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WHO Prequalification of In Vitro Diagnostics 
PUBLIC REPORT 

          Product: Rapid Anti‐HCV Test 
WHO reference number: PQDx 0371‐017‐00 

Rapid Anti‐HCV Test with product codes ITPW01152‐TC40, ITPW01152‐TC25, and 
ITPW01153‐TC40, manufactured by InTec PRODUCTS, INC, Rest of World regulatory 
version, was accepted for the WHO list of prequalified in vitro diagnostics and was listed 
on the 17th of May 2019. 

Summary of WHO Prequalification Assessment for the Rapid Anti‐HCV 
Test 

Date Outcome 
Prequalification listing 17 May 2019 listed 
Dossier review N/A N/A 
Site inspection(s) of the 
quality management system 

11 to 13 October 2023 MR 

Product performance 
evaluation 

Third quarter of 2018 MR 

MR: Meet Requirements 
N/A: Not Applicable 

Report amendments and/or product changes 

This public report has since been amended. Amendments may have arisen because of 
changes to the prequalified product for which WHO has been notified and has undertaken 
a review.  Amendments to the report are summarized in the following table, and details of 
each amendment are provided below.  

Version Summary of amendments Date of report 
amendment  

2.0  Updated accessory labels for disposable safety lancets and 
alcohol swabs for the Rapid Anti-HCV Test to the new 
regulatory version. 

12 May 2025 
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Intended use: 
According to the manufacturer, “Rapid Anti-HCV Test is a colloidal gold enhanced, rapid 
immunochromatographic assay for qualitative detection of antibodies to hepatitis C virus 
(HCV) in human whole blood (venous and fingerstick), serum or plasma specimens in adults. 
The test is intended for healthcare professionals and trained healthcare workers to use as an 
aid for diagnosis of HCV infection”.  

Assay Description: 

According to the manufacturer, “Recombinant HCV antigen (containing Core, NS2, NS3, NS4, 
NS5 segments) and mouse anti-human IgG antibody conjugated to colloidal gold are 
embedded in the sample pad. If the specimen is positive, the HCV antibody in whole blood, 
serum or plasma specimen will combine with the colloidal gold conjugated recombinant HCV 
antigen and generate a complex. As the mixture moves along the test strip, the complex will 
be captured by the recombinant HCV antigen (containing Core, NS2, NS3, NS4, NS5 segments) 
immobilized on the membrane, forming a purplish red test band in the test region. 
A negative specimen will not form any test band due to the absence of colloidal gold 
conjugate/HCV antibody complex. Regardless if HCV antibodies exist in a specimen, the 
unbound gold marked protein will bind to the sheep anti-mouse IgG in the control band 
region and form a purplish red band.  

The assay is only valid when the control band appears". 

Test kit contents: 

Component 25 tests 
(product code 
ITPW01152‐TC25) 

40 tests 
(product code 
(ITPW01152‐TC40) 

40 tests 
(product code 
(ITPW01153‐TC40) 

Test cassette 1×25 pieces 1×40 pieces 1×40 pieces 
Dropper 1×25 pieces 1×40 pieces 1×40 pieces 
Sample diluent 2mL×3 bottles 2mL×4 bottles 2mL×4 bottles 
Sterile Safety lancet Not provided Not provided 1×40 pieces 
Alcohol swab Not provided Not provided 1×40 pieces 
Package insert 1×1 piece 1×1 piece 1×1 piece 

Items required but not provided: 

• Timer or stopwatch
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• Blood sampling tools (sterile gauze pad, venous puncture device, collection tube with
EDTA/heparin sodium/sodium citrate for whole blood or plasma, collection tube with no
anticoagulant for serum.)
• Biohazard waste container
• Disposable gloves

Storage: 
The test kit should be stored at 2-30°C. 

Shelf‐life upon manufacture: 

24months. 

Warnings/limitations: 

Please refer to the latest version of the manufacturer’s Instructions for Use (IFU) attached 
to this public report. 

Prioritization for prequalification  
Based on the established eligibility criteria, the Rapid Anti‐HCV Test was given priority for 
the WHO prequalification assessment. 

Product dossier assessment 

In accordance with the WHO procedure for abridged prequalification assessment, 
InTec PRODUCTS, INC was not required to submit a product dossier for the Rapid Anti‐HCV 
Test as per the “Instructions for compilation of a product dossier” (PQDx_018 version 3).  
Notwithstanding, certain aspects of the product dossier previously submitted for stringent 
regulatory review were reviewed by an assessor during the site inspection. 

Manufacturing site inspection 

An onsite inspection of InTec Products, Inc. at 332 Xinguang Rd, Xinyang IND AREA, Haicang, 
Xiamen 361011, China, was conducted from 11 to 13 October 2023. At the time of 
considering the product application for Prequalification, the Manufacturer of the product 
had a well-established quality management system and manufacturing practices in place 
that would support the manufacture of a product of consistent quality. Routine inspections 
of the Manufacturing site will be conducted with copies of the WHO Public Inspection Report 
(WHOPIR) published on the WHO Prequalification web page as per Resolution WHA57.14 of 
the World Health Assembly. Note that a WHOPIR reflects the information on the most 
current assessment performed at a manufacturing site for in vitro diagnostic products and 
summarizes the assessment findings. 
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https://extranet.who.int/pqweb/vitro-diagnostics/who-public-inspection-reports 

All published WHOPIRs are with the agreement of the manufacturer. 

The onsite inspection was accepted on 23 February 2024.  

Based on the site inspection and corrective action plan review, the quality management 
system for the Rapid Anti-HCV Test meets WHO prequalification requirements.  

Product performance evaluation 

The Rapid Anti-HCV Test (InTec PRODUCTS, Inc) is a rapid, lateral flow 
immunochromatographic assay for detecting antibodies to HCV in human serum/plasma 
and whole blood.  A volume of 10 µL of specimen 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. 

The Advanced Quality Rapid Anti-HCV Test (InTec PRODUCTS, Inc) was evaluated by WHO in 
the 3rd quarter of 2018 at the Virus Reference Department, Public Health England, UK.  From 
this evaluation, we drew the following conclusions: 

In this limited evaluation on a panel of 466 plasma specimens, compared to the reference 
diagnostic algorithm (Ortho HCV ELISA Test System 3.0 with enhanced SAVe, Ortho Clinical 
Diagnostics, and Monolisa Anti-HCV Plus, Bio-Rad, in parallel; followed by Chiron RIBA HCV 
3.0 Strip Immunoassay), the following performance characteristics were obtained:  

Performance characteristics in comparison with an agreed reference standard 
Initial (95% CI) Final (95% CI) 

Sensitivity % 
(N=151) 

100% (95% CI 97.6-100%) 100% (95% CI 97.6-100%) 

Specificity % 
(N=315) 

99.7% (95% CI 98.8-100%) 99.7% (95% CI 98.8-100%) 

Invalid rate % 0 

Inter-reader variability % 0 

https://extranet.who.int/pqweb/vitro-diagnostics/who-public-inspection-reports
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In addition, analytical performance characteristics were assessed using commercially 
available or locally made panels and the following results were obtained: 

Additional performance characteristics 
Sensitivity during seroconversion 
on 4 seroconversion panels in 
comparison with a benchmark 
assay (Ortho HCV 3.0 Enhanced 
SAVe [Ortho Clinical Diagnostics]) 

Seroconversion sensitivity index of -0.75; therefore, 
detection is 0.75 specimens earlier than the 
benchmark assay.  

Analytical sensitivity on mixed titer 
panels in comparison with an 
agreed reference standard  

20 of the 20 specimens in the anti-HCV worldwide 
performance panel were correctly classified. 
27 of 30 specimens in the low titer performance 
panels were correctly classified 

Lot to lot variation on dilution 
panels 

Acceptable 

Key operational characteristics 
Validated specimen types 
(according to IFU) 

Serum, plasma (EDTA, heparin sodium or sodium 
citrate), whole blood 

Number of steps 2 without precision pipetting required 

Time to result 15 minutes 

Endpoint stability 5 minutes (the test should be read between 15 and 
20 minutes after addition of sample diluent) 

Internal QC Yes, the control line on the test device (reagent 
control) 

In-use stability of reagents Sample diluent shall be used within 8 weeks after 
opening. 
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Labelling 

1. Labels

2. Instructions for use
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1.0 Labels 
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1.1 Labels for ITPW01152‐TC25 



01.05.11.069-250303

HCV HCV

Rapid Anti-HCV Test

HCV
Contents
25   Tests
25   Droppers
25   Desiccants
3     Sample Diluents
1     Package insert

Rapid Anti-HCV Test

ITPW01152-TC25

Colloidal Gold（Whole Blood/Serum/Plasma)
HCV HCV

ADVANCED QUALITY
IN MEDICAL DIAGNOSTICS

ADVANCED QUALITY
IN MEDICAL DIAGNOSTICS

ADVANCED QUALITY
IN MEDICAL DIAGNOSTICS

ADVANCED QUALITY
IN MEDICAL DIAGNOSTICS

332 Xinguang Road, Xinyang Industrial Area, 
Haicang, 361022, Xiamen, Fujian, P.R. China

Tel: +86 592 6807188
Website: www.intecasi.com
Email: intecproducts@asintec.com

ITPW01152-TC25
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1.2 Labels for product code ITPW01152‐TC40 



01.05.11.070-250303

HCV

Email: intecproducts@asintec.com
Website: www.intecasi.com
Tel: +86 592 6807188

332 Xinguang Road, Xinyang Industrial Area, 
Haicang, 361022, Xiamen, Fujian, P.R. China

HCV HCVHCV
Rapid Anti-HCV Test

HCV
Contents
40    Tests
40    Droppers
40    Desiccants
4      Sample Diluents
1      Package insert

Rapid Anti-HCV Test

ITPW01152-TC40

Colloidal Gold（Whole Blood/Serum/Plasma)

ADVANCED QUALITY
IN MEDICAL DIAGNOSTICS

ADVANCED QUALITY
IN MEDICAL DIAGNOSTICS

ADVANCED QUALITY
IN MEDICAL DIAGNOSTICS ADVANCED QUALITY

IN MEDICAL DIAGNOSTICS

ITPW01152-TC40
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1.3 Labels for product code ITPW01153‐TC40 



01.05.11.071-250304

HCV Colloidal Gold (Whole Blood/Serum/Plasma)

Rapid Anti-HCV Test

Rapid Anti-HCV Test
Contents
40     Tests
40     Droppers
40     Desiccants
4       Sample Diluents
40     Alcohol Swabs
40     Sterile safety lancets
1       Package insert

ITPW01153-TC40

HCV HCV

ITPW01153-TC40

ADVANCED QUALITY
IN MEDICAL DIAGNOSTICS

ADVANCED QUALITY
IN MEDICAL DIAGNOSTICS HCV

ADVANCED QUALITY
IN MEDICAL DIAGNOSTICS

HCV
ADVANCED QUALITY
IN MEDICAL DIAGNOSTICS



1.4.1 Foil pouch front 

_R_a_pi_d_A_n_ti_-H_C_V_Te_s_t_�H CV 
Colloidal Gold (Whole Blood/Serum/Plasma) 

A. ADVANCED QUALITY
,. IN MEDICAL DIAGNOSTICS 

1.4.2 Foil pouch back 

Rapid Anti-HCV Test 

•
lnTec PRODUCTS,INC. 
332 Xlnguong Rood,Xlnyong 100 Areo,Holcong, 

Xlomen.361022,p R Chlno 

Tel (+al>) 5926807100 

Website www lnIecosl com 

Email lnrecproductsOostntec com 

Contents 

1 Test 

1 Dropper 

1 Desiccant 



1.5  Alcohol swab label- SteriLance Medical (Suzhou) Inc.

(primary package)



(secondary package) 

1.6 Sample diluent label 



® 

I� Sample Diluent 

ONE STEP Anti-HIV (1 &2) TEST 

Vol: 2ml !Lori

Storage: 2-30°C �



Instructions  for  Use :

1.Carefully twist off the protective cap
until it is separated from the device.

2. Place the lancet firmly against the
puncture site to activate. Do not remove
the device until an audible click is heard.

3. Discard the used lancet into a suitable
sharps container.

b
a
pull

twist

Intended use：
The safety lancet is used for capillary blood collection.
Contraindications：Unknown.

Caution：
1.Do not use if lancet cap has been previously removed from lancet.
2.Check the use-by date on the packaging, and do not use the lancet
beyond the use-by date.
3.The safety lancet is for disposable use and do not reuse the lancet.
4.Discard the used lancet into a suitable sharps container.

Symbolic interpretation:

Manufacturer

Use-by dateDate of manufacture Consult instructions 
for use

Batch code

Medical DeviceSterilized using 
irradiation

Do not re-use Caution

0123
Notified Body 

Safety Lancets

橙色虚线框不印刷
UDI底部拖白底

Revised date:  June 19, 2023 (Version 03)

Manufacturer:
SteriLance Medical ( Suzhou ) Inc .
No.168 PuTuoShan Road, New District, 
215153 Suzhou, Jiangsu, 
PEOPLE'S REPUBLIC OF CHINA

Safety Lancets 

TM Press 2

Reorder No.: 05-062122
Specification: 21G  2.2mm
Qty: 20Pcs/Bag

YYYY-MM-DD

YYYY-MM-DD

XXXXX

05-062122

Disposable safety lancets Catalogue number

European Authorized Representative
Emergo Europe B.V.
Westervoortsedijk 60, 
6827 AT Arnhem, The Netherlands 

European Authorized 
Representative

1.7 Safety lancet label

sydney_ye
打字机文本

sydney_ye
打字机文本

sydney_ye
矩形
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2.0 Instructions for Use1 

1   English version of the IFU was the one that was assessed by WHO. It is the 

responsibility of the manufacturer to ensure correct translation into other languages. 
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Tip

II. Venous whole blood

III. Serum/plasma

Or

Tip

1 drop 2 drops 

C 
T

 



 



 



 


	25 05 12   Rapid Anti-HCV Test (PQDx 0371-017-00) Draft  Public Report  v 2.0.pdf
	Rapid Anti-HCV Test (PQDx 0371-017-00) Labelling 2.0.pdf
	Kit Box Label for (HCV) ITPW01152-TC25.pdf
	Kit Box Label for (HCV) ITPW01152-TC40.pdf
	Kit Box Label for (HCV) ITPW01153-TC40.pdf
	25 03 20   Rapid Anti-HCV Test (PQDx 0371-017-00) Labels.pdf
	19 05 17 FINAL PQDx 0371-017-00 Rapid Anti-HCV Test Public Report  v1.pdf
	19 05 17 HCV FINAL labeling and IFU
	7


	Attachment 17. Design draft of the changed alcohol swab & disposable safety lancet labels.pdf

	IFU (HCV) for all product code.pdf

	Sample diluent label for (HIV) all product codes.pdf
	Disposable safety lancet labels - Suzhou Sterilance.pdf



