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Directive 98/79/EC of the European Parliament and of the
Council of 27 October 1998 on in vitro diagnostic medical devices

Article 11

Vigilance procedure

1 Member States shall take the necessary steps to ensure that any information brought
to their knowledge, in accordance with the provisions of this Directive, regarding the incidents
mentioned below involving devices bearing the CE marking is recorded and evaluated centrally:

a any malfunction, failure or deterioration in the characteristics and/or performance of
a device, as well as any inadequacy in the labelling or the instructions for use which,
directly or indirectly, might lead to or might have led to the death of a patient, or user
or of other persons or to a serious deterioration in their state of health;

b any technical or medical reason in relation to the characteristics or performance of a
device for the reasons referred to in subparagraph (a), leading to systematic recall of
devices of the same type by the manufacturer.

2 Where a Member State requires medical practitioners, the medical institutions or
the organisers of external quality assessment schemes to inform the competent authorities of
any incidents referred to in paragraph 1, it shall take the necessary steps to ensure that the
manufacturer of the device concerned, or his authorised representative, is also informed of the
incident.

3 After carrying out an assessment, if possible together with the manufacturer, Member
States shall, without prejudice to Article 8, immediately inform the Commission and the other
Member States of the incidents referred to in paragraph 1 for which appropriate measures,
including possible withdrawal, have been taken or are contemplated.

4 Where, in the context of notification referred to in Article 10, a device notified, bearing
the CE marking, is a ‘new’ product, the manufacturer shall indicate this fact on his notification.
The competent authority so notified may at any time within the following two years and on
justified grounds, require the manufacturer to submit a report relating to the experience gained
with the device subsequent to its being placed on the market.

[F15 Member States shall on request inform the other Member States of the details referred
to in paragraphs 1 to 4. The procedures implementing this Article shall be adopted in accordance
with the regulatory procedure referred to in Article 7(2).]

Textual Amendments
F1 Substituted by Regulation (EC) No 596/2009 of the European Parliament and of the Council of 18

June 2009 adapting a number of instruments subject to the procedure referred to in Article 251 of
the Treaty to Council Decision 1999/468/EC with regard to the regulatory procedure with scrutiny
Adaptation to the regulatory procedure with scrutiny — Part Four.
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