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Sometimes we all look to the
gods for help.  Assessing the
biological safety of medical
devices is an increasingly
information-hungry process.
To help us to help you, we have
developed tools to streamline
the process.  We have named
them after ancient Greek gods
in the hope that they will guide
us with their wisdom and
preserve us from harm. 

Metis is our database of
toxicological profiles.  It is
named after Metis, an ancient
Greek goddess of wisdom.  

Soteria is our tool, developed
in-house, to streamline some of
the processes within ISO
10993-17:2023. It is named after
Soteria, an ancient Greek
goddess of safety and
preservation from harm.   

A critical step in evaluating the
biological safety of your medical
device is identifying the
toxicological hazards posed by
the substances in, or leaching
from, the device.  Sourcing this
information can be a time
consuming step and appropriate
critical appraisal of the data
requires relevant expert
toxicological knowledge.  

To help us streamline this
process, Chorley Consulting have
developed Metis, an in-house
database of toxicological profiles
of materials commonly used in
medical devices.  The database
contains fully referenced and
internally peer reviewed
summaries of toxicological data
from a wide range of publicly
available sources. Metis presently
contains over >500 entries and is
growing every day.
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The latest update to ISO 10993-
17:2023 describes a process for the
Toxicological risk assessment of
medical device constituents,
derived from either compositional
information or analytical chemistry
data (e.g. extractable data or
leachable data). 

The standard describes methods
for a number of tools which may
help the toxicologist reduce the
number of chemicals which need
to be evaluated.  
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Although use of concepts such as
Total Quantity (TQ), Toxicological
Screening Limit (TSL), Estimated
Exposure Dose (EEDmax) and
assumed release kinetics may
reduce the burden for the
toxicologist, establishing and
justifying applicability as well as
calculating some of the values
from a large data set can itself be
a time-consuming process. 

To improve efficiency, we have
developed Soteria, a validated
Excel-based system, which we can
use to check if chemicals fall
within the scope of TSL, calculate
TQ and EEDmax , and identify any
CMR or ED substances (as defined
in EU MDR).
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