Not just left to your

owh devices !
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Medicines and Healthcare
products Regulatory Agency

= Executive Agency of the
Department of Health.

= Ensures that medicines and
medical devices work and are
acceptably safe.
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What Is a Medical Device? @

Any product, other than medicines,
which is used for the diagnosis,
prevention, monitoring, treatment
and alleviation of iliness or injury or
the prevention of conception.
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MHRA’s Roles

= Regulator
= Incident investigation

o Source of information
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Regulations

= patient health and safety
= user safety
=  manufacturer protection
= commercial level playing field
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Essential Requirements

‘the devices must be designed in such
a way that....they will not compromise
the clinical condition or SAFETY of
patients.....provided that any RISKS
which may be associated with their
use constitute acceptable RISKS
when weighed against the benefits....”

.....devices must achieve the performances
intended by the manufacturer.....
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...Once on the market @

=  post market surveillance
= vigilance
= safeguard action
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MHRA as a source of
iInformation

Provides information to device users

Device alerts

Device bulletins

Posters

Leaflets
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What Is an Adverse @
Incident”?

An event that causes, or has the
potential to cause, unexpected or
unwanted effects involving the safety
of patients, users or other persons.
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