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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

e Preterm births (23+0 to 36+6 weeks gestation) account for 5-7% of all births at RHW
between 2020-2025.

o Early term births (between 37+0 and 38+6 weeks gestation) account for 20-25% of all
births. These rates are higher for First Nations women attending RHW (10% preterm
birth, 28% early term births 2018-2023).

o Early preterm birth (<30 weeks gestation) accounts for majority of the morbidity and
mortality associated with preterm birth.

e The aims of this CBR are prevention of spontaneous preterm birth, with focus on
identifying woman at higher risk of preterm birth, and subsequent management of her
pregnancy by:

o Appropriate identification of woman at risk of preterm birth

o Appropriate referral of woman to preterm birth prevention clinic
o Appropriate prescribing of progesterone pessaries

o Appropriate insertion, and removal of, cervical cerclage

o Reduction in spontaneous preterm labour and preterm birth

2 RESPONSIBILITIES

2.1 Medical Staff:
Identification and management of woman at risk of preterm birth
2.2 Midwifery staff:
Identification and prompt referral of woman at risk of preterm birth
2.3 Allied health (sonographers, allied health)
Sonographers: identification and escalation of cervical shortening
Social work: addressing the social and emotional factors that affect pregnancy outcomes
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3 PROCEDURE
3.1 Antenatal Care/Assessment
e Review woman’s medical history at commencement of pregnancy care to identify
moderate or high risk factors for preterm birth:

Moderate risk

2 or more LLETZ procedures

1x LLETZ >10mm depth on histology

Cold knife cone biopsy

Trachelectomy

Congenital uterine variant (unicornuate, bicornuate, or septate uterus) and no
history of preterm birth

o History of uterine adhesions (Asherman’s syndrome)

High risk
o Previous spontaneous preterm birth 20-34 weeks gestation
o Preterm premature rupture of membranes (PPROM) <34 weeks gestation
o Previous spontaneous second trimester miscarriage 16-19+6 weeks gestation
o Short cervix in current pregnancy (£25mm prior to 24 weeks gestation) on
transvaginal ultrasound
o Cervical cerclage in a previous pregnancy
¢ Refer woman identified with high or moderate risk factors for preterm birth to preterm
birth clinic for review, ideally prior to 16 weeks gestation (Note: referral or direct
consultation with the preterm birth prevention midwife (mobile 0487 072 925) or
consultant obstetrician supervising preterm birth prevention clinic)
¢ Recommend woman has cervical length measured at the mid-trimester morphology
ultrasound, ideally with transvaginal ultrasound
e Ensure transvaginal ultrasound is performed when:
o history of preterm birth
o moderate or high risk for preterm birth (Table 1)
o unsatisfactory transabdominal view of cervical length
o cervical length is £ 35mm on transabdominal imaging
¢ Refer woman with a short cervix (<25mm on transvaginal imaging) at her morphology
ultrasound to birthing unit on the same day for obstetric review and initiation of a
management plan
e Arrange referral to/follow up with preterm birth clinic once management plan in place
at discharge from hospital
¢ Ensure woman has clear instructions when to present to Prince of Wales Emergency
Department (<20 weeks gestation) or contact RHW maternity carer/birth unit triage (=
20 weeks gestation)

3.2 Preterm Birth Clinic
e Consider antenatal care options:
o continuity of care model e.g. Midwifery group practice (MGP), Midwifery
Antenatal/Postnatal Service (MAPS), Preterm Birth Clinic (PTBC)

O O O O O
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o return to original model of care once discharged from PTBC (usually 23 weeks
gestation) for woman considered medium risk and normal cervical length on
serial ultrasound surveillance.

o consider continuation in preterm birth prevention clinic for high-risk woman e.g.
short cervix on progesterone, cervical cerclage in situ

e Recommend serial transvaginal cervical length (TVCL) monitoring for those at
increased risk

e Commence TVCL monitoring from 16 weeks gestation, or when identified as high risk

¢ Recommend smoking cessation and refer to support services as appropriate

e Treat urinary tract infections, symptomatic bacterial vaginosis and other lower genital
tract infections as required

¢ Arrange serial ultrasounds for transvaginal cervical length monitoring according to risk

3.3 Management options
e progesterone pessary
e cervical cerclage
e abdominal cerclage

3.4 Progesterone pessary
o Consider the use of vaginal progesterone for a woman with a singleton pregnancy and
a history of spontaneous preterm singleton birth
e Recommend 200mg vaginal progesterone for asymptomatic women with a short cervix
< 25mm on TVCL between 16-24 weeks gestation. Progesterone is PBS Authority
listed for the following criteria:
o Singleton pregnancy AND
o History of spontaneous preterm birth and/or,
o Short cervix in mid trimester (< 25mm)
e Give the patient written information regarding progesterone and counsel about risk of
preterm birth
e Ensure a prescription for Utrogestan® or Oripro® has been provided to woman
e Arrange follow up in preterm birth clinic within 7 days with repeat TVCL in RHW
Medical Imaging (MI) department prior to clinic
e Recommend use of progesterone pessaries until 36 weeks gestation, birth or
prelabour rupture of membranes (PROM)
e Document prescription and plan in the medical record

3.5 Cervical Cerclage
o Consider cervical cerclage in high-risk woman, either history-indicated (elective) or
ultrasound-indicated (rescue)
e Recommend elective cervical cerclage in women with a history of = 3 extreme PTB or
second trimester pregnancy losses due to cervical insufficiency
¢ Recommend prophylactic cervical cerclage after early structural scan and aneuploidy
screening completed and up to 24 weeks if:
o TVCL = 25mm in a woman with a history of midtrimester loss OR
o preterm birth OR
o PPROM
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Consider rescue cervical cerclage between 16-24 weeks if:
o TVCL < 10mm between 16-24 weeks regardless of previous history OR
o Significant cervical shortening <15mm despite progesterone being
commenced at 16-24 weeks
¢ Recommend abdominal cerclage (either laparoscopic or open) for a woman with a
history of:
o trachelectomy
o cervical insufficiency and previous unsuccessful prophylactic vaginal cervical
cerclage (usually pre-pregnancy, although may be placed in pregnancy)
¢ Refer to endogynaecology team at RHW for review and surgical planning if abdominal
cerclage recommended
e Counsel woman including written consent prior to cervical cerclage insertion and
provide written information

3.6 Insertion of Cervical Cerclage
e Plan a cervical cerclage insertion in partnership with the woman, including timing and
technique of cerclage:
o Elective: post first trimester screening and early anatomy ultrasound
assessment (=13 weeks gestation)
o Rescue: within 48 hours of decision for cerclage
e Cerclage technique (McDonald or Shirodkar) and suture material should be at the
discretion of the surgeon
e Confirm presence of fetal heart motion on doppler or ultrasound prior to
commencement of anaesthesia
o Determine type of anaesthesia (regional vs general) on an individualised basis
¢ Place indwelling catheter (IDC) if regional anaesthesia due to increased risk or urinary
retention
e Prescribe progesterone post cerclage insertion as per-rectal insertion for 7-14 days
e Book follow up in the preterm birth clinic 7-10 days postoperatively with a TVCL
ultrasound on the same day
e Consider discontinuing routine transvaginal cervical length surveillance after cerclage
insertion, with one additional ultrasound approximately one week post procedure

3.7 Removal of Cervical Cerclage
e Remove cervical cerclage:
o at 37 weeks gestation
o with preterm labour
o atthe time of elective caesarean section
o with preterm pre-labour rupture of membranes (PPROM). The decision to
leave a cervical cerclage in situ following PPROM is at the discretion of an
obstetric consultant e.g. for corticosteroid cover. Any suspected benefit must
be weighed up against the risks of maternal sepsis, chorioamnionitis,
spontaneous rapid labour.
¢ Organise removal in most appropriate place, taking into consideration the type of
cerclage, woman’s preferences and anaesthesia requirements
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o Liaise with theatre staff, anaesthetics, if planning to remove in operating theatre and
book on an elective caesarean list or emergency list
¢ Obtain verbal consent and ensure appropriate analgesia prior to commencement of
removal
e Ensure review of insertion operation report to determine location and number of knots
e Implement the following procedure for removal:
o Position the patient in lithotomy position
o Insert bivalve speculum
o Grasp knot with sponge forceps
o Cut cerclage next to knot and remove — ensure entirety of cerclage is removed
o Send to pathology for culture if symptoms/signs infection or sepsis
o Document removal date in medical record and antenatal card
Advise that all women with a transabdominal cerclage are to birth by caesarean, with
the abdominal suture permitted to remain in situ post birth

3.8 Postpartum
o Refer woman with a spontaneous preterm birth < 30 weeks gestation in current
pregnancy to the PTBC to engage the team for plan of care of subsequent pregnancies

4 DOCUMENTATION

e Antenatal yellow card
e Electronic medical record

5 EDUCATION NOTES

e There is no evidence for bed rest for women at risk of preterm birth

o The use of progesterone pessaries in the setting of a short cervix < 25mm in women
without a prior preterm birth reduces the risk of preterm birth by approximately 45%

e There is no definitive evidence of reduction in preterm birth if progesterone is
commenced after 24 weeks gestation

e In singleton pregnancy without a prior preterm birth, when the cervix is < 10mm,
cerclage reduces the risk of preterm birth by 30%

e In cervical cerclage, there is no clear benefit between McDonald and modified
Shirodkar cerclage. A systematic review of 17 studies has shown similar outcomes in
PTB, PPROM and neonatal outcomes.

e The C-STITCH trial (Lancet, 2022) compared monofilament or braided suture

placement in cervical cerclage. There was an 8% pregnancy loss rate in both groups

(miscarriage, stillbirth, neonatal death first week of life). There was reduced maternal

sepsis and chorioamnionitis in the monofilament group, however there were more

removal complications.

Consideration of cerclage after 24 weeks is on an individualised basis

Two formulations of progesterone are available on the PBS Oripro® or Utrogestan®

Cervical pessary should not be used outside a research trial

Advanced dilatation of the cervix (more than 4cm) or membrane prolapse beyond the

external os appears to be associated with a high chance of cerclage failure
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o Maternal white cell count and C-reactive protein to detect chorioamnionitis before
insertion of an emergency cerclage can be used to aid management. The decision to
perform these tests should be based on the overall clinical picture, but in the absence
of clinical signs of chorioamnionitis, the decision for emergency cerclage need not be
delayed

¢ Contraindications to the insertion of cervical cerclage include: active preterm labour,
clinical evidence of chorioamnionitis, continuing vaginal bleeding, PPROM, fetal
compromise and/or fetal death

6 RELATED POLICIES/PROCEDURES

e [Management of Threatened Preterm Labour
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8 ABORIGINAL HEALTH IMPACT STATEMENT DOCUMENTATION

o 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.

e 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 |f 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

Standard 2- Partnering with Consumers
Standard 3- Preventing and Controlling Infection
Standard 4- Medication Safety

Standard 5- Comprehensive Care
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