V| TRUNG TAM KIEM CHUAN CHAT LI'QNG XET NGHIEM Y HOC

-DAI HOC Y HA NOI

XET NGHIEM KHANG NGUYEN SARS-COV-2
VA XAC NHAN PHUONG PHAP CHO XET
NGHIEM KHANG NGUYEN SARS-COV-2

www.dcc.edu.vn



1.

2.

Trinh bay dwoc chién lwoc qudc gia trong
viéc str dung XNNKN SARS-CoV-2

Trinh bay dwoc nguyén ly, cac yéu to anh
hwdng, bién gidi két qua, kiém soat chat
lwong, ATSH trong XNNKN SARS-CoV-2

. Trinh bay duwgc cach thirc thwe hién xac

nhan phwong phap cho XNNKN SARS-
CoV-2



1. Chién Iwgc qudc gia trong viéc st dung
XNNKN SARS-CoV-2

2. Nguyén ly, cac yéu td anh hwdng, bién giai
két qua, kiém soat chat lwong, ATSH trong
XNNKN SARS-CoV-2

3. Xac nhan phwong phap cho XNNKN
SARS-CoV-2




Tinh hinh vé COVID-19 trén Thé gi&i

390,026
190,671,330
confirmed cases
4,098,758
deaths

3,436,534,998

vaccine doses administere

Globally, as of 6:42pm CEST, 20 July 2021, there have been 190,671,330 confirmed cases of COVID-19,
including 4,098,758 deaths, reported to WHO. As of 18 July 2021, a total of 3,436,534,998 vaccine doses
have been administered.




Tinh hinh vé COVID-19 trén Thé gi&i

Americas 74,931,056 "
confirmed
Europe 58,219,039
confirmed
South-East Asia 36,966,334 ’
| confirmed
Eastern Mediterranean 11,890,644
- confirmed
2m
Africa 4,636,239
) confirmed
Western Pacific 4,027,254 IIlIII II III||
W 2= 1L :

0

Source: World Health Organization
rganizat Dec 31 Mar 31 Jun30 Sep 30 Dec 31 Mar 31 Jun 30

% Data may be incomplete for the current day or week.




Tinh hinh vé COVID-19 & Viét Nam

Sang 21.7.2021

Sang 19/7/2021
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Cac phwong phap xéet nghiéem SARS- CoV-2

Giai trinh tw gen:
- Xac dinh trinh ty bd gen virus

- Nghién clru, giam sat vé mat virus
hoc, phat hién bién thé virus

|
cacPPxN [\ i

g SARS-CoV-2
= CV 5288/BYT-TB-CT 2/7/21
XN khuéch dai acid nucleic XN mién dich @

(Real time RT-PCR, PCR-LAMP) - Phat hién khang nguyén virus

- Phat hién RNA virus SARS-CoV-2 QDb 2022/QD-BYT: 28/4/2021
Qb 4042/QD-BYT: 21/9/2020 - Phat hién khang thé khang virus

- TH bénh xac dinh: (+) véi SARS-CoV-2  (Hién KAD cho sang loc va chén O

5, bang ky thuat Realtime RT-PCR doan)

Qb 2008/QDb-BYT 26/4/2021 Y




1. CHIEN LUOC QUOC GIA

XET NGHIEM NHANH KHANG NGUYEN
SARS-COV-2




Ngwong phat hien SARS-CoV-2

Triéu chirng xuat hien
Lay nhiém hau hét trong
nhom nay

/ /. Nguwéng phat hién bang xn nhanh KN

/ \ Nguwéng phat hién trong nudi cay vi rat

Nguw&ng phat hién bang RT - PCR
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Céac khuyén nghi (WHO 11/2020)

0 Hiéu nang tbi thiéu: dd nhay 280% va do dac hiéu 297% so voi xét
nghiém phan t& - xét nghiém khuéch dai axit nucleic (NAAT)

1 - giup m& rong xét nghiém, gidm sw cham tré trong chan doan

01 Phong xét nghiém tham chiéu — co s& 1am sang.

Panh dbi cho sw don gian 1a sw Trigu chimg xuét hign
giam do nhay so v&i cac xét T4
nghiém phan tir NAAT. lvong
vi rat Nguwé&ng phat hién bang xn nhanh KN

ién trong nudi cay vi rat

Nhirng trwng hop nay cé thé bi bé sét néu | /™ \Nguwdng phat hién bang RT - PCR
chi thwc hién XN khang nguyén SARS-CoV-2. J
-2 0246 Thoi gian 2
(ngay) 0

1 Antigen-detection in the diagnosis of SARS-CoV-2 infection using rapid immunoassays. Interim guidance — 11 September 2020. Geneva: World Health Organization; 2020.
2 Sensitivity refers to the percentage of SARS-CoV-2 infected patients who are correctly identified as having SARS-CoV-2 infection.




Cac khuyéen nghij (WHO 11/2020)

2 XNNKN SARS-CoV-2 khi
e CO sw lay truyén réng rai trong cdng dong
e Hé thdong y té qua tai
e Khdng thé xét nghiém tat ca cac trwdng hop nghi
ng® bang phwong phap xét nghiém phan tur.

<+ XNNKN SARS-CoV-2 nén duoc thuc hién :

¢ B&i nhirng nhan vién da dwoc dao tao theo dung
huong dan cla nha san xuat

e DOi v&i cac TH ngay khi mac bénh (ngay trudc
hodc trong 5-7 ngay dau tién sau khi kh&i phat
trleu Chung) kh| tal Iucyng Vi rut cao nhat




Chien lwoc ciia quoc gia

BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
Poc ldp - Tu do - Hanh phiic
S6: 2022 /QD-BYT Ha Noi, ngay 28thdng 4 nam 2021
QUYET DPINH

Ban hanh Hwéng dén sir dung sinh phim xét nghi¢m
nhanh khang nguyén vi rit SARS-CoV-2

BO TRUONG BQ Y TE

Can cir Nghj dinh s6 75/2()1 7/ND-CP nga» 20/6/2017 cua Chmh phit quy
dinh chirc nang, nhiém vu, quyén han va co cau 10 chire cua Bo Y1é;
Theo dé nghi ciia Cuc trieong Cuc Y 1é di phong, Bo Y 1é,

QUYET PINH:

Diéu 1. Phé duyét keém theo Quyét dinh nay “Hudéng din sir dung sinh phim
xét nghi¢ém nhanh khdng nguyen vi rit SARS-CoV-2"

Piéu 2. Hudng dan nay duge dp dung tai cdc co so kham chira bénh, y té
du phong va cic phbng xét nghi¢m trén toan quéc.

Diéu 3. Quyct dinh ndy c6 hi¢u lyc Kké tr ngay ky ban hanh;

Piéu 4. Cac Ong, Ba: Chanh Vin phong Bo. Vuy truong, Cuc truong, Tong
Cuc truong cdc Vy, Cuc, Tong cuc thugc Bo Y 1é; Vién truong Vién Vé sinh d|ch
t&, Vién Pasteur, Giam ddc cdc bénh vién trye thude Bo Y t&; Giam doc So Y té
cdic tinh, thanh ph’ t-u: thege Trw g wong; Thi truong y té cdic Bo, nganh va Thu
truong cée don vj <o Lir gean chia ndch nhiém thi hanh Quyét dinh nay./.

Noi nhén:

- Nhu Diéu 4;

- BT. NPuyen Thanh Long (dé bdo cdo);
- Cédc dong chi Thir truong;

- Cong TTDT B Y 1é;

- Lwu: VT, DP.




Chiéen lwoc ctiia quoc gia

Muc tieu:

1. HO trg thire hién gidm sat dich té doi voi 1/nhiéu nhom
quan thée

2. Hb tror trong cac nghién ctwu vé dich té hoc quan thé.

3. S dung hiéu qua, hop Iy cac ngudn luc xét nghiém
SARS-CoV-2.




) & y

Chien lworc cua quoc gia

Nguyén tac ap dung:

1. XNNKN khdng dung dé thay thé cho RT-PCR ma chi dung dé hé tror trong
viéc gidm séat, phat hién, chan doan mac COVID-19
2. Tai cac co s& da nang lwe va co thé thwe hién XNNKN theo hwéng dan cua

nha san xuat.

3. Cac CSXN can c nguén lwe, tinh hinh dich bénh, nhu cau xét nghiém dé
trien khai thwe hién XNNKN trong viéc giam sat bénh COVID-19

4. PXN thwe hién danh gia cac gia tri chan doan cia SPXNNKN Sars-CoV-2

triwdre khi trién khai va chiju trach nhiém vé CLXN
5. Viéc lay mau, thic hién xét nghiém tai PXN hodc cac diém giam sat lvu dong

bado an toan, tranh 18y nhiém cho ngwoi va ra moi truworng



Chién lwoc ctiia quoc gia

O ca bénh . o
(éhu’a lan ra Lan rong ra Chi cé ca
cong déng cong dong nhap canh
J ) )

Khi chwa thwe hién
dc Realtime RT-PCR
VA c6 TCLS

Khi chwa thwe hién
dc Realtime RT-PCR
va khéng cé TCLS

Xét nghiém dinh ky




Chien lwoc ciia quoc gia

Chuwa lay lan réng trong céng dong

Xét nghiém dinh ky 5— 7 ngay/ 1an

\4

Két quéd XNN KN
dworng tinh

!

Thwc hién xét nghié
Realtime RT-PCR

m

Dwong tinh:
Khang dinh
dwong tinh
SARS-CoV-2

\4

Két qua XNN KN
am tinh

A
\ 4

Am tinh:
Khang dinh am
tinh SARS-
CoV-2

A 4

Am tinh: Chwa c6
bang chirng nhiém
SARS-CoV-2, tiép tuc
thwc hién theo dai,
giam sat theo quy dinh




Chien lwoc ctiia quoc gia

Chuwa lay lan réng trong cdéng dong

* Khi chwa thwce hién dwoc Realtime RT-PCR .

khéng co biéu hién Lam Sang

Pa lay lan réng trong céng dong
Xét nghiém dinh ky 5— 7 ngay/ 1an
Khi chwa thwe hién dwoc Realtime RT-PCR

khéng co biéu hién Lam Sang

A 4

Két quéd XNN KN
dworng tinh

!

Xt tri nhw vé&i ca dwong tinh;
Thwc hién xét nghiém Realtime RT-PCR

Dwong tinh:
Khang dinh
dwong tinh
SARS-CoV-2

e/

Mammi%‘ﬂ'

A
A\ 4

Am tinh:
Khang dinh
am tinh
SARS-CoV-2

A 4

Két quéd XNN KN
am tinh

Am tinh: Chwa cé
bang chirng nhiém
SARS-CoV-2, tiép tuc
thwec hién theo déi,
giam sat theo quy dinh




Chiéen ludc cua quoc gia

Chwa lay lan réng trong cdng dong Pa lay lan réng trong céng dong

« Khi chwa thwc hién dwoc Realtime RT-PCR  *  Khi chwa thyc hién duwoc Realtime RT-PCR

C6 biéu hién LAm Sang . CO6 biéu hién LAm Sang
Két qua XNN KN Két qua XNN KN
dwong tinh am tinh

\ 4

Xt tri nhw v&i ca dwong tinh; Thuc
hién xét nghiém Realtime RT-PCR

A 4

e S Am tinh: Chwa c6 bang chirng nhiém SARS-

Dwong tinh: Am tinh: CoV-2, phai thuc hién &y mAu 1an 2 d& xét

Khang dinh . Khangdinh || hiam Realtime RT-PCR

dwong tinh am tinh

SARS-CoV-2 SARS-CoV-2
Dwong tinh: Am tinh:
Khang dinh Khang dinh
dwong tinh am tinh

SARS-CoV-2 SARS-CoV-2




2. KY THUAT XET NGHIEM NHANH
KHANG NGUYEN SARS-COV-2

19



Mét s van ban quy dinh

% Cong van 5288/BYT-TB-CT ban hanh 02/7/2021
V/v danh sach cac sinh pham/trang thiét bj y té
chan doan in vitro xét nghiém vi rat SARS-CoV-
2 da dwoc cap so dang ky, cap giay phép nhap
khau va kha nang cung (rng va gia ban do don
vi cung ng cdng bd (cap nhat lan 3).

< Quyét dinh 2022/QD-BYT ban hanh 28/4/2021
huwdng dan s dung sinh pham xét nghiém
nhanh khang nguyén vi rut SARS-CoV-2.

www.qcc.edu.vn




Lwa chon sinh pham

< Lwa chon sinh pham xét nghiém khang
nguyén SARS-CoV-2 da duwoc BO Y té cap
phép hodc thudc danh sach khan cap cua
WHO (EUL) hoic FDA Hoa Ky (EUAS).

% Sinh pham dat d6 nhay =80% va do dac hiéu
=297% so v&i xét nghiém Realtime RT-PCR.

<*Duwa vao nguon lwc ctia PXN.

www.qcc.edu.vn




Mot s6 sinh pham dwoc khuyén cao

< FDA Hoa Ky cap phép s dung khan cap cho 29
sinh pham XN khang nguyén SARS-CoV-2.
(US FDA, IVDs EUAs - Antigen Diagnostic Tests for SARS-CoV-2)
< WHO khuyén céo 04 sinh pham XN nhanh
khang nguyén SARS-CoV-2.
(WHO, EUL for IVDs Detecting SARS-CoV-2)
< BYT Viét Nam cap phép cho 07 sinh pham XN
nhanh khang nguyén SARS-CoV-2
(CV 5288/BYT-TB-CT 02/7/2021)

22




Danh sach khan cap xét nghiém khang nguyén SARS-
CoV-2 cua WHO

Organization

WHO Emergency Use Listing for In vitro diagnostics (IVDs) Detecting SARS-CoV-2

RoW: Rest of the world. Regul Y version lied to prod not approved by stringent/mature NRAs or not regulated
Last updated: 18 March 2021

Rapid Antigen Detection Tests

Date Listed Manufacturer Product name Product code(s) o9 iiun“ Y EUL application number Packaging
17 March 2021 TlfnTlE Medical Corparation Private Sure Status COVID-19 Antigen Card Test S503P25 RoW EUL-0500-010-00 25 Thit
10 November 2020  |Abbolt Rapid Diagnostics Jena GmbH Panbio COVID-19 Ag Rapid Test Device (NASAL) 41FK11, 41FK21 CE-mark EUL-0587-032-00 25T/kit
02 October 2020 [Abbott Rapid Diagnostics Jena GmbH Panbio COVID-19 Ag Rapid Test Device g [EUL-0564-032-00 .
(NASOPHARYNGEAL) 41FK10, 41FK20 CE-mark 25 T/kit
22 September 2020  [SD Biosensor, Inc STANDARD Q COVID-19 Ag Test 09COV30D CE-mark EUL-0563-117-00 25 T/kit

Link truy cap (cap nhat dén ngay 18/03/2021):
https://extranet.who.int/pgweb/sites/default/files/documents/210318 eul covid
19 ivd_update.pdf

23




Danh sach khan cap xét nghiém khang nguyén SARS-CoV-2

cua FDA Hoa Ky

Individual EUASs for Antigen Diagnostic Tests for SARS- Link truy cap
CoV-2 (cap nhat lién
This table includes information about authorized SARS-CoV-2 antigen diagnostic tests tUC)
that have been authorized individually. These EUAs have been issued for each individual httpS:/ /www.fda. go
test with certain conditions of authorization required of the manufacturer and authorized v/medical-
laboratories. Test attributes are listed in the "Attributes” column. For example, tests devices/coronavir
authorized for the screening of asymptomatic individuals without known exposure are us-disease-2019-
listed with "screening” in the attribute column; pooling, multi-analyte, saliva, home .
collection, and home testing are similarly listed. Tests available without a prescription covid-19-
include the attribute "DTC" (for direct-to-consumer home collection tests) or "OTC" (for emergency-use-
over-the-counter at-home tests). authorizations-
medical-
Search: Show| S0 ventdes devices/in-vitro-

diagnostics-euas-

Diagnostic (Most Recent

Date EUA Letter of Authorization) antlgen'
Issued or Last and Date EUA Originally Authorized Authorization d| ag no Stlc_te StS'
Updated « Entity Issued Attributes Setting{s}l Documents?
sars-cov-2
@ 07/08/2021 Ellume Limited ellume.lab COVID Antigen Lateral Flow, Fluorescence, H,M, W HCP, Patients, |FU
Test Instrument Read
07/08/2021
@ 06/11/2021 Quidel Corporation  Sofia SARS Antigen FIA Lateral Flow, Fluorescence, H MW HCP Patients, [FU
05/08/2020 Instrument Read, Serial Screening
{) 06/04/2021 OraSure InteliSwab COVID-19 Rapid Lateral Flow, Visual Read, Home, H, M, W HCP IFU, IFU (Home
Technologies, Inc. Test Rx Prescription Home Testing Test)
06/04/2021
© 06/04/2021 OraSure InteliSwab COVID-19 Rapid Lateral Flow, Visual Read, Over the Home, H, M, W HCP Individuals, IFU, 24
Technologies, Inc.  Test Counter (OTC) Home Testing, Serial IFU (Home Test)

06/04/2021 Screening



Cac sinh pham dwoc BYT cap phép

) Mbets =) Avbott

e BN Panbio™
W COVID-19 Ag

senen
(a2 a2 3

Coéng van 5288/BYT-TB-CT ban hanh 02/7/2021 25




Cac sinh pham dwoc BYT cap phép

» ?

1o Iedimgag

[(_ ) - @SDBIOSENSOR
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Nguyén ly phan wrng

< Phwong phap: Sac ky mién
dich.
< Thanh phan phan &ng:
= Khang nguyén trong
mau bénh pham
- Khéang thé khang khang
nguyén SARS-CoV-2
gan hat nano vang
= Khéang thé dac hiéu voi
khang nguyén SARS-
CoV-2 (vach T)
- Khang khang thé (vach
C)

Khang thé
phat hién gén
hat keo vang

Vach két qua (T)

Vach kiém soét (C)
Ve

27



Nguyén ly phan rng

Ngudn: https://www.youtube.com/watch?v=PkczTPfIE20 28




Mau bénh pham

STT Bénh pham (theo hwéng dan
NSX)

1 Trueline COVID-19 Ag Dich ty hau clia nguoi
2 Panbio COVID-19 Ag

(Nasopharyngeal)

Espline SARS-COV-2

Standard Q COVID 19Ag Test

Humasis COVID 19Ag Test

SGTi— Flex COVID 19Ag Test

Panbio COVID-19 Ag Dich mi
(Nasal)

~N OO O~ W

www.qcc.edu.vn




Mau bénh pham

<Mau ngody dich ty hau 1a mau toi wu dé
xet nghiém khang nguyén SARS-CoV-2.

<Mau bénh pham duwoc thu thap bdi cac
nhan vién da dwoc tap huan vé l1ay mau,
dam bao chat lwong va an toan sinh hoc.

<Loai mau bénh pham lay dung theo
khuyén cdo clia nha san xuat

www.qcc.edu.vn




Thanh phan trong bd kit XN nhanh KN SARS-CoV-2

1. Thanh tht (dwoc dong goi riéng
biét trong tui v& goi hut am va han
Kin)

2. L’(_) dung dich dém dung tach
chiét (Extraction buffer bottle)

3. Ong mau va nap tuyp (Extraction
tube and cap)

4. Gia dwng 6ng mau (Tube rack)
5. Dung cu lay dich ngoay tiét trung
(Sterile swab)

6. Hwdng dan st dung (Instructions

for Use) é}

31




Thanh phan trong bd kit XN nhanh KN SARS-CoV-2

32



Cac dung cu/vat tw can thiet khac khéng bao gom

trong bo kit

% Dung cu bao hé ca nhan phu hop

Y A
% Dung dich khtr nhiém " g
[ |




Caclwuy

1. Poc k§y Hwéng dan st dung XN nhanh khang nguyén
SARS-CoV-2.

2. Kiém tra han st dung. Khong s dung bo san pham néu
da hét han str dung. Nguyén liéu trong kit on dinh cho
dén han st dung in trén hép bén ngoai.

3. Kiém tra dé ddm bao rang dung cu cho xét nghiém va goi
hat am khdng bi hong hoac khéng hop |é€.

4. Bao quan b kit XN KN SARS-CoV-2 tranh anh sang mat
troi trwee tiep va & nhiét dé do nha san xuat khuyén nghi.

5. Khéng dwgc dong bang b6 dung cul.

6. Khong dwoc tai st dung cac thanh phan trong bo kit

=Khong dwoc str dung tuyp dwng dung dich dém tach chiét
hac |6 (cha 16 khac) hoac cla nha san xuat khac

34



Quy trinh XN nhanh KN SARS-CoV-2

Nguodn: https://www.youtube.com/watch?v=FH2N9LAKIKg



Quy trinh XN nhanh KN SARS-CoV-2

< Ghi lai két qua xét nghiém vao Sé xét nghiém

< Bao cao két qua xét nghiém.

< Thai bé tat ca rac thai (bo dung cu da str dung xet
nghiém, tuyp chira dém ghiét, que lay mau va giay) vao
tui dwng rac thai nguy hiém sinh hoc.

< Thao khau trang y t&, 4o choang, gang tay va kinh bao
vé mat hoac tam che mat.

% Thwc hién vé sinh tay ——




Két qua XN nhanh KN nén dworc xem xét cung véi tién
str lam sang cua bénh nhan va cac théng tin san cé
khac. CovID-19

Bién giai két qua:

qué dé cho thay rang thanh thr dang hoat dong binh -
thwong. Vach (C) la vach kiém soat

Vach (T) mau sé& xuat hién & phan dwdi cha cira sb két

Ag
\Vach mau (C xuét hién & phan trén cung cla clra sb két N E
qud. Vach (T) nay Ia cho biét cé khang nguyén SARS-CoV- O

37




COVID-19 COVID-19 COVID-19
Ag Ag Ag

& Vach “C” xuét hién va KHONG xudt % Vach “C” xuat hién va CO xuat hién
hién vach “T” nghia la KHONG PHAT vach “T" nghia la PHAT HIEN

HIEN % Ngay ca truo’ng hop vach “C” mo
& K&t qua xét nghiém duoc bién giainhy  103C vach “T” khong dong nhat, két
& két qua AM TINH qué xét nghiém nén dwoc can nhac la

thwe hién dung va két qua duwoc bién
gidi nhw 1a két qua DWPONG TINH

38



Két qua khong hop l1é

< KHONG xuat hién vach “C” va
Co6 hodc khdng xuat hién vach
“T” nghia la KHONG HOP LE

< Lay lai mau va lam lai xét
nghiém v&i thanh thi moi

39



Kiém soat chat lwong

+Khay thtr da gdom 1 budc ndi kiém. Vach
mau xuat hién & vung vach chirng C ndi tai
dwoc coi nhw ndi kiém. Diéu nay xac nhan
rang mau dd, mang tham hat tot va ky thuat
chinh xac

% Vat liéu kiém soat doc 1ap (tdm bdng chirng
dwong va tam bong chirng am)

<% Tham gia ngoai kiém (tr cac hang ngoai

kiém uy tin thé gi¢i nhw Randox, CAP,

40




Khi nao xay ra sai sét vé xét nghiém?

Béo quan sinh

e e . Xét nghiém dung
pham/kit dung cach mau bénh pham
SO ST Tuan thd nghiém
doi twong XN quy trinh XN
Thu thép méu Thuc hién kiém
dung cach
K -

Boc két qua va Iru
hd sor dung

Bao céo dung
két qua

soat chat lrong

|

Tat ca cac giai doan trong qua trinh xét
nghiém

41



3. AN TOAN SINH HOC TRONG XET
NGHIEM NHANH KHANG NGUYEN
SARS-COV-2

42



ATSH trong thwc hien XNNKN SARS-CoV-2

% Tién hanh danh gia nguy co t[wé’c khi trién khai xét
nghiém hoac khi co sw thay doi

+ DPuwoc thwe hién bdi nhan vién dwoc dao tao, du nang
lwe, tuan thud thwe hanh an toan

+ Dam bdo céc diéu kién an toan vé co s& vat chat, trang
thiét bi, dung cu

% Khlr nhiém v&i cac héa chat khir tring thich hop truéde
va sau khi thwc hién xét nghiém

+ Mau bénh pham dwoc x& ly tuan thd quy dinh doi voi
chat lay nhiém loai B

__« Xay dwng ké hoach dap tng trwdng hop khan cap

43



Bo tri khu vuc xét nghiém

% Thuwc hién tai khu vwc phong xét nghiém hoac ngoai
phong xét nghiém (khu kham sang loc, cdng déng)

< Tai phong xét nghiém: Tach biét v&i khu vue 1ay mau
va cac khu vwc khac, tuan tha theo Nghi dinh
103/2016/ND-CP ngay 1/7/2016 quy dinh vé dam bao
an toan sinh hoc tai phong xét nghiém

% Tai khu vwc ngoai phong xét nghiém: Phai dwoc thwce
hién trén ban lam viéc, dat tai noi co thdong gié tot
theo QD 5188/QD-BYT ngay 14/12/2020 vé viéc ban
hanh hwéng dan phong va kiém soat lay nhiém
SARS-CoV-2 trong co s& kham chira bénh

44




Sw dung PPE phu hop

Quy trinh PPE
Thu thap mau bénh pham |- Gang tay
- Ao bao hd

Bao vé méat (kinh bao vé&, mang che mat)
Khau trang c6 hiéu Iwc loc cao (vd N95,
FFP2...)

Tiép nhan mau va chuadn bj |- Gang tay,

Ao blouse dai tay, c6 chun

Bao vé mat (kinh bao vé&, mang che mat)
Khau trang y té (hoac cé hiéu lwc loc cao néu
trwe tiép 1ay mau)

Thuwce hién xét nghiém - Gang tay,
nhanh khang nguyén . Ao blouse dai tay, cé chun

SARS-CoV-2 . Bao vé mat (kinh bao vé, mang che mat)
. Khau trang y té (hoac co hiéu lwc loc cao néu
trwee tiép lay mau)
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Panh gia nguy co’

. )
* Tiép nhan
bénh
pham

AN TOAN >

Trang
P thiét bi
chat AT
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Thuc Nhan
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* Thwe hién
xét
nghiém
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CHIEN LUPOC QUAN LY M6 ta cac hoat dong lién quan
NGUY CO dén cbéng viéc
CWA 15793:2008

A 4

Xac dinh nguy hiém

A 4

Quyét dinh nguy co

Quyét dinh liéu nguy co Thuc hién cong

c6 chap nhan dwoc hay Cob v(ig%\ﬁéénpp(:]g;r;g
khong kidm soat
v Chuén bj ké hoach
Khong »|  hanh déng kiém
soat nguy co
A 4

Xem xét hoac dirng

thwe hién Thwc hién cac bién

phap kiém soat

Xem xét Ia[ sw phu hop
cta ké hoach




Panh gia nguy co

Quy trinh Nguy co ban dau* Nguy co con lai**
Thu thdp mau bénh phdm Trung binh dén cao  |Th&p dén trung binh
Ti€p nhan mau Thap Thap

Thuc hién XN nhanh khang Thap Thap

nguyén

«  Nguy co ban dau: Nguy co trwdc khi cé béat ky bién phap phong ngira cu thé ndo (vi du: thdng gid,
PPE)

* **Nguy co con lai: Nguy co con lai sau khi c6 cac bién phap phong ngtra co ban (vi du: théng gio,
PPE)




Panh gia nguy co’

Cac bwéc | Moi nguy | Nguy co xay ra Bién phap kiém soat
thwc hién hiém

1. Thu Mam bénh LAy nhiém Thu thap méau theo hwéng dan

thap mau QP 3468/QP — BYT ngay

bénh 7/8/2020 vé viéc Hwéng dan tam

pham thdi gidm sat va phong chong
Covid

Nhan sw dwoc dao tao va du
nang lwc thyec hién
S& dung PPE thich hop

2.Van Mam bénh LAy nhiém Van chuyén bénh pham theo
chuyén va dung quy dinh déng géi 3 I6p QP
tiép nhan 5188/QD — BYT ngay 14/12/2020
bénh vé Huéng dan phong va kiém
pham soat lay nhiém trong co s& kham

chira bénh
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Panh gia nguy co’

Cac bwéc thwe Moi nguy | Nguy co xay Bién phap kiém soat
hién hiem ra

3. Thuc hién xét Hoéachat Trandd hdoa  Sap xép vi tri thwe hién xét

nghiém Mam bénh chét (dung nghiém tuan tha 5S
Chuan bi dich ly gidi)  Tuan thi hwéng dan an toan
- BG kit hoa chét Tiép xic voi  hoa chét (MSDS)
thwe hién héa chat
- Trai khan giay Nhiém bénh
- (Gang tay
- Poéng hd bam
gio
- Mau bénh
pham kém

phiéu chi dinh
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Panh gia nguy co

Cac bwéc thwce hién Nguy co xay Bién phap kiém soat
hiém ra

3. Thwc hién xét  Mam Lay nhiém  Tuan thd theo dung hwéng dan
nghiém bénh Tiép xtic héa cla nha san xuat
Céc budc tién Hoa chat chat Thao tac nhe nhang, chinh xac:
hanh Giot ban bam dwa tdm béng nhe nhang va sau
- Puwa dung cu lay vao bé mat  xudng day éng tuyp chira chat
mau vao tuyp co xung quanh  dém
cha chat dém Tat ca cac budc thye hién trén
dé tach chiét bé mat gidy tham
- LAy que mau twr « Phong xét nghiém
tr ra dong thoi Thwe hién trong ta ATSH/td hut
bop xung quanh Can thwc hién hiéu chuan bao
thanh tuyp dé dwdng td ATSH/TU hat/Ban lam
chiét dich ra viéc

khdi dau que lay
mau
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Cac buéc thwe
hién

Panh gia nguy co’

Mo6i nguy | Nguy co’ xay

Bién phap kiém soat

3. Thwe hién xét

nghiém

Céac buwdc tién

hanh

- Pay chat ndp
tuyp

- Nho giot mau
da duwoc tach
chiét trong tuyp
vao giéng mau
clia thiét bi xét
nghiém

- Doc va ghi lai

két qua

Hoa chat

Tiép xuc
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Panh gia nguy co

Cac bwéc M4i nguy hiém Nguy co xay ra Bién phap kiém soat
thwc hién

4. Sau xét Giot ban phattan  Nhiém bénh Lam sach bang con hodc cac

nghiém  ra mdi trwdng va chat kh(r tring thich hop sau
bam vao cac bé khi két thuc cong vjéc hoac
mat ngay lap tiec khi ban hoac

tran d6 tac nhan

- Sodium hypochloride cho
bé mat 0.1% hodc 1% cho
tran do

- Ethanol 70%

- Hydrogen peroxide

Chu y thei gian tiép xdc, ndng
do pha loang va han sir dung
sau khi pha
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Panh gia nguy co

Cac bwoérc Mo6i nguy hiém Nguy co’ xay Bién phap kiém soat
thwc hién

4. Sau xét - Chatthailay - Phat tan Thung dwng rac thai lay nhiém
nghiém nhiém (tam mam bénh va xt ly theo quy dinh tai TT
bong, thanh 58/2015- TTLT — BYT-TNMT
phan ng, vé quan ly chat thai y té va Qb
gang tay, giay 5188/QD — BYT ngay
tham...) 14/12/2020 vé Huwéng dan

phong va kiém soat [ay nhiém
trong co s& kham chira bénh

- Thay gang tay NGAY LAP
TUC

- Cd&i PPE theo dung nguyén tac

- RUra tay ky bang xa phong it
nhat 20s hoac thay thé bang
cac dung dich séat khuan (con,
dung dich co chwa
chlorhexidine, hop chéat
iodophor)
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Xay dwng ké hoach dap tng trwérng hop khan cap

» Sw cb van co thé xay ra ngay ca khi thwc hién
cdng viéc rai ro thap va tuan theo cac yéu cau
thwc hanh an toan - GMPP (Good
microbiological practice and procedure —-WHO),

» Xay dwng quy trinh dap ng v&i tinh hudng
khan cap (b6 dung cu so ctru, bd dung cu tran
do)

+» Pao tao nhan vién tuan thu

» Ghi ho so sw cb
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4. XAC NHAN PHUONG PHAP

CHO XET NGHIEM NHANH KHANG NGUYEN
SARS-COV-2
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Quyét dinh s6 2022/QD-BYT (28/4/2021)

lIl. NGUYEN TAC AP DUNG

1. Xét nghiém nhanh phat hién khang nguyén vi rat SARS-CoV-2 khong ding de thay the cho xét
nghiém phat hién vat chat di truyén cua vi rit SARS-CoV-2 (Realtime RT-PCR) ma chi ding dé hé tro
trong viéc giam sat, phat hién, chan doan mac COVID-19.

2. Ap dung tai cac co s& di ning lwe va co the thwe hién dwoe xét nghiém nhanh khang nguyén vi
rit SARS-CoV-2 theo hwémng dan cta nha san xuat.

3. Cac co 56 xét nghiém can ¢t ngudn Iuc, tinh hinh dich bénh, nhu cau xét nghiém dé trién khai thuc
hién xét nghiém nhanh khang nguyén trong viéc giam sat bénh COVID-19.

4. Phong xét nghiém thwe hién danh gia cac gia tri chdn doan (do nhay, do dic hiéu) cta sinh
pham xét nghiém nhanh khéng nguyén vi rit SARS-CoV-2 trwdre khi trien khai va chju trach nhiém ve

chat lrong xét nghiém.

5. Viéc lay mau, thue hién xét nghiém tai phong xét nghiém hoac cac diem giam sat lwu dong phai
hao dam an toan, tranh lay nhiem cho ngwdi va ra moi trwong.
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CAC THUAT NGU
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Thuat ngir

Dwong tinh that

-True positive (TP)
-Két qua xét nghiém dwong tinh va
thwe sw bi bénh

Am tinh gia

-False negative (FN)
-Két qua xét nghiém am tinh nhwng
thwe sw bi bénh

Am tinh that

-True negative (TN)
-Két qua xét nghiém am tinh va thuc
sw khéng bi bénh




Thuat ngir

Dwong tinh that Am tinh that .

o _ Khong
Co -True positive (TP) -True negative (TN) bénh
bénh -Két qua xét nghiém duwong -Két qua xét nghiém am tinh '
' tinh va thwec sw bj bénh va thwc sw khong bi bénh

Am tinh gia

-Fqlse negative (FN)
-Kéet qua xét nghiém am tinh
nhwng thwc sw bi bénh
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Thuat ngiv

+*DP0o nhay

= Sensitivity (Se)

« La ty 1& nguoi c6 bénh va co két qua xét
nghiém dwong tinh trong s6 nhirng nguwoi co
bénh

+*DP0o dac hiéu
= Specificity (Sp)

» Laty 1& nguwoi khong co bénh va cé ket quéa
xét nghiém am tinh trong s6 nhirng nguoi
khdng co bénh
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Thuat nglr

Dwong tinh that Am tinh that
- : Khong
. -True positive (TP) -True negative (TN) A
Co PR . L o2, A A bénh
. -Két qua xét nghiém duwong -Két qua xét nghiém am tinh
benh tinh va thue sw bi banh va thuc su khong bi bénh
Am tinh gia —
-Fa}lse negative (FN)
-Két qua xét nghiém am tinh
nhwng thwc sy bi bénh
Pdénhay = Duwong tinh that/(Dwong tinh that + Am tinh gid) * 100%

= TP/(TP + FN) * 100%

Do dac hiéu = Am tinh that/(Am tinh that + Dwong tinh gid) * 100%
= TN/(TN + FP) * 100%
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Thuat ngtr

Gia tri dy bao dwong tinh (PPV) la ty 1€ ngwo’l co
bénh thyc sy trong tong s6 ngudi cod két qua xét
nghiém dwong tinh

Gia tri dw bao am tinh (NPV) la ty 1€ nguoi khong
c6 bénh thuc sw trong tong sd ngwdi co két qua
xet nghiém am tinh.
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Tinh trang bénh Tong
Bénh (+) Khong (<)

Xeét + a b athb
nghiem . C d Cc+d
Téng a+c b+d a+b+c+d
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Xét
nghiém

Téng

Tinh trang bénh
Bénh (+) Khong (-)

+ a b
: C d
a+c b+d

D6 nhay (sensitivity) Se= a/a+c

D6 dac hiéu (specific) Sp= d/b+d

Gia tri dw bao dwong tinh PPV= a/a+b
Gia tri dw doan am tinh NPV= d/c+d
Hiéu lwc cua test = a+d/a+b+c+d
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Moi lién quan cua Prev vé&i Se, Sp

Gia str Se = 80%, Sp=95%
NEU Pre=20% & quan thé ngwdi New York, N=1000, ngw¢i cé bénh
la 200

Positive Negative Total
Positive 160-TP 40-FP 200 (TP+FN)
Negative 40-FN 760- TN 800 (FN+TN)
Total 200 (TP+FN) 800 (FP+TN) 1000

T bang, tinh PPV=100x [TP/(TP+FP)]= ?

NPV=100x [TN/(TN+FN)]= ?

2 Dap an PPV=80%, NPV=95%
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Moi lién quan cua Prev véi Se, Sp

Gia s Se = 80%, Sp=95%

NEU Pre=2% & quan thé nguoi & California, N=1000, nguwdi co bénh la
20

Candidate Comparative method
method

Positive Negative Total

Positive 16-TP 49-FP 65 (TP+FP)
Negative 4-FN 931-TN 935 (FN+TN)
Total 20 (TP+FN) 980 1000

T bang, tinh PPV=100x [TP/(TP+FP)]= ?

NPV=100x [TN/(TN+FN)]= ?

"‘””"”%% 'Dép én PPV=25%, NPV=995%
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n quan cua Prev vé&i Se, Sp

_ NewYork (Pre=20%) California (Pre=2%)

PPV 80% 25%

NPV 95% 99.5%

O quan thé ngudi & New York: PPV va NPV cua test nay van Ia chi sb tbt dé
phat hién bénh va loai trir bénh.

Nhung, test nay sé hiru ich cho viéc xac dinh nguwoi khéng c6 bénh hon xac
dinh nguwdi cé bénh & quan the nguwoi California. PPV= 25%, c& 10 ca dwong
tinh thi c6 7-8 ca KHONG co6 bénh.

Do vay, can dat Se, Sp trong cac quan thé c6 Prev khac nhau dé thay mirc y
nghia vé lam sang.
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XAC NHAN PHUONG PHAP




Yéu cau vé mau dé thwe hién

Loai xét nghiém S6 lwong mau

XN nam trong danh sach st dung khan cap cua
FDA hoac WHO

10 mau dwong va 10 mau am
: i tinh dé so sanh véi xét nghiém
X[\l khéng nam trong danh sach s d’ung khan Realtime RT-PCR c0 trong
cap cua FDA, WHO, nhwng dwgc tham dinh b&i  danh sach FDA hodc WHO
nha tai tro’ hoac t6 chire FIND

XN khéng thudc danh sach s dung khan cdp 30 mau dwong tinh va 30 mau
ctia FDA, WHO, chwa duwoc td chirc khac/ FIND am tinh dé so sanh véi xét
tham dinh nghiém Realtime RT-PCR c6

trong danh sach FDA hoac

70

WHO




Phwong phap xac nhan

**Cach 1: Tl cac mau dwoc chuan bj tlr cac PXN nudi cay
virut.

e Mau dwoc pha loang tir mau nudi cay co chira virut dwoc
bat hoat.

e MAu dwoc kiém tra bang xét nghiém Realtime RT-PCR
vOi cac chu ky (Ct) dwoc ghi lai.

e Dung que ngody mau quét vao cac ndng dé virut duwoc
pha lodng nay va dat vao buffer phu hop theo Hwéng dan
NSX

e Tam bdng ciing c6 thé gan v&i cac KN tai td hop SARS-
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Phwong phap xac nhan

% Cach 2: T mau bénh pham Iam sang cla bénh nhan
nghi ng& nhiém COVID19

e Lay 2 mau ngoay dich dwdng hd hap ciia mdi BN: 1
cho xét nghiém RT-PCR ban dau dé xac dinh két qua
dwong tinh, mét mau cho xét nghiém khang nguyén
sau do.

e Néu khdng c6 san 2 mau, que lay mau lam PCR phai
dwoc lwu gilr trong diéu kién cia NSX khuyén cao va
trong thoi gian khuyén cdo ttr khi lay mau dén khi lam
xét nghiém.

e_S0 lvgng mau &m va dwong twong duong
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Phuong phap xac nhan

**»Cach 3: Mau héi ctru

e S dung mau bénh phdm lwu gilr 1a que ngoay dich hé
hap cla nhirng nguwdi nghi ngd mac COVID-19 d3
dong y cho viéc Iwu gitr mau bénh phdm cua ho dé s
dung cho muc dich nghién ctru

e Cac mau co két qud RT-PCR vai gid tri Ct

e B sung thém thong tin triéu chirng va ngay lay mau 1a
ngay thir may ké tlr ngay kh&i phat triéu chirng
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Cong cu ghi chép dir liéu

STT |Mabénh |Co triéu NCEVAEVALED

chirng lam | la ngay thw

sang bao nhiéu sau

khong? thei diém khéi
phat
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nghiém
RT-PCR
(ghi ro Ct)



Phan tich két qua

Phwong phap can xac Phwong phap dwoc so sanh
nhan
Dwong tinh Am tinh (Negative) Téng sb
(Positive)
Duong tinh (Positive) a (True positive) b (False positive) at+b

(True positive+ False positive)

Am tinh (Negative) c (False negative) d (True negative) c+d

(False negative+True negative)

Téng sb a+c b+d N
(True positive+ (False
False negative) positive+

True negative

)
D6 nhay wéc tinh = a/(a+c)*100
D6 dac hiéu waoce tinh = d/(b+d)*100
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Khoang tin cay cua do nhay

**Khoang tin cay 95% clia d nhay dwoc tinh theo
cong thire sau:

[100 X (Q1,se-Q2,se)/Q3,se, 100 X
(Ql,se+Q2,se)/Q3,s€e]

Gidi han dudi: 100 X (Q1,se-Q2,se)/Q3,se

Gidi han trén: 100 X (Q1,se+Q2,se)/Q3,se

Trong do:

Q,,.=2xTP+1.96” =2xTP+3.84

Q,.. =1.96,/1.96> + 4 x TP x FN /(TP + FN) =1.96,/3.84 + 4 x TP x FN /(TP + FN)
Qs =2(TP + FN +1.96%) = 2(TP + FN) + 7.68
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Khoang tin cay cua do dac hiéu

[l 00 = (Ql,sp - Ql,sp)"lr lep;lﬂ'ﬂ x (QLSIJ o QE.SP)‘F Q315P]s

Trong do:
Quq =2XTN+196" =2xTN +3.84
Qu =1.96y/1.96” + 4x FPx TN /(FP + TN) =1.96,/3 84 + 4x FPx TN /(FP + TN)
Qip= 2(FP+TN +196°)=2(FP+TN)+7.68

Trong do: sp la dé dac hiéu

FP: dwong tinh gia

TN: am tinh that

D6 nhay lam sang va db dac hiéu lam sang la gia tri co ban dé danh gia hiéu

M,%uét cla xét nghiém nhwng phai xem xét gia tri dw doan (Prevalence of
fisease-Prev) trong quan thé dwoc kiém tra
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Tiéu chuan chap nhan

P6 nhay = 80 % va do dac hiéu =2 97% so
vl xet nghiém Realtime RT-PCR (theo
khuyén cao cia WHO)
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Lwu y khi thwe hién xac nhan phwong phap

+Trwéc khi thu thap di liéu, phong XN can
chirng minh day du nang lwc thwe hién
phwong phap XN nay

 Céch lay va lwu mau

» Quy trinh xét nghiém va dién giai cac két
qua

« QC phu hop




Lwu y khi thwe hién xac nhan phwong phap

« X4c nhan trong diéu kién dung khuyén cao
clia nha san xuat: Loai mau bénh pham,
nhiét d6 bao quan, tinh trang lam sang, thoi
gian nhiém bénh cda BN

« Néu dwoc thi lwu mau thira & nhiét dé am
dé co thé st dung khi can giai quyét cac két
qua khac biét
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Lwu y khi thwe hién xac nhan phwong phap

< Kiém tra két qua:
Néu co két qua khac biét, quyét dinh xem I0i
nay co giai thich dwoc khéng?
eNéu gidi thich dwoc, ghi lai 16i, khong dwa két qué vao
phan tich ,
e Néu khéng giai thich dwoc, gitr két qua lai dé phan
tich
- Cac két qua khac biét cé thé phat sinh do 16i cia
phwong phap so sanh hoac phwong phap XN
- Xem xét tat ca di liéu 1am sang dé quyet dinh
xem co dieu kién tién quyét nao trong cadc mau dan
dén cac két qua khac biét khéng?
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+KHAUTRANG + KHU KHUAN

' THONG DPIEP

+ KHONG TU TAP | + KHAIBAO Y TE
Khi c6 ddu hiéu sét, ho, khé thd

COCEYE 19009095
* KHOANG CACH el ke i b

HAY GIU AN TOAN CHO BAN VA CHUNG TA TRUGC BAI DICH COVID 19

TRAN TRONG CAM ON!
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