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XN chinh xac va c6 dé nhay cao
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75% SLTS trong qui 1 & dwoc Early Detection,
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. CLIA-certified genetic testing
company

. Over 1,500 genetic tests across
all medical disciplines

. Servicing the international
medical community since 1992

SLTS str dung mau méau khd tir nam 2001
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Warnex & Quebec, Canada AT e

A Quick and Easy

METHOD

BLOOD DRAW MEASUREMENTS.
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Detection Rate

False Positive Rate B romowusontiean | [ Fiioox | FoLowmMEON Ewate
Ernst &Young

Entrepreneur Of The Year"

Finalist 2010

[25,000 ca SLTS qui 1 mbi nam ]
[La trung tdm nghién ctru ]
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Nhiing ai dang duoc thy huong SLTS bang giot mau kho? PerkinEimor

My — 75% tét c& cac mau SLTS qui 1
« Pa sb la cac tinh nguyén vién tham gia thtr nghiém FASTER

Nga
» Ekaterinburg, Krasnoyarsk, Novosibirsk, Saratov
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* CGC Genetics
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Canada

+ Warnex (Montreal, Quebec)
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Hiéu qua kinh té & 14y mau, thu thap, van chuyén va luu trit miu J

an dé

i va cac van

~

re

Chi ph

I>

Tai sao sang loc bang mau mau kho? AT e
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L&y mau don gian, khéng can quay li tam

Dé& dang hon, an toan hon, hiéu qua kinh té hon
trong van chuyén

Ti 1& phét hién bat thwéng ciing twong dwong
(Perni et al 2006)
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A) Anh: diéu kién khi hau it anh hwéng dén trung vi MoM hCGp tw do

B) An Do: khi hau thay ddi theo muia &nh hwéng dang ké dén trung vi MoM
hCGB tw do

Barking, Havering and Redbridge m
University Hospitals
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Tang ndng d6 hCG R tw do

15 Tang ti Ié dwong tinh gia

Tinh 6n dinh cia hCGB tu do Stability cai thién dang ké khi sir dung m! Eimor

PREMATAL THACNOSES

Prenat Diaga 200 1; 31: 293298

Published anline 4 Febnsary 2011 in Wiley Elnhm Library
{wrileymnfinefbrary com) DN 1010000 2

The stability of free-8 human chorionic gonadotrophin
and pregnancy-associated plasma protein-A in first trimester
dried blood spots®

Nicholas J. Covwans!. Anastasia Stamatopoubou!, Paivi Litti®, Mikko Susnpaa’ and Kevin Spemcer'*

! Prematal Screening Unit Department of Clinical Binchemirtry, King George Hoxpital, Bariey Lane, Coodmeyves, Exser, UK
*PerkinElmer, Tirku, F m.fd ) ) : ) h

o tives To determine the siabibity of frst irimesier Fee-§ humas d -hnn'lncﬁ I]f.hin (free-A BCG)
pregnancy-associsled plasma pnl.:u:—‘n (PAPPA) im dried bood spols (DESs) wnder typical siorags
condilicns

Metheds Firs irsmesicr maiernall biood was spotied oolo lier paper and lefi o dry. DIEESs were anal
fior PAPP.A s free- 8 BOG wsing an AstolDELFLA dus] ssay st 8 = 0 Cords were siored ot one of — X010,
refrigerstar iemperature, moom emperatere or 30 =C and reanalysed st st fiture ime points.

Resulis Free-@ hUG was siabde {=10% change m i under all tesied for al keasi
35 day=. PAPP-A was siable sl —20°C and refrigemaior iemperaiues for o leasi 35 d.a{s However, PAPP-
A levels decreased by 105 22 41 days al room temperstore and of 39 doys ot 3°C. Longer-term sioags
a2 — 0L med refrigeraior empersture showed ot both PAPP-A snd free- @ hOG levels were significantly
decreased by 107 and 244 days.

Condusions  Free- @ hi0G siabality is geeatly |mg'1w:|l in DAS compared to senem siomge: bowever PAPPLA

stehility is decreased in the DBS medium. Despine DS, screening may nol necessitate ssch sirict siorage
andl remspomation rules compared 1 seum scmcmng programmes. Comright £ 2001 Jobn Wilzy & Seers,
Lad.
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> hCGR tw do 6n dinh
trong moi diéu kién khi
khao sat sau it nhat 35
ngay, v&i sai léch cho
phép < 10% so vOi
thevi diém vira mai lay
mau

> So v&i huyét thanh thi
hCGR tw do trong mau
mau khd cao 6n dinh
hon nhiéu

Barking, Havering and Redbridge /253
University Hospitals
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Két qua cua PAPP-A trong mau méu kho Pe!kinElmer'
-20 degrees Celclus Refrigerator temperature
Soml t i 1% fwl 't . , |>PAPP-Abndinh khi
N B I BRI ' gitr lanh hoac & -
: : 20° C trong it nhat 30
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» NOng d6é PAPP-A giam
Room temperature 30 degrees Celclus

10% sau 4.1 ngay &
nhiét dd phong va sau
i ' 3.9ngay & 30° C.

Nhiét do: 20-32° C
Po6 am : <70%

Hién dang nghién ctru &rng qung dung cu lam khé mau dé phuc vu cho nhirng noi
khéng dap &ng dwoc cac dieu kién trén
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Barking, Havering and Redbridge :GE
19 University H°‘,f,","}‘_
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biéu kién phoi khd mau xét nghiém PAPP-A va hCGB ty do Perk oy
| —

20 In press, Spencer et al
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First-trimester screening for fetal ancuploidy:

biochemistry and nuchal translucency La mOt trong nhu’ng nghlen ctru tién
e R B B S LSO ctru dAu tién vé SLTS trén 2010 thai
e i, e bk R o T b phu M&u mau kho 14y tir dAu ngon tay
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Ttrung tam NTD phét trién ki thuat
. ELISA
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Chi 1/3 mau nghién ctru la c6 dwoc div
li€u NT (774) - 11 caT21. Chico 7 ca

cONT
\ Y,

Vo’| ti 1& dwong tinh gia 5%, ti 1& phat
hién bt thwong 1a 61% div XN sinh
\hoa 75% d/v NT va 87% khi két hop

21
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Krantz/NTD study — Obstet Gynecol 2000 A
T

First-Trimester Down Syndrome Screening
Using Dried Blood Biochemistry and Nuchal

Translucency Cac nghién clru tién clru 1995-1998. 10,251 tha|
PAVID A KRANTE, TRRRINGE . FALLASLA, P PRANCESCD CRLANDL D, phu. Mé&u mau khd — méu dAu ngén tay hodc
PHILIP BUCHANAN, PAD, JOHN W. LARSEN, Jr, MD, AND JAMES N. MACRI, PkD \mau tlnh mach CO dung dung CU nho g|0t mau )
e > <
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el et Trung tdm NTD phat trién ki thuat ELISA
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Chi %2 mAu nghién ctru 14 c6 di liéu (5809) - 33
cabjT21. 13caT18

\ Y,
e A
30/33 (91%) ca T21 dworc phét hién, dwong tinh

gid 7.9%
\ J
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Perni, Chervenak, Chasen, AJOG 2006 PerkinElmer
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Clinical f first-trimest loid: i
ina United States population can replicute data BH Cornell, USA
from clinical trials _ )

Sriram C. Perni, MD,* Mladen Predanic, MD, MS( Robin B. Kalish, MD, 'd , ., n N 5 N e 5 ’\
Pk ol L ST, (R Banh gia hiéu qua ctia XN sang loc két hop cua qui
% sl M 1 tai 1 trung tam

J

4883 thai phu dworc xét ngh|em sang loc két hcyp
trong qui 1 - st dung mau toan phan, giot mau khd
J

KET QUA: trung vi tudi thai phu 1 33 va 22 thai
duo’c chan doan T21

; :
Ti Ié phét hién: 90.9% i 1& dwong tinh gia 5%
. J/
23
I>
Krantz, Prenatal Diagnosis 2011 PerkinCimer
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KT thu&t m&i mién dich huynh quang
oot ‘u'gi;;s;‘a&:.';:;{?f’f‘mi‘.;‘E“c‘?zﬂ“..ii“pi‘:ﬁ:‘“““ p <
D e . S S ek o S NC hoi ctru trén 54 ca T21, 1064 ca
- ‘ chL’Png
)

Sang loc thwdrng qui 146,513 thai phu
de thiét 1ap phan bd clia cac thong so

Ket hop v&i NT. Ti | € phat hién 92%-
90% dlv thai ttr 9 dén 13 tuan

%5,
W e el oz ied oo pet e
bt HCGIPAPI A and Foe boin WCCHlpn epricis
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So sanh sy phan bo cac thong so véi dir 1iéu da dugc cong bo ~ Periminer
I_[ PAPP-A Unaffected SD (log10) ]J I_[ Free hCGR Unaffected SD (log10) ]
Publication N sD Publication N SD
Vialone 2005 . 02214 Dual DBS Assay 758 0.1909
Weinans 2005 16953 0.225 Orlandi 2005 10000 0.2177
Gyselaers 2005 12781 0.2361 | Biagiotti 1995 246 0.2208
Forest 1997 500 0.2498
Avgidou 2005 1564 0.237
Brambati 1994 89 0.2573
Dual DBS Assay 758 0.2403 -
De Biasio 1999 1454 0.26
Wojdemann 2005 673 0.2415
- Spencer 200212003 13073 | 02613
Orlandi 2005 30234 0.2454 Wald 2003 425 0.2651
Borrell 2004 425 0.2495 Wheeler 1998 673 0.2654
Scott 2004 1454 025 Avgidou 2005 30234 0.2661
Muller 2003 3169 0.251 Biagiotti 1998 200 0.2676
Wald 2003 267 0.2543 Muller 2003 5634 0.269
Spencer 2002/2003 10000 0.2558 Crossley 2002 16912 0.269
Crossley 2002 377 0.2659 Weinans 2005 320 0.2727
Tsai 2001 5636 0.267 Haddow 1998 3169 0.275
Tsukerman 1999 200 0.2868 Wald 1996 383 0.2833
De Biasio 1999 320 0.2923 Tsukerman 1999 11659 0.295
Cacals 1999 =00 03597 Casals 1999 136 03041
Juaniaux 1996 51 0.3474
Overall 84642 | 0.2442 Overall 95158 | 0.2655
25 DELFIA/AutoDELFIA PAPP-A/Free hCGR Dual DBS kit : FTS- DR 90% FPR 5%
Gia tri cua map mau kho - I>
CVs (hé s6 bién thién) va SD (d6 1éch chuan) AT
1 |
4 )
/4
SD nhé = marker tot
\, y,
4 )
¢ ¢
Nhﬁ:ng y&u to anh huéng 1én SD
V,

* Su bién thién sinh hoc (khong thé khong
ché duoc)

. Blen thién do thao tac va van chuyén (tinh
on dlnh) mau mau kho tét hon

« Bién thién do xet nghi¢ém (CV) — mau mau
kho tot hon

Clinical performance of DBS = Serum

13
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D¢ Iéch chuan (SD) nhé = marker tot Perkinimer

DBS HT

SD nhé déng goép A R
p 5 SD nhd , Bién thién do khau
:1'3?1 cuc nhieu SD 16n thao tac/ van chuyén

CV I16n CVs thip

Banh gia trén |am sang

2 Hiéu qua phat hién bat thuwdng 1a twong dwong
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Chtrng nhan cia FMF /UKNEQAS e

AR 1) 2 cho cong bd nghién clvu ctia Spencer/Wright
chirng minh DBS twong dwong véi huyét thanh

D Chirng nhan cua FMF
Céc théng sb ctia DBS

« Hién c6 trong phan mém LifeCycle
+ Sé& dwoc tich hop v&i phan mém FMF

Chuwong trinh thi diém DBS da bat dau tir ndm

2010
MNEQAS + 15 phong xét nghiém tham gia

+ Mién phi

e >
Quialifications B kR

DBS duoc ¢ng dung d& mé rong chwong trinh sang loc

DBS khong thay thé sang loc trén huyét thanh mét khi qui trinh
SL trén huyet thanh da thyc hién tot

DBS khong thyc hién dugc div PIGF ]_‘
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Két luéln PerkinEimor’
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DBS da s dung trong sang loc so sinh hon 50 nam qua

DBS da st dung trong sang loc trwéc sinh gan 20 nam qua

DBS la sy thay thé tuyét v clia huyét thanh, dac biét & ving sau
vung xa

Gia tri lam sang twong dwong véi huyét thanh

31
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Thank you PerkinEimer
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CVs, SDs and Detection Efficienc

Did you know.....

Research has shown that the
preanalytical phase of the
sample process accounts for
more than two thirds

of laboratory errors.
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Detection Efficiencx PerkinEiner

Pre-

Analytical
Phase

Specime

Specimen transport procedure

to the laboratory + Internal QC
Specimen processing « External QC

Pati%ﬁ?ggrt&%ﬁg&%ln% ase +:A£%§|(/|D§ gr\ ?ﬁ'ﬁgg €% Post-An a|§tig‘%@%ﬁ%t%éi°”
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A function of 3 elements

False Post-

Positive Analytical
Rates Phase

Careful sample collection VERY important!
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