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QA Information Notice for Health Products 

IN No 2025-03  Advice regarding use of all Rapid Diagnostic Tests (RDT) for 
malaria 

 

Addressees 
 

• Through Health Product Management (HPM) specialists, all Principal Recipients (PR) reporting 
procurement of the affected product financed by the Global Fund.   

• All procurers, buyers reporting procurement of the affected product financed by the Global Fund.  
 

Purpose 
The Global Fund Quality Assurance and Compliance Team is issuing this QA Information Notice to draw 
attention to the WHO Information Notice for Malaria IVD Users 2025-01 published on 31 March 2025 and the 
actions to be taken therein (“WHO IN 2025-01") (see annex and https://www.who.int/news/item/31-03-2025-
who-information-notice-for-users-of-malaria-ivds-2025-1 ). 

This notice is for internal and external dissemination and Health Products Management (HPM) Specialists 
are expected to communicate this information to their relevant stakeholders. 

Identification of the product(s) and manufacturer 

Name of Manufacturer(s) All 

Commercial / Brand Name(s) All RDT for malaria 

Product code: All 

Formulation Not applicable 

Packaging & Pack size & Type All 

Batch(es) All 

Expiry Date All 

Background (as provided in WHO IN 2025-01) 
In 2024, the World Health Organization (WHO) was informed that various malaria rapid diagnostic tests 
showed faint positive test lines for patients with confirmed malaria infection. Incidents were reported in several 
countries for various products detecting both Plasmodium falciparum and Plasmodium vivax, and products 
detecting Plasmodium falciparum and pan species. 

https://www.who.int/news/item/31-03-2025-who-information-notice-for-users-of-malaria-ivds-2025-1
https://www.who.int/news/item/31-03-2025-who-information-notice-for-users-of-malaria-ivds-2025-1
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The faint test lines were predominantly observed for patients with low parasitemia (200 parasites/μl). 
However, some patients with higher parasitemia also generated faint test lines. More recent reports indicated 
that faint test lines have led to misdiagnosis and therefore delayed appropriate treatment.  

 

Nature of defect(s) 

Details of defect or problem. See WHO IN 2025-01 

Is there any evidence or suspicion of a 
risk to public health? 

Yes, based on WHO IN 2025-01 

Extent of the problem (e.g. No. of 
batches). 

All RDT for malaria 

Extent of distribution of the product / 
batch (es).  

All RDT for malaria 

Number of users and / or patients 
potentially impacted 

All users and healthcare professionals using RDT for malaria 

Other products potentially impacted No 

 

Recommendations  
Based on the information available to date and until further notice, the following actions are recommended 
by the Global Fund Quality Assurance and Compliance Team:  

Principal Recipient (PR) / Health Product Management Specialist 
Disseminate the Quality Information Notice and implement the attached WHO IN 2025-01 through Principal 
Recipients and other stakeholders to users/healthcare professionals. 

See actions outlined in the WHO IN 2025-01 

Users and Healthcare Professionals 
Users and healthcare professionals who have observed any unusual testing results with the use of the 
impacted product shall report this to the relevant Regulatory Authorities, manufacturer(s), WHO Incidents, 
Substandard and Falsified Products Team (see contact in annex) and the Global Fund Health Product 
Management Specialist. 
 

Transmission of QA Information Notice 
This QA Information Notice needs to be passed on to all those who need to be aware within your 
organization and/or to any organization where the potentially affected products have been transferred.  
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Please maintain awareness of this QA Information Notice and resulting action(s) for an appropriate period 
to ensure effectiveness of the recommendations. 
 

Validity 
The QA Information Notice is valid from date of publication on the Global Fund QA Information Notice 
webpage https://www.theglobalfund.org/en/sourcing-management/quality-assurance/information-notice/ 
until its either removed or superseded. 
 

Contacts 
This QA Information Notice does not require a specific written response from PR. PR should copy the Global 
Fund’s Quality Assurance and Compliance Team on any correspondence regarding the matter.  

Please direct the respective questions about this matter to the technical contact listed below. 

Organization Name / Function E-mail address 

Global Fund Your respective Country Team/ HPM 
specialist for the portfolio 

County Team / HPM Specialist Email  

Global Fund René Becker-Burgos, QA Specialist In-
Vitro Diagnostics 

rene.becker-burgos@theglobalfund.org 

 
  

https://www.theglobalfund.org/en/sourcing-management/quality-assurance/information-notice/
mailto:rene.becker-burgos@theglobalfund.org
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Annex 
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