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SLHD - RPA Women and Babies: RPA Newborn Care Donor Human 
Milk Program  

1. Introduction  

The benefits of donor human milk include reduced necrotising enterocolitis (NEC) and 
reduced feed intolerance in very preterm and very low birthweight infants compared to use of 
infant formula. Donor human milk is safe for at risk (of NEC) infant feeding when mother’s 
own milk is insufficient to meet an infant’s requirements.  

2. The Aims / Expected Outcome of this Guideline  

 Provision of Pasteurised Donor Human Milk will be performed safely and for 
appropriate indications.  

3. Risk Statement 

SLHD Enterprise Risk Management System (ERMS) Risk # 105 Minimise adverse events    

 As with the use of blood products there is a potential risk of infection associated with 
donor milk that, however slight, cannot be reduced to zero. In decades of human milk 
banking worldwide, there have been no published reports of infectious diseases 
being caused by correctly pasteurised donor human milk. 

4. Guideline Statement  

Mother’s own milk (MOM) is the preferred nutrition for newborn infants, especially those at 
risk of necrotising enterocolitis (NEC).  

If a mother of a baby at risk of NEC does not have enough breast milk to meet her baby’s 
needs, pasteurised donor human milk (PDHM) should be offered as a temporary 
supplement. Parental / guardian consent is required before any baby can receive PDHM. 

• PDHM will be supplied by the Australian Red Cross Human Milk Bank. 

5. Key Performance Indicators and Service Measures 

 Exclusive human milk feeding for infants at risk of NEC (see indications). 

 Exclusive mother’s own milk feeding at discharge.  

 Necrotising enterocolitis in newborn infants (exposed to exclusive human milk, 
exposed to infant formula). 

6.  Guidelines  

Necrotising enterocolitis (NEC) is a gastrointestinal disease affecting premature infants that 
can be life threatening and is a leading cause of mortality and morbidity among infants in 
NICUs. Modifiable risk factors for NEC include infection, empirical use of antibiotics for more 
than five days and enteral artificial formula feeding. With an early diagnosis, NEC can be 
treated medically through cessation of feeds, use of parenteral nutrition and antibiotic 
treatment. If medical treatment is unsuccessful surgery may be required to remove the 
affected bowel. For ANZNN registrants in 2013 [born <32 weeks gestation; weighed <1,500 
g at birth; received assisted ventilation for ≥4 hours; or received major surgery; or received 
therapeutic hypothermia] the percentage of babies with confirmed NEC was 1.3%. Of these 
babies, 63.8% were born before 28 weeks gestation with 49.4% of them undergoing surgery, 
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and 36.2% were born after 27 weeks gestation. Surgery was required for 50%. In total 34 
registrants (0.35%) died from NEC (mortality rate 27%) [1]. 

 

Benefits of donor human milk include reduced NEC and reduced feed intolerance in very 
preterm and very low birthweight infants. A systematic review of 9 trials of 1070 mostly 
clinically stable preterm infants born<32 weeks or birth weight <1800 g found donor human 
milk compared to formula use reduced the incidence of necrotising enterocolitis by 64% and 
feed intolerance by 10% [LOE I GOR A] [2]. Risk factors for NEC include [3] Infants born <30 
weeks gestation; Infants born ≥30 weeks gestation with reduced birth weight (<10th centile) 
or with abnormal umbilical blood flow on fetal Doppler; and Infants with abdominal surgical 
conditions, those receiving exchange transfusion, with cyanotic congenital heart disease or 
hypoxic ischaemic encephalopathy. 

The growth rate of infants on human milk is less than that of infants on preterm formula [LOE 
I] [2]. Multicomponent milk fortification of human milk can be used to increase growth rates of 
infants on human milk without increasing the risk of NEC in very preterm and low birthweight 
infants [LOE I GOR B] [4, 5]. 

Pasteurisation donor human milk minimises the risk of disease transmission via human milk, 
inactivating most of the viral and bacterial contaminants. In addition, donors are screened in 
a similar way as for blood donation. No report has been published showing transfer of 
diseases through properly pasteurised DHM [6]. Donors are screened in a similar way as for 
blood donation, and are asked about their use of alcohol, nicotine, and drugs [6]. The 
existing data show that the presence of a HMB and use of DHM in the NICU do not 
decrease the breast-feeding rates at discharge, but also decreases formula use during the 
first weeks of life [LOE III-IV] [6]. 

7. Indications for provision of Pasteurised Donor Human Milk 

If a mother of a baby at risk of NEC does not have enough breast milk to meet her baby’s 
needs, (PDHM) should be offered as a temporary supplement. Principle indications for use 
of PDHM include infants [7, 8]: 

 Born <32 weeks gestation and / or birth weight <1500g.  

In addition, other infants at substantial increased risk of NEC may be considered for use of 
PDHM including [3, 7]: 

 Infants with  reduced birth weight (<10th centile) and abnormal umbilical blood flow 
on fetal Doppler; 

 Infants with abdominal surgical conditions;  

 Infants receiving exchange transfusion,  

 Infants with cyanotic congenital heart disease;  

 Infants with hypoxic ischaemic encephalopathy; 

 Infants with prolonged feed intolerance particularly if associated with clinical 
concerns of NEC. 

7.1 How long will babies receive donor milk? 

Infants should continue to receive PDHM until there is sufficient mother’s own milk or 34 
weeks’ corrected age [7].  Where required, at 34 weeks gestation, babies will be transitioned 
to an appropriate formula. Infants after 34 weeks’ corrected age who are still considered to 
be at risk of NEC may continue to receive PDHM until sufficient MOM is available or it is 
considered safe to transition to infant formula.  
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Special Considerations: 

In the event of a shortage of PDHM supply, priority will be given to the most at risk neonates 
including infants <1000g at birth or those recovering from NEC. The triage of PDHM 
available will be at the discretion of the first on call (Neonatologist/Fellow). 

 

7.2 Provision of Pasteurised Donor Human Milk (PDHM) for infants of RPAH Newborn 
Care 

Mother’s own milk is the preferred nutrition for newborn infants, especially those at risk of 
necrotising enterocolitis (NEC).  

If a mother of a baby at risk of NEC does not have enough breast milk to meet her baby’s 
needs, pasteurised donor human milk (PDHM) should be offered as a temporary 
supplement.  

 PDHM will be supplied by the Australian Red Cross Human Milk Bank. 

7.3 Procedure for Consent Process for recipients:    

 Discussion with the parent(s)/guardian(s) of potential recipient infant about the risks 
and benefits of using PDHM will take place after the infant’s admission to NICU 
where required. During discussion, the following resources will be provided by the 
medical and/or nursing team and parent(s)/guardian(s) will be given time and 
opportunity for their questions to be addressed:  

 ‘Pasteurised Donor Human Milk for Vulnerable Babies’ Parent Information Sheet[9] 
and  

 ‘Consent for Pasteurised Donor Human Milk’ [10]. 

 Written parental/guardian consent on the form titled ‘Consent for Pasteurised Donor 
Human Milk’ [10] will be obtained by Neonatologist or International Board Certified 
Lactation Consultant from the parent or guardian.  The signed NSW Health consent 
form should be kept in their medical records.  

 The mother must receive support to establish and maintain her own lactation while 
her infant is receiving PDHM. 

 The consent form for PDHM should be part of a broader informed consent process, 
as per National Health and Medical Research Council (NHMRC) Guidelines, where 
the consenting clinician discusses: 

 the proposed administration of PDHM 

  the expected benefits 

 common side effects and material risks 

 the degree of uncertainty of any therapeutic outcome  including any material risks 
of not having PDHM 

 Information should be provided in a manner that is appropriate to the parent or 
guardian’s level of health literacy. 

 A copy of the information brochure should be given to the parent or guardian to keep.  

 Once consent has been obtained using the NSW Health consent form, it is 
transferrable to all NSW Health NICUs during that admission until withdrawn by the 
parent or guardian. 

 If parents(s)/guardian(s) decline consent to PDHM, the discussion and subsequent 
refusal of PDHM will be documented on the consent form and in the infant’s record. 
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 If parents(s)/guardian(s) accept consent to PDHM, it will be documented in the 
medical record and ordered on the ‘Pasteurised Donor Human Milk Order Form’ as: 
Primary feed MOM, secondary feed PDHM. PDHM will be ordered on ‘Pasteurised 
Donor Human Milk Order Form’ and signed by two administering nurses as per NSW 
Health PD2010_019 Maternity- Breast Milk: Safe Management.[11] 

7.4 Ordering PDHM from the Australian Red Cross Human Milk Bank 

 Each LHD will have an authorised person to act as the ‘Agency Contract Manager’ 
(ACM) – at RPAH NICU CNC or delegate (lactation consultants or NUM). 

 Inventory at the NICUs will be checked regularly by the lactation consultants to 
determine the volume of supply needed to restock to the Imprest level.  

 The request for stock form will be emailed to the Australian Red Cross Human Milk 
Bank. 

 SLHD will be invoiced monthly by the Australian Red Cross Human Milk Bank. 

7.5 Handling PDHM within the hospital 

 Store PDHM hard frozen in the dedicated PDHM freezer. Ensure temperature 
monitoring processes are in place. 

 Remove PDHM from freezer and thaw in milk warmer on the defrost mode. Label the 
container with the infant’s identity label and the date and time that it has been 
removed from the freezer.  

 Thawed PDHM must be refrigerated and discarded after 24 hours. Do not refreeze 
thawed PDHM. 

 Decant the required volume of PDHM to administer to each infant. Record the PDHM 
batch and bottle number and infant details into the PDHM registry. Record the PDHM 
batch and bottle number in the patient record. 

 If required, add fortification to the decanted volume. Do not add it directly to the 
PDHM container. 

 Wash hands and wear gloves when decanting and fortifying PDHM to avoid 
contamination. 

 PDHM bottles are for single infant use only. 

 Feed the infant as per local feeding protocols. 

7.6 Procedure for managing PDHM upon delivery by Red Cross Donor Milk Bank 

 PDHM is ordered directly from the Australian Red Cross Milk Bank in bottles of 30 
mL and / or 120 mL and delivered as required to RPAH NICU, as Imprest order. 

 Upon arrival at RPAH NICU, the team leader in charge of shift will verify viability of 
the PDHM – the milk must be stored correctly within container with ice block and the 
PDHM must be frozen [not slushy]. If slushy it must not be used [notify IBCLC or 
CNC who will notify the Australian Red Cross Milk Bank]. Record non-viable PDHM 
in register.  

 Bottles will be labelled with printed labels. Labels state PDHM, volume, batch number 
/ bottle number (xxxxxx-xx) and expiry date. 

 Delivered batches will be recorded in register and PDHM immediately stored in 
dedicated freezer at -20OC till expiry date (up to 3 months after pasteurisation). 

 PDHM will not be discarded in the event that the mother brings in fresh EBM. The 
PDHM will be saved and stored in the milk fridge for preparation for following feeds.  

 PDHM will be stored in dedicated milk fridge/freezer separate from other EBM. 
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 All batch and bottle numbers for PDHM will be recorded. In the event of a recall of a 
batch of PDHM, this recording system will be used to track all neonates who received 
that batch. 

7.7 Procedure for administration of PDHM from Red Cross Donor Milk Bank 

 The Date/Time/Receiving date and time/PDHM allocation to individual neonate will 
be recorded against Batch Number. 

 Each bottle of PDHM is for single neonate use only except for multiple births where 
bottles may be shared if needed.  

 The RN/RM/EN administering the PDHM will follow procedures outlined in NSW 
Health PD2010_019 Maternity- Breast Milk: Safe Management, and the SLHD 
Expressed Breast Milk Policy. 

 Check to confirm mother/parent/guardian has received an ‘Pasteurised Donor 
Human Milk for Vulnerable Babies’ Parent Information Sheet[9] and ‘Consent for 
Pasteurised Donor Human Milk’[10]. Check that a signed consent form is present and 
valid. 

 Neonates will require a signed ‘Consent for Pasteurised Donor Human Milk’[10] form 
before donor milk can be administered and a Red Cross PDHM order form 
completed.  

 The nurse/midwife will determine which neonates require PDHM and volume 
required. 

 The nurse/midwife will defrost frozen PDHM in milk warmer and decant PDHM into 
appropriate aliquots for use (bottles or syringes) and record each aliquot on the Red 
Cross PDHM order form. 

 PDHM can be stored for 24 hours once thawed if kept in a refrigerator. 

 PDHM will be stored, handled and prepared according to policy NSW Health 
PD2010_019 Maternity- Breast Milk: Safe Management [11] and the SLHD 
Expressed Breast Milk Policy. 

 PDHM will be fortified according to the human milk fortification standard as 
appropriate for each individual neonate. 

 PDHM and MOM may be mixed together to achieve needed volume for every feed. 

 PDHM bottles or syringes will be labelled with neonates ID label, information will be 
recorded in PDHM record, and bottle/syringe placed into milk fridge in appropriately 
labelled individual infant’s container. 

 Two nurses will check and double sign the decanting and labelling of PDHM (as per 
usual practice). 

 Before administering donor milk, an RN/RM/EN will double check with another 
RN/RM/EN or parent and sign on neonate’s flow chart (as per usual practice). 

 After PDHM has been fed to neonate, the RN/RM/EN will document on ‘Pasteurised 
Donor Human Milk Order Form’. Label identifying batch and bottle number will be 
detached and placed onto neonate’s ‘Pasteurised Donor Human Milk Order Form’. 

 Expired donor milk remaining in NICU fridge will need to be discarded daily. Unused 
defrosted PDHM will be logged in register as discarded, within 24 hours of opening – 
as per normal procedure. 

 The newborn will be weaned off PDHM according to criteria for discontinuation (see 
‘How long will babies receive donor milk?: full supply of mother’s own milk available, 
greater than 34 weeks gestation or as per Neonatologist instructions). Once PDHM 
has ceased, feeding will consist of MOM or infant formula as indicated. 

Pasteurised Donor Human Milk (PDHM) for Vulnerable Infants NSW Health and Australian 
Red Cross Blood Service Partnership Service Protocol [12] 



  

 

Sydney Local Health District – Royal Prince Alfred Hospital  Policy No: RPAH_GL2019_017 

                                                                                                                                                           Date Issued: December 2019 

Compliance with this Guideline is Recommended 9 

8. GENERAL CONSIDERATIONS 

8.1 Governance and service delivery 

 A Pasteurised Donor Human Milk Bank Governance Committee (hereafter referred to 
as the Governance Committee) will provide oversight of the provision of PDHM for 
vulnerable infants in New South Wales. The Governance Committee includes 
representatives from NSW Ministry of Health, Local Health Districts, the Australian 
Red Cross Blood Service, and a clinical representative. 

  A Pasteurised Donor Human Milk Bank Clinical Advisory Group will provide advice 
to the Governance Committee (hereafter referred to as the Clinical Advisory Group). 
The Clinical Advisory Group includes representatives from neonatal intensive care 
units (NICUs), NSW Ministry of Health and the Australian Red Cross Blood Service 
(ARCBS). 

 The Chair of the Clinical Advisory Group sits on and reports to the Governance 
Committee as the clinical representative. 

 It is the responsibility of participating Local Health Districts (LHDs) and the Sydney 
Children’s Hospital Network (SCHN) to ensure they have sufficient resources to meet 
the requirements of this service. 

  The best milk for a vulnerable infant is its mother’s own breast milk. Every effort 
should be made to help mothers express their milk as soon as possible following 
birth and in the period thereafter, as their own breast milk is the preferred enteral 
feed. LHDs/SCHN are responsible for providing appropriately trained and 
credentialed staff to ensure that adequate ongoing lactation support is offered, and 
that NICU breastfeeding rates on discharge are optimal. 

 The use of PDHM should be considered for all eligible infants where there is not 
sufficient milk supply from the mother to meet nutritional needs, but its use should be 
time-limited and the mother should be provided with ongoing lactation support 
throughout. PDHM should not be used to replace lactation support, but to 
complement it. 

 The collection, pasteurisation and distribution of PDHM will be subject to ongoing 
performance monitoring, with key performance indicators as defined by the 
Governance Committee. Each NICU will provide facility-specific data for the 
purposes of performance monitoring. Monitoring reports will be provided to both the 
Governance Committee and Clinical Advisory Group for review. 

 The Clinical Advisory Group is to conduct active surveillance of infectious diseases 
that might impact on PDHM safety. They should remain abreast of international 
standards for PDHM safety and testing.  

 For the purpose of this service, ‘vulnerable infants’ refers to infants at an increased 
risk of necrotising enterocolitis. This includes very preterm infants, very low birth 
weight infants and other infants assessed as clinically high risk. The provision of 
PDHM outside of this population is beyond the scope of this protocol and service 
delivery. 

8.2 QUALITY ASSURANCE 

8.3 Milk Bank quality assurance 

 Use the seven principles of Hazard Analysis and Critical Control Point (HACCP) in all 
quality assurance processes. 
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 Clean and store all donor milk containers and equipment according to HACCP 
principles and NSW Health Policy Directive PD2010_019 Breast Milk: Safe 
Management. 

 Validate, calibrate and maintain all equipment used in donor milk handling and 
processing and keep records of this. Ensure that the equipment is used according to 
the manufacturer’s instructions. Ensure temperature measuring devices comply with 
tolerances required as per Australia New Zealand Food Standards Code (±1°C). 

 Regularly inspect all equipment used in donor milk handling and processing, 
following the manufacturer’s instructions. Ensure that all equipment that may affect 
temperature or contamination levels has sensors and alarms so that constant 
conditions can be maintained. 

 All Milk Bank staff should have ongoing training that is relevant to their job and is 
recorded. Training should cover best practice and should ensure that each staff 
member:  

o is competent in performing their job 

o understands the technical processes relevant to their job 

o understands how the Milk Bank is organised and how its health and safety and 
quality systems work 

o understands the regulatory, legal and ethical aspects of their work 

o have appropriate skills and knowledge in food safety and food hygiene 
commensurate with their work activities 

 Train Milk Bank staff in HACCP principles, food hygiene and pasteurisation, and 
provide ongoing support so that practices reflect these principles. 

 Implement a Food Safety Program (FSP) that is followed by all staff and is reviewed 
regularly. It should encompass: 

o collecting, testing, processing, storing and transporting human milk 

o personnel, required documentation, premises and equipment 

o batch recall, external and internal auditing, non-conformance to processes and 
self-inspection 

o continuous quality improvement  

o support programs including calibration, testing, traceability and recall, GMP, pest 
control training, hygiene and sanitation, construction and maintenance, internal 
audit, approved suppliers, allergen management, and chemical suitability. 

9. DONOR RECRUITMENT 

9.1 Recruiting donors 

 A potential breast milk donor, with an excess supply of breast milk, is recruited from 
one of two populations:  

o the mother whose infant is currently an inpatient of a hospital 

o a mother who is expressing milk in the community 

 Potential donors may identify themselves to clinicians in the hospital where they, or 
their infant, are an inpatient. Other mothers can self-identify and contact the Milk 
Bank directly. 
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 The absolute contraindications to donation (section 4.2) may be discussed with the 
donor by a clinician, Milk Bank staff, or be self-assessed by the potential donor 
themselves through brochures or the website. 

 Use clear, non-technical language when communicating the use of PDHM and the 
process of donating milk in any written information and discussions. 

 Mother’s own breast milk should be used exclusively for her own infant for the first 
four weeks after birth. After this period a breastfeeding mother is eligible to donate if 
she has excess milk supply beyond the nutritional requirements of her infant. The 
first four week exclusion from donation applies only to those mothers breast feeding 
their own infant. 

9.2 Screening and selecting donors 

 Milk Bank staff must have the relevant credentialing in place to enter the hospital and 
interview potential donors. LHDs and SCHN should support the relevant Milk Bank 
staff to obtain this credentialing where required. 

 Potential donors should be able to meet the nutritional needs of their own infant 
before considering donation. 

Advise a potential donor that she is not eligible to donate milk if she: 

 currently smokes or uses nicotine replacement therapy (NRT) 

 regularly exceeds recommended alcohol levels for breastfeeding mothers (2 or more 
standard drinks more than once a week) 

 is using, or has recently used, recreational drugs 

 has previously tested positive for HIV, hepatitis B or C, HTLV, or syphilis 

 is at an increased risk of Creutzfeldt–Jakob disease (CJD) (including being a resident 
in the UK for 6 months or more between 1 January 1980 and 31 December 1996) 

Include this information in recruitment material so that potential donors can self-screen for 
these criteria. 

 Using a process of formal interview ask the potential donor questions according to 
the Donor Questionnaire. Use the information she gives to make a balanced decision 
about her eligibility to donate based on possible risks to her, her baby, or recipients. 

 If the potential donor is found to be not eligible to donate milk, provide support and 
reassure her that her own breast milk remains the best food source for her baby. This 
donor breast milk service is delivered by NSW Health for vulnerable infants and so 
has very conservative screening processes in place. If the mother should not be 
breastfeeding her own infant ensure adequate explanation and supports are in place. 

 If a potential donor is donating previously expressed breast milk, ask her to answer 
the screening questions for the period when the milk was expressed. 

 Conduct the screening interview with potential donors at a mutually acceptable time 
and place, either face-to-face or by telephone, ensuring that donor confidentiality and 
privacy is maintained. 

 Ensure that there is specialist medical oversight available to the NICU when required 
for management of reactive donor test results. 

 NICUs must have a pathway in place for coordinating the management of: 

o reactive screening test results 

o any safety or health concerns relating to the donor or the infant of the donor 

o when a batch recall is required (Section 20) 
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This pathway must include the contact point for Milk Bank staff within the NICU. Both the 
donor and the donor’s infant should be considered. Appendix 1 is an example of a pathway. 
Donors based within a hospital should be referred to the NICU servicing that tiered maternity 
hospital network. 

 Where a reactive screening test result or a safety or health concern relating to the 
donor or the infant of the donor arises from a donor based in the community, this 
information must be communicated to the donor’s General Practitioner (GP). The GP 
should then liaise with the Infectious Diseases consultant on call through the NSW 
Health public hospital system, and involve further clinicians as required. Appendix 2 
is an example of a pathway. 

10. Serological and Nucleic Acid Test (NAT) testing for infectious 
diseases 

 When donors are recruited, explain that serological and NAT testing is mandatory to 
reduce the risk of passing on infections. Obtain informed consent before collecting 
blood samples for testing. 

 Undertake serological and/or NAT testing of all potential donors for the following and 
exclude women from donating who test positive for: 

o HIV 1 & 2 

o Hepatitis B 

o Hepatitis C 

o HTLV 1 & 2 

o Syphilis 

 Perform all serological and NAT screening tests at the time of enrolling a donor for 
breast milk donation; do not rely on antenatal test results. It is the responsibility of the 
Milk Bank staff to liaise with NSW clinicians in communicating any reactive donor test 
results as set out in Section 4. 

 All serological and NAT screening tests should be undertaken in laboratories with an 
appropriate accreditation to NATA standards. 

 Ensure that laboratories communicate the results of serological and NAT testing 
clearly and that they provide appropriate interpretive comments. 

 Give serological and NAT reactive test results to potential donors as outlined in 
Section 4. 

Ensure these results are communicated, preferably in person, by a clinician caring for the 
mother or infant. If needed, offer referrals and support based on local protocols, including 
information about counselling and local support groups. Ensure the donor’s infant is also 
referred to appropriate services where indicated. See APPENDIX: Notification pathway for 
hospital based donors. 

11. MANAGING ISSUES ARISING FROM PDHM 

Reporting and management of suspected adverse events – see APPENDIX: Adverse 
events and reactions 

 As well as following established hospital procedures, any adverse events suspected 
to be a result of PDHM must be reported by the infant’s clinician to the Milk Bank 
Manager, who will inform the Chairs of: 

 The Governance Committee and 
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 the Clinical Advisory Group 

 The Milk Bank Manager may take any immediate steps warranted to manage risk. 
The Milk Bank Manager must also convene within 24 hours a meeting between the 
Chief Health Officer of NSW Health, the Chief Medical Officer of ARCBS, and Chief 
Executives of affected LHDs/SCHN, and the Chair of the Clinical Advisory Group. 
This meeting will discuss any ongoing risks and response measures. 

 Suspected adverse events should also be reported in the Incident Information 
Management System (IIMS) as per local protocols. 

 The NICU must immediately quarantine the PDHM causing a suspected adverse 
event. This involves storing the milk container separately to non-affected stock and 
clearly marking “Do not use”. 

 The Milk Bank will arrange to collect the quarantined PDHM directly from the NICU 
for further evaluation and testing. 

 LHDs/SCHN should have processes in place for appropriate management and 
escalation of suspected adverse events. 

11.1 Managing recalls of PDHM 

 PDHM which has been distributed to NICUs may need to be recalled due to a 
previously undisclosed risk to the safety of the milk. In this instance the Milk Bank will 
initiate a batch recall of the affected product. 

 The Milk Bank is responsible for informing the NICUs that have received the affected 
product of the recall, and will initiate contact through the pathway outlined in Section 
4.3 

  The NICU, once informed, must immediately quarantine the affected product. This 
involves storing the milk container separately to non-affected stock and clearly 
marking “Do not use”. 

 The Milk Bank will arrange to collect the recalled PDHM directly from the NICU. 

 If the recalled PDHM has been administered the infant’s Neonatologist must be 
notified for the purposes of immediate clinical risk assessment, management plan 
and open disclosure. The event must also be reported by the NICU to the Milk Bank 
Manager, who will then follow the processes as outlined in Section 19. 

 The Milk Bank will organise any required testing of the recalled PDHM. Once 
recalled, the PDHM can no longer be used for consumption. 

 The Milk Bank is responsible for notifying the NSW Food Authority in the event of a 
recall. 

11.2 Managing expired or discarded PDHM 

 PDHM can be stored hard frozen for 3 months after pasteurisation, or for 24 hours 
once thawed if kept in a refrigerator. 

 Once the PDHM has expired it is no longer to be used for consumption. 

 The bottle and batch number of any unused PDHM container discarded should be 
recorded for auditing and tracing purposes in a registry. This process is not 
necessary for discarding PDHM from previously opened containers. 
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12. Risks and Complications  

12.1 Risks of PDHM: 

 Long term use of PDHM shows slower growth rates than use of preterm formula in 
the preterm population despite the reduced risk of NEC. Growth rate should be 
monitored and can be increased by use of increased volume or the addition of 
multicomponent fortifiers to human milk without increasing the risk of NEC.  

 As with the use of blood products, the risk of infection, however slight, cannot be 
reduced to zero. To date, there have been no documented transmissions of 
infectious diseases through correctly pasteurised PDHM. 

 PDHM has variable nutritional composition and calorie content. Growth and nutrition 
should be monitored by the clinician. 

Risk Minimisation 

All policies and procedures relating to the PDHM Program and infection control should be 
followed, including: 

 NSW Health: Safety Advocate Issue 7 - Self Management of Breastmilk:  Issue 7;01 
July 2004. 

 NSW Health:  Maternity - Breast Milk: Safe Management.  PD2010_019[11] 

 NSW Health Infection Prevention and Control Policy PD2017_013 

 Women and Babies: Infection Prevention and Control in NICU  RPAH_GL 2015_ 
1[13] 

12.2 Reporting of Unexpected Serious Adverse Events  

It is a requirement to report Unexpected Serious Adverse Events and Outcome Events (See 
appendix). With PDHM such events might include: 

 Pathogen contamination of administered PDHM resulting in illness of the infant; 

 Toxin or pharmaceutical contamination of PDHM producing symptoms and signs in 
the infant, and  

 Macronutrient composition of PDHM outside normally accepted parameters resulting 
in nutritional deficiency in the infant. 

Key Points 

Indications:  

 Infants <32 weeks gestation and / or <1500g birth weight 
when insufficient mother’s own milk available.  

 Other infants at risk of necrotising enterocolitis including 
infants with abdominal surgical conditions; receiving exchange 
transfusion; cyanotic congenital heart disease; hypoxic 
ischaemic encephalopathy; and infants with prolonged feed 
intolerance particularly if associated with clinical concerns of 
NEC. 

Level of evidence: 
I[2]. 

Grade of 
recommendation: B. 

 

Level of IV[3]. 

Grade of 
recommendation: C. 

Risks and complications:  

 Long term use of PDHM shows slower growth rates than use 
of preterm formula in the preterm population despite the 

Level of evidence: I.  

Grade of 
recommendation: B. 
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reduced risk of NEC [2]. Growth rate should be monitored and 
can be increased by use of increased volume or the addition 
of multicomponent fortifiers to human milk without increasing 
the risk of NEC [4]. 

 As with the use of blood products, the risk of infection, 
however slight, cannot be reduced to zero. To date, there 
have been no documented transmissions of infectious 
diseases through correctly pasteurised PDHM. 

Risk minimisation: All policies and procedures relating to the PDHM 
Program and infection control should be followed.  

  

 

APPENDIX: Adverse events and reactions 

An ADVERSE EVENT (AE) is any untoward medical occurrence in a patient or clinical 
investigational subject administered a treatment and which does not necessarily have a 
causal relationship with this treatment. An AE can therefore be any unfavourable or 
unintended sign (including an abnormal laboratory finding), symptom, or disease temporally 
associated with the use of a medicinal investigational product, whether or not considered 
related to the medicinal product. An adverse event is any adverse change (developing or 
worsening) from the patient’s pretreatment condition, including intercurrent illness.  

A SERIOUS ADVERSE EVENT (SAE) is any untoward medical occurrence that at any 
dose: 

 results in death, 

 is life-threatening (i.e. the subject is at risk of death at the time of the event), 

 requires inpatient hospitalisation or prolongation of existing hospitalisation, or  

 results in persistent or significant disability or incapacity or is a congenital anomaly/birth 
defect. 

 

AEs and SAEs should be reported if they meet the criteria for a suspected unexpected 
serious adverse reaction. 

 

A SUSPECTED UNEXPECTED SERIOUS ADVERSE REACTION (SUSAR) is an SAE that 
is related to the drug or device and is unexpected [i.e. not listed in the investigator brochure 
or approved Product Information; or is not listed at the specificity or severity that has been 
observed; or is not consistent with the risk information described in the Patient Information 
Sheet and Informed Consent Form or elsewhere in the protocol. (FDA, Safety Reporting 
Requirements for INDs and BA/BE Studies, draft guidance, September 2010). An event is 
causally related if there is a reasonable possibility that the drug (intervention) caused the AE, 
i.e. there is evidence to suggest a causal relationship between the drug and the event (FDA, 
Safety Reporting Requirements for INDs and BA/BE Studies, draft guidance, September 
2010). 
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13.  Consultation 

Senior Neonatologist RPA Newborn Care David Osborn, Lactation consultants RPA 
Newborn Care Heather Taylor, Andrea Laidler; Clinical Nurse Consultant RPA Newborn 
Care.  

RPA Newborn Care Policy and Guidelines group, 

Pasteurised Donor Human Milk (PDHM) for Vulnerable Infants NSW Health and Australian 
Red Cross Blood Service Partnership Service Protocol was produced from a collaboration 
between NSW Health, Red Cross Blood Service and expert informants and is reproduced 
here in part as an operating document. 
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14.1 National Safety and Quality Health Service (NSQHS) Standards, 2nd Edition 

 

Clinical Governance Standard 

 

Partnering with Consumers Standard 

 

Preventing and Controlling Healthcare-Associated Infection Standard 

 Comprehensive Care Standard 

 

Communicating for Safety Standard 

 

Recognising and Responding to Acute Deterioration Standard 
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15. APPENDIX 1: Notification pathway for hospital based donors 

 


