u tuan hoan
« Phan tich qua hinh anh kj thuat sé
« Kinh hién vi dién tir
« Tw van ndi khoa co@0

« Bénh hoc phan tir ::::;::.
« Bénh pham sau phau thuat eetanee
LR R

ACCREDITED

1SO 15189 COLLEGE of AMERICAN PATHOLOGISTS
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= Phuwong phap nhuém thong thuwong

= Nhudm héa mod mién dich

= Té bao

= Sinh hoc phan t&: Nhiém sac thé , gen
“*Theo mo bénh hoc:

= MO bénh hoc chung

= Riéng: vU, lympho, than kinh, dwdng tiéu hoa...

*Theo hinh thrc ngoai kiém:
= Truyén thong
- Pién to
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Hinh thirc thuwe hién ngoai kiém

Nha cung cap

e Phong xét nghiém
ngoai kiem

Chuan bj mau Phan tich mau

Sl Danh gia két qua Gui két qua

GUi bao céo Xem xét két qua
danh gia ngoai kiem




Nha cung cap
ngoai kiem
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Sl Danh gia két qua

GUi bao céo Xem xét két qua
danh gia ngoai kiem




Ngoai kiém Giai phau bénh

Nhiéu phwong phap nhuém:
Diastase / PAS

Elastin / van Gieson

Gram, Ziehl-Neelsen

Perls’ Prussian blue

Reticulin

Alcian blue / PAS

Amyloid

Haematoxylin / van Gieson
Masson-Fontana
Martius-scarlet-blue (MSB)
Copper Associated Trichrome

Nhieu loai bénl:l
pham (md va té bao)

Dich sinh vat

Pau va cbd

Ho6 hap

Nwéc tiéu

Than

Than kinh

Co

Tuy xuong Nhidu ky thuat

Hoa mo
Hoa md mién dich
Lai tai chd



Ngoai kiém nhudém H&E

/
Chworng trinh MO ta

Bénh pham sinh thiét: bang quang, 2 dot/nam
cb tlr cung, da, da day, rudt két, ngi 4 tiéu ban/dot
mac tir cung, tién liét tuyén, vu
Tiéu hoa: rudt két, thwe quan, ruét 2 dot/nam
non, da day 4 tiéu ban/dot
Tiét niéu: bang quang, tién liét tuyén 2 dot/ndm

4 tiéu ban/dot
Phu khoa: t&r cung, am dao 2 dot/nam

4 tiéu ban/dot
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Ngoai kiém Héa md mién dich

IHC (DPanh gia giai doan trweéc XN)
< DPéanh gia viéc chuan bj cac tiéu ban IHC lién quan dén viéc xt ly
bé&nh pham phau thuat. PXN g tiéu ban va dwoc danh gia bdi hoi
ddéng chuyén gia gdm cac nha nghién ctru bénh hoc, bac sy va ky
thuat vién giai phau bénh bang cac tiéu chi phan loai thdng nhat.
< PXN gui 5 tiéu ban/dot, moi loai 1 tiéu ban, 2 dot/nam
< C&c loai tiéu ban yéu cau
IHC - CDX2, ung thw biéu mé rudt két
IHC - CK7, cat bd tuyén tuy
IHC - p504s / AMACR, ung thw biéu md tuyén tieén liét
IHC - Cyclin D1, u lympho té bao 1&p vé
IHC - CD117, GIST céat bé khbi u md dém dwérng tiéu hoa
IHC - Chromogranin, cat bé rudt thira
IHC - Melan-A/ MART-1, tuyén thwong than cat bd tuyén
IHC - H. pylori, sinh thiét da day
IHC - PAX8, ung thw biéu mé té bao than
IHC - e-Cadherin, ung thw bléu mo 6ng vu https://qcc.edu.vn




& Ngoai kiém Héa md mién dich

IHC (DPanh gia giai doan trweéc XN)

“ Danh gia viéc chuan bj tiéu ban HE va IHC lién quan dén xu
ly cac khoi u dai trang, ndi mac t&r cung thwe hién IHC sira
chira bat cap sai.

< PXN gwi 5 tiéu ban/dot, 1 cho HE, 4 cho IHC, 2 dot/nam

% Cac loai tiéu ban yéu cau
H&E - Ung thw biéu mé tuyén dai trang
IHC - MLH1, ung thw biéu mé tuyén rudt két
IHC - MSH2, ung thw biéu md tuyén rudt két
IHC - MSH6, ung thw biéu md tuyén rudt két
IHC - PMS2, ung thw biéu md tuyén rudt két
H&E - Ung thw biéu mé tuyén ndi mac t& cung
IHC - MLH1, ung thw biéu mé tuyén ndi mac t& cung
IHC - MSH2, ung thw biéu mé tuyén ndi mac t& cung
IHC - MSHB6, ung thw biéu mé tuyén ndi mac t& cung

IHC - PMS2, ung thw biéu mé tuyén ndi mac tlr cun
https://qcc.edu.vn



Ngoai kiém Héa m6 mién dich

IHC chung (Panh gia giai doan trong va sau

XN)

“» So sénh phuong phép phan tich va két qua cua
PXN va&i tat ca cac PXN tham gia chwong trinh

%2 dot/nam

“*Mai dot gom 4 ca riéng biét, méi ca 5 tiéu ban
MmO chwa nhuém gém 4 cho IHC va 1 cho H&E

Cac chwong trinh riéng lée: CD117, p53, HER2,
ER, PgR...
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Ngoai kiém bénh hoc té bao

Chu’o’ng trinh Panh gia So
dot/nam

Ky thuat nhuém PXN nhan 2 cdp mau chwa nhuém/dot véi yéu cau 6
dac biét nhuém:
Special A Special B
Diastase / PAS Alcian blue / PAS
Elastin / van Gieson Amyloid (method for)
Gram Grocott
Perls’ Prussian blue Haematoxylin / van Gieson
Reticulin Masson-Fontana
Ziehl-Neelsen Martius-scarlet-blue (MSB)
Copper Associated Protein
Trichrome
Tissue PXN gt 1 mau khoi mé duc Paraffin va 1 tiéu ban 6
Diagnostics nhuém HE twong wng
Scheme
Than kinh/ than/  Nhudm HE va 1 s6 phwong phap nhudm khac tuy loai 6

co/ tuy xwong mo



Ngoai kiém bénh hoc té bao -

: ) \y
Tén chwong trinh Panh gia Sé
dot/nam

Ky thyét bénh Specialist Techniques 2 cdp mau chwa nhudm 6
hoc té bao Scheme Danh gia phwong phap nhuém
Tissue Diagnostics 1 mau FFPE 6
Scheme 1 tiéu ban nhuém HE
Than kinh/than/co/tuy ~ Nhudm HE va 1 sé phwong phap 6
xwong nhuém khac tuy loai mé
Hoa mé mién General Pathology 2 khang nguyén 4
dich
BHPT Dai trwc trang/Phdi - Ky thuat, kiéu gen, phién giai 2
- Nhiéu Iya chon s6 gen danh
gia
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</ Ngoai kiém bénh hoc phan t

“*Bénh pham duc Paraffin: v{, budng trirng,
tuyén tién Iié‘t, tuyén tuy, dai trwec trang, da
day, phdi, than kinh...

*Marker: BRCA1l, BRCA2, EGFR, ALK,

ROS1, KRAS, BRAF, PIK3CA, RET,
HERZ2, MET...

<+Phan tich, dinh kiéu gen va phién giai
“*Phu hop v&i cac ky thuat phan tir khac
nhau
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Vi du: chwong trinh BHPT Ung thw phéi

only

Gen dich EGFR EGFR ALK EGFR ALK ROS1 ALK ROS1
ROS1 KRAS BRAF PIK3CA MET RET
RET MET HER2
Loai mau FFPE FFPE FFPE FFPE
S6dot 2 dotnam 2 dot/nam 2 dot/nam 2 dot/nam

Cac nha cung cap Ngoai kiém can: Dat tiéu chuan ISO 17043:2010

https://qcc.edu.vn



UK NEQAS

3321 COLLEGE of AMERICAN
15 PATHOLOGISTS

The Royal College of Pathologists ——
Pathology: the science behind the cure G e n \ Q A Geroric
— _e

Member of UK NEQAS conso rtium

LABQUALITY
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Ngoai kiém XN Giai phau bénh

“*PXN Dang ky chwong trinh
< GWi Trung tdm kiém chuin CLXN BHY HN
+TTKC :

= Phdi hop v&i cac td chire

= TS chire thwe hién chwong trinh

= Panh gia

= Cap chirng chi tham gia ngoai kiém

= H6 tro’ cac chwong trinh cdng nhan tiéu
chuan: Iso 15189, CAP
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TRUNG TAM KIEM CHUAN CHAT LWONG XET NGHIEM Y HOC
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