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Electrical Stimulators are
Medical Devices

e To sell them in Europe we have to comply
with “Council Directive 93/42/EEC" known
widely as the Medical Devices Directive,
MDD.

e [t starts off with lots of legalise (3.5 pages) but
it is possible to pull some points out:

- High level of protection for patient, user and third
parties.

- Risk management/reduction, state of the art
design, compliance with standards



The MDD itself is very thin..




What do we have to do to
comply?

e We have to work through all the things the
MDD asks us to do.

e One of the things it requires is that we follow
standards that apply to our device. Since it is
an electrical device we have to follow the
Medical Electrical Equipment standard
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2. The solutions adopted by the manufacturer for the design and
construction of the devices must conform to safety principles,
taking account of the generally acknowledged state of the art. In
selecting the most appropriate solutions, the manufacturer must
apply the following principles in the following order:

— eliminate or reduce risks as far as possible (inherently safe
design and construction),

— where appropriate take adequate protection measures including
alarms if necessary, in relation to risks that cannot be
eliminated,

— inform users of the residual risks due to any shortcomings of the
protection measures adopted.

3. The devices must achieve the performances intended by the
manufacturer and be designed, manufactured and packaged in
such a way that they are suitable for one or more of the
functions referred to in Article 1 (2) (a), as specified by the
manufacturer.

[snip]
6a. Demonstration of conformity with the essential requirements
must include a clinical evaluation in accordance with Annex X.



This is what we are after..

e The CE mark shows that we believe that we
meet all the requirements of the MDD and
associated standards. This is checked by BSI
or a similar organisation




This i1s what they check -
Technical File




Support

e All stimulators are checked and tested by us
before release. Same checks are done after a
repair

e [f you have technical support then we can

discuss with them if a problem can be tackled
locally or if it should come back to us.

e Enquiries by phone or email, clinical,
technical, etc etc..
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With a CE mark...

e We are able to sell our products in UK (and
Europe)

e We manage things better and we deal with
problems etfectively.

e We have documentary evidence of the way
we do things. (See you in Court!)
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