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Use cases for traceability 
1. Prevent, detect, respond to 

substandard/falsified 
medical products

2. Corrective action through 
market recalls

3. Maintaining supply chain 
integrity

4. Pharmacovigilance 

5. Reimbursement
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WHO Member State mechanism on 
substandard/falsified medical products 

Annual technical briefings on traceability 
• Nepal, Botswana, Nigeria
• Using global and national standards to 

enable traceability
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Working group on traceability as prioritized activity J 

WHO | Substandard and falsified medical products

https://apps.who.int/gb/sf/


Supporting implementation of 
traceability
Challenges
• Technology at key points in 

the supply chain (ports of 
entry, distribution centres, 
remote pharmacies) 

• Technical knowledge 
• Funding

5

Policy paper on traceability of medical products
Health topic on SF medical products

https://iris.who.int/handle/10665/340237
https://www.who.int/health-topics/substandard-and-falsified-medical-products


Recommendations from 19th ICDRA 
Recommendations to Member States
• Promote use of harmonized and 

interoperable global standards for medical 
product traceability 

• Update regulatory frameworks to enable and 
enforce traceability of medical products

Recommendations to WHO
• Update and expand WHO guidance on 

harmonized product identification, labelling 
and data exchange standards

• Facilitate traceability gap analysis and 
promote best practices through knowledge 
exchange
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Takeaway messages
• Ensure traceability is enshrined in regulatory frameworks
• Use internationally recognized standards for data capture and exchange
• Ensure readiness and plan for capacity building
• Consider phased implementation
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The Verification and Traceability Initiative’s (VTI) goal is to 
support countries in their verification and traceability journey

Rationale for the VTI
Detect and reduce falsification
Enhance supply chain visibility 
and efficiencies
Deliver digital equity in LMICs
Promote and use standards for 
product identification, capture and 
share.

9. TRVST Logo © UNICEF for the TRVST.    All rights reserved 2024.For discussion only – do not distribute

UNICEF is the legal entity behind TRVST

VTI Steering Team



For discussion only – do not distribute

The Verification and Traceability Initiative was created to 
address the impact of falsified and diverted products
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Sources:  
The WHO Member State Mechanism on Substandard and Falsified Medical Products Update 2022
* Public health and socioeconomic impact study 2017 https://apps.who.int/iris/handle/10665/331690 
* University of Edinburgh

. TRVST Logo © UNICEF for the TRVST.    All rights reserved 2024.For discussion only – do not distribute

$30.5 Bn Falsified vaccines and medicines cost 
LMICs $30.5 billion per year.

10.5%
Falsified products accounted for 10.5% of 
medicines sampled in the supply chain in 
these countries.

169,000
Estimated 72K –169K deaths caused by 
substandard and falsified antibiotics in 
children under 5 suffering from pneumonia*

116,000
Estimated 31K – 116K deaths caused by 
substandard and falsified antimalarials in 
sub-Saharan Africa*
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WHAT IS TRVST  (pronounced as “trust”)

Traceability and Verification System
Detect and reduce falsified medicines in LMICs
Increase supply chain visibility and traceability
Provide electronic leaflets
Promote the use of GS1 standards
Designed and deployed in partnership with countries, 
manufacturers and donor organisations

A platform to increase knowledge and experience 
of traceability, bringing digital equity to LMICs 
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Category 2021 2024 increase in 
# of 

reports 
collected 

and 
analyzed:

Total reports 3438 
(report)

7026
(report)

Total molecules 
(in the reports)

1204
(molecules)

1817
(molecules)

Molecules on the 
Essential Medicines Lists 

(EML)
254

(molecules)
365

(molecules)
44%

Molecule reported 
shortages in 2+ 

countries
338

(molecules)
664

(molecules)
96%

Multi-country
(Essential Medicines)

113
(molecules)

201
(molecules)

78%

42,606 reports since Sept 2021

Shortages are dynamic, occuringat any time for a number of reasons.

Since September 
2021 the number 

of essential 
medicines 

shortage reports 
affecting two or 
more countries 

has increased 78%
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Pulling publicly available country shortage data
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Scoring of shortages based on severity
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Case Study: Clarithromycin
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A more detailed view of the shortage reported: 
Case Study Clarithromycin
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shortage manufacturer discontinuation other, same 
manufacturer


Create videos with https://clipchamp.com/en/video-editor - free online video editor, video compressor, video converter.
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Panel 2: Collaborations, quality 
assurance and supply chain, 

assessments, outcomes of national 
procurement systems. 

Understanding the gaps and 
shortages of essential medicines. 

David Jauch
VP Government Affairs

Fresenius Kabi



On partnerships

In today’s complex world there is not a ‘one size fits all’ solution and the understanding
the perspectives of all people is essential to develop effective solutions for healthcare
access.

For partnerships and collaborations to be successful they require commitment and the
identification of practical targets that are fit for purpose over time.

Importantly, successful partnerships require trust and open and regular dialogue –
communications that share perspectives, learnings, challenges and approaches to
solutions



Procurement

Some issues include: 
• In most countries around the world, there has been a consolidation of 

how products are purchased. 
• In some cases, this consolidated procurement has been pursued with 

one objective, which is to lower prices with limited consideration for 
security of supply. 

• Current overemphasis on pricing strategies has left aside pro-
competition policies. 



Proposed way forward

These may include: 
• Exploration of complementary policies to encourage manufacturing 

and the diversification of supply chain 
• It would make sense to consider ways to de-consolidate and to 

diversify supply chain to avert risk of manufacturing supply chain 
consolidation 

• Procurement incentives are necessary to support continued 
investment in manufacturing. 

• Consolidated diversified criteria and supply with long term 
agreements 

• Market predictability and viability are essential to secure supply 
of medicines. 



Thank you

info@igbamedicines.org

www.igbamedicines.org
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