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WHAT IS DEVICE BIOCOMPATIBILITY?

a patient's tissues and physiological systems while being used to treat

them. One aspect of a device's overall safety review is an assessment of
biocompatibility. Analytical chemistry, in vitro experiments, and animal
models are used to examine the biocompatibility of devices. A device's
biocompatibility is influenced by a number of factors, including:

*Chemical and physical nature of its component materials
*Types of patient tissue that will be exposed to the device

*Duration of that exposure

Of course, ensuring patient safety is the main goal of a device
biocompatibility examination. When establishing a biocompatibility
testing program, manufacturers should take business regulatory
objectives and compliance concerns into account. Analyzing a device's
biocompatibility is invariably a risk assessment process. There is no device
or device component that is risk-free. Device creators strive to reduce risk
while enhancing value to patients.

CMDC Labs highly recommends discussing your proposed biocompatibility testing plan
with an FDA reviewer before initiating testing



HOW DO |
DETERMINE
WHICH TESTS
| NEED?

Confirmation of the device's suitability for its intended purpose forms the
basis of the ISO Standard. Device component chemical characterization is
the first stage in this process. Probably the most important step in a
biocompatibility assessment is in vitro biological testing. Devices are
categorized using the ISO materials biocompatibility matrix according to
the kind and length of body interaction. A list of possible biological
impacts is also provided. Certain conseguences must be taken into
account and addressed in the regulatory filing for each category of device.
For any medical device, ISO 10993-1 does not specify a particular battery of
testing. Instead, it offers a foundation for creating a program for
biocompatibility testing.



SHOULD I TEST DEVICE
MATERIALS, OR ONLY A
COMPOSITE OF THE
FINISHED DEVICE?

Every part and material used in a medical
device should have safety information
collected by the manufacturer.
Additionally, ISO 10993-1 guidelines need to
be strictly followed when performing
testing on the finished item. In general, the
best course of action is to: compile vendor
data on potential materials

Analytical and in vitro material screening
to confirm final product performance
should be performed on a composite
sample taken from the final product.
Testing the final product without
gathering information on the component
ingredients carries a certain amount of
risk. It may be challenging to identify the
element that is the cause of a negative
outcome. If you repeat the testing on each
component individually, you can end up
delaying your regulatory submission.

CMDC Labs is fully equipped for all your
biocompatibility testing needs.

Device material screening mitigates risk. Leachable compounds that
might jeopardize the safety of the device should be identified during the
initial chemical characterization. The cost-effectiveness of non-animal
research, such cytotoxicity and hemocompatibility tests, adds another
layer of material safety screening.

Additionally, preliminary material screening, evaluation and comypatibility
tests ensure that you won't have to alter your product design as a result of
biocompatibility test failures. Many manufacturers compile information
on a list of approved materials that they utilize in their goods. Some test
methods are not suitable for testing composite materials. Due to physical
constraints, each device component must be tested separately using agar
overlay, direct contact cytotoxicity tests, and implant investigations.

For all biocompatibility studies, test samples should be
sterilized using the same method as will be used for
the finished device.
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