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Virotech - System ELISA modificati6n: new Igh conjugate EG 30,80
Dear customers and users

In order o provide better discrimination between positive and negativ resuls we will be modifying
&l Virotech ELISAS [0 a new IgM conjugate ffom December 2007. The higher concentration Ight
conjugate nomally produces higher OD values and guarantees an even higher reproducibilty of
esuls with unchanged diagnos

s
For beter recognion the new conjugate wil temporarly be identied by means of a yelow label but
fetains aticle fumber EC 300.80.

Bolh the old and P

Please note the following exceptions:
‘Only the NEW IGM CONJUGATE may be used for:
+ HSV Screen (EC 108.00) fom plate fot 113 and
» all CSF IgMI standards with yellow label

Only the OLD IGM CONJUGATE may bo use or e present i
+ CMV (EG11300) (he change over s in preparaton) and
+ Gandida (EC111.00) e change over s in preparatin)
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Sensitivity(SENS)- the test “positivity” - ...NNK n'X'TIDYJIP"I |1'o'nli
SENS=_TP__ X100

TP +FN
yam Yux oin''n 1'\”'1 OXNN] NN AXRXIN D INNN n"1|nn%

Specificity(SPEC)- the test “negativity” -
SPEC=_TN X100
TN +FP
Y271 YUK 0IN*'A W7 DXNNA N'hw ARXIN DINRA 0'RMan%
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Comparing ROC Curves
4 TIO' AWIN
ROC Curves (Receiver 05 |
Operating Characteristic) 07 |
0E 4 Efficiency = _TP+ TN X100 -
o je—— Sensitivity and specificity are
& 05 A TP +FP+FN+TN imversely relatod
AUC=Area under the curve w
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-5-.6=fail 0 0102 0204050607 0808 1 ,N1N NIv? nwnT E—
False positive rate .NIwN nI'710n seroprevalence nrnaY
T-specificity a'an X7 80%-n anino Nni'r'y' Dy N2
(FP) o'iawn oarnn Ayw nniyy (TP) oenmxn ouarnn Myw nx na'yn ROC nnipy- winwa Roference
.DIY oIN' Y2 Nomber value
NI'72001 NIYAIN DX TN NYZIYR NIOXIAN ANIXD IT* dividuais —
NPT W 70 w0 NN NWnwn anipyas
NNIY N2 2 ARIYAY NYNWUN anipyae B b
NI'712001 NIYAIA NI'NAN 1200 01N 1Y NIN'YNY NUNWN Anipyns = Range of values for a paricuiar test ———




Cut-off

X My ik ROC nr'ax "y yamn
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EP evaluator (Rhoads)=

EP Evaluator meets all CLIA '88 and CAP Requiremei

for validating and evaluating methods
T
i
| Validate .. CLIA'88
[ Accuracy R R ]
AT T T
| AR Linearity R o
" ey Reportable
Range R R ]
Precision R R o
Reference
interval R R v
Method
Comparison R L4
Sensitivity c R o
Specificity c o o
Carryover R v
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Toxoplasma Ig6 ?R\

A B
1st reagent Toxo ag—from cell cultureToxo (RH strain) ‘
| sonicated and detergent
lextracted trophozoites
2nd reagent [Mono anti human Ig6 P;.Ly) anti human Ig6 \
Calibrator WHO Int. Stand. For @ﬂg{@ Int. Stand.
anti_toxoplasma serum 1994
(2 Int. Stand.
Positive result IU/ml >6AU >8TU_ O /
Negative result IU/ml <6AU 61U | \
Sensitivity% 100 99.35 (
100 99.68 )]
/

NNXNA NX0nN

Consent 90/95=94.7%
Partial consent 1/95=1%

1
+
~
[
+
|

- 68 0] 2
71.6% 2.1%
1
Vidas
+/- 1 (o] (o]
1%
+ 1 1 22

1% 1% 23.2
Vidas- | Vidas
+/-

NAATN

n"Ivo'«N IX NNNK nlp-'r:h nNXNN
Toxoplasma IgG avidity
B A

Toxo Toxo
oM | 19G | a6 | 1M | 186 | mur nmaen | Viaas oG |V
Avid avidut
Assay [0760 [ 0500 | 0-166 |o-7000| 0500
Range
Units [ AGmC [ TO7me | %
Brderval 68 | &8 | 2025 0203
75 7aoz | 58 | 775 | ses
33 [ 18115 | 62 Te5 | 245
65 | 78656 | =760 [ =500 | =01
65 [ 521028 | 143 | 500 | 154
€6 | 15141 [ 89 [ =500 [ 5aT 5276
65 | 75143 [ = 7o a7
75 [ 75150 [ = 160 153 5057
77 | 75152 | 54 [ =500 | &85 Gaze
78 | 15153 [ =160 | 23 o8 0025
76 | 15758 [ =01 | =500 | 52 Gazs
80 | 75155 [ =01 [ =500 | 559
T 15786 [ 202 | — 500 | 617 5575
55 | 75757 [ =01 [ =500 | 657 oozt
83 | 15158 [ =160 [ =500 | 216
85 | 75160 | 52 | 26 | S96 | e85 | 17

oin' 1'wdn7 AanxNn

Consent with Vidas results

Consent Consent Detailing of cases
with Vidas with no consent
B A Vidas

Toxo IgG | 96/97 |1/1A ® N N
Toxo IgM | 90/95 [3/5B P ) P
2/5? B P B

P=POSITIVE P N ?
B=BORDER N B ?
N=NEGATIVE N ® N
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Liaison (1U/mL)

Rubella IgG

r=0.8:

n=115

y=10287x+ 36983
2

.

.
-

.

Kit Sensitivity Specificity PPV NPV AUC
IMMCO — new 0.946 0.881 0.875 0.949 0.983
IMMCO — new2 0.703 0.929 0.897 0.780 0.934

Kit Sensitivity | Specificity | Sensitivity PPV | NPV | AUC

(95% spec)

AESKU 1 0.902 865 0905 | 1 | 0.986

Phadia 1 0927 975 0950 | 1 | 0.988

INOVA 1 0927 865 0905 | 1 | 0.983

SCORING
Centaur Liaison

Parameter Value Score Value Score
r 0.984 10 0.984 10
IOy 1.02 10 119 8
1% nndon % 94.2 8 91.2 8

hh il

Sum. 28 26

\/\/‘\\_/\/—'\\

0 50 100 150 200 250 300 350
Cobas Core Il (IU/mL)
Rubella IgG 0-40 IU/mL
|y = 0675w + 62975

_ T-0%

Tl new

2%

£

3

.
o o 2 ® ©
Cobas Core 1l uimL)
Kit Insert CO ROC cO AUC

(U/ml) (U/ml)
AESKU 20 14.21 0.986
Phadia 5 243 0.988
INOvVA 20 11.90 0.983
INOVA- screen 20 22.90 0.985
EUROIMMUN 25 470 0.958
IMMCO 20 16.30 0.968
Diasorin (LLALSON) 8 5.38 0.989

SCORING

lid
(15%)

Sens

95%
(spec
(10%)

INOVAscreen
EUROIMMUN

Diasorin (LIAISON)
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Toxoplasma and Rubella NR'R N2
q uality Cco ntrOI NINAT 771D N2IXN NIDR NP2 NINAT WA T2 ya? y'min ¢

-02yan NiIk9pin

Toxo | Toxo | Toxo |Rubella| Rubella .A¥INAN P7nd p¥aY v (CDC) oint ninaT Nl aTN
IgM 1gG avidity | IgM IgG
LH|LH EQ L H
NINAT NNYY 2IM) MY DINN2 AYIT 20T AXIN DY X7 .
(X 'nan'7 i
Mean 5.8 28.4| 5.4 39.0 10 123 | 13.6 78.5
Repeatability% | 7.5 6.8 | 8.3 6.9 8.3 9.5 7.5 7.6 NNIY NINTA pool IX NID'N NP2 NINAT AXIN INNMIO NIDNR N7 *
a1 3InA %CV-n 21w'n? nikxin 20 nino% om* 5-2 n'yo 2-4
Reproducibility |10.3 9.6 | 7.2 11.6 | 10.8 13.2 11.5 6.5 Y9 i i’/ ome 10 9w M R AXAA DUNNYA DDAYA N
% NN 'mwa n'op'on 10

| Distribution : 1965

21-Nov-2005

) =
D Ij Unj !'Ii';;“a"ms- Im:lrfe;edn;! k (bilirubin < 513 umol/L or < 30 mg/dL),
NIXX-'YTIN NIRXIN DIDO bemeee (<08 L o 15 9L ipen (i

Lot to lot variation-% positive patients < 1500 mgfdL), and biotin < 123 nmoliL or < 30 ngfmL.
D Criterion: Recovery within £ 10% of initial value.

—o I o3 - . = I
— 6800 33 30 HR In patients receiving therapy with high biotin doses (.. » 5 mg/day). no sample
= :‘, nnm * RepeGTGbl I 'TY should be taken until at least 8 hours after the last biofin administration
— LI Wil No interference was observed from rheumatoid factors up to
- ° Repr‘OdUClblllT\/ & concentration of 2100 IU/mL.
+ Interference =analytical specificity
e e e e e e e e (RF, nionn, o'y, nmote, nr'inn )
T ] — | — — En = = .
1 e e e e + Cross reactions(EBV,CMV,Q FEVER,ANA)
ks - — = — 5 £ ) | | | s | =] g £ —
] — ) — — £ o ] . .
- * Linear ity Dynamic Range Comparison
o0 sovo: | sowvior RecombinantHBsAg (ARP91656A)
+_Carryover ‘ i oo
A B [Ravinn BT y/»"" = e
] 5 —r 20 4020 2020 / 1000
e of 3430 7450 1000
0 b, 4300 7900 v 2
:100,000 To.os To.t 3000 10000 - ::::zo“a‘ —Him *
b HookEfieet darts 0
7] ] 0] 10
A
<10 ng/mL = 1000000 ng/mL
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Toxo avidity

Rubella TgM D'|790'7 N9l Niratnon

Rubella 1gG

TNIXY7 D'7T21 NIXRXIN 1101
(DTN -RTR-NNI NID'N Nj7A) DYINGAD

CMV avidity

Hsv-2196 |
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