
Risk assessment B 
(if appropriate)

Tool proposerTool adopter

How does this tool compare to alternatives? A1.1

What’s it aiming to achieve? A1

Does the tool meet applicable local, national or cross-border, 
legal or ethical requirements? (e.g. risk/clinical safety/
consumer protection/anti‑discrimination/data privacy) A1.2

What problem does it address? 1.1 Does this match what it 
was developed for? 1.1.1

If the tool is being used in a different context, 
does that introduce new limitations? 1.1.2

Do the FAIR principles apply? A3

Are there any local data gaps? 
Are you satisfied this doesn’t 
interfere with performance? 2.3.1

Does the development data 
match the intended data? 2.3

Have the working limitations 
and assumptions been 

sufficiently understood? 3.5

What level of autonomy 
will the tool have? A2

What data was used to develop it? 2.1

Is the data likely to be biased? 2.2

What assumptions have 
been made in the model? 3.1

Is it possible to access the data 
used for tool development? 2.1.1

Has this been tested? 2.2.1

Risk assessment A

Is there a statement on the 
unknowns and is it explained? 3.3

Is there other software or 
equipment the tool needs 

to interact with? 3.4

Have any context-specific adjustments 
to the tool been highlighted, e.g., 
reweighting, fairness metrics? 3.5.1

Have the necessary skill requirements 
for the tool been met?

Have the expected use 
conditions been met? 3.6

Do the users meet the requirements 
for software/hardware?

3.6.1

Are there any technological 
gaps and have the impact of 
these been communicated?

3.6.2

How do you measure how accurate the tool is 
(performance), and is it being monitored? 4.1

If the performance of the tool 
drops, who will fix it? 4.3

If the performance can’t be fixed, 
is there a plan in place for rollback? 4.4

Do you have a plan to 
mitigate these risks? B2

Have you adequately covered questions of liability 
for harm, performance and risk communication? B3

Is the code accessible? 5.1 Have you included 
contact information? 5.5

Received documentation?

Have all the named documents 
been transferred? 5.7

Are you confident this is a 
responsible handover? 5.6

What is the tool being 
compared to (benchmarking)? 4.2

What is the procedure for 
releasing new versions of the tool? 4.5

What software license applies? 5.2

What is the purpose 
of the tool?

1

Where has the data 
come from?

2

What assumptions are 
being made?

3

Is the tool good enough 
for this use?

4

Will your data be used to 
further develop the tool? 4.5.1

Transparency, licenses, 
availability & documentation

5

What are the conditions 
set by its license? 5.2.1

Have you understood the procedure for 
publishing work connected to the tool? 5.2.2

Is it possible to explain which 
parameters the tool is using and 

does this matter? 4.6

Are there any IP and 
ownership considerations? 5.3

Are you satisfied with how the 
end‑users will monitor performance 

and report issues? 4.1.1

What’s necessary for the 
tool to work properly and 
produce useful results? 3.2

Have you informed the end-user how 
data will train the tool, and anonymisation 

steps? B1.2

What are the likely negative outcomes 
for individuals and the tool user? B1

Has an algorithmic impact 
assessment been produced? B1.1

What are the requirements for 
data quality and quantity? 3.2.1

What are the skill requirements? 3.2.2

How well does the tool 
perform on other data? 3.2.3

What type of hardware, software 
and data management are 

required to run the tool? 3.2.4

Are there processes in place 
to stop use of the tool if it doesn’t 

meet requirements? 3.2.5

What steps are needed for 
local tuning and calibration? 3.2.6

What known relationships are 
included? What’s missing? 3.1.1

Will factors that have not been considered 
affect the tool in this context? 3.1.2

How is uncertainty and error measured 
and do you have a defined acceptable 

rate for your deployment? 4.2.1

Are tool deployment performance reports or 
an incident log available? 4.2.2

Is there a system for anonymous 
reporting of near misses? 4.2.3

Do you know if issues are monitored 
remotely or via self reporting? 4.2.4

5.4
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