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This Clinical Business Rule (CBR) is developed to guide safe clinical practice at the Royal
Hospital for Women (RHW). Individual patient circumstances may mean that practice diverges
from this Clinical Business Rule. Using this document outside RHW or its reproduction in
whole or part, is subject to acknowledgement that it is the property of RHW and is valid and
applicable for use at the time of publication. RHW is not responsible for consequences that
may develop from the use of this document outside RHW.

Within this document we will use the term woman, this is not to exclude those who give birth
and do not identify as female. It is crucial to use the preferred language and terminology as
described and guided by each individual person when providing care.

1 BACKGROUND

The aim of this CBR is to ensure the appropriate use and management of the Uterine
Tamponade Balloon (Bakri®) as a management factor of a postpartum haemorrhage. This
CBR is in conjunction with the NSW Health Postpartum Haemorrhage Guideline GL2025 013

2 RESPONSIBILITIES

2.1 Midwifery & nursing staff

Monitor, observe, provide supportive care and escalate deterioration or abnormal findings
when caring for women with a uterine tamponade balloon

2.2 Medical staff

Assess, use clinical decision making, manage and have clinical oversight of using the uterine
tamponade ballon

3 PROCEDURE
3.1 Clinical Practice points
e Check for any contraindications for use of uterine tamponade balloon (Bakri ®):
o Arterial bleeding requiring surgical exploration or angiographic embolisation
Complete uterine atony bleeding, although it may be effective in partial atony
Cases indicating hysterectomy
Pregnancy
Cervical cancer
Purulent infections of the vagina, cervix, or uterus
Untreated uterine anomaly
Disseminated intravascular coagulation
A surgical site which would prohibit the device from effectively controlling
bleeding
e Administer a single dose of cefazolin (2g for woman < 120 kg or 3g for woman = 120kg)
intravenously (1V) prior to insertion of the uterine tamponade balloon (Bakri®) following
vaginal birth,"#with the option to add metronidazole 500mg IV® as clinically appropriate
e Consider giving an additional dose IV after four hours if intra-operative blood loss
>1500mL"®

O O O O O O O O
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3.2 Transvaginal placement — following vaginal birth
e Place a Foley catheter in woman’s bladder to collect and monitor urine output hourly
e Ensure uterus is empty of any retained placental fragments, arterial
bleeding/lacerations are secured/repaired, and the woman has no contraindications to
use of the uterine tamponade (Bakri®) balloon
e Estimate uterine volume by physical examination or ultrasound
e Insert the balloon portion of the catheter in the uterus, making certain the entire balloon
is past the cervical canal and internal os
¢ Avoid excessive force when inserting the balloon into the uterus
3.3 Transabdominal Placement — following caesarean birth
e Ensure uterus is empty of any retained placental fragments, arterial
bleeding/lacerations are secured/repaired
e Pass the uterine tamponade (Bakri®) balloon via the caesarean incision, inflation port
first, through the uterus and cervix
e Have an assistant pull the shaft of the balloon through the vaginal canal until the
deflated balloon base meets the internal cervical os
e Close the incision as usual prior to balloon inflation taking care to avoid puncturing the
balloon while suturing
o If the balloon is used in conjunction with a B-lynch suture, the balloon should be
inserted and inflated AFTER the B-lynch suture has been placed and tied.
3.4 Balloon Inflation
e Measure 500mL of sterile fluid (e.g. normal saline, sterile water, sodium lactate
solution) into a jug
e Fill the balloon to the required volume (max 500mL) using the enclosed 50ml syringe.
e Alternatively, rapid inflation can be achieved by attaching a 500mL bag of normal
saline directly to the balloon catheter with the stopcock — refer to device instructions
e Apply gentle traction to the balloon shaft to ensure proper contact between the balloon
and tissue surface. To maintain tension, secure the balloon shaft to the woman’s leg
e Ensure correct placement of balloon with ultrasound
¢ Consider maximizing tamponade effect by packing the vagina where necessary with
iodine or obstetric cream-soaked vaginal gauze. Do not extend packing into the uterus
e Connect the drainage port to a fluid collection bag to monitor haemostasis
e Clearly document the volume of fluid and numbers of packs, if used, in the medical
record
3.5 Monitoring
e Monitor and record the fluid collection bag to assess haemostasis
¢ Monitor uterine fundal height and blood loss through the drainage portal
¢ Flush the balloon drainage port and tubing to clear clots if required with sterile isotonic
saline
e Monitor urine output while the uterine tamponade (Bakri ®) balloon is in situ
e Monitor woman for signs of increased bleeding, disseminated intravascular
coagulation (DIC), uterine rupture, as per deteriorating condition as per management
of the deteriorating Maternity Woman SESLHDPR/705
e Escalate care by activation of local Clinical Emergency Response System (CERS) —
Management of the Deteriorating Patient RHW CLINO04
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Removal of Balloon

¢ Remove the balloon once haemostasis is achieved and the woman is clinically stable
- six hours post insertion is generally adequate2

e Maximum indwelling time is 24 hours

e Removal should occur during daylight hours. Ensure the presence of appropriate
senior obstetric staff in case further intervention is required

e Confirm the volume of fluid used to inflate the balloon (typically up to 500mls of sterile
saline or water)

e Release tension from the balloon shaft

e Remove any vaginal packaging carefully

e Aspirate all fluid slowly from the balloon until fully deflated. Fluid can be removed
incrementally or all at once

e Consider use of an oxytocin infusion at the time of removal as per NSW Health
Postpartum Haemorrhage Guideline GL2025_013

e Gently retract the balloon from the uterus and vaginal canal

o Discard the device appropriately
Continue to monitor the women closely for signs of recurrent uterine bleeding or
haemodynamic instability deteriorating condition as per management of the
deteriorating Maternity Woman SESLHDPR/705

4 DOCUMENTATION

e Medical Records

5 EDUCATION NOTES

e This procedure must be performed using an aseptic technique to minimise infection
risk and ensure the woman'’s safety.

e A 2023 retrospective cohort study found a success rate of 88.89%, meaning that out
of 279 women treated, 248 had their bleeding controlled with the Bakri balloon alone,
without needing surgery like a hysterectomy

e Balloon tamponade can be used alone or in combination with other surgical
interventions, such as internal iliac artery ligation and the B-Lynch suture

e Although there is a lack of high-quality evidence for the efficacy of prophylactic
antibiotic use with uterine tamponade balloon placement, one single-centre
retrospective study showed no increase in the rates of endometritis with Bakri®
balloon placement when a single dose of prophylactic antibiotics was given IV prior to
balloon placement (with an additional dose given in caesarean section deliveries when
intraoperative blood loss >1500mL)1

e Large trials show that a single preoperative dose of surgical antibiotic prophylaxis is
sufficient to prevent postoperative infection for the vast majority of clean and clean—
contaminated procedures and is as effective as longer courses. Intraoperative
redosing may be necessary if1:

o after prophylaxis is given, there is a significant delay in starting the operation

e a short-acting antibiotic is used (e.g. cefoxitin, cefazolin) and more than two half-lives
of the drug have elapsed since the previous dose (half-life for cephazolin 1.2-2.2
hours)

o there is excessive blood loss during the procedure (e.g. 1.5 L or more)
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e The Bakri® Balloon is 100% silicone (no latex) and has a ductile shape which allows
it to conform to the uterine anatomy. It allows for haemostatic cushion application, and
limits clot adhesion. The large diameter lumen in the shaft and multi-ported, non-
abrasive tip allows for constant drainage, so an ongoing uterine haemorrhage does
not go undetected post- insertion

e A five-year retrospective analysis of ballon tamponade (Bakir) for postpartum
haemorrhage found that failures typically occurred within the first 4 hours suggesting
that if haemostasis is maintained beyond, the balloon is likely effective2

e Once deflated the Bakri Balloon is easily removed transvaginally without the need for
an additional surgical procedure

6 RELATED POLICIES/PROCEDURES

NSW Health Postpartum Haemorrhage Guideline GL2025 013

Surgical Bundle for Caesarean section RHW CLIN189

Management of the third stage & retained placenta RHW CLIN131

Blood Products — Management of Pregnant Woman unable to use Blood Products

RHW CLIN108

Insertion and Management of Urethral catheters for Adult Patients GL2021 015

e Clinical Emergency Response System (CERS) — Management of the Deteriorating
Patient RHW CLINO04

¢ Infection Prevention and Control in Healthcare Settings PD2023

¢ Management of the Deteriorating Maternity Woman SESLHDPR/705
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8 ABORIGINAL HEALTH IMPACT STATEMENT DOCUMENTATION

e Considerations for culturally safe and appropriate care provision have been made in
the development of this Business Rule and will be accounted for in its implementation.

¢ When clinical risks are identified for an Aboriginal and/or Torres Strait Islander woman
or family, they may require additional supports. This may include Aboriginal health
professionals such as Aboriginal Liaison Officers, health workers or other culturally
specific services
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9 CULTURAL SUPPORT
e For a Culturally and Linguistically Diverse CALD woman, notify the nominated cross-
cultural health worker during Monday to Friday business hours
e If the woman is from a non-English speaking background, call the interpreter service:
NSW _Ministry of Health Policy Directive PD2017 044-Interpreters Standard
Procedures for Working with Health Care Interpreters.

10 NATIONAL STANDARDS
e Standard 5 Comprehensive care
e Standard 7 Blood Management
e Standard 8 Recognising and Responding to the deteriorating patient

11 REVISION AND APPROVAL HISTORY

Date Revision No. | Author and Approval

June 2010 Approved Quality & Patient Safety Committee

June 2013 Approved Quality & Patient Safety Committee

June 2015 Amendment due to RCA recommendation June
2015 (page 1 Clinical Practice, Caesarean
Delivery)

July 2020 Endorsed Maternity Services LOPs

Oct 2025 V1 draft completed- minor updates

Oct 2025 V1 Pharmacy review

Apr 2026 V2 RHW BRGC
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