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NAFDAC locates 100% of recalled COVID-19

vaccine batch within 1 hour using Nigeria’s national
traceability system built on GS1 standards

Challenge

Maintaining vaccine integrity is essential to patient
safety and confidence. When a specific COVID-19
batch was found to be compromised, NAFDAC
needed to quickly locate and remove all distrib-
uted doses—without disrupting broader immu-

nisation efforts. The challenge was speed, scale,
and precision across Nigeria’s extensive healthcare 0
network. 100A
of affected doses traced GS1 DataMatrix enabled
and recalled instant identification

Approach

The recall process was triggered by a laboratory
alert to NAFDAC'’s Director General, who imme-
diately engaged the Traceability Technical Lead.
Using the TIS, distribution points for the affect-
ed vaccines—each marked with GS1 DataMatrix
codes—were identified in less than an hour.

Simultaneously, the Executive Director of the na-
tional immunisation programme contacted pri-
mary health centres in every state to prepare for I:I —

a possible recall, ensuring readiness even before

laboratory confirmation was complete. This was Traceability system Model for future public
done to prepare for a potential recall while formal delivered results health emergencies
approval by NAFDAC’s Vaccines/Biologics Labo- in <1 hour

ratory was still pending.
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Introduction

Ensuring the integrity of vaccine distribution
is critical for large-scale immunisation pro-
grammes. During the COVID-19 pandemic, Ni-
geria faced a significant challenge when a com-
promised vaccine batch had to be immediately
recalled. Leveraging its Traceability Information
System (TIS), built on GS1 standards, the Na-
tional Agency for Food and Drug Administration
and Control (NAFDAC) successfully identified,
traced, and recalled 100% of the affected dos-
es—protecting public health and reinforcing
trust in the vaccination programme.

Implementation

Identification of distribution points: Upon re-
ceiving the alert, the NAFDAC team used the
TIS to pinpoint all distribution points where the
affected vaccines, marked with GS1 DataMatrix
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codes, had been distributed. This initial tracea-
bility step took less than one hour, underscor-
ing the system’s effectiveness in real-time public
health response.

Escalation and communication: The project
lead contacted the Executive Director, who, in
turn, notified all relevant primary health centres
across the country. This proactive communica-
tion, conducted before full laboratory approval,
ensured local readiness and expedited the re-
sponse. The escalation and outreach phase was
completed within one hour.

Physical recall and return: Once the recall was
confirmed, vaccines were returned to the Nation-
al Cold Store in Abuja and to NAFDAC for safe
handling and disposal. This full process took ap-
proximately one week, taking into account trans-
portation and safe handling requirements.

Outcome

Nigeria successfully recalled 100% of the com-
promised vaccine batch. The combination of
GS1 standards, national leadership, and digital
infrastructure enabled rapid identification, esca-
lation, and retrieval. Strong communication links
at every level ensured delays were minimised,
protecting both patients and the credibility of
the national vaccine rollout.

This achievement highlights Nigeria’s TIS as a
model for managing recalls and other public
health emergencies—demonstrating how trust-
ed data and standards deliver real-world impact.

Next steps

Since 2024, Nigeria has mandated the use of
global GS1 standards for labelling all pharma-
ceuticals, strengthening traceability nationwide.
This policy ensures that each medicinal product
is uniquely identifiable, enhancing traceability
and accountability throughout the supply chain.

Government investment in the TIS continues to
expand its reach and capability. Ongoing stake-
holder engagement, awareness campaigns and
pilot studies are strengthening this local initia-
tive and reinforcing medicine safety at the na-
tional level.

Future efforts will focus on using the system not
only for recalls but also for detecting counterfeit
products or compromised products before they
reach the public. NAFDAC is implementing full
Track and Trace in a phased approach. By adopt-
ing GS1 global standards and investing in digital
infrastructure, Nigeria is building a more resilient
and responsive public health system, with pharma-
ceutical traceability and patient safety at its core.
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§° ’!!ﬁ § NAFDAC is Nigeria’s regulatory authority responsible for the control and regulation of the

. NAFDAC »/  Manufacture, importation, exportation, distribution, advertisement, sale and use of food,
%ng drugs, medical devices, cosmetics, chemicals, packaged water and detergents.

Established in 1992, NAFDAC comprises 14 directorates and plays a central role in ensuring
the safety, efficacy and quality of regulated products in Nigeria. The agency actively promotes

the adoption of global standards and modern regulatory practices to protect public health
and improve supply chain transparency.

www.nafdac.gov.ng



https://nafdac.gov.ng/

