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1. Muc dich :

GeneXpert MTB/RIF (Cepheid, Sunnyvale, California) 1a mot hé théng déng, tu
dong hoan toan nham xac dinh vi khuan lao va gen khang Rifampicin tryc tiép tir bénh
pham. Trong d6 c6 mot bd phan (Cartridge) chira tit ca cac budc tir tach chiét DNA,
chay phan tng nhan gen dic hiéu (PCR) cta vi khuan lao va dot bién khang thude
rifampicin tr mau bénh pham sau thoi gian 2 tiéng. May tra két qua kép: ciing mot két
qua cho biét bénh phdm co vi khudn lao hay khong va vi khuén lao c6 khang thudc
rifampicin hay khong.

2. Pham vi ap dung :

- Quy trinh nay ap dung tai phong Xét nghiém Lao/ LCK / Trung tdm y té thanh
phé Tan Uyén.
3. Trach nhiém:

- Nhan vién quéan 1y k§ thuat/quan 1y chat luong chiu trach nhiém giam sat viéc
tuan thu thuc hi¢n quy trinh nay.

- Nhan vién phong xét nghiém khi thuc hién xét nghiém Xpert c6 trach nhiém
tuan thu ding quy trinh
4. Pinh nghia va tir viét tat:

ATSH: An Toan Sinh Hoc

BSC: (Bio Safety Cabinet): Tt an toan sinh hoc

Cartridge: Hop tra mau dé dua vao may

CSDL: Co sé dur liéu

DNA: Deoxyribo Nucleic Acid

MTB: Mycobacteria Tuberculosis

NTP: (National Tuberculosis Program): Chuong trinh chong lao qudc gia
PCC (Probe Check Control): Péi chimg kiém tra mau do

PCR: Polymerase Chain Reaction

PXN: Phong Xét Nghiém

RIF: Rifampicin

SOP: (Standard Operating Procedure): Quy trinh chuin

SPC: (Sample Processing Control): Pbi ching qua trinh xir Iy miu

QTQL Quy trinh quan ly
QTKT Quy trinh k¥ thuat
LCK Lién chuyén khoa
XN Xét nghiém
CPHA Chan doan hinh dnh
NV Nhén vién
XP Miay Xpert
5. Nguyén ly:

Xét nghiém Xpert MTB/RIF dugc thiét ké dé nhan doan trinh tw 192bp ctia gene
rpoB trén vi khuén lao bing phan tmg PCR (heminested real-time PCR) . Trinh ty cac
doan moi va 5 mau do duoc thiét ké dic biét dé co kha ning phat hién dot bién cao



nhit va dam bao chic chin xac dinh duoc ving thudng xuyén xay ra dot bién chua
81bp. Miu do huynh quang chta trinh ty ¢6 thé cip doi véi AND cta ching hoang
dai. Chi can mot mau do khong bat cip 1a dau hiéu c6 dot bién khang Rif.

Pong thoi, hé théng nay co hai ddi chimg noi tai bao gdm: SPC (ddi chimg cua
qua trinh xt Iy mau) c6 thanh phan 1a bao tir ctia vi khuan Bacillus globigii. SPC nham
dam bao qué trinh xir Iy miu trong Cartridge. Mot d6i chimg khac 1a PCC (Déi chiing
kiém tra mau do) x4c dinh cac chit di duoc hydrat hod, tuyp PCR trong Cartridge day,
mau do toan ven va thuéc nhuom 6n dinh. Hai d6i ching nay s& lam tang do tin cay
ctia két qua.

6. Thiét bi va dung cu:
6.1. Thiét bi:

- Hé théng GeneXpert MTB/RIF

- May Scan ma vach 2D

- May tinh diéu khién phan mém

- May in (khong bét budc)

- UPS 1500 AV

- Dia CD-R/W d¢ luu trit dit liéu

6.2. Dung cu:

- Pipet nhya vo trung chia vach

- Thung rac thai vat liéu sinh hoc nguy hiém c6 nip day

- Gidy thAm/khin

- Tam bong

- Tuyp 50ml

- Gia cam tuyp

- Gang tay
6.3. Hod chit, sinh phim

- Dung dich dém SR

- Cartridge

- Con 70%

- Dung dich khir nhiém Javen 0.5%
7. Kiém tra chat lwong:
7.1. Quy dinh vé loai bénh phim:

- Thyc hién thudong quy xét nghiém Xpert MTB/RIF chi 4p dung véi bénh pham
dom. Cac loai bénh pham khac c6 thé ap dung trong nghién ctru danh gia.
7.2. Quy dinh vé chit lwong va so lwong bénh phim:

- Bénh pham dom c6 thé tich tdi thiéu 1a 1ml, t6i da 3ml va c6 chit nhdy mu,
khong dugc 1an cac di vat (mau, manh vun thic &n, dét,...)

- Bénh pham duoc chta trong tuyp 50ml, van chat nap.

- Tuyp bénh pham dugc ghi day du thong tin theo quy dinh ldy mau (so tay lay
mau)

7.3. Quy dinh vé thoi gian nhén bénh phim:
- Gi0 hanh chanh theo qui dinh thoi gian 1am viée cua co quan.
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- Luu y: Trude 9 gio néu ldy mau tai chd.
7.4. Chdt lwong héa chit, cartridge:

- Kiém tra chat lugng, han ding hoa chat dung dich dém va cartridge.
7.5. Bio qudn bénh pham va hén hop sau khi xir ly:
7.5.1. Bao quan bénh pham:
Bénh pham can dugc bao quan lanh (2-8°C).
O 2-8°C, thoi gian bao quan tdi da 10 ngay.

- 0 35°C, thoi gian t6i da 3 ngay.

- Khong can giit lanh khi van chuyén.

- Can duogc ddng goi 3 16p khi van chuyén.
7.5.2. Bao quan hon hop sau khi xir 1y:

- Hdn hop sau khi xir 1y gitr téi da 12h & 2-8°C. Tai nhiét do phong giit duoc t6i
da 5h.

- Hon hop da cho vao cartridge dé duoc tdi da 4h. Sau 4h phai str dung cartridge
khéc dé thuc hién xét nghi¢m.
8.An toan:

- Rua tay trudce va sau khi thuc hién xét nghi¢m.

- Khoi dong va v€ sinh khu vyc may hut [am xét nghiém trudce va sau khi thuc
hién xét nghiém 30 phut.

- Khi thyc hi¢n xét nghi¢m can phai mdc 4o blouse, deo gang tay, khéu trang,
nén, 4o choang bao hd (néu cb).

- Han ché tao khi dung.

- Béo hd ca nhan thich hop theo qui dinh

- An toan vé thao tac ki thuat tranh lay nhiém va nhiém chéo: thao tic nhe nhang
khi m& hodc day nap tuyp bénh pham, mdi thoi diém chi mé nap mot bénh pham.

- An toan vé hoa chét va vé dién.

- An toan mdy tinh: Nhim dam bao an toan cho mdy tinh diéu khién khong bi
nhiém virus, khong bi cai dit cac phan mém khac gy ra xung dot:

+ Khoéng dugc st dung may tinh cho cidc muc dich khiac GeneXpert
MTB/RIF
+ Khong thay ddi tén may may va mat khau (khuyén céo ciia nha san xuét

da dan trén may)

+ Khoéng diéu chinh céc “Setting*.
+ Khong n61 mang

+ Khoéng str dung USB

9. Quy trinh thue hién:
9.1. Xir li méu bénh phim



- Pbi voi mau bénh phém tor dom hoac tir can dom (sau khi khur tap, ly tam),
Trude khi xtr Iy miu, CAN KIEM TRA:

- Néu c6 hién tuong 1o ri do day n'flp chua chat van chat nép va lau sach phia
ngoai tuyp bang cén 90° hoic Javel 0.5%(luu y khong lau mét thong tin ghi trén than
tu},’p) e I ~ 2 e

- Néu c6 thudc 14 hay thurc an trong mau - xur Iy can than khong dua thudc 14 hay
thirc an cho vao Cartridge ( hodc liy lai mau moi)

- Néu luong mau it hon 0.5ml thi yéu cau lay thém.

- Néu luong mau nhiéu hon 4ml gan bo bét di

- Danh sd mau, vao $0.

- Mo bng tuyp chira miu va rot dém RS vao (dung dich di kém Kit) véi ti 16 theo
thé tich 2:1 (dém RS: mau dom)

- Pbi véi huyén dich dom sau khi ly tdm thi sir dung 1.5ml dém RS véi 0.5ml
huyén dich, ti 1¢ theo thé tich 3:1 (d@ém RS : huyén dich)

- DPong chit nap, lic déu 10-20 1an sau d6 dé dung 10 phut, lic déu 10-20 lan rdi
dé thém 5 phut nira.

- Tong thoi gian dé mau xr Iy: 15 phut.

Chu y:

- Hon hop (véi dém RS) c6 thé giiv ¢ 2-8°C trong vong 8h, néu can ldp lai
thi nghi¢m.

- Mau dom truée khi xir Iy (khéng ding dém RS) cé thé dé & 35°C trong
vong 3 ngay va 4°C trong 10 ngay.

- Mau dom can dwoe giit ¢ 2-8°C trong thoi gian chuyén mau.
9.2. Cho mdu vao Xpert Cartridge
9.2.1. M§ g6i chtra Cartridge ctia Xpert sau 15 phit tron mau véi dém RS.

Luu y: KHONG DUQC

- Cham vao phia sau cia Cartridge, phan éng PCR

- Swr dung Cartridge da mo goi qua 30 phut.

- Sw dung Cartridge da qua sur dung

- Ddnh roi, danh dé Cartridge da tra mau.

- Lueu giit Cartridge da tra mdu vao tii lanh

Hinh 7.1
Ma code
trén
Cartridge

9.2.2. Ghi sb xét | hodc m3 s6 cua mau & bén canh Cartridge.
KHONG viét 1én phan ma code.



9.2.3. Dung Pipet vo tring trong b Kit c6 danh dau vach do lwong mau tbi thiéu, dé
tra mau. Khong hut lugng mau it hon 2ml. C6 thé cho lwong mau vao Cartridge nhiéu
hon 2ml mot chut.

9.2.4. Pam bao chic chin rang mau tra vao Cartridge khong tao bot vi bot ¢ thé 1a
nguyén nhan cta mot sd 161, gdy anh hudng dén két qua.

9.2.5. Pam bao rang thoi gian xt 1y mau da 15 phit. Néu mau van chua dugc hoa tan
hoan toan sau 15 phat thi lic déu va dé thém thoi gian.

9.2.6. M& nip va tra mau da xt 1y vao Cartridge (16 hong hinh vot phia canh).

Hinh 7.2
Cartridge
sau khi1 mo
n:"ip

e Cartridge port for

J sample addition

9.2.7. Pong chat nap

9.2.8. Bo pipet va dém SR thira vao thung rac thai vat liéu sinh hoc nguy hiém.
(Khong duge st dung lai dém SR thira trong lo cho mau khéc dé tranh nhiém chéo.)
C6 thé cat mau da xur 1y vao ti lanh (2-8°C) trong tdi da 12 gid, phong trir truong hop
can lam lai.

9.2.9. Mang Cartridge vé khu vuc dat may GeneXpert.

Ghi chu!
- Sau khi mo goi Cartridge sw dung ngay trong vong 30 phut (Cartridge
6 thé dé dwoe 7 ngdy sau khi mé tii nhung chuwa tra mdu)
- Sau khi Cartridge dwoc tra mdu phdi dwa ngay vao mdy trong vong 30
phut.
9.3. Vin hanh may GeneXpert
9.3.1. Bat cong tic may GeneXpert (¢ phia sau cia may)
9.3.2. Bat may tinh
9.3.3. Diang nhap, danh mat khau
9.3.4. Kich dup vao biéu tugng GeneXpert trén man hinh “Desktop”
9.3.5. Truy cap vao phan mém bang Tén va mat khau
9.3.6. Khi méy c6 thong bao ban c6 mudn “Perform Database Management Tasks”
nhu luu trit hay kiém tra dir liéu, chon “Yes” (C6) hoic “No” (Khong). (Loi nhin nay
chi c6 & cac Admin account)
9.3.6.1. Néu chon “Yes” (Co), xem muc & phén Bao tri/Luu trix dir liéu
9.3.6.2. Néu chon “No” (Khong), may s& bao lai khi dong phan mém.
9.3.7. Chon “Create Test” trén thanh cong cu chinh



9.3.8. Hop thoai ‘Please scan Cartridge barcode’ (Quét ma ID cua Cartridge) s€ hién
ra. Khi quét ma trén Cartridge, diéu chinh dau X vao giita khu vic ma va giit may quét
cho dén khi nghe thiy tiéng bip. C6 thé chon cach nhap ma bang cach d¢anh ma ID vao
may. Sau dé chon OK.

9.3.9. Phan mém s& tu dong dién thém vao cac muc “Reagent lot ID” “Cartridge
SN”, va “Expiration date” cling nhu 14 “Select Assay”, “Assay version number”,
“Test Type” va “Sample type”.

9.3.10. Chon “Start Test”

9.3.11. Hop thoai yéu cau nhap mat khau xuét hién, nhap lai mat khau va &n ENTER

ert®

User Data Management Reports Setup About User TS. Nguyen Thi Bich Phuong

Check Status Stop Tast _
Scan Cartridge Barcode

s — Hinh 7.3
Ad Select Assay ’ﬁ | Manual Entry | | Cancel | ] N -
Select Module | - Qu{:t ma
Reagentlotd | | Expiration Date [vremmDD | cartridgesn | | I D C-I:-la
Test Type ‘ Specimen - ‘ R
Sample Type ‘ - ‘ Other Sample Type | ] Caﬂr 1 dgc

Start Test ‘ | Scan Cartridge Barcode | ‘ Cancel

9.3.12. Anh sang xanh s& xuat hién & mét vi tri module trong cia may. M¢ cira dang
nhay deén va dat Cartridge vao khoang module GX.

9.3.13. Béng cura, gilr tay mot luc

9.3.14. Sau mdt vai gidy, anh sang xanh ngimg nhay bao hiéu phan tng duogc bét dau.

Hinh 7.4
bat
Cartridge
VAD
khoang
module
GX

9.3.15. Khi a ctra ty dong mo day Cartridge ra ngoai

\

9.3.16. Lay Cartridge ra va bo va
9.4. Phan tich két qud

o thung chat thai vat li¢u sinh hoc nguy hiém.

9.4.1. Khi két thuc, chon biéu tuong “View results” trén thanh cong cu chinh
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9.4.2. Chon “View test” ¢ thanh cong cu dudi cung ctia bang

9.4.3. Mubn xem két qua bang cach kich vao ving tén bénh nhén, biéu tuong s& dugc
d4nh dau.
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Create Test Check Status Stop Test View Results Define Assays Define Graphs Maintenance

Module Name AZ : Views : r Test Result |/ Analyte Result r[:letuil rError: r History |/ Support |
Result View 1
Sample ID Assay Name 3pert MTE-RIF G3 Version 3

HRSE Primary Curve
Test Result

TB DETECTED HIGH;
Rif Resistance DETECTED)

| [Forinvitra Diagnastics Use Only.

Assay Xpert MTB-RIF G3

Version 3

Reagent Lot ID* 03005

Test Type | Specimen -

ple Type | Other - |
Other Sample Type
Notes ViswE 500 = Legend
T Result View [l [/ Probe D; Primary [~
RAIMING § ! —
Primary Curve [l |Z Probe C; Primary
[vl [.] Probe E; Primary

[¥l /] Probe B; Primary
vl [ ] SPC; Primary
[¥l /] Probe &; Primary

Start Time 28/12511 11:42:26 AM
End Time 28/12/11 1:34:57 PM
Status Daone

User T3. Mguyen Thi Bich P
huong

Fluorescence

Cycles

Hinh 8.5 Hién thj két qua

944 ChOl’l “OK” va man huw not yua d>C auat g, wu vdC tinh hu6ng két qUé nhu
Sau:

9.4.4.1. C6 vi khuan lao:

- MTB DETECTED: May phat hién duoc DNA cua vi khuan lao, ndng d6 DNA
s& hién thi ¢ cac muc: Cao, trung binh, thap va rat thap (High, Medium, Low, Very
Low).

- Tin hiéu cta d6i chimg SPC c6 thé khong xuat hién khi cac c6 cac tin hiéu nhan
gen ctia vi khuan lao.

- Probe Check—PASS: Cac mau do duge kiém tra déu dat.

o Co vi khuin lao va khang Rifampicin:

- Rif Resistance DETECTED: Phat hién duogc dot bién trén gene rpoB, cac gia
trj déu nam ngudng dinh trude cia Kit.
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IResult View -
Sample ID : | AssayName Xpert MTB-RIF G3 Version 3

‘NGUYEN THIHUOMG GIANG ‘ Jprimary Curve

L5 EET RIMTE DETECTED LOW;
Rif Resistance DETECTED)
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Assay spert MTB-RIF G3

Version 3

Reagent Lot ID* 02005

Test Type | Specimen ha

Sample Type | Cther hd
Other Sample Type
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Notes : MIES Legend
50 XET NGHIEM: 014 =] |(JResult View 500 [vI[/] Probe D; Primary [~|
28 tuni [ | JPrimary Curve oo [vi @ Probe C; Primary
EEMH GO HOI = | [¥I || Probe E; Primary
Start Time 03/01/12 1:50-00 PM § ¥l [ /| Probe B; Primary
% 00 [¥l || SPC; Primary
End Time 09/01/12 3:36:02 PM 5 - [¥l /] Probe A; Primary
Status Done u_='_
User T3.Mguyen ThiBich P 100
huang

Cycles

Hinh 8.6 C6 vi khuan lao khang Rifampicin
o Covik e
- Rif Resistance NOT DETECTED: Khong phat hién thiy dot bién trén gene
rpoB
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Views 1 ( Test Result r Analyte Result rnelail r Errors rHislury r Support |

3
Result View : A N Hpert MTE-RIF G2 Version 3
‘ Aprimary curve E ssay Name xpe - lersion

LGE LR @IMTE DETECTED LOWY;
Rif Resistance NOT DETECTED!
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Module Name A3

’TRAN DUC THO

Assay Hpett MTB-RIF G3

Version 3
Reagent Lot ID* 03005

Test Type | Specimen -

End Time 30/12/11 11:50:13 A

Type | Other - |
Other Type
Notes : =T __ Legena

77 tuni ~| |i|ResultView s00 vl 7] Probe D; Primary [~ ]

Khoa dieu trithea yeu cau, Benh vien : Primary Curve P % % ::W:B E: ll:f]mﬁrlr

Lao khoa - : m robe E; r{mary

Start Time 30/12/11 10:04:23 AM £ o % % ::,cb-i I:;:I’:r;nary

H i
g ’/Ff ¥l 7| Probe A; Primary
5
3
=

200
Status Daone
User TS. Mguyen Thi Bich P 100
huong
- 10 20 30 40
Cycles

4]

Hinh 8.7 C6 vi khuan lao va khéng khang Rifampicin

o Cé vi khuén lao va khong xdac dinh dwoc khang Rifampicin

- Rif Resistance INDETERMINATE: Nong d6 cta vi khuan lao qua thap va
khong xéac dinh dugc khang rifampicin.

9.4.4.2. Khong c6 vi khuan lao:
- MTB NOT DETECTED: Khong phat hién duoc DNA cua vi khuan lao
SPC— Pass: D6i ching SPC dat va cac gid tri nam trong ngudng.

Probe Check—PASS: Cac mau do duoc kiém tra déu dat.
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IResult View 8
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Version 3
Reagent Lot ID* 03005

Test Type | Specimen hd

Sample Type | Other hd
Other Sample Type
Notes U Legend
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jerm phoiimghi ‘|Primary Curve [¥ [./] Probe C; Primary
phaifnghi lao : |_|_ '
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User T5. Nguyen Thi Bich P
huong
0
10 20 30 40
Cycles

Export Report
Hinh 8.8 Khéng Co vi khuan lao

9.4.4.3. Khong nhan dinh dugc két qua:
o Khéng dién gidi duoc két qud:

- Khong xac dinh dugc vi khuan lao ¢é trong mau bénh pham hay khong. Lap lai
thi nghiém. D6i chimg SPC c6 cac gia tri khong nam trong ngudng tiéu chuan.
Nguyén nhan c6 thé 1a vi c¢6 16i trong qua trinh xir Iy mAu hodc phan tng PCR bi tic
ché. Lap lai thi nhiém.

- MTB INVALID: Khéng x4c dinh dugc vi khuédn lao ¢ trong mau hay khong.

- SPC—FAIL: Khong thiy c6 tin hiéu cta vi khuan lao va gia tri ctia d6i chimg
SPC nam ngoai ngudng tiéu chuan.

- Probe Check—PASS: Cac miu do duoc kiém tra déu dat.

® Bdo lji:

- Néu kiém tra mau do déu dat thi 15i c6 thé do sai st trong hé thong. Két qua
béo 131 khi bude kiém tra cac mau do khong dat va xét nghi€ém bi huy vi viéc chuén bi
mau cho phan Uimg khong dat yéu cau; hoa chit khan chua duoc hoa tan; hodc vi vuot
qua gidi han ap suat ti da; co 18i trong module ciia may GeneXpert. Lip lai thi
nghiém.

- MTB—NO RESULT

- SPC—NO RESULT

- Probe Check—FAIL/PASS: mdt hay nhiéu mau do khong dat; hoac tat ca cac
mau do déu dat (PASS)
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o Khéng c6 két qua:

- Khong c6 két qua nghia 14 khong thu thap du dir lidu dé xir 1y. Vi du nhu phan
tmg bi DUNG (STOP) khi dang trong thoi gian chay.

-  MTB—NO RESULT

- SPC—NO RESULT

- Probe Check—NA: Khong c6 dbi ching PCC
9.5. Dién gidi két qua:.

- MTB NOT DETECTED: Khéng c6 vi khuan lao.

-  MTB DETECTED VERY LOW/LOW/MEDIUM/HIGH/ RIF
RESISTANT NOT DETECTED: C6 vi khuan lao, khong khang RIF.
- MTB DETECTED VERY LOW/LOW/MEDIUM/HIGH/

RIF RESISTANT DETECTED: C6 vi khuén lao, c6 khang RIF

- MTB DETECTED VERY LOW/ RIF RESISTANT INDETERMINATE:
C6 vi khuan lao, khong xac dinh khang RIF.

- ERROR/INVALID/NO RESULT: Lbi, khong xéac dinh, khong c6 két qua.
9.6. Bdo cdo két qui

- O man hinh két qua, chon “Report” ¢ cudi thanh cong cu

- O cira s6 Report, chon két qua mudn xem bang cach tich vao hop & bén canh
“sample ID” sau d6 chon “OK”

- Chon “Preview PDF”

Test Report

| Test and Analyte Result |

[Z] Probe Check Details
[C] Melt Peaks
[¥] Error Details

[_] Troubleshoot

[[] Messages

[_] History
Sa:gple n;:'::': User Result Assay ‘ Status Sﬁrartl:lrs gt:t:

O |[DINHWANT Al TS. Mguyen Thi ... |MTE DETECTED... [£pert MTB-RIF G3 Done Ok 1710212 1:38:10 PM
[ |LETHITH A2 TS. Mguyen Thi ... |MTE DETECTED... [£pert MTB-RIF G3 Done Ok 160212 1:09:18 PM
O |NGUYENMTHIY Al TS. Mguyen Thi ... |MTE MOT DETE... [£pert MTB-RIF G3 Done Ok 0710212 1:41:54 PM
[0 |WGUYENTHIY Ad TS. Mguyen Thi ... | ERRCR Hpert MTB-RIF G3 Abarted Error 07102012 10:56:20 Ak
[ |PHAM AN P Al TS. Mguyen Thi ... |MTE DETECTED... [£pert MTB-RIF G3 Done Ok 1000112 1:51:38 PM
O NGUYEMTHIHG  |A2 TS. Mguyen Thi ... |MTE DETECTED... ¥pert MTE-RIF G2 Dane QK 09/01/12 1:50:00 P
[ |DINHwANL Al TS. Mguyen Thi ... |MTE MOT DETE... [£pert MTB-RIF G3 Done Ok 0601712 9:47:40 AM
O WUwANT Ad TS. Mguyen Thi ... |MTE MOT DETE... [£pert MTB-RIF G3 Done Ok 0601712 9:44:37 AM
vl [WUWANT Al TS. Mguyen Thi ... |MTE MOT DETE... [£pert MTB-RIF G3 Done Ok 050112 10:12:38 An |

| Generate Report File || Preview PDF || Close |

Hinh 8.9. Bio céo két qua

- Két qua s& dinh dang PDF. Chon “Save a copy”
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Moé duong dan dén thu muc “Result”
Chon “Save”

Dong ctra so lai bang cach chon “X” & gdc trén cung tay phai va tiép tuc xem

Két qua cua xét nghiém khac.
10. Luu trir dir liéu va Bao duéng

10.1. Luu tri két qua
10.1.1. Luu giir két qua

Dt li¢u can dugc luu gittr “Archive” hang tuan. Vi¢c nay sé gitip cho phan mém
lam vi¢c hi€u qua va ddm bdo an toan cho dir licu.

Trong phin mém GeneXpert, chon muc “Database”

Danh sach x6 xuéng, chon “Archive test”
Hop hoi thoai cia “Archive test” sé xuét hién, danh diu nhirng Xét nghiém

muon luu gitr

#* Select Test(s) To Be Archived E|
Select All Deselect Al Select Deselect Select New O EEELE
Highlighted Highlighted Archive Tests
Sample Madule Error Start
D Name User Result Assay Status Status Date
O [DINHWYANT 43 TS, Mguyen Thi... MTE DETEGTE... [xpert MTE-RIF 63 Done oK 1702112 1:38:10 PM
0 LETHITH A2 TS, Mguyen Thi... MTE DETEGTE... [pert MTE-RIF 63 Done oK 160212 1:09:16 PM
O NGUYEMTHIY A1 TS, Mguysn Thi... MTE NOT DETE... [pert MTE-RIF G3 Done oK 070212 1:41:54 PM
O NGUYENTHIY (A4 TS, Mguyen Thi.. ERROR ¥pert MTE-RIF G3 Abotted  Error 0702112 10:56:20 AM
[0 |PHaMvANP 43 TS, Mguyen Thi... MTE DETECTE... [pert MTE-RIF 63 Done oK 1001712 1:51:38 PM
[0 [NGUYENTHIHG |2 TS. Nguyen Thi... MTE DETECTE... [<pert MTE-RIF 63 Done oK 09/01/12 1:50:00 PM
O [DINH VAN L A1 TS. Mguyen Thi... MTE NOT DETE... [pert MTE-RIF 63 Done oK 060112 9:47:40 AM
O WUNANT Ad TS, Mguyen Thi... MTE NOT DETE... [pert MTE-RIF 63 Done oK 06/01112 9:44:37 AW [+
OK Cancel

Hinh 8.1. Luu giir két qua

10.1.2. Sao luu két qua

- Luu tat ca cac két qua PDF vao dia CD-R/W hang tuan.

- Cit gilt CD chura dit li¢u & mdt noi an toan
10.2. Sao luu Co so dir liéu:

- Chon “Database Management Tasks” Cac hang muc sau s€ hién ra: “Database
Backup”, “Database Restore”, “Compact Database”, “Check Database Integrity”.
(Chtrc nang nay chi c6 account admin mai c6 tac dung).

10.2.1. Sao Ivu CSDL

- Thuyec hién sao luu CSDL hang thang.

- Chon ‘Database Backup’ va chon ‘Proceed’.

- Mot cira sb s& hién ra, hoi ¢6 mudn ddi dia chi luu trix hay khong. Dia chi mac
dinh 1a C:\GeneXpert\Backup, KHONG THAY POI BIA CHI NAY

- Tén cua file cling s€ duogc dat ty dong. KHONG POI TEN

- Chon “Save” dé luu gii

- Cua sb hién trang thai dang luu trir dir licu

- Thong bao ‘Backup Completed Dialog’ nghia 1a da hoan thanh luu trir
10.2.2. Khoi phuc CSDL
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- Chi st dung hang muc nay khi ¢6 sy hudng dan truc tiép. Néu khong thi khong
chon hang muc nay. Néu khong thi tat ca cac thong tin hién thoi déu bi x04 sach va bi
thay bang cac dir liéu cii. Hang muc nay KHONG PUQC SU DUNG trir khi céc
thong tin gan day da duoc Luu gitr (Data backup)

10.2.3. Nén CSDL

- Chon ‘Compact Database’

- Hop hoi thoai xudt hién, chon “Cancel” dé quay lai danh muyc trudc hoic
“Proceed” dé tiép tuc.

- Trang thai sé xuét hién tai hop hoi thoai néu chon “Proceed”

- Khi hoan thanh s& xuét hién théng bao “Compact Database completed”

- Chon “OK” dé tr¢ lai.

10.2.4. Kiém tra d0 trung thuc caa CSDL

- Chon ‘Check Database Integrity’ va chon ‘Proceed’.

- Hop hoi thoai hién ra héi x4c nhan hanh dong nay. Chon “Proceed” néu mudn
tiép tuc hodc “Cancel” néu mudn quay lai man hinh truée do.

- Néu chon “Proceed”, mot hop hdi thoai co6 trang thai dir li€u s€ hi¢n ra. Thong
bédo mic dinh “Database Integrity Check completed. No issues Found”. Néu c6
thong bao rang may tim ra van dé gi thi lién hé ngay voi hd tro k§ thuat.

- Chon “OK” dé dong hdp hoi thoai nay lai.

10.3. Bdo dudng thiét bi
Nudc Javen 0.5% (NaOCl):

- Pha trudc khi st dung

- Cach pha: 1 lit Javen + 11 lit nudc
10.3.1. Bao dudng hang ngay

- Sau mdi ngay lam viéc:

- Lay Cartridge da st dung ra khoi may

- Lau don sach s€ xung quanh khu vuc dat may.

- Dién thong tin bao dudng vao phiéu bao dudng hang ngay.

10.3.2. Bao dudng hang tuan

- Trong tuin khong sir dung may thi bat may tinh va may Xpert. May tinh s& tur
dong hoan thanh cac budc khoi dong may, phan mém va kiém tra cac bo phan déu hoat
dong tot.

- Tét may tinh va tit may GeneXpert.

- Pién thong tin bao dudng hang tuin vao phiéu bao dudng
10.3.3. Bao dudng hang thang

Cubi mdi thang thyc hién bao dudng theo cac budc sau:
Bat may GeneXpert
Bat may tinh

1

2

3. Ding nhap vao may tinh bang tai khoan va mat khau di tao 1ap

4. Pang nhap vao may tinh bang tai khoan va mat khau cua ngudi str dung
5

Chon biéu tugng GeneXpert trén man hinh
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6. Lau vé may: Dung gidy thim thim du dung dich Javen 0.5% lau toan bo bé
mat ngoai cua may.

7. Cho 10 phut r6i 1ap lai v6i dung dich ethanol 70%. (cha ¥ khong dé bat ctr chat
long nao roi vao bén trong may).

8. Lau khoang Module GX: Dung tim bong tham dung dich Javen 0.5% (lin dau
tdim bong vao thanh coc chira dé loai phan dung dich thira) lau bén trong khoang chira
Cartridge, chu ¥ khong dé bt cir chit 10ng nao roi vao bén trong khe doc phan tng
(ndm phia trong ciing ctia khoang chira)

9. Sau 10 phut, lau lai bang dung dich ethanol 70%. Cho khé thi dong nap day
khoang chura lai.

10. Lau que day bom (Plunger): Vao chic ning Bao dudng may
“Maintenance”

11. Chon ‘Maintenance’d trén cing cua thanh cong cu. Bang danh sach x6 xudng,
chon Plunger Maintenance

eXpert® D e |
User Data Management Reports Setup Muintenam:e| About User TS. Nguyen Thi Bich Phuong

=l Module Reporters - =
Plunger Maintenance g -@ 5 N
f Valve Maintenance E v @

Perform Self-Test
Open Module Door or Update EEPROM

Version 4.3
User TS. Nguyen Thi Bich Phuong

Launched 13/02/12 10:13:50 AM

Instruments

Module Instrurment Module Serial ICORE Serial Ambient ICORE Starts

Mame Serial Mumber Mumber Mumber Temp & C) Since Cal
Al 708262 618633 520571 204 [
A2 708262 618501 520457 203 5
A3 708262 618322 522486 206 5
Ad 708262 618460 520363 207 5

Hinh 8.2 Cira s6 “Maintenance”

12. Chon module can vé sinh hoac chon “Clean All” d¢ vé sinh cac Plunger trong
tat ca cac module. Chon nut “Clean”

13. Plunger s& ty dong chay xudng. Dung tim bong tim dung dich Javen0.5% (lin
dau tim bong vao thanh cdc chira dé loai phan dung dich thira) lau sach ting plunger
can than.

KHONG CHAM vao budng & phia sau module

14. Doi 10 phut

15. Dung con 70% lau lai Plunger

16. Chd cho ethanol bay hoi roi nhan nat “Plunger Up” cac que day di 1én trén.
Pong nip ddy cac khoang module.

Hinh 8.3.

Que day
bom
Plunger




Chii y: Céc dung dich chay vao phdan I-CORE bén trong sé lam hong module.
Gidy tham va tam béng sau khi nhiing vao dung dich déu phdi vt kiét.
17. Sau khi hoan tit qua trinh bao dudng, kiém tra mdy: Trén cira sd chinh
“GeneXpert Dx System” chon muc Maintenance” trén thanh cong cu.
18. Chon “Perform Self-Test”, mot hop diéu khién méi xuét hién (Hinh 9.4)

#* Module Self-Test X]
Modules
Module
Progress

Name | Hinh 8.4

Al Availahle " A
Tuw kiém tra
A2 | Ayailable o "
A3 | fwailable Module
A4 | Ayvailable
Close

19. Chon module muén kiém tra

20. Chon “Self-Test”, khi qué trinh tu kiém tra hoan thanh trén muc “Progress”
xuét hién:

- “Available”: M4y hoat dong tit.

- “Failed”: Lién lac v6i nha cung cip gan nhit

21. Dién thong tin bao dudng vio phiéu Bao dudng
9.3.4. Bao dudng hang nam:

- Ngay khi mot module GX ctia may GeneXpert chay s6 xét nghiém dén 2000
thi phan mém sé& c6 thong bao nhac nhé 1én ké hoach kiém dinh lai module do.

- Mot ctra s6 thong bao sé xuat hién

- Néu khong thay c6 cira s6 thong bao ma thoi gian chay may da gan duoc 1
nam

- Lién lac v&i nha cung cép gin nhét.
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11. Céc 16i thwong giip

Sw ¢b Giai thich Xir ly

Sai thé tich tra mau va ,
5006/5007/5008/5009 | Do T HCMHATMAUNVAO - oy 1ai xét nghiém
Cartridge: qua it hodc qué nhay

Lo1 phén ap lyc vi mau qua

2008/2009 oh ﬁy hay bit mang loc Lap lai xét nghiém
INVALID ?}?;ncgjrrlleg SPCKhong duge | | o 14i xét nghiem
NO RESULT Neudi str dung an vao nt Lip lai xét nghiém
STOP hoac Mat dién
ERROR Ldi hoa chat/Cartridge Lap lai xét nghiém
Khong nghe thay tiéng BIP khi | Cam lai may quét ma
Quét ma trén Cartridge | khéi dong h¢ thong vach tir cong USB khéc.

Khong nhan ma vach khi quét | Kiém tra lai phan cai dat
may quét ma vach.

12. Két qua va bio cdo

12.1. Phiéu trd két qua

May bao trén 6 “Test Result” Tra két qua trén phiéu Xét nghiém
MTB NOT DETECTED \ vao cot tuong tng
MTB DETECTED \ vao ¢t trong ing
Rif Resistance DETECTED
MTB DETECTED \ vao cot tuong g
Rif Resistance NOT DETECTED
MTB DETECTED Ghi vao cot “Khac”: Co vi khuan lao va
Rif Resistance INDETERMINATE khong xdc dinh duoc khang Rifampicin
MTB INVALID Ghi vao cot “Khac”: Khong hop 1€
MTB No RESULT Ghi vao cot “Khac”: Khong c6 két qua

12.2. Thoi gian trd két qua

- Mau xét nghiém Xpert MTB/RIF thuong dugc tra trong vong 24h-48h tinh tir
lac nhan bénh pham (trir ngdy cudi tuan va nghi 18)
12.3. Ghi 56 xét nghi¢m

- S6 XN trong sb tinh tir du nam

- Cap nhat két qua ngay sau khi xét nghiém hoan thanh
12.4. Bdo cdo so liéu

- Tbng két sd liéu hang thang, tinh tir diu dén cudi thang.

- Panh gia chit luong Xét nghiém Xpert MTB/RIF theo dinh ky thang/quy/nam
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- So sanh v&i cac Xét nghiém khac trén cung ddi twong bénh pham dé dénh gia
tinh chinh xac cia xét nghiém.
13. Luuy:
- Két qua dwong tinh theo phan loai nham phuc vu muc dich chan doan lam
sang, theo doi tién trién ctia bénh va dich té hoc.
- Céan bo phu trach doc két qua phai ¢ kinh nghiém, trach 16i sai duong, 15i sai
am.
14. Luru trir ho so:
- Két qua xét nghiém duoc luu trit trong hé thong GX.
- Két qua con dugc luu trir trong s xét nghiém XP hang ngdy/ 5 nim
15. Tai li¢u lién quan:
- Quy trinh huéng dan bién soan quy trinh
chuan
- Quy trinh Léy, nhan, bdo quan, dong gobi, van

XNL-QTQL-01

chuyén nghiém pham XNL-QTKT- 02
Quy trinh xtr Iy rac thai XNL-QTKT- 03

16. Tai liéu tham khao

1. Quyét dinh vé& viéc ban hanh huéng din Quy trinh trién khai ky thuat Gene
Xpert. S6 4921/QD-BYT 26/12/2011.

2. Rapid Implementation of the Xpert MTB/RIF diagnostic test, Technical and
Operational “How-to” practical considerations, WHO/HTM/TB/2011.2
http://whqglibdoc.who.int/publications/2011/9789241501569_eng.pdf

3. Prerequisites to country implementation of Xpert MTB/RIF and key action
pomts at country level Checklist WHO/HTM/TB/2011.12

4. Automated Real-time Nucleic ac1d amphﬁcatlon technology for rapid and
simultaneous detection of tuberculosis and Rifampicin resistance: Xpert MTB/RIF

system, Policy statement, WHO/HTM/TB/2011.4
http://whglibdoc.who.int/publications/2011/9789241501545_eng.pdf
5. Rapid detection of tuberculosis

http://www.labome.com/news/15/Rapid-detection-of-tuberculosis/

6. Evaluation of the Analytical performance of the Xpert MTB/RIF assay, J. Clin.
Microbiol. 2010 Robert Blakemore
http://jcm.asm.org/content/early/2010/05/26/JCM.00128-10.short

7. GeneXpert DX System, Operation Manual, Software version 2.1, Cepheid
2008

8. Xpert MTB/RIF, Two-hour detection of MTB and resistance to rifampicin,
Cepheid 2009,
http://www.cepheid.com/media/files/eu/brochures/XpertMTB_Broch R9_EU.pdf

9.  Evaluation of the FIND/Cepheid Xpert™ MTB assay for the detection of
pulmonary TB in sputum of symptomatic adults. Protocol Version 3.0. Dr. Catharina
Boehme, May 2008
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http://whqlibdoc.who.int/publications/2011/9789241501569_eng.pdf
http://whqlibdoc.who.int/hq/2011/WHO_HTM_TB_2011.12_eng.pdf
http://whqlibdoc.who.int/publications/2011/9789241501545_eng.pdf
http://www.labome.com/news/15/Rapid-detection-of-tuberculosis/
http://jcm.asm.org/content/early/2010/05/26/JCM.00128-10.short
http://www.cepheid.com/media/files/eu/brochures/XpertMTB_Broch_R9_EU.pdf

http://www.finddiagnostics.org/export/sites/default/programs/tb/documents/xpertMTB

_evaluation_study_protocol_ver3.pdf

10. WHO report 2008
http://www.who.int/tb/publications/global_report/2008/pdf/fullreport.pdf.

11.  Anti-tuberculosis resistance in the world: fourth global report.
WHO/HTM/TB/2008.394

12. Morris SL, Bai Gh, Suffys P, Portillo-Gomez L, Fairchok M, Rouse D.
Molecular mechanisms of multidrug resistance in clinical lisolates of Mycobacterium
tuberculosis. J Infect Dis 1995; 171:954-60

13. Ashok Rattan, Awdhesh Kalia, and Nishat Ahmad, Multidrug-Resistant
Mycobacterium tuberculosis: Molecular Perspectives, Emerging Infectious Diseases,
Vol.4 No.2,

14. FrancisJ.CurryNationalTuberculosisCenter and California Department of
Publich Health, 2008: Drug-Resistant Tuberculosis, A Survival Guide for Clinicians,
Second Edition.

15. Centers for Disease Control and Prevention. Biosafety in microbiological and
biomedical laboratories. Richmond JY and McKinney RW (eds) (1993). HHS
Publication number (CDC) 93-8395.

16. Clinical and Laboratory Standards Institute (formerly National Committee for
Clinical Laboratory Standards). Protection of laboratory workers from occupationally
acquired infections; Approved Guideline. Document M29 (refer to latest edition).

17. Kent PT, Kubica GP 1985. Public Health Mycobacteriology—A Guide for
Level III Laboratory, Centers of Disease Control, Atlanta, Publication no. PB
86-216546.

18. NCCLS, Susceptibility testing of Mycobacteria, Nocardia, and other Aerobic
Actinomycetes: Approved Standard. NCCLS document M24-A (ISBN 1-
56238-500-3). NCCLS, 940 West Valley Road, Suite 1400, Wayne,
Pennsylvanial 9087 — 1898, USA. 2003
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http://www.finddiagnostics.org/export/sites/default/programs/tb/documents/xpertMTB_evaluation_study_protocol_ver3.pdf
http://www.finddiagnostics.org/export/sites/default/programs/tb/documents/xpertMTB_evaluation_study_protocol_ver3.pdf
http://www.who.int/tb/publications/global_report/2008/pdf/fullreport.pdf

So d6 tém tit quy trinh xét nghiém

Bénh phém dat chét lugng

Panh mé s6 mau vao tuyp,cartridge, phiéu
xét nghiém

l

Pha dung dich SR va bénh pham theo dung ti
1e

Tra mau vao cartridge

l

Khoi dong chuong trinh GX

l

Scan ma bar code, nhap thong tin

l

Dua cartridge vao module

l

Doc két qua
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