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1. Data Sourcing
The company obtains data sets from a
health care organization to train the
MLm component of the system.

How does the company assess
conditions for data use?

Is the company compliant with data
protection rules in its country and in the
country of residence of the patients?

Does the data set include sensitive data
that respond to special regulatory
provisions, e.g. genetic data?

2. Product Development

The company validates the algorithm
against human performance benchmarks.

Does the training data set accurately
represent the source population?

Is it representative of the target
population?

Can developers explain the logic
behind the algorithm?

‘What kind of evidence suppaorts the
safety and efficacy of the device?
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3. Clinical Deployment
The system is adopted in a low-middle
income country by a regional health care

system that has no clinical genetic services.

/,Em

Have doctors been consulted about
the introduction of the device in
their clinical practice?

Are patients informed about the use
of the system?

Do patients have equitable access to
targeted therapies?

‘What monitoring mechanisms are in
place to assess the performance of
the device in a real-iife setting?

Who is liable in case of a prediction
error?
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