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Name Abbreviation
Summary of Marketing History SMH

Active Implantable Medical Device AINMD

Field safety Notice FSN

Field safety Corrective Action FSCA
Medical Device Vigilance MDV
Medical Devices safety Unit MDSU
Manufacturer Incident Reports MIRs
Periodic Summary Eeports PSRs
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Serious public Health
Threat

Death or an unanticipated serious

deterioration in a person's state of

health

Any other serious incident

Immediately, not later than
2 days after the
manufacturer becomes

aware of that threat.

Immediately, not later than 10
days after the date on which the
manufacturer becomes aware of

the serious incident.

Immediately, not later than
15 days after they become

aware of the incident.
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