WORLD HEALTH ORGANIZATION

DROGANISATION MOMNDIALE DE LA S

Tuliphoae CeniaiTacharme: B0 3T TR 21T :
s eal A Wi 4T Ms Jean Zhao
Frtail:  vercauscrengdjwho.int Asia Sales & Product Munager
In -Fh e e lor 0o JﬂT'-E': FIuducE rnl:
o =gl _ 332 Xinyang Road
P i La selizdrals. B[#—I—I:j."ﬁ' =
b o Xizmen 361022 )
Républigue populaire de Ching
o reivrenie .
WYigire relEnmee
3 May 2003
Dear Ms Zhaa, ;

Please find enclosed the final report of the WHO evaluation of the ADVANCED
QUALITY™ Rapid HIV {1&2) Test. A summary of the results of the evaluation is given below:

The ADVANCED QUALITY™ Rapid HIV (152) Test was evaluated by WHO in the first
quarter of 2005, From this evaluation we drew the following conclusions:

The ADVANCED GUALITY™ Rapid HIV (182) Test is an immunochromatographic assay
fior the detection of antibedies 1o HIV in human serum/plasma or whole blood. A volume of
5uL of serum/plasma is needed to perform the assay. This type of assay requires no
sophisticated equipment and can therefore be performed in laboratories with limited facilities.
Reading of the results can be done visually.

In this limited evaluation on a panel of 699 samples we found an iitial sensitivity [93%%:
CL) of 99.36% (98.8% - 100%) and an initial specificity (95% CL) of 99.78% (93.8% - 100%%)
compared to the reference assays. The final sensitivity (95% CL) was 99.68% (98.2% - o0 B9
and the final specificity (95% CL) wos 99.78% (93.2% - 99.3%) compared to the reference
assays. In this study, 0% of the resuliz were recorded as indeterminate. Results were interpreted
independently by three technicians; the inter-reader vasiability was 0.73%.

Thank vou for submitting the ADVANGED GUALITY™ Rapid HIV (182) Test for 2 WHO
evaluation. The detailed dasa from this evaluation will be published in 4 composite report
entitied "HIV Simple/Rapid Assays: Operational Characteristics.” '

Yours sincerely :
cﬂ?’f&?‘— -
[ M’

D Gabvw Wircauldéren
Essential Health Technologies
EMCLS: as stapad
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8.4

8.5

Falsa Megative Results

Specimen WHOZ2-T33 was inilially false negative with batch 200501250
and twice negalive on repeal teshing with the same balch. When tested wil
batch 2005012503 in triplicate, both samplas were siill false negative.

sampla WHO2-T35 was initiglly false negaiive whan tesled with baic

2005012502 and twice negative an repesat testing with the same batct
When tosted with balch 2005012503 in tnplicate, the sample was thre

times posilva.
False Positive Resulls
Sample WHO3-0247 was inilially false positive when lested with balc

2005012503 and twice posilive on rapeat lesting with the same batch, Whe
testad in triplicale with batch 2005012502, the sample was three fime

positive,

Positive and Negative Predictive Values

PPV (1% prevalenca) v B1.97%
PPV [10% prevalence) v 58.04%
MNPV {1% prevalenca) a0 A998,

MNP {10% prevalence)  99.89%

Inter-Reader Variability

Inilial inter-reader variabiliby: 0.73%

Results of the ADVANCED QUALITY™ Rapid HIV (182) Test with HIY
Mixed Titer Panel

The ADVANCED QuALITY™ Rapid HIV (182) Test detected 21/Z2
samples in the HIV mixzed titer panel.




8.2.21 Comparison of ADVANCED QUALITY™ Rapid HIV (182) Test
Final Results with Reference Results for African Panel Specimens

Raferance
Rasulis™

+ <
ADVANCED
QuaLiTy™ 43 a 43
Rapid HIV [1&2)
Test
Final Results

1 55 58

|
sk &R

Sensitivity (55 % CL)
Specificity (95 % CL)
Indetarminate

False negatives

i : sera pogitive for ant-HIV
: sera negative for anli-HIYV

1a

43144 = 87.73% (88.0%-99.8%)
: 55/55 = 100% (03.5%-100%)
;0098 = 0%

: [zea annex 3}



8.1

8.2

Results

Validation of the ADVANCED QUALITY™ Rapid HIV (142) Test Results

All test runs wera velid based on the presence of internal kit eantrol {reagai

addition lina).

Comparison of Initial Results with Reference Results

8.2.1 Comparison of ADVANCED QUALITY™ Rapid HIV {182) Tes
Initial Results with Reference Results

Refaranca
Rasilts™

: =
AE‘VAH{.‘_IEHD
QUALITY 312 1 1
Rapid HIV {1&2) i
Test
Initial Results

2 454 456

314 455

Sansitivity (95 % CL)
apecifleity (35 % CL)
Indsterminate

False positives
False negatives

L A121314 = 00,.36% (98.8%-100%)
r 454/455 = 80.7B% (08.8%-100%)
VS8 = 0%

Hgas annex 3}

J(=ees annex 3)

¥ : sera pasitive for ani-HIV

. #ara nagative for anti-HIW
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Name of the Assay

ADVANCED QUALITY™ Rapid HIV (1&2) Test

A colloidal gold enhanced rapid immunochramatographic assay for the
gualitatve detection of antibodies to human immunadeficiency wirus (HIV
I hurnan whole blood, serum ar plasma.

Code; ITPD2002-TC40

Kit Insert Version: 41217

Manufacturer

InTes Products, inc

332 Xinguang Road
Xinyang Industry Area
Haicang, Xlamen 361022

P R China

Tel. +B6-592-6507128
Web site; waww intecas| com

Distributor

inTec Products, Inc

232 Xinguang Road
Xinyarg Industry Aras
Haicang, Xiamen 361022
P R China

Tel. +B5-592-9807138

Web site; www Infecasi.com

Price per Test and Product Code

Product Code | No. of Tests | Price Price Caonver
. par Kit Lecal Currency uss Rati
ITPO2002-TCA0 a0 0,80-0,30

I
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Summary

The ADVANCED QuUALITY™ Rapid HIV (182) Test (InTec Products) wa
evaluated by WHO in the first guarmer of 2005 using serumiplasm
spacimens. From this evaluabon, we drew the following cenclusions:

The ADVANCED QUALITY™ Rapid HIV {1&2) Test (InTec Products) |
an immunachromatographic assay for the detection of antibodies to MW
human sarumplasma or whole blocd. A velume of & pL of specimen i
needad to perform the assay. This type of assay requires no sophisticate
aquipment and can therefors be performed in laboratories with limibe:
facilities. Reading of the results can be dona visually.

In this limited evaluation on a pane! of 699 samples, we found an initie
sensifivity (5% CL) of 99.36% (58.8%-100%) and an initial specificity {95%
CL) of 99.78% (28.8%-100.0%} comparad o the referance assays. The fine
sengitivity (05% CL) was 99.68% (98.2%-59.8%) and the final specificit
(95% CL) was 99.78% (98.5%-100.0%) compared to the reference assays
In this study, 0% of the results were recorded as indatarminata.

Results were interpreted independently by three technicians: the inter-reade
variabiity was 0.78%.

The detsiled data of this avaluation will be published In an ofiicial WHC
repart of the operational characterisiics of commercially available assays b
datect antbodies 1o HIV in human ssrumiplasma. The report will be madi
available on the Department of Essential Health Technologies section of th
WHQO wab site at:

hitp:/fwew who.intdiagnostics laboratony/publications/en/
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