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Single-use only

ASISU® is a medical device intended for use by qualified birth attendants during the second
stage of vaginal childbirth, particularly during the crowning phase. The device consists of an
internal part positioned in the vaginal canal under the fetal head and an external part placed on
the perineal skin, connected by a flexible neck at the posterior fourchette. The device provides
mechanical support to the perineum and helps distribute forces during fetal head expulsion with
the aim of reducing the risk of perineal tears. The device is supplied ready to use in a pouch
allowing visual inspection before opening.

Intended Purpose (Extended statement):

This medical device is intended to protect the perineum during the second stage of vaginal
childbirth. It is intended to be used by qualified midwives, obstetric clinicians and other
professional birth attendants, in clinical and community-birth environments, to reduce the risk of
perineal tears and associated adverse consequences.

Indications for use:
Use during the second stage of labor, specifically in the crowning phase.

Contraindications:

- The device is not intended for patients with known perineal abnormalities or complications
requiring surgical intervention during delivery.

- The device is not intended for use in births requiring instrumental intervention.

- No side-effects observed upon the use of the device as intended.

Intended user:

- Use only by qualified midwives, obstetricians, or other trained healthcare professionals
attending childbirth.

« Claimed clinical benefits: Reduce the risk of perineal tears and associated adverse
consequences.

« Performance Characteristics: Flexible internal and external adhesion elements provide
perineal support and reduce tissue stress peak.

« Patient target group: Pregnant individuals undergoing vaginal childbirth.
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Requirement of:

1. Special facilities:

a. Clinical birth environments that include hospital wards.

b. Community birth environments that include birth centers and planned home births.

2. Training Video:
For additional guidance on device preparation and application, click here to view the training
video.

AWarning & Caution:

« The device should only be used once to avoid device failure or sub-optimal performance, and
infections.

« Dispose of the device as waste per local regulations.

A Precaution:

- Position the outer part according to the woman's anatomy so that it does not cover or contact
the anus. If necessary, trim the device before application to ensure correct fit.

«Where episiotomy is clinically indicated, it takes priority over use of the device. The midwife shall
ensure that the device does not interfere with performance of the episiotomy.
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If a serious incident occurs in relation to ASISU®, please report it without delay to oasicare ApS
(email: support@oasicare) and to the competent authority of the EU Member State where you
are established.

The device is used in the final part of the second stage of labor

The second stage of labor starts: Prepare device

Usage time: 10-20 min
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1. Insert the internal part at the end of a contraction. 2. Gently guide it into position while the fetal head recedes during the pause between contractions. 3. Apply gelif needed to facilitate insertion.
4. As the fetal head advances, it may push the internal part outward. Maintain the position of the internal part by applying gentle manual counter-pressure. 8. Dry the perineum with a clean cloth
6. Gently remove the protective liner from the outer part. 7. Place the outer part on the perineum. 8. Position the wings according to the woman's anatomy. Ensure that the device does not cover the
anus. 9. Press the outer part firmly in place for 30 seconds to activate the adhesive. 10. Once the device is secured, standard techniques for perineal protection may be used. 11. When the fetal head is
delivered, maintain the internal part in position with gentle manual pressure.

12. After delivery, gently remove the adhesive outer part from the skin. 13. Carefully withdraw the internal part.

14, Dispose of the device as regular waste.
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Kun tilengangsbrug

ASISU® er et medicinsk device beregnet til anvendelse af kvalificerede fadselshjeelpere under
anden fase af vaginal fadsel, seerligt under kroningsfasen. Devicet bestar af en indre del, som
placeres i vaginalkanalen under caput, og en ydre del, som placeres pa huden pa mellemkadet.
De to dele er forbundet af en fleksibel hals ved den bageste fourchette. Devicet giver mekanisk
stette til mellemkadet og hjeelper med at fordele kraefterne under caputs fremfedning med
henblik pa at reducere risikoen for bristninger i mellemkadet. Devicet leveres Klar til brug i en
pose, som muligger visuel inspektion far abning.

Tilsigtet formal (udvidet beskrivelse)

Dette medicinske udstyr er beregnet til at beskytte mellemkadet under anden fase af vaginal
fadsel. Det er beregnet til anvendelse af kvalificerede jordemadre, obstetriske klinikere og andre
professionelle fadselshjeelpere i bade kliniske miliger og ved fadsler uden for hospital, med det
formal at reducere risikoen for bristninger i mellemkadet og de dermed forbundne negative
konsekvenser.

Indikationer for anvendelse
Anvendes under anden fase af fadslen, specifikt i kroningsfasen.

Kontraindikationer

- Devicet er ikke beregnet til patienter med kendte perineale abnormiteter eller komplikationer,
der kraever kirurgisk indgreb under fadslen.

- Devicet er ikke beregnet til anvendelse ved fedsler, der kreever instrumentel forlasning.

- Der er ikke observeret bivirkninger ved anvendelse af devicet somftilsigtet.

Tilsigtet bruger

« Ma kun anvendes af kvalificerede jordemedre, obstetrikere eller andet uddannet
sundhedspersonale, der assisterer ved fadsler.

- Forventede Kliniske fordele: Reducerer risikoen for bristninger i mellemkedet og de dermed
forbundne negative konsekvenser.

- Ydelseskarakteristika: Fleksible interne og eksterne adheesionselementer giver stette til
mellemkadet og reducerer lokale vaevsbelastningstoppe.

« Malgruppe for patienter: Gravide personer, der gennemgér vaginal fadsel.
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Krav til anvendelsesmiljo

1. Szerlige faciliteter

a. Kliniske fademiliger, herunder hospitalsafdelinger.

b. Fademiliger uden for hospital, herunder fadeklinikker og planlagte hiemmefadsler.

2. Treeningsvideo
For yderligere vejledning om klargering og anvendelse af enheden kan du trykke her for at se
treeningsvideoen.

A Advarsel og forsigtighed
+ Devicet er beregnet til engangsbrug for at undga funktionsfejl, nedsat ydeevne og infektioner.
- Bortskaf devicet som affald i henhold til lokale regler.

A Forholdsregel

« Placér den ydre del i henhold il kvindens anatomi, s den ikke deekker eller kommer i kontakt
med anus. Om nadvendigt kan enheden tilpasses ved at Klippe i den fer anvendelse for at sikre
korrekt pasform.

+ Hvis der er Klinisk behov for en episiotomi, skal denne udferes fer brug af devicet.
Jordemoderen skal samtidig sikre, at devicet ikke hindrer eller besvaerligger indgrebet.

elFU-version: Version 4
Udgivelsesdato: 2026/06/25

Hvis der opstér en alvorlig haendelse i forbindelse med ASISU®, skal den uden unadig
forsinkelse rapporteres til oasicare ApS (email: support@oasicare) samt til den kompetente
myndighed i det EU-medlemsland, hvor du er etableret.

Devicet anvendes i sidste del af pressefasen

Pressefasen starter: Klarger device

Brugstid- 10-20 min
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1. Indfer denindre del ved afslutningen af en ve. 2. Fer den forsigtigt pa plads, mens caput treekker sig tilbage i pausen mellem veerne. 3. Pafer om nagdvendigt gel for at lette indfaringen.
4. Nér caput bevaeger sig fremigen, kan det skubbe den indre del udad. Oprethold denindre dels position ved at anvende let manuelt modtryk 8. Ter mellemkadet med en ren klud.
6. Fjern forsigtigt beskyttelsesfilmen fra den ydre del. 7. Placér den ydre del pa den afterrede og terre hud pa mellemkadet. 8. Placér vingerne i henhold til kvindens anatomi. Serg for, at devicet ikke
daekker anus. 9. Tryk den ydre del fast mod huden i 30 sekunder for at aktivere klaebemidlet. 10. Nar devicet er fastgjort, kan standard teknikker til beskyttelse af mellemkedet anvendes.
11. Nér caput er fedt, holdes den indre del pa plads med let manuelt tryk.

12. Efter fadslen fiernes den kleebende ydre del forsigtigt fra huden. 13. Den indre del traekkes derefter forsigtigt ud.

14. Plasteret bortskaffes som almindeligt affald i henhold til lokale regler.
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