ICMR

INDIAN COUNCIL OF
MEDICAL RESEARCH

NARI

e o UH AN — U U 3G R
AR AW AT, @i i uiian
BTN HATCR, WG HLhI

ICMR - National AIDS Research Institute

Department of Health Research, Ministry of Health
and Family Welfare, Government of India

ICMR- National AIDS Research Institute, Pune

PERFORMANCE EVALUATION REPORT FOR ANTIBODY-BASED ELISA DIAGNOSTIC KIT
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Name of the kit

Name of the manufacturer

Batch numbers
Application
Kit components

Sample Panel
o Positive samples

o Negative samples
(provide details)

Results

DIPAS-VDx COVID-19

IgG Antibody
Batch No.
EVCAB210101

Total

Conclusions:

Positive
Negative

DIPAS-VDx COVID-19 IgG Antibody

Vangaurd Diagnostics Private Limited

EVCAB210101, EVCAB210102 & EVCAB210103

IgG ELISA

COVID-19 Ag coated Microwells ELISA plate, Sample
diluent, Conjugate Diluent, Enzyme Conjugate, TMB
substrate, Substrate Buffer, Positive & Negative controls,
Wash Buffer and Stop solution

Known anti-SARS-CoV-2 IgG positive Serum /Plasma samples
collected after 14 days from the COVID-19 RT-PCR positive
individuals

Pre-pandemic sera (25 positive for HIV antibodies, 25 HBsAg
antigen positive, 25 positive for HCV antibodies and 25 healthy
controls )

Antibody based CMIA kit and RT PCR result

Grey Zone

Positive Negative Total
97 0 97
3 99 102
0 | 1
100 100 200
Estimate (%) | 95% CI
Sensitivity 97% 91.48% to 99.38%
Specificity 99% 94.55% t0 99.97%

o Sensitivity: 97%, Specificity: 99%
o Performance: Satisfactory

Antibody based CMIA kit and RT PCR result

DIPAS-VDx COVID-
19 IgG Antibody
Batch No.
EVCAB210102

e Conclusions:

Positive
Negative
Grey Zone
Total

Positive Negative Total
98 0 98
1 100 101
1 0 1
100 100 200
Estimate (%) | 95% CI
Sensitivity 98% 94.50% t0 99.97%
Specificity 100% 96.38% to 100.00%
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o Sensitivity: 98%, Specificity: 100%
o Performance: Satisfactory

Antibody based CMIA kit and RT PCR result

DIPAS-VDx COVID- Positive Negative Total
19 IgG Antibody Positive 97 0 97
Batch No. Negative 2 99 101
EVCAB210103 Grey Zone 1 1 2
Total 100 100 200

Estimate (%) | 95% CI
Sensitivity | 97% 91.48% t0 99.38%
Specificity | 99% 94.55% 10 99.97%

e Conclusions:
o Sensitivity: 97%, Specificity: 99%
o Performance: Satisfactory

(Sensitivity and specificity have been assessed in controlled lab setting using kits provided by the
manufacturer from the batches mentioned above)

Disclaimers
1. The kits for IgM/IgG detection are not recommended for diagnosis of COVID-19.
2. ICMR’s validation process does not approve / disapprove the kit design.
3. ICMR’s validation process does not certify user friendliness of the kit / assay.

4. Validation of a kit by ICMR is not an assurance that the kit specifications would be included in the

tendering process.

Note: This report is exclusively for Antibody Kit (Lot Nos. EVCAB210101, EVCAB210102 &
EVCAB210103) manufactured by Vangaurd Diagnostics Private Limited.

Evaluation completed on 21.04. 202[ ,y,bﬁ
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Antibody Test Do? Antibody Test be used?

AResearch Institution-Industry Collaoration
] diophe Gultatid derechon + s applicatons incude: Understanding COVID-19
ety of IgG antibodies in human serum or plasma, L i
DIPASVDX BiEHng A ova elated antigens  Assessing an individuals previous SARS-CoV-2 exposure.
COVID-19 1gG Antibody ¢ +Identiying convalescent plasma donors.
i How is the DIPAS-VDx COVID-19 A Key Test to Monitor Infections, to Effect

Covid-19 IgG Antibody Detection Test. 19G Antibody Test priced? Contact Tracing and for Sero-Surveillance

- Significantly lower than competitors' kits.

A Affordable ;
How is the performance of How much time does the

the DIPAS-VDx COVID-19 IgG DIPAS-VDx COVID-19 IgG
Antibody Test? S AntibodyTest take?

. Sensiliv!(y :98.7%. - +Only 75 Minutes.
- Specificity : 99.8%. + Half the time tal

Quality ible- Reliable-
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* DIPAS-VDXx
COVID-19 IgG Antibody

Microwell ELISA

Covid-19 I1gG Antibody Detection Test

Qualitative Quality




What does the
DIPAS-VDx COVID-19 IgG
Antibody Test Do?

It is intended for the qualitative detection
of IgG antibodies in human serum or plasma,
targeting SARS-CoV-2 related antigens.

How is the performance of
the DIPAS-VDx COVID-19 IgG
Antibody Test?

- Sensitivity : 98.7%.
- Specificity : 99.8%.

Reproducible-Reliable-Responsible




How is the DIPAS-VDx COVID-19
IgG Antibody Test priced?

- Significantly lower than competitors'kits.

Affordable




Where can the
DIPAS-VDx COVID-19 IgG
Antibody Test be used?

- Its applications include: Understanding COVID-19

epidemiology.
« Assessing an individual's previous SARS-CoV-2 exposure.

- Identifying convalescent plasma donors.

A Key Test to Monitor Infections, to Effect
Contact Tracing and for Sero-Surveillance

How much time does the
DIPAS-VDx COVID-19 IgG
AntibodyTest take?

« Only 75 Minutes.
- Half the time taken by other tests.




DIPAS-VDXx
COVID-19 IgG Antibody Y

Microwell ELISA Detection Kit

Performance Characteristics : Sensitivity & Specificity

Studies on DIPAS-VDX-COVID-19 IgG ELISA Kit were conducted
at various sites using known positive and known negative samples.
Results obtained were as under:

Testing Site S:rt:l-p?tfas Po-:il':;\el o Ne-lg-;al:t‘ieve Sensitivity  Specificity
Rajiv Gandhi Hospital, Delhi 90 45 45 97.7% 100%
DIPAS, Delhi 71 20 51 100% 100%
ICMR/NARI, Pune 200 100 100 97% 99%
In-house Evaluation 362 62 300 100% 100%
Total 723 227 496 98.7% 99.8%

Extensively Validated, Approved by icmz

INDIAN COUNCIL OF
MEDICAL RESEARCH

100% T

A REAL Performer
Reliable, Efficient, Affordable, Local
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Defence Institute of Physiology& Allied Sciences
DRDO, Lucknow Road, Timarpur, Delhi-110054 | www.drdo.gov.in
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Manufactured by:

Vanguard Diagnostics Private Limited

C-123, Phase-I, Okhla Industrial Area, New Delhi-110 020 | www.vanguard diagnostics.com
Email: info@vanguarddiagnostics.com




