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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 aims are (1) reduction in mother to neonate transmission of Hepatitis B virus (HBV), and
(2) arrange postnatal follow up of neonates. This CBR is developed in line with the current
New South Wales Policy Directive.’

2 RESPONSIBILITIES

2.1 Staff (medical, midwifery, Nursing, Allied health)

2.1.1 Midwifery/nursing — Reduce the risk of HBV transmission from mother to neonate by
appropriate maternal screening, administer Hepatitis B vaccination (Hep B vaccine) for
all newborns, and the use of prophylactic Hepatitis B Immunoglobulin (HBIG) for
neonates of HBsAg-positive mothers.

2.2.2 Medical — Prescription of Hep B vaccine and HBIG for neonates in Newborn Care
Centre. Signing of standing orders within 24 hours of administration by a midwife.
Arrangement for follow up.

3 PROCEDURE

3.1 Equipment

e Hep B Vaccine
e Intramuscular injection needle 23g or 25g 16mm length
e HBIG 100 International units

3.2 Clinical Practice (Appendix 1)

¢ Routine antenatal screening of pregnant women for HBsAg enables appropriate
management to prevent newborn neonates developing hepatitis B. For maternal
management information, including maternal serology, refer to the RHW CBR
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Hepatitis B: Universal Screening in Pregnancy and the Management of a Positive
Woman.

e Intramuscular Hep B Vaccine (0.5mL) and HBIG (100 International units) can be
administered by a standing order in birth unit. Ensure medical officer signs the order
within 24 hours of administration.

o For neonates in NCC; medical officer to prescribe Intramuscular Hep B vaccine (0.5
mL) and HBIG (100 International units) on the neonatal medication chart on day of
birth.

o Clean the neonate’s eyes and non-intact skin with water as soon as possible after the
birth.

« Obtain verbal consent from the woman for her neonate to receive Hepatitis B vaccine
and written consent for the immunoglobulin using Blood and Blood products
Administration form (SEI130.060) [Appendix 2].

e Request immunoglobulin from blood bank on Authority to Issue Blood Products form
(S1289) [Appendix 3].

o Administer vaccine and immunoglobulin at birth. Both must be given within 12 hours
of birth, preferably before leaving birth unit. Ensure this is double checked with a
second midwife/RN.

o Clean the injection sites with alcohol swab before administering injections, allow skin
to dry before administering injections.

e Administer intramuscular HBIG and Hep B vaccine on separate thighs. The
anterolateral aspect of the thigh is recommended. The gluteal area should not be
used in a neonate.

¢ Record administration of the vaccine (including batch number and expiry date) in:

o K2 Guardian

o eMR medication chart

o €eRIC medication chart (if baby is transferred or admitted to the Newborn Care
Centre)

o Newborn Care Centre (NCC) admission sheet (if baby is transferred or admitted to
the Newborn Care Centre)

o Neonatal Vaccination Record (orange form)

o Newborn Personal Health Record (blue book)

o Complete the Neonatal Vaccination Record (Appendix 4) form COMPLETELY and
file in maternal/neonatal notes. Provide a copy for the woman.

e Inform the Infection Prevention and Control (IPC) Clinical Midwifery Consultant
(CMC) of the maternal and neonatal details. The IPC CMC will inform New South
Wales Public Health Unit.

o Remind parents before discharge of the importance of the neonate receiving second,
third and fourth vaccinations at six weeks, four months and six months. For newborns
admitted to NCC, schedule a task in eRIC to prompt a reminder for the 6-week
vaccinations.
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e Ensure women has been given parent information leaflets (Hepatitis B vaccination,
For your newborn baby and Hepatitis B Mothers and Babies | Hepatitis NSW).

« Give woman discharge summary and Hepatitis B letter (generated from eMaternity -
see Appendix 5) to take to GP for follow up testing of baby (HBS Ag and Anti-HBs) at
9-12 months of age.

e The neonate is considered protected against hepatitis B if:

o anti-HBs (antibody to HBS AG) levels are adequate (=10 mIU/mL0O and
o HBsAg is negative.

3.3 Documentation

eRIC

NCC admission sheet

Neonatal Care plan

eMEDS

Guardian K2

Personal Health Record (Baby’s blue book)

Blood and Blood Products Administration (SEI130060)
Authority to Issue Blood Products (S1289)

Neonatal Hepatitis B Vaccination Record (SMR060481)

3.4 Education Notes

e After acute hepatitis B infection, up to 12% of affected adults and up to 90% of infected
neonates may become chronically infected carriers. The virus is spread via blood and
body fluids and can potentially be transmitted from mother to baby in-utero (4%)?, at birth
(most often) or after birth.

e For a neonate born to a mother with HBV infection, the risk of mother-to-child
transmission of HBV can be as high as 90% without the use of active and passive
immunization.? Hepatitis B vaccination reduces the risk of infection by 70%; the addition
of HBIG at birth augments this risk reduction to over 90%.*

o HBsAg positive women can breastfeed their babies providing the baby is immunized.

o Children diagnosed with chronic Hepatitis B should be referred to a paediatric service
with expertise in viral hepatitis. Although most will have minimal liver disease early in life,
this is not true for all children with chronic infection. A recent study reported that referral
of these children for assessment is rarely occurring in Australia.>®

e Caesarean section is known to lower the risk of perinatal transmission in chronically
infected HBeAg positive mothers with high viral loads, however, the benefit of caesarean
section is only marginal and caesarean section may not be protective without
active/passive immunisation of the baby. Therefore, Hepatitis B infection should not alter
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the mode of delivery with caesarean section being reserved for the usual obstetric
indications.®
e ltis vital to ensure neonates born to HBsAg and HBeAg positive mothers receive HB
vaccine plus HB immunoglobulin at birth. The Hepatitis B vaccine course must be
completed with doses at 6 weeks, 2 months and 6 months of age.>678
e Birth doses of HB vaccines are monovalent vaccines. There are 2 paediatric monovalent
vaccines are available:
o Engerix-B: Each 0.5 mL contains 10 ug HBsAg protein, adsorbed onto 0.25 mg
aluminium as aluminium hydroxide hydrate.
o H-B-Vax Il: Each 0.5 mL contains 5 pg recombinant HBsAg protein, adsorbed
onto 0.25 mg amorphous aluminium hydroxyphosphate sulfate.

3.5 Abbreviations

HBV Hepatitis B Virus Hep B Hepatitis B vaccine
vaccine
HBIG Hepatitis B immunoglobulin HBsAg Hepatitis B surface Antigen
IPC Infection Prevention and CmMC Clinical Midwifery Consultant
Control
Anti-HBs | Hepatitis B surface antibody HBeAg Hepatitis B e antigen

3.6 Related Policies/procedures

o ANMF Hepatitis B vaccine

o ANMF Hepatitis B Immunoglobulin

o RHW CBR Hepatitis B: Universal Screening in Pregnancy and the Management of a
Positive Woman

¢ RHW CBR Hepatitis B vaccine administration for the neonate

e NSW Health Neonatal and Infant Hepatitis B Prevention and Vaccination Program
Policy Directive PD2023_032

e SESLHD Standing Order Hepatitis B vaccine and Hepatitis B Immunoglobulin-
Administration in Maternity Services.
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4 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.

o 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

5 CULTURAL SUPPORT

e For a Culturally and Linguistically Diverse CALD woman, notify the nominated cross-
cultural health worker during Monday to Friday business hours

¢ |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.

6 NATIONAL STANDARDS

Standard 1 Clinical Governance

Standard 2 Partnering with Consumers
Standard 3 Infection Prevention and Control
Standard 4 Medication Safety

Standard 5 Comprehensive Care

Standard 6 Communicating for Safety
Standard 7 Blood Management
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Appendix 1. Neonatal management — Algorithm

Maternal serology: HBsAg positive
Check maternal records for HCV and HIV

I

At birth:
Wash neonate’s skin and eyes
HBIG and HBV vaccine immediately

|

Complete HBV vaccine schedule at 2,4 and 6
months of age

l

Follow up serology (HBsAg and anti-HBs) at 9-
12 months of age

A

A

HBsAg-ve, and
Anti-HBs <10 IU/mL —
consider further vaccine
doses

HBsAg —ve
Anti-HBs 210 1U/mL

HBsAg +ve

|

|

Record Number

Refer to paediatric
No further action gastroenterologist or
paediatric infectious
diseases physician
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Appendix 2 Blood & Blood Products Administration

FAMLY MAME MRN

Health -

South Exstem Sydrey Local Health District GIVEN MAME Cmae O reseLE

Imwama Shoatharen Local Health Dustrict - —
CovemghT | Synay Children's Hospital Ranchwick D08 MO
Facility: | aporess

BLOOD & BLOOD PRODUCTS -
ADMINISTRATION LOGATION { WARD
COMPLETE ALL DETAILS OR AFFIX FATIENT LABEL HERE

MEDICAL OFFICER TO COMPLETE PRIOR TO ADMINISTRATION

Hoples Punched as per AZ2828 1: 2012

BINDING MARGIN - NO WRITING

Record Number

SEI 30060

S Ama

Indizgation for blood/blood products Previous adverse reaction to blood products?

Clves  ClMo  orpas, g getsis)

CONSENT FOR BLOODVBLOOD PRODUCTS (o be signed by PatientParentiGuardian) infamnster present? [ Yes

Or hes discussed my present condition and as part of the management has
recommendad the sdminkstration of blood producs for mysslf [ my child / person under guardianship.

[ 1| have received mformation about the risks, benefits and alernatives to reatment with blood / Blood products.

[ | have resd and understand the written information.

[ | have had the spportunity to ask questions and am satisfied with the explanaticns and answers to my quastions.
[] | understand the nature of the treatment and that undergoing the freatment carmes rsks,

[ | understand that | may withdraw this consent at any time prior to. or during the treatment.

[ | understand that this consant will b reviewed if my condition or circumstances changs.

[ | hereby consent to the treatment described above for myself ! my child ! person under guardianship.

Consenting Medical Officer:

[IMo

Print Madical Dficer's Mama Medical Officer's Sigrature Pager o

It & valid consent hias been sightad the patient DOES NOT need to sign again. Please write date of original consent
here and aign bedow.

Frint Medical Dficer's Mamsa Madical Officar's Signatum Fagar No Daba
A) Sign here for one admission eplsade (refer to pollcy):
Sadrs ol PaeantoatanCoasndan signam Dala

B} Sign here for multiple episodes over 12 months: | am [ my child is receiving blood J Blood products on a reguiar basis

and would like to consent for multiple episodes for the next 12 months,

NOILYHLSININGY SL2N00Y¥d a0o07d ® Q008

Mame of PareniCarenGGuardan Lignaturs Cate
Interpreter
#nnt Hams Of Intespreler Inferpewior’s Sgnature Drate

090°0ELI3S

MO WRITING
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Appendix 3 Authority to Issue Blood Products

AUTHORITY TO ISSUE BLOOD PRODUCTS

Please check on Patient Product Inguiry 10 ensure the blood product i ready for colleclion prior lo requesting the
product from Blood Bank.

Unless you have a designated satelite blood fridge please do not request blood products until patient and staff are

adequately prepared.
Ward .
S Sumame:
First Name:
Please deliver to the messenger: MRN: =~~~ DOB:
units Packed Red Cells Special Requiements
units Platelets i
units Extended Life Plasma (adult sze) ] MV negative
units Fresh Frozen Plasma (adult size) [ other
units Fresh Frozen Plasma (pasdiatric size)
units Cryoprecipitate Critical Bleeding Protocol
5% Normal Serum Albumnin 500mL [ I nON ROTEM
5% Normal Serum Albumin 250mL [pack 1
_ 20% Normal Serum Alburmin 100mL O ROT%‘]'"‘* 2
20% Normal Serum Albumin 50mL
grams Int us Immunoglobulin Immunoglobulin (specify)
grams Subculanecus Immunoglobulin {specty)
Antl-D 2501U
Anti-D 625U
Prothrombinex-VF®

Tetanus Immunoglobulin-VF (250 IU)
(other, please speciy)

Authonsed by: {print)

Signature

Time:

The messenger must deliver the blood product to the warditheatre immediately after collection

The bloed product must not be stored in 8 ward or domestic fridge

If there is a delay in administering a blood product or it is no longer requirad it MUST be stored in a satellite
bloed fridge (red cells only) or returned to Blood Bank within 30 minutes of the product being dispensed
Single use dispensing apples unless critical bleeding protocol has been activated, apheresis procedure or
sateflite blood fridge is avadable to store red cells.

= wweg g

NHSIS1289 040324 See Over
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Appendix 4 Neonatal Hepatitis B Vaccination Record
‘ FRLELY HAME L]
NS H e Owuz Oremus
Facility: 0 et | ¥
ADDRESS
— NEONATAL HEPATITIS B
— VACCINATION RECORD LECATION | VD
= MY PERSONAL HEALTH RECORD COMPLETE ALL DETAILS OR AFFIX PATIENT LABEL HERE
="‘ HEONATE BORN TO HEPATITIS B POSITIVE MOTHER
=§ Baby's naene (if known | Bt locabion:
- | al wesks: Timeofbetc - Birth weight grams
;5 indigenows Statss: [ Yes - Aboriginal [ Ves - Torres Strait islander [ Yes-Both [ Meither [ Unknown
HEONATE IMMUNOGLOBULINVACCINATION DETAILS
mssm@hmﬁ ﬂ
Hepaliis B immunogiobulin within 12 hours Mo Dale- - —F - T, -7 ¢
ims+ submitted e Mo ClMm
Eirih cose hepates B vacons Oves CIme
(igrien within T days) Oate /1 Teew -
ims+ submitted [Oves [Ine Crea
HEDNATE FOLLOW-UP WITH
Mother's nominated ocation for foliow-up Has the neonabe’s follow-up care besn explained 1o he mother?
(GFY Councd Clinic/AMS) Clves Clka
. Copy of GF letter grven? [ ves [ o
T Copy of brochure gven® [¥es [l Ho
: E Adginess if o, please give reason: (ms+ io be completed if GP leter
: E has not been provided -
E Phone:
i = [MOTHER
- E Family name: (SRS T 5:
§ Indigenous Status: [ Yes - Aboriginal [ ves - Torres Strat lslander [ ves. - Basi §
= Ceither ] Unkrowm ﬁ,
. 3 |Pnone Mobie: E
T B |Emai MR 5
Mother referred to G- [ |Yes [JMo  Namae of GP- Roforraldabe: /1 ;g
Mother referred to Specialist []¥es Mo  Mame of Speciaiist Referaidate: [ | E;
Highest viral load durng ourment pregnanay: Dhate- i Be: o i’w
na A
Mother's Medicare number [ [ [ [ ] [ICILICI] [ seteecame [ 28
FATHER/PARTHNER/ALTERNATE Eﬂ
Family name: Ghren names: g
Phone- Mohibe: i
Ermai- ﬁ
ey LLLI LIL LT L) s L] &
CHECKLIST =]
1. Have all vaccination detsils been entesed in the relevant LHD maternity data base snd My Personal Oves [Jne
Health Record (Biue Book|?
2 Hﬁgﬂh_ﬁmﬂb&nfﬂﬁtﬂﬂbhwqummHmu [ ves [ e
3. Has a copy of this form been sent to the LHD Neonatal and Infant Hepatitis B Lead? [ ves [1Ho :
| et |0 O | 3
g Marme: Dresag naatson: >
£ | Signaturs: Contact Mo: R R B B
NO WRITING Pags 1of 1
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Appendix 5 Letter to General practitioner/paediatrician

Date: Xxx/XX/XXXX

Address

Dear Dr
RE: Baby of XX DOB: xx/xx/xxxx MRN: XXXXXXXXX. Gender: Birthweight:

* Hepatitis B vaccine: Given on XX/XX/XXXxX
Hepatitis B immunoglobulin (HBIG): Given on xx/xx/xxxx xx:00 hrs

* Peak maternal viral load xxx /mL (datedxx/xx/xxxx) and peak maternal ALT xxx (dated
(XX/XX/XXXX)

It is estimated that up to 90% of infants infected with hepatitis B virus (HBV) as neonates become
chronic HBV carriers. Therefore, preventing neonates becoming HBV carriers can avoid the serious
complications associated with hepatitis B infections.

We recommend the following:
1. Complete 3 subsequent doses of hepatitis B containing vaccine as per routine vaccine
schedule at 2, 4 and 6 months of age. 2-month dose can be at 6 weeks of age. There is no
need to catch-up the birth dose of hepatitis B vaccine if it is not administered within the first 7
days of life.

2. Perform Hepatitis B surface antigen antibody (Anti-HBs) and HBsAg levels at 9-12 months
of age (not before 9 months of age). This is to confirm the immunity for the infant. Children
who have Anti-HBs levels > 10 m IU / mL and are HBsAg negative are considered to be
protected.

3. If the Anti-HBs level is < 10mIU/mL, the possibility of hepatitis B infection should be
investigated, and expert advice sought regarding revaccination and /or further testing.
Children who test HBsAg positive should be referred to a paediatrician experienced in viral
hepatitis or paediatric infectious diseases specialist clinic at Sydney Children’s Hospital,
Randwick.

Additional important considerations include:

- Specialist assessment of HBsAg positive mothers.

Hepatitis B vaccination is recommended for any susceptible household contacts.

Please do not hesitate to contact the immunisation team at your local Public Health Unit on 1300 066
055 if you require any additional advice regarding the management of this infant.
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