Minutes from the

NSGE Board Meeting with representatives from the Esmya working group
th

March 10 2017, 12.00, in Norefjell
Meeting secretary:
Annette List
Meeting participants:
Charlotte Møller, Ingeborg Bøe Engelsen, Bjarne Rønde Kristensen, Martin Rudnicki, Marit Lieng and Päivi
Härkki, Kirsten Hald and Jyrki Jalkanen.

NSGE Esmya working group (update)
Surgery in Women with intramyometial Myoma - The SWIM study by The Nordic SWIM Study group
evaluating the impact of Ulipristal acetate on laparoscopic myomectomy
The purpose of the present study is (primary outcome): To study whether UPA decrease surgical time during
surgical removal from incision of serosa until cut of the closing suture for each myoma removed.
Secondary endpoints are: Difficulties to define layers during (scoring); fall in hemoglobin postoperatively,
post-operative pain, complications, sick leave and finally quality of life following myomectomy (UFS-QoL).
Regarding VAS scores Martin still thinks it can be used since we measure VAS prior and after surgery. In
both cases the patients can use painkillers and maybe we can see a difference. Please let Martin know your
considerations.
Martin briefs on the status of the group's work and informs that the protocol is finished.
Kirsten Hald informs about the choice of the database system Viedoc.
Price for the database system 130.000 NKr. plus training 30.000 NKr.
Kirsten Hald has applied NFOG for funding the study.
At the moment we will apply any pharmaceutical companies for financial support.
The protocol, CRF and patient information to the Board are attached.
The length of the study is discussed. (2 x 3 months or 1 x 6 months). Decision: The study will run for 6
months with follow-up after 36 months (optional).
The task of data entry is discussed. Perhaps it can be carried out by the nurses.
Ethic approval: Denmark: Charlotte Møller.
Translation of the patient Information leaflet:
Denmark: Charlotte Møller
Norway: Inge borg Bøe Engelsen
Finland: Päivi Härkki
Sweden: ?
Iceland: ?

