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Workshop on clinical evaluations and investigations with medical devices

This seminar is arranged by Medicoindustrien’ s Expert group for clinical investigations and kindly hosted by

Coloplast.

The aim of the day is to see what is in the future of the clinical area for medical devices and also meet peers working
with clinical evaluations, clinical investigations and post market clinical follow-up and exchange experience.

Thursday 17 September 2026, 8.30 - 15.30 at

Coloplast A/S, Holtedam 3, 3050 Humlebaek

(Entrance at Holtedam 3, south end closest to Niva, we are in the auditorium)

Agenda
08.30 - 9.00
09.00 -9.15
09.15-10.00
10.00 - 10.15
10.15-10.45
10.45-11.00
11.00 - 11.30
11.30 - 12.30
12.30-13.30
13.30 - 14.20
14.20 - 14.35
14.35 - 14.55
14.55 - 15.15
15.15-15.30

Check in & breakfast

Welcome & introduction, Marie Louise Oemann Mohr, Thomas Krarup
Simonsen, Coloplast

Estimands. 1ISO14155-2026 now published. Let’s recap estimands, Charlotte
Hindsberger, Coloplast

Coffee break

EU in general, Stellan Ngrreskov Wulff, Medtech Denmark, Kristian Teglkamp
Flemmingson, Coloplast.

EU specific. Revision of the MDR is in process. Why? And what will (most likely)
be revised. Lene Laursen, Medtech Denmark

Clinical strategy, Pernille Nonboe, Coloplast. Marked Access, Steffen Nielsen,
Coloplast.

Lunch

Clinical strategy Continued. PMCF study. Anna Kaufmann Lindqvist , Novo
Nordisk.

RWE Ann-Sophie luel-Brockdorff, Coloplast.
Questions and debate in plenum

Coffee break

Danish Ethical Committee news

DKMA news

Wrap up & conclusion of the day



