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Misoprostol som oral I6sning eller tablett vid igangsattning
hos kvinnor med omoget cervixstatus (MISOBEST):
randomiserad kontrollerad non-inferiority-studie
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Bakgrund

Lagdos (25-50 ug) oralt misoprostol sakert och effektivt!
Dosnoggrannhet oral [6sning kontrollerad av Lakemedelsverket?

Tablett 25 pug (Angusta®) lanserad 2017
 Baserat pa studier pa Cytotec®
« Lakemedelsverket godkande Angusta® utifran s.k. bridging

« Angusta® 47ggr dyrare

En biotillganglighetsstudie®
 Ingen signifikant skillnad



MISOBEST -
Metod

« Randomiserad fas Ill
“prospective, open label,
blinded endpoint” (PROBE)

studie
« 21 jan 2022, till 21 maj 2023

« 878 kvinnor med fullgangen
graviditet, levande enkelbérd,
huvudbjudning,
randomiserades 1:1

[ Enroliment ]
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Screened for participation with

cephalic, term singleton fetus planned

for induction of labour with oral
prostaglandins (n=1940)

Excluded (n=1062), due to
not meeting inclusion criteria,

A 4

declined to participate,
or not asked

Randomised (n=878)

A 4

[ Allocation J
A 4 h 4
Allocated to oral solution misoprostol (n=438) Allocated to oral tablet misoprostol (n=440)
e Received oral solution (n=434) s Received oral tablet (n=439)
e Received oral tablet (n=4) ¢ Received oral solution (n=1)
v { Analysis J 1

Analysed Intention-To-Treat (ITT) (n=437)
Excluded from analysis:

e Discontinued intervention and study
participation (n=1)

Analysed Intention-To-Treat (ITT) (n=437)

Excluded from analysis:

e Included in other trial (n=1)

* Discontinued intervention and study
participation (n=2)
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MISOBEST — Slutsats

Off-label oral [6sning 25 pg (Cytotec®) var lika bra som (non-inferior to) oral tablett 25 ug
(Angusta®) pa att astadkomma vaginal forlossning inom 24 timmar.

Ingen statistisk skillnad i

« andel som foédde vaginalt
* hur lang tid férlossningen tog
* behov av ytterligare dos

Stora skillnader i pris.
Det finns ingen anledning att avhalla sig fran bruk av oral I6sning Cytotec®.
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