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flow tests, developed for patient hepatitis B diagnosis,
can be repurposed for detecting HBsAg in hepatitis B
vaccines — a tool for detecting their falsification.

They are important public health risks, leaving patients unknowingly unprotected, risking further disease
transmission, disease, disability and death. They will lead to economic harm for patients and their
communities, governments and vaccine manufacturers. They also risk sparking loss of faith in vaccines and
driving vaccine hesitancy.

We have explored repurposing diverse devices for detecting SF vaccines:

1. Matrix-assisted laser desorption/ionization-time-of-flight mass spectrometry (MALDI-TOF) — e.g. Vitek MS
2. Spatially-offset Raman spectroscopy (SORS) — e.g. Resolve device

3. Rapid diagnostic tests (RDTs) — e.g. Hepatitis B RDT
4. Multiple lower cost devices -

Similar repurposing of rapid diagnostic tests works for
multiple other pathogen-vaccine pair.

The main drivers are presumed to be impaired access and cost with inadequate inspection and enforcement
for falsified vaccines and errors in manufacturer and in maintaining the correct temperatures in supply chains
for substandard vaccines. There is very limited public domain scientific investigation about what falsified
vaccines actually contain, but liquids such as saline, amikacin, gentamicin, hyaluronic acid and water have all
been described.

With very promising results. Requires further evaluation and implementation research to answer key questions, such as the diagnostic
accuracy in real life and where in different supply chains levels devices are best used. We are also evaluating these technologies for
detecting diethylene glycol & ethylene glycol.
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