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& BD Odon Device™

Inflatable device for assisted
vaginal birth - Instructions
For Use

Device Description

The BD Odon Device™ is an instrument for
assisted vaginal birth. The device uses a
polyethylene sleeve and an inflatable air
cuff to help ease the fetal head out of the
birth canal. The BD Odon Device consists of
an applicator, sleeve and fastening band.

Indications for Use

The BD Odon Device is envisaged to
perform assisted vaginal birth. The main
indications for the BD Odon Device are as
follows:
 Prolonged second stage of labour
e Suspected fetal compromise in the
second stage of labour
e Other medical indications to shorten
second stage of labour

Contraindications

The use of the BD Odon Device is contrain-
dicated in the following conditions:

e Cervix is not fully dilated

e Cephalopelvic disproportion/ irreducible
moulding and large caput indicative of
cephalopelvic disproportion

e Fetal head not fully engaged

e Undefined presentation

e Breech, transverse, face, brow
presentations

e Membranes are not ruptured

« Contraindications for vaginal deliveries

e Untrained operator

General Warnings
1.The BD Odon Device should be used by
skilled birth attendants who are:

a. Trained to recognize the conditions
for safe and effective application of
the BD Odon Device:

e Full cervical dilation
e Fetal head position defined
e Fetal head station defined
b. Trained to use the BD Odon Device

2.The BD Odon Device is intended for
single use. Do not reuse. Device function
may be impaired through reuse or
cleaning. Degradation of materials or
failure to correctly reassemble the
device could result in harm for the
mother and the fetus. Reusing the
product after exposure to biological
materials may cause adverse patient
reactions due to contamination.

3. As with other devices for assisted
vaginal birth, the BD Odon Device could
fail to deliver the baby.

The criteria to define failure and to
abandon the procedure are:

a. No progression in descent of the
fetal head after a total of three pulls

b. No more than two attempts at
application (no more than two
device slippages)

c. Duration of procedure longer than
20 minutes

4. As with other instruments for assisted
vaginal birth, use of the BD Odon
Device may result in maternal and
neonatal complications. The most
common complications with the use of

forceps and ventouse include maternal
trauma, neonatal facial injury (forceps),
cephalohaematoma, subgaleal haem-
orrhage, and retinal haemorrhage
(ventouse).

Presently human, animal and simulated
studies have not identified potential
complications specific to the BD Odon
Device therefore this section will be
updated after analyses of the safety
outcomes of the proposed randomised
clinical study.

5. This BD Odon Device is exclusively for
clinical investigation only.

6. Ensure packaging is not damaged prior
to use. Discard product if packaging is
found to be damaged.

General Precautions

As with other devices for assisted vaginal
birth the following precautions should be
taken before applying the BD Odon
Device to ensuring that conditions for safe
application of device are met:

o Verify full dilation of cervix, fetal
head station at the ischial spines or
below

o Verify cephalic vertex presentation
(Occiput anterior, Occiput posterior,
Occiput transverse positions)

o Verify rupture of membranes

¢ Provide adequate analgesia
according to facility procedures

¢ Position women in lithotomy
position

e Empty bladder

e Re-confirm fetal position

e Lubricate the birth canal
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Odon Device is a trademark of Air Bag
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DEVICE USE STEPS (FOR CLINICAL INVESTIGATION O

Applicator

1. Ensure conditions for safe application of device are met:
a. Full dilation of cervix, fetal head 0 to + 3 station,
cephalic vertex presentation (OA, OP, OT positions),
rupture of membranes

Fastening Band

cup

Sleeve
Limiter Handle

Deflation Line

Sleeve

6. Grip the applicator handle and ensure the viewing window
is facing upwards.

b. Provide adequate analgesia according to facility
procedures

c. Position women in lithotomy position

d. Empty bladder

e. Re-confirm fetal position

f. Lubricate the birth canal

2. Remove BD Odon Device from packaging without compromising the
sterility of the device.

3. Pull back the fastening band until the blue deflation line is
exposed.

7.Fold the cup and
gently insert it
through the vulva
and check it has
regained its circular
shape.

4. With the fastening band still intact, generously lubricate the
inside and outside of the sleeve and the cup.

8. Check that there is
no maternal tissue
trapped between the
cup and the fetal
head.

9. With your hand on the handle of the applicator, gently
push the device through the vulva. Use your other hand to
guide the device and do not apply any force with it.

BIRTH
LUBRICANT,

5. While holding the applicator handle gently slide the
fastening band back to the top of the sleeve.

DEVICE USE STEPS (FOR CLINICAL INVESTIGATION ON

10. Unfasten the red button

11. Open and
completely remove the
fastening band.

Note: ensure the

sleeve and applicator

remain in place
inside the vulva.

12. Between contractions,
keeping both hands away
from the sleeve, continue
to gently push the
applicator, starting at 45°
below the horizontal and
following the curvature of
the birth canal. Monitor
progress by looking
through the viewing
window.

13. Continue to insert
the device and stop
when “0”appears in
the viewing window.

Note: device is fully
inserted when “0”
appears in the
viewing window.

16. To compensate for
possible reduction in
cuff pressure, squeeze
the bulb pump fully
and firmly 2 more
times prior to traction.

17. Grasp the sleeve
handle, and during
contractions pull
gently and
progressively
following the J-shape
of the birth canal. —

18. While continuing to
pull gently along the
J-shape of the birth canal,
confirm the fetal head is
descending with pulling
efforts.

Note: if baby is not
deli

14. Squeeze the bulb
pump fully and firmly
at least 8 times to
inflate the cuff.

Note: There is a

pressure limiter in the

bulb which prevents
over inflation of the

cuff.

15. While protecting
the perineum with
one hand, use the
other hand to
completely withdraw
the applicator and
cup, leaving only the
sleeve in place.

d at the first
contraction repeat steps
16, 17 and 18 with any
contractions.

" W

19. Once you see the
blue deflation line
completely
(approximately at
crowning) deflate the
cuff by pushing on the }_
blue deflation button.

Pull the sleeve handle
continuing to press the
deflation button
following the J-shape of —
the birth canal.

20. Continue to pull the
sleeve handle while
pressing the blue
deflation button to pull
the fetal head until the
sleeve detaches from
the head.

21. Proceed to assist the birth of the baby as per normal

procedure.

22. Discard disposable applicator and sleeve according to

local appropriate procedure. Do not reuse.
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