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WHO Prequalification of In Vitro Diagnostics 
PUBLIC REPORT 

 
Product: ADVANCED QUALITY HIV Self-Test 

WHO reference number: PQDx 0372-017-01 
 
The ADVANCED QUALITY HIV Self-Test with product code ITPW02155-TC1, 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 4 August 2025.  

 
Summary of WHO prequalification assessment for ADVANCED QUALITY HIV 

Self-Test1 
 

 Date Outcome 
Prequalification listing  4 August 2025 Listed 
Dossier assessment Not Applicable (N/A) MR 
Site inspection(s) of the quality 
management system 

11 to 13 October 2023 MR 

Product performance evaluation             4th quarter of 2018 MR 
MR: Meets Requirements 
 
*Change notification 
 
In 2025, InTec Products, Inc., submitted a change notification for their prequalified product 
to introduce a new configuration with an intended use specific to HIV self-testing 
(ADVANCED QUALITY HIV Self-Test). The new format was adapted from the corresponding 
professional use product (ONE STEP Anti‐HIV (1&2) Test), for which a WHO prequalification 
assessment has already taken place. InTec Products, Inc., generated additional data to 
meet requirements for self-testing as set out in the WHO Technical Specifications Series 
document TSS-1 Human Immunodeficiency Virus (HIV) rapid diagnostic tests for 
professional use and self-testing2. 
 
 
 

 
1 The manufacturing site inspection and product performance evaluation for the ONE STEP Anti‐HIV (1&2) Test were considered from 
for the assessment of the ADVANCED QUALITY HIV Self-Test. The ONE STEP Anti‐HIV (1&2) was prequalified in 2019. Based on the 
manufacturing site inspection and product performance evaluation, the ADVANCED QUALITY HIV Self-Test meets WHO prequalification 
requirements. Please refer to the WHO Prequalification of Diagnostics Programme  Public Report for the ONE STEP Anti‐HIV (1&2). 
https://extranet.who.int/prequal/WHOPR/public-report-one-step-anti-hiv-12-test-pqdx-0372-017-00 
2 https://apps.who.int/iris/bitstream/handle/10665/251857/9789241511742-
eng.pdf;jsessionid=153ABC9D88E7623A1AD1DF946A22B4C8?sequence=1 
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Intended use 
 
According to the intended use claim from InTec Products, Inc., “The Advanced Quality HIV 
Self-Test is a colloidal gold enhanced, rapid immunochromatographic assay for qualitative 
detection of antibodies to Human Immunodeficiency Virus (HIV) in human fingerstick whole 
blood. The test is intended for use by untrained lay users in a private setting as a self-test to 
aid in the diagnosis of HIV infection.” 
 
Assay description 

According to the claim of assay description from InTec Products, Inc., “The test band region 
on the nitrocellulose membrane is pre-coated with recombinant HIV antigen (containing 
predominant epitope of gp41, gp120 of HIV-1 and predominant epitope of gp36 of HIV-2), 
and the control band region on the nitrocellulose membrane is pre-coated with sheep anti-
rabbit IgG. The fiberglass is pre-coated with recombinant HIV antigen (containing 
predominant epitope of gp41, gp120 of HIV-1 and predominant epitope of gp36 of HIV-2) 
conjugated with colloidal gold and rabbit IgG conjugated with colloidal gold. For positive 
specimens, HIV antigen conjugated with colloidal gold reacts with HIV antibody in whole 
blood, forming a colloidal gold conjugate/ HIV antibody complex. The complex migrates 
through the test strip and is captured by the recombinant HIV antigen immobilized in the 
test band region, forming a test band. A negative specimen will not produce a test band 
due to the absence of colloidal gold conjugate/HIV antibody complex. To ensure assay 
validity, a purplish red control band in the control region will appear regardless of test 
result. The assay is only valid when the control band appears.” 

Test kit contents  
• 1 - Test card with desiccant and dropper  
• 1 - Alcohol swab 
• 1 - Sample diluent  
• 1 - Instructions for use 
• 1 - Sterile safety lancet 

 
 
 
 
Materials required but not provided 
 

• Timer 
• Tissue 
• Seal bag or biohazard trash bag 
• Bandage.  
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Storage 
The test kit must be stored at 2 -30 °C. 
 

Shelf-life upon manufacture 
24 months (test kit and buffer). 
 

Warnings/limitations 
Please refer to the manufacturer’s Instructions for Use (IFU) attached to this public 
assessment report. 
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 Labelling 
 
 

1. Labels 
2. Instructions for use 
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1.1 Labels  
 
 





Contents 
1 Test card 
1 Desiccant 
1 Plastic dropper 

ITPW02155-TC1 

 
 

 

Advanced Quality HIV Self-Test  
(Whole blood) 



Sample diluent 0.2mL 
LOT: 
EXP: 
Storage at 2-30℃ 



ISOPROPYL ALCOHOL, 70% BY VOLUME

FOR EXTERNAL ANTISEPTIC
USE ONLY

CONTAINS ONE PAD

Skin  Prep Pads

Drug Facts
Active ingredient                           Purpose
Isopropyl Alcohol, 70% by volume...................Antiseptic

Uses: 

Warnings: For external use only. Flammable, 
keep away from fire or flame.

Do not use with electrocautery procedures, or in/near 
eyes. Stop use if irritation or redness develops. 
If irritating condition persists for more than 72 hours, 
consult a physician. Keep out of reach of children. If 
swallowed, seek medical attention and/or contact a 
Poison Control Center immediately.

Directions: Prepare site by wiping vigorously.

Inactive ingredient: Purified water.

50
 m

m

50 mm

Front Back

DO NOT REUSE

sydney_ye
矩形

sydney_ye
打字机文本
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2.0 Instructions for use3 

3 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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