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WHO Prequalification of In Vitro Diagnostics 

PUBLIC ASSESSMENT REPORT 
Product: HCV Hepatitis C Virus Rapid Test Device (Whole 

blood/Serum/Plasma) 
WHO reference number: PQDx 0387-051-00 

 
HCV Hepatitis C Virus Rapid Test Device (Whole blood/Serum/Plasma) with product codes 
IHC-402WA, IHC-402WB, IHC-402WC, and IHC-402WD manufactured by ABON Biopharm 
(Hangzhou) CO., LTD,  Rest-of-World regulatory version, was accepted for the WHO list of 
prequalified in vitro diagnostics and was listed on 8 November 2023. 

 
Summary of WHO prequalification assessment for the HCV Hepatitis C Virus 

Rapid Test Device (Whole blood/Serum/Plasma) 
 

 Date Outcome 
Prequalification listing 8 November 2023 listed 
Dossier assessment 28 March 2023 MR 
Product performance 
evaluation 

3rd and 4th quarters of 2019 MR 

MR: Meets Requirements 
 
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 summarised in the following table, and details of 
each amendment are provided below. 
  
Version  Summary of the amendments Date of report 

amendment  
2.0   Closure of dossier commitment to prequalification. 

The manufacturer submitted the validation report, 
which was acceptable. 

14 March 2024 

3.0  1. Labelling change for the lancet (PQC-IVD-2025-
0036). 
2. Add customized box artwork and IFU in Ukrainian 
for Ukraine:                                              

i. Box for IHC-402WC: Add info on accessories 
and Ukraine authorized representative.      

ii. Box label for IHC-402WA and IHC-402WC: (1) 
create standard box label for Ukraine based 
on English version, but update the UDI info; 
(2) add an additional customized box label in 
Ukrainian to include LM information and 

27 April 2026 
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Ukraine authorized representative 
information.                                                   

iii. IFU for IHC-402WA and IHC-402WC translated 
to Ukrainian based on English version and add 
the Ukraine authorized representative 
information (PQC-IVD-2025-0115).  

 

Intended use 
 
According to the intended use claim from ABON Biopharm (Hangzhou) CO., LTD, “HCV 
Hepatitis C Virus Rapid Test Device (Whole blood/Serum/Plasma) is a single use, visually 
read, rapid chromatographic immunoassay for the qualitative detection of antibodies to 
Hepatitis C Virus in human venous and capillary whole blood, serum or plasma. The test is 
intended to be used as an aid in the diagnosis of individuals at risk of Hepatitis C infection. 
The test provides preliminary results. Negative or positive results do not preclude Hepatitis 
C infection and may need to be confirmed using other methods according to current 
guidelines. 
The HCV Hepatitis C Virus Rapid Test Device (Whole Blood/Serum/Plasma) is not 
automated and is intended for professional use in a laboratory or near-patient 
environment. This test device is not intended for self-testing or testing in infants younger 
than 18 months of age and must not be used for blood donation screening.” 

Test kit contents 
Component 40 Tests/kit 

(T/k) 
(product 
code IHC-
402WA) 

25 T/kit 
(product  
code IHC-
402WB) 

40 T/k 
(product 
code IHC-
402WC) 

25 T/kit 
(product  
code IHC-
402WD) 

Test device  40 25 40 25 
3mL Buffer (Phosphate buffer 
0.2M pH7.4 and sodium azide 
0.09% ) 

x 2 x 1 x 2 x 1 

Specimen Dropper for 
Serum/Plasma/Venipuncture 
Whole Blood 

x 40 x 25 x 40 x 25 

Alcohol pads  \ \ 40 25 
Single-use lancet  \ \ 40 25 
Specimen Dropper for 
Fingerstick Whole Blood 

\ \ 40 25 

Instructions for Use x 1 x 1 x 1 x 1 
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Items required but not provided: 
 

• For product codes IHC-402WA and IHC-402WB.  
o Timer, 
o Single-use lancets, alcohol prep pads, cotton wool or gauze pads (for 

fingerstick whole blood only) 
o Heparinized capillary tubes with 50 µL mark line and dispensing bulb (for 

fingerstick whole blood only).  
o Biohazard waste containers for sharps and non-sharps. 

 
• For product codes IHC-402WC and IHC-402WD.  

o Timer 
o Specimen collection equipment and containers  
o Centrifuge (for plasma only) 
o Cotton wool or gauze pad (for fingerstick whole blood only) 
o Biohazard waste containers for sharps and non-sharps.  

Storage 
The test kit must be stored between 2 and 30 °C. 
 

Shelf-life upon manufacture1 
24 months. 
 
Dossier assessment 
 
ABON Biopharm (Hangzhou) CO.,LTD. submitted a product dossier for HCV Hepatitis C 
Virus Rapid Test Device (Whole blood/Serum/Plasma) as per the “Instructions for 
compilation of a product dossier” (PQDx_018). The information (data and documentation) 
submitted in the product dossier was reviewed by WHO staff and external technical 
experts (assessors) appointed by WHO.   The manufacturer's responses to the 
nonconformities found during dossier screening and assessment findings were accepted 
on 28 March 2023. 
 
Based on the product dossier screening and assessment findings, the product dossier for 
HCV Hepatitis C Virus Rapid Test Device (Whole blood/Serum/Plasma) meets WHO 
prequalification requirements. 
 
 

 
1 The assigned device shelf-life is based on stability data generated from the date of manufacture. The finished 

goods shelf-life, calculated from the date of packaging completion, may be shorter depending on the time elapsed 

between manufacture and final packaging of the device. 
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Manufacturing site inspection 
 
The inspection of the manufacturing site(s) was conducted to assess whether the 
manufacturer’s quality management system (QMS) and manufacturing practices are in 
alignment with: 
 (i) applicable international standards, such as ISO 13485 (Medical devices – Quality 
management systems – Requirements for regulatory purposes); 
 (ii) the manufacturer’s own documented procedures and quality requirements; and 
 (iii) other relevant international standards and guidelines applicable to in vitro diagnostic 
(IVD) medical devices. The WHO’s Public Inspection Reports are accessible at:  
 
https://extranet.who.int/pqweb/vitro-diagnostics/who-public-inspection-reports 
 
Based on the site inspection and corrective action plan review, the quality management 
system for the HCV Hepatitis C Virus Rapid Test Device (Whole blood/Serum/Plasma) 
meets WHO prequalification requirements.  
 
 
Product performance evaluation 
 
HCV Hepatitis C Virus Rapid Test Device (Whole blood/Serum/Plasma) was evaluated by 
the National Serology Reference Laboratory (NRL), Melbourne, Australia, on behalf of 
WHO in the 3rd and 4th quarter of 2019, according to protocol PQDx_040, version 6.  
 
Clinical performance evaluation 
 
In this limited laboratory-based evaluation of clinical performance characteristics, a panel 
of 483 plasma specimens was used. The specimens were characterized using the following 
reference algorithm: Murex anti-HCV (version 4.0) [DiaSorin S.A Italy] and Monolisa Anti-
HCV PLUS version 2.0 [Bio-Rad Laboratories] in parallel, followed by CHIRON RIBA 3.0 HCV 
3.0 Strip Immunoassay or MP Diagnostics HCV BLOT 3.0 WB on initially reactive specimens.  
 
Clinical performance characteristics in comparison with an agreed reference standard 
Sensitivity % 
(N=163) 

100% (95% CI: 97.7% - 100%) 

Specificity % 
(N= 320) 

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

Invalid rate % 
(N= 483) 

0% 

Inter-reader variability % 
(N= 483) 

0% 

 
 

https://extranet.who.int/pqweb/vitro-diagnostics/who-public-inspection-reports
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Analytical performance evaluation  
 
Analytical performance characteristics  
Sensitivity during seroconversion 
on 4 seroconversion panels in 
comparison with a benchmark 
assay (DiaSorin Murex Anti-HCV 
EIA (version 4.0)) 

Of a total of 26 specimens, 12 were detected by the 
assay under evaluation versus 21 specimens 
detected by the benchmark assay.   

Analytical sensitivity on a mixed 
titer panel (0810-0175, SeraCare 
Life Science Inc.) 

All 15 positive and 1 negative specimens were 
correctly classified. 

Analytical sensitivity on a low titer 
panel (0810-0192, SeraCare Life 
Science Inc.) 

8 of 10 positive specimens and 1 negative specimen 
were correctly classified.  

Lot to lot variation on a dilution 
panel  

Lot to lot variation was within +/- 1 two-fold 
dilutions for all 10 dilution series.   

 
 
Operational characteristics and ease of use 
 
This assay does not require laboratory equipment and can be performed in laboratories 
with limited facilities or non-laboratory settings.  
 
The assay was found easy to use by the operators performing the evaluation.  
 
Key operational characteristics 
Specimen type(s) and volume 50 µL (2 drops) of serum, plasma (EDTA, sodium 

citrate, sodium heparin, lithium heparin), venous 
whole blood (EDTA, sodium citrate) or capillary 
whole blood 

Number of steps* 
 

2 steps in total  
1 step with precision pipetting (optional, only for 
serum/plasma) 

Time to result 
 

10 minutes 

Endpoint stability (interval) 
 

10 minutes (the test can be read between 10 and 20 
minutes after addition of buffer) 

Internal QC  
 

Yes, reagent addition control  

* Definition: each action required to obtain a result (excluding specimen collection, device 
preparation – opening the pouch), e.g. for RDTs: add specimen, add buffer (2 steps).  
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Based on these results, the performance evaluation for the HCV Hepatitis C Virus Rapid 
Test Device (Whole blood/Serum/Plasma) meets the WHO prequalification requirements. 
 
Labelling review  
 
The labelling submitted for the HCV Hepatitis C Virus Rapid Test Device (Whole 
blood/Serum/Plasma)  was reviewed by WHO staff and external technical experts 
appointed by WHO. The review evaluated the labelling for clarity and consistency with the 
information submitted in the product dossier, alignment with international guidance and 
standards, and suitability for the intended users and settings in WHO Member States, 
including low- and middle-income countries. 
 
The table below provides traceability of the labelling documents reviewed during the 
assessment, including document titles, version numbers, approval dates, and control 
identifiers. 
 

Controlled Labelling References 
IHC-402WA 

Document Type Document Title Version / 
Revision 

Date 
Approved 

Controlled 
Document No. 

Outer box artwork 
(WHO)ABT ABON 
HCV 40T box(25T 
big) 

01 2024/1/17 1135929801 

Box label 

(WHO)ABT ABON 
Non-CE IHC-
402WA (40T) box 
label ink printing 
(GS1 2D barcode) 

01 2024/1/17 NB00025-01 

Pouch artwork (WHO)ABT ABON 
ID device pouch 01 2023/6/2 1125907001 

Pouch label 
(WHO)ABT ABON 
IHC-402WP 
pouch ink jetting 

01 2024/1/17 NP00006-01 

Buffer label 
(WHO)ABT ABON 
HCV Buffer label 
ink printing 

01 2024/1/17 NB00026-01 

Sterile safety lancets, single-
use N/A N/A N/A N/A 

Specimen Dropper for 
Fingerstick Whole Blood N/A N/A N/A N/A 

Specimen dropper (For 
Serum/Plasma/Venipuncture 

Packaging 
Specification of N/A N/A 

TC-0930 
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Whole Blood) Pouched Dropper 

Instructions for Use (IFU) 
ABT WHO ABON 
IHC-402WA&WB 
English PI 04 2024/1/17 1156214401 

 
IHC-402WB 

Document Type Document Title Version / 
Revision 

Date 
Approved 

Controlled 
Document No. 

Outer box artwork (WHO)ABT ABON 
HCV 25T box 01 2024/1/17 1135929701 

Box label 

(WHO)ABT ABON 
Non-CE IHC-
402WB (25T) box 
label ink printing 

01 

2024/1/17 NB00028-01 

Pouch artwork (WHO)ABT ABON 
ID device pouch 01 2023/6/2 1125907001 

Pouch label 
(WHO)ABT ABON 
IHC-402WP pouch 
ink jetting 

01 
2024/1/17 NP00006-01 

Buffer label 
(WHO)ABT ABON 
HCV Buffer label 
ink printing 

01 
2024/1/17 NB00026-01 

Sterile safety lancets, single-
use N/A N/A N/A N/A 

Specimen Dropper for 
Fingerstick Whole Blood N/A N/A N/A N/A 

Specimen dropper (For 
Serum/Plasma/Venipuncture 
Whole Blood) 

Packaging 
Specification of 
Pouched Dropper N/A N/A TC-0930 

IFU 
ABT WHO ABON 
IHC-402WA&WB 
English PI 04 2024/1/17 1156214401 
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IHC-402WC 

Document Type Document Title Version / 
Revision 

Date 
Approved 

Controlled 
Document No. 

Outer box artwork 
(WHO)ABT ABON 
HCV 40T box(big) 01 2024/1/17 1135929901 

Box label 

(WHO)ABT ABON 
Non-CE IHC-402WC 
(40T) box label ink 
printing 

01 

2024/1/17 NB00030-01 

Pouch artwork 
(WHO)ABT ABON ID 
device pouch 01 2023/6/2 1125907001 

Pouch label 
(WHO)ABT ABON 
IHC-402WP pouch ink 
jetting 

01 
2024/1/17 NP00006-01 

Buffer label 
(WHO)ABT ABON 
HCV Buffer label ink 
printing 

01 
2024/1/17 NB00026-01 

Sterile safety lancets, single-
use 

Specification of 
Single-use Lancet N/A N/A TC-0884 

Specimen Dropper for 
Fingerstick Whole Blood 

Specification of Plastic 
Wrapped Glass 
Capillary Tube N/A N/A TC-0944 

Specimen dropper (For 
Serum/Plasma/Venipuncture 
Whole Blood) 

Packaging 
Specification of 
Pouched Dropper N/A N/A TC-0930 

IFU 
ABT WHO ABON 
IHC-402WC&WD 
English PI 03 2024/1/17 1156214501 
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IHC-402WD 

Document Type Document Title Version / 
Revision 

Date 
Approved 

Controlled 
Document 
No. 

Outer box artwork 
(WHO)ABT ABON 
HCV 40T box(25T 
big) 

01 2024/1/17 113592980
1 

Box label 

(WHO)ABT ABON 
Non-CE IHC-402WD 
(25T) box label ink 
printing 

01 2024/1/17 NB00032-
01 

Pouch artwork (WHO)ABT ABON 
ID device pouch 01 2023/6/2 112590700

1 

Pouch label 
(WHO)ABT ABON 
IHC-402WP pouch 
ink jetting 

01 2024/1/17 NP00006-
01 

Buffer label 
(WHO)ABT ABON 
HCV Buffer label 
ink printing 

01 2024/1/17 NB00026-
01 

Sterile safety lancets, 
single-use 

Specification of 
Single-use Lancet N/A N/A TC-0884 

Specimen Dropper (10T) for 
Fingerstick Whole Blood 

Specification of 
Plastic Wrapped 
Glass Capillary 
Tube 

N/A N/A TC-0944 

Specimen Dropper (5T)  for 
Fingerstick Whole Blood 

Specification of 
Plastic Wrapped 
Glass Capillary 
Tube 

N/A N/A TC-0944 

Specimen dropper (For 
Serum/Plasma/Venipunctur
e Whole Blood) 

Packaging 
Specification of 
Pouched Dropper 

N/A N/A TC-0930 

IFU 
ABT WHO ABON 
IHC-402WC&WD 
English PI 

03 2024/1/17 115621450
1 
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Labelling 

1.1 box artwork 

IHC-402WA and IHC-402WD (code: 1135929801) 
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Abon Biopharm (Hangzhou) Co., Ltd. 
#19812 0, Street East, Hangzhou Economic & Technological 
Development Area, Hangzhou, 310018, P.R.China 
www.globillpointofcare.abbott 

© 2023 Abbott. All rights reserved. 
All trademarks referenced are trademarks of either 

the Abbott group of companies or their respective owners. 
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IHC-402WB (code: 1135929701) 
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HCV HEPATITIS C VIRUS RAPID TEST DEVICE
Abbott (WHOLE BLOOD/SERUM/PLASMA) 
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1135929801 

Abbott 
HCV HEPATITIS C VIRUS RAPID TEST DEVICE
(WHOLE BLOOD/SERUM/PLASMA) 

u.l Abon Biopharm (Hangzhou) Co., Ltd. 
- #19812'" Street East, Hangzhou Economic & Technological 

Development Area, Hangzhou, 310018, P.R.China 
www.globalpointofcare.abbott 

© 2023 Abbott. All rights reserved. 
All trademarks referenced are trademarks of either 
the Abbott group of companies or their respective owners. 

HCV HEPATITIS C VIRUS RAPID TEST DEVICE
Abbott (WHOLE BLOOD/SERUM/PLASMA) 
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Abbott 
HCV HEPATITIS C VIRUS RAPID TEST DEVICE
(WHOLE BLOOD/SERUM/PLASMA) 
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IHC-402WC (code: 1135929901) 
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© 2023 Abbott, All rights re,eivad, 
All trademarks referenced are trademarks of either 
the Abbott group of companie, or their respective owner,. 

Abbott 

Pantone 2925 C 

Pantone 303 C 

Pantone 285 C 

HCV HEPATITIS C VIRUS RAPID TEST DEVICE 
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HCV HEPATITIS C VIRUS RAPID 
TEST DEVICE 
(WHOLE BLOOD/SERUM/PLASMA) 
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1.2 box label 

IHC-402WA 

IHC-402WB 

IHC-402WC 
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IHC-402WD 

1.3 Pouch artwork 
IHC-402WA, IHC-402WB, IHC-402WC, IHC-402WD 
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1.4 Pouch label 
IHC-402WA, IHC-402WB, IHC-402WC, IHC-402WD 

1.5 Buffer label 

1.6 Lancet 
IHC-402WC (code: 40007468) 
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IHC-402WD (code: 40007469) 

1.7 Specimen dropper (For Serum/Plasma/Venipuncture Whole Blood) 

IHC-402WA, IHC-402WC (code: 1115809601) 

IHC-402WB, IHC-402WD (code: 1115809701) 
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1.8 Specimen Dropper for Fingerstick Whole Blood 
IHC-402WC, IHC-402WD (code: 1115807302) 

IHC-402WD (code: 1115809501) 

2.0 Instructions for Use2 

2 English version of the IFU was the one that was assessed by the WHO. It is the responsibility of the 
manufacturer to ensure correct translation into other languages. 


























	26 03 27 HCV HEPATITIS C VIRUS RDT (PQDx 0387-051-00) draft WHOPAR v 3.0.pdf
	Intended use
	Test kit contents
	Items required but not provided:
	Storage
	Shelf-life upon manufacture0F
	Dossier assessment
	Manufacturing site inspection
	Product performance evaluation
	Controlled Labelling References

	HCV HEPATITIS C VIRUS RDT (PQDx 0387-051-00) WHOPAR v 3.0.pdf
	1135929801 (WHO)ABT ABON HCV 40T box(25T big)-B-R1-outline.pdf
	1135929701 (WHO)ABT ABON HCV 25T box-B-R1-outline.pdf
	1135929901 (WHO)ABT ABON HCV 40T box(big)-B-R1-outline.pdf
	1156214401 ABT WHO ABON IHC-402WA&WB English PI-H-R2-outline eff.2024-01-17.pdf
	1156214401 ABT WHO ABON IHC-402WA&WB English PI-H-R2-outline eff.2024-01-17.pdf
	1156214501 ABT WHO ABON IHC-402WC&WD English PI-H-R2-outline eff.2024-01-17.pdf
	1156214501 ABT WHO ABON IHC-402WC&WD English PI-H-R2-outline eff.2024-01-17.pdf




