Snibe

Diagnostic

GIO1 THIEU XET NGHIEM TU MIEN ANTI-ZNTS
TRONG CHAN POAN DAl THAO PUONG TiP 1




. Tong quan vé Pai thio dudng tip 1 (DTP1)

Pai thao duong tip 1 (PTP1) 1a mot bénh tw mién khién
tuyén tuy khéng thé san xuat dd insulin dé st dung

Mét sé thong tin vé DTD1 fli et

* Khodng 5-10% nhitng nguwdi mac ddo thao duwdng 1a tip 1.

* Hién tai khéng thé phong ngtra dai thdo dwéng tip 1.

* Bénh c6 thé phat trién & moi Itra tudi, dat dinh vao
khoang tudi day thi.

+ Nguy co’ cao nhat & cac quan thé cé ngudn gdc chau Au.

*  Khodng 10%—-20% cdac trwdng hop mdi chan dodn & tré
em c6 nguoi than truc hé bi anh hudng.

e Ty lé mic PTP1 khéi phat & tré em d3 ting & nhiéu khu
vuc trén thé gidi.

* Phén loai chinh xdc DTD1 va BTD2 gitip quan ly va diéu tri
hop ly.

(Snibe]

Khodng 6% ngudi trvdng thanh mac DTD2 thyc chat bi DTD ty mién tiém
an & ngudi 1dn (LADA), mdt phan nhém déc biét cha DTD1.

bai thao duong
tip 1

Pai thao dwong tip 1

* N&u khdng duoc diéu tri thay
thé insulin, c6 kha ndng dan
dén tlr vong.

* C6 xu hudng phat trién nhiém

toan ceton do dai thao duong.

* Khd chira khéi.

Dai thdo duong
tip 2

bai thao dwong tip 2

Cac triéu chirng cha PTD2 cb
thé giam bdt, thdm chi bién
mat.



. Tw khang thé vé tinh trang tw mién dich té bao beta Enlbe
Cac xét nghiém ho tro chan doan xac dinh phan loai BTP1 bao gom:
- GADG65: tu khang thé khang glutamic acid decarboxylase 65: d6 tudi I&n hon.
- 1A2: Ty KT tyrosine phosphatase antigen 2
- 1AA: khang thé khang insulin: xuat hién nhiéu hon & tré em dwdi 10 tubi.
- Anti-ZnT8: tu khang thé chdng chat van chuyén k&m té& bao beta ddc hiéu 8, xuat hién

nhiéu hon & tré em dudi 10 tudi.
Sy hién dién clia mot hodc nhiéu cic khang thé trén gidp chan doan xac dinh BTD1.

Quyét dinh 1760/QD-BYT 2024 tai liéu Hwéng dan chan doén, diéu tri ddi thao dwong tip 1 & tré em, thanh thi€u nién 3



. D6 nhay va Do dac hiéu ctia tw khang thé
Chan doan dai thdo dwdng tip 1 méi mac

Llllb e)

Sensitivity (%) Specificity (%)
Glutamic acid decarboxylase 70-90 99
(GADG65)
Insulin (IAA) 40-70 99
Tyrosine phosphatase |1A2 50-70 99
(ICA512)
Zinc transporter 8 (ZnT8) 50-70 99

Greenspan's Basic & Clinical Endocrinology, 10th, 2018



. Anti-ZnT8 la mdt khang thé dao tuy dwoc phat hién sau

ZNnT8 Ia mot protein dwoc bidu hién chi yéu & mo noi
tiét cla tuy va chju trach nhiém tich Iy cling nhw duy
tri k8m trong cac hat tiét insulin. Cac té bao T CD8+ gay
doc trong bénh dai thao dwdong nhan dién nhiéu
peptide clia ZnT8, dan dén t6n thuong cac té bao beta
cUa tuy.

Anti-ZnT8 Ia ty khang thé dao tuy duwoc phat hién

gan day nhat va khi két hop vdi cac tu khang thé dao
tuy khac, giup du dodn nguy co BDTD1.

Greenspan's Basic & Clinical Endocrinology, 10th, 2018
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. Anti-ZnT8 c6 hiéu qua chan doan cao & tré em méc Tp1 (Snibe]

[] Diagnostic

JOURNAL ARTICLE

Study of the diagnostic efficiency of anti-ZnT8
autoantibodies for type 1 diabetes in pediatric patients

TABLE 4. Diagnostic efficiency of the 3 antibody assays according to the cutoff point established by the manufacturer

Phan tich hoi ctru cac bénh nhan dudi 16 | : A2 ] GADA ] ZnTeA
. o R : ; (cutoff 228 U/mL) : (cutoff 217 WmL) 1‘ {cutoff 15 WmL)

tudi nghi ngo DTD1 duwoc thye hién tw | T ogstive | Potwe | Negative — positive || Wegatve | Positi

6/2020 - 1/2021. Téng cdng 80 bénh nhan | Nooiabeticsubjects i 0® i 1 i 0® i 4 K 0®™ i 1]
. n , Ro o R \u;abehcsmects { 37 | 13 \ 30 | 2 ' 19 \ 31

duoc dua vao nghién ctru, moi bénh nhan | Sensitivity (95% Cf 0.26 (0.14-0.38) 0.40 (0.26-0.54) 0.62 (0.49-0.75)

thu mét mau. Lo G R I SR | T T
A ° , , , A, LR+ (95% Cl) : 7.80 (1.07-56.66) ‘ 3.00(1.13-7.94) i 18.60 (2.67-129.33) ;

ZnT8A dat d6 chan doan chinh xac cao nhat \'[ﬁ"(éfr.{ci T ompesesy 1 omessasn  |[ 0 ompzose J

(0.75) so v&i IA-2A (0.40) va GADA (0.57) Global dagnostic acouracy” _ 040 057 075 |

GADA, glutamic acid decarboxylase autoantibodies; IA-2A, islet antigen autoantibodies; LR, likelihood ratio; ZnT8A, zinc transporter 8 autoantibodies.
“Global diagnostic accuracy is the ratio of true results (both true positives and true negatives) to the total number of cases tested (true positives, false
positives, true negatives, and false negatives).

Anti-ZnT8 mang lai hiéu qua cao hon trong chan doan BTP1 & bénh nhi.

Fuentes-Cantero S, Gonzalez-Rodriguez C, Rodriguez-Chacdn C, et al. Study of the diagnostic efficiency of anti-ZnT8 autoantibodies for type 1 diabetes in pediatric patients. Lab 6
Med. 2024;55(3):299-303. doi:10.1093/labmed/Imad079



Diagnostic

B 1918 dwong tinh véi Anti-ZnT8 & bénh nhan BTD1 (Snibe

Thoi gian
Chung toc ZnT8A positivity GADA positivity 1A2A positivity
bénh
U.S.A Wenzlau (2) <2weeks 61.5 (259/421) 68.2 (152/223) 72.2 (161/223)
Japan Kawasaki (11) no limit 27.8 (75/270) - -
China Yang (6) no limit 24.1 (130/1539) 53.4 (288/539) 25.8 (139/539)
Taiwan This study no limit 43.7 (117/268) 64.2 (172/268) 64.9 (174/268)

» Khi két hop ZnT8 vao bd ba tu khang thé (GAD, IA-2A va IAA), ty 1& chan doan DTD1 ting tir 84.33% lén 86.19%.

» C6 thé chan doan thém bénh nhan BTP1 4m tinh vé&i ca ba xét nghiém khang thé phd bién bang xét nghiém Anti-ZnT8.

* Anti-ZnT8 nén duwoc xét nghiém tdt nhat trong vong 6 thang tir khi khé&i phat; sau khoang thoi gian nay, ty 1é phat hién

duong tinh Anti-ZnT8 gidm dan cung vdi ndng dd khang thé (nghién ctru trén quan thé bénh nhan BTP1 & Pai Loan).

Su, Y.-T., Chou, Y.-H., Chiu, C.-F., Huang, Y.-C., & Lo, F.-S. (2024). Prevalence, diagnostic utility, and clinical characteristics of ZnT8 antibody in children with type 1 diabetes in Northern Taiwan. Pediatrics &
Neonatology, 65(4), 395-398. https://doi.org/https://doi.org/10.1016/j.pedneo.2023.09.010
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Hu'o'ng dan Dong thuan Thyc hanh LAm sang cta Hiép hdi Qudc té L J
vé Dai thdo dwong Tré em va Thanh thiéu nién (ISPAD) 2024

Progression of T1 Diabetes
Disease
Genetic Risk Risk for T1D
- = every 6 months for 3 years
Insu:‘in o - N\ - Antibodies <3yold « every 12 months for another 3 years
needs \ : :
Beta Cell Decline :;:, - i 1ARB « HbAlc « if no progression, stop
€ Gt Se8 o~ + Random glycemia
v e <
N Sea B <y, yold « every 12 months for 3 years
S~ 3 >3y0 > =
Sl “~a & = if no progression, stop
Immune N, =
Response < e =
Blood glucose ) - iy 3
. - . Stage Blood samples to take Age Frequency
= Screening
_ s =t R WS
= + HbAlc
Genetic Risk 2+ ibodi 2+ ibodi Clinical diagnosi L ing T10 i
i 3-8yold every 6 months
Individuals with a frst degree relative with Confirmed Dysglycemia + Blood glucose meets ADA stagel 5 Rando'm gl)jcem a ¥ it/
T1D are 15x increased risk of developing T1D = Normal blood glucose = Abnormal glucose tolerance diagnostic thresholds + CGM (if available)
« Pre-symptomatic » Usually pre-symptomatic « Multiple istet =9y old every 12 months
» Immune response (development of single « More rapid progeession of autoantibodies
autoantibedy) Startof T1D TID =2 AAB Staging OGTT*
« Immune activation (beta cells attacked) .
Near100%lifetimerisk of  Stage 2a: Showsas early, mild  Stage 3a: Asymptomatic, « HbAlc <18y old every 3 months
progression to Stage 3 dysgiycemia may not require insulin :
Stage 2b: Shows as fate, robust  immediately Stage 2 « Random glycemia
dysglycemia without reaching  Stage 3b: Symptomatic, « CGM (if available) >18yold every 6 months
threshold of Stage 3 requires insulin
+ Tools available to predict
rate of progression to Stage 3 *HbA1c, capillary/venous glucose and CGM may be alternatives when OGTT is not feasible
« Progression quicker in
younger people

Sang loc bénh DTD1 giai doan sé'm Sang loc va theo ddi & tré em va thanh thi€u nién cé

A o N s ~

+ Sang loc bang ty khang thé don I& hodc két hop di truyén + tu mot hoac nhiéu tw khang thé
khdng thé gitip phat hién tré va ngudi tré mac/nguy co DTD1 [A].

¢ Nén sang loc va theo d&i dé phat hién giai doan 1, 2, 3a, giam DKA
va nhap vién [A].

e L3p lai sang loc ty khang thé 2 [an ltc nho tang hiéu qua chi phi;
tudi t6i wu phu thudc nguy co quan thé [B].

e Ty khéng thé dao tuy gidm dan theo tién trién bénh.

e Tudiva sé lugng tu khang thé quyét dinh tan suat va mirc d6 theo
doi.

e K&t qua dwong tinh (mdt hodc nhiéu tu khang thé) phai duoc xac
nhan trén mau th hai.

AAB: autoantibodies (tuw khdng thé); CGM: continuous glucose monitoring (theo déi dwdng huyét 8
https://www.ispad.org/asset/02E0D796-BE31-44A3-BA79AF72D00206BA/ lién tuc); OGTT: oral glucose tolerance test (nghiém phdp dung nap glucose duong uéng).



B Huéng din chan dodn clia Hiép hi BTD M§ 2026 (ADA) |Snibe]

Diagnostic
[ Adult with suspected type 1 diabetes’ J
[ Test islet autoantibodies?® J

[ * Khong c6 dic diém l1am sang don 1é nao c6 thé tw khang
¢ 2 ] dinh chan doan DTD1.

Islet autoantibod ti
Islet autoantibody positive ’ ‘ sietaucantibocy negatye

(5-10% of adult-onset type 1 diabetes)

_ - ¢ GAD nén la khang thé dugc do dau tién—=> néu am tinh thi do
dypvidiaieios [ hae ) IA2 va/hodc ZNT8 dwong tinh = DTD1

|
)}

| I~ | | - » Khang thé té bao tiéu dao (ICA) khdng con dugc khuyén nghj
1 + . 2 , Ll . X o "
[ T T ]  Uncew cascaton * khang thé GAD du‘o’ng tinh cé thé duoc tim th~ay o murc thap
( [ ) how person with diabetes & ngudi ldn khéng mac dai thao dwong tw mién va cé thé co
| Yes [ = ] B két qua dwong tinh gid, GAD chi nén dwoc do & nhirng ngudi
T T [ ves | [ nghi ng& mac BTP1.
est C-peptidet Are therefeatures of Consider&pegtide‘ test , ° A , A . R
‘ TR ‘ e dieteg }_J s i * Ty khdng thé am tinh: khong loai trir BTP1, do
i l 4 l i l e ] N "y 2 . s 7 . s
[ >200 pmol/L ] l <200 pmol/L l l No [ <200 pmol/L I [ 200-600 pmol/L } >600 pmol/L I + 5_10% ngudl da trang Chau Au DTDl khdl phat mdl Co

khang thé tiéu ddo am tinh

r V

Ko 1 Type 1 deteminate! Type 2 + Khang thé c6 thé bién mat theo thei gian
where available® diabetes C-peptide at >5 years diabetes

Khao sat nghi ngd BTD1 & ngudi ldn méi dugce chan doan, dya
trén dit liéu tlr quan thé ngudi da trang chau Au. Diabetes Care 2026;49(Suppl. 1):527-549 | https://doi.org/10.2337/dc26-5002 9



. Gidi thiéu xét nghiém Anti-ZnT8

Nguyén ly

Loai mau bénh

Thé tich mau 20 pL

Gidi han dinh lwgng
Khodng tuyén tinh

Khodang bdo céo

Y&u t6 gay nhiéu

5.00 AU/mL
5.00-500 AU/mL
3.00-5000 AU/mL

Mién dich héa phat quang gian tiép

Huyét thanh va huyét twong

Phan &rng chéo

Yéu t6 Khéng xay ra phan &rng chéo & néng do
GADG65 <280 IU/mL
I1AA <175 AU/mL

Yéu té Khong gay nhiéu & ndng do
Bilirubin <72 mg/dL

Intralipid <2000 mg/dL

Hemoglobin <2200 mg/dL

Rheumatoid factor <1500 IU/mL

HAMA <40 ng/mL

ANA < 6 (S/CO) strong positive
Biotin <50 pg/mL

[Snibe

Diagnostic
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B Gioi thigu xét nghiém MAGLUMI® Anti-ZnT8 [Snibe

Diagnostic

DPanh gia ty 1& twong ddng dwong tinh/am tinh gilra xét nghiém Snibe Anti-ZnT8 va xét nghiém Elisa Anti-ZnT8.

Xét nghiém ZnT8 thwong mai

) Tdng cong
Duwong tinh Am tinh
Duong tinh 60 3 63
Snibe Anti-ZnT8 -

Am tinh 4 68 72
Téng cong 64 71 135

Positive coincidence 60/64 93.75%

Negative coincidence 68/71 95.77%

Total coincidence 128/135 94.81%
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XIN CAM ONQUY V|
DA CHU Y LANG NGHE!

Cao Thi H6ng Nhung
Phone: +84 945 504 954
Email: cao.nhung@snibe.com




