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Draft TEAM-NB Position Paper

How and whether to Audit Authorized Representatives?

Following a discussion, we intend to agree to establish a list of the minimum to assess in
auditing a Manufacturer outside Europe regarding his Authorised Representative (AR)
agreement.

The items to check are:
v" Manufacturer should have identify an AR;

there should be a single AR for each product;

a final agreement should exist;

the agreement should follow the MEDDEV;

there should be a signed agreement before the EC declaration of conformity is
signed,

if the Manufacturer outsourced vigilance or other processes to the AR, there
should need Standard Operating Procedures and possibly an audit;

v" NB should be notified in case of change of AR.
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There will be an interest to discuss whether an AR could be considered as a crucial supplier.
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