
Michelle M Angelini RN BSN IBCLC 

 

 

 

 

 

 

 

   DOMPERIDONE 
IN THE NICU 



Disclosures 
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What does Domperidone do? 

Domperidone increases the 

volume of breastmilk of preterm 

mothers experiencing lactation 

failure, without substantially 

altering the nutrient composition. 

 

 



O Peripheral dopamine 

antagonist  

 

O Upper GI motility 

disorders 

 

O Blocks action of 

‘Prolactin Inhibiting 

Factor’ in the anterior 

pituitary  

Domperidone 



Dopamine Antagonist 

Used for controlling nausea and 
vomiting, dyspepsia, reflux 

It is a dopamine antagonist similar to 
Metoclopramide (Reglan) 

 

DOMPERIDONE  

TRADE: MOTILIUM, 
MOTILIDONE 



Why is Domperidone better then 
Metoclopramide? 

 

 

• Relative infant dose 0.01%-0.35% 

• Does not enter the brain 
compartment 

• Has few CNS effects  

 

 

 

• Relative infant dose 4.7%-14.3% 

• Crosses the blood brain barrier 

• Infant and adult concerns have 
been reported such as sedation, 
diarrhea, extrapyramidal 
symptoms 

• Some suggestion that an 
enhancing rate of colostrum to 
mature milk 

• Dose dependent  

 

Domperidone Metoclopramide 



Medications and Mothers’ Milk  Hale 2014 

Domperidone 

• LRC (Lactation Risk Category): L1 Compatible  

• Drug which has been taken by a large number of breastfeeding 
mothers without any observed increase in adverse effects in the 
infant.  Controlled studies in breastfeeding women fail to 
demonstrate a risk to the infant and the possibility of harm to the 
breastfeeding infant is remote; or the product is not orally 
bioavailable in an infant.  

 

• T ½ = 7-14 hours 

• Tmax = 30 minutes 

• Oral = 13-17% 

• Relative Infant Dose = 0.01% - 0.35% 



The Challenges of Preterm 
Breastfeeding 

 

     Mothers are capable of 

producing milk for any 

viable infant, however, 

there are many challenges 

to overcome… 

 



“Human milk is the preferred feeding for all infants, 
including premature and sick newborns with rare 
exceptions…”  

 
AAP Policy on Breastfeeding and the Use of Human Milk, 1997. 

 



Breastfeeding Advantages 
 

• Breast milk : hormones, growth factors, cytokines, living cells and 
immunoglobulin's 

• Preterm infants fed mothers’ own milk have: 

•Faster achievement of full enteric feeding 

•Decreased frequency and severity of infections especially late onset sepsis, 
NEC 

•Enhanced retinal development, visual acuity and neuro-cognitive outcomes 

•Decreased rate of BPD 

•Decreased rate of re-hospitalization after d/c 

•Economical and environmental advantages 



Does the composition of breastmilk change 
when a mother takes domperidone? 

  

• Energy, fat, sodium, phosphate = 

 

• Protein >in placebo group < in 

Domperidone group (9.6%) 

 

• Calcium and carbohydrates >  in 

Domperidone group  
Campbell-Yeo MN. Et al.  Ped Jan 2010  



Expressing Breastmilk in the NICU 

Mothers must express their milk 8 or more times/24 hrs. Pumps try 

to mimic the infant at breast, but are not as efficient and do not 

provide the same psychological stimulus. 



Mothers of Premature Babies 
 

Increased risk of not producing an adequate milk supply 

             

• absence of suckling and separation 

• stress 

• higher risk population (medical or surgical) 

• may not have an effective breast pump 

• milk expression may be delayed due to separation,  

             early d/c 

       

 

 NICU Specific Lactation Care Is Required 



Necrotizing Enterocolitis  
 

 



NEC Stage 2 or 3 
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Protections with Mothers Own Milk that 
are Lost or Reduced in Donor Milk 

• Early milk (colostrum) has a high protein content, which is 
protective, it is more like amniotic fld., mothers of preterm infants 
make preterm milk 

 

• Stem cells survive only in fresh milk, and only for a few hours 

 

 

 



Component Pasteurization 

Cellular Abolished 

Lactoferrin 57-80% reduction 

Interleukin - 10 66% reduction 

Immunoglobulins  (sIgA,IgG) Up to 60% reduction 

Antioxidants Destroyed 

Adiponectin 33% reduction  

Insulin 46% reduction 

Soluble CD14 88% reduction 

IGF-1, IGF-2 40% reduction 

Proteases Different profile 

Amylase  15% reduction 

Lipases (all) Abolished 

Human Milk Pasteurization 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

• Ewaschuk et al., J  Appl Physiol. Nutr Metab., 2011. Underwood, Diet and Nutrition in Crital Care, 2015. 



Donor Milk 
Mechanisms of Protection with MOM that are Reduced or Lost in DHM  

 

•  Longitudinal changes in HM composition  

•  Appear to mirror the biology of the recipient infant  

•  Differences in mammary maturity and HM product  

•  PT MOM more protective with respect to most components  

•  Losses with freeze-thaw cycles  

•  Losses with pasteurization  

•  Losses with digestive processes  

•  Addition of fortifiers not tested previously with DHM  

 



 



How to get more milk? 
• Lactation support 

• Skin to skin in the NICU, open visiting, pumping at the bedside, infant 
based feeding readiness 

• Medical support and encouragement 

• Breast pumps (hospital, loaner, rentals) 

• OIT and hand expression 

• Education-early milk expression 

• Culturally/religious individual based care plans 

• PDNC f/u for NICU infants after d/c until 6 months  

• Community partners – PH, Telehealth  

• Continuity of care and information 

• Web-sites with current regional based information 

• Government recognition and support (Ont. Works, Maternity leave, BFI)  

•  Society trends-breastfeeding in public 



Does it work? 

DOMPERIDONE 



• Objective: Investigate the efficacy of domperidone in augmenting 
milk production in mothers of premature newborns 

• Randomized, double-blind, placebo-controlled trial 

• 20 patients randomly assigned to receive: 

• Domperidone 10mg po TID x 7 days 

• Placebo x 7 days 

• Measured: 

• Milk volume daily 

• Domperidone levels in randomly selected milk and serum samples on day 5 

• Serum prolactin levels prior to start of study, day 5 and day 10 

• Data from 16 patients available for analysis (7 domperidone & 9 
placebo) 



• No differences between 
group characteristics at 
baseline 

• By day 14, breast milk 
volumes increased by 267% in 
domperidone group vs. 18.5% 
in placebo group (P = 0.005) 

• By day 14, serum prolactin 
levels increased by 97% vs. 
17%, however, not statistically 
significant (P=0.07) 



Use of domperidone as a galactagogue drug: a 
systematic review of the benefit risk ratio 



Cochrane Library  
Medications for increasing milk in mothers expressing breastmilk for their preterm 
hospitalized infants (Review) 



Domperidone around the world 

• Available in more than 50 countries, including: 

• Canada, Australia, Belgium, Ireland, Italy, Japan, 
United Kingdom, the Netherlands (many countries 
domperidone is over-the-counter) 

 

• Not available: 

• United States of America 

• Exception: Available via an Investigational New Drug 
Application (IND) for severe GI disorders refractory to 
standard therapy.  



So what’s the 
problem? 
Not all of the concerns were 
addressed and sample sizes 
were small 



Health Canada Warning 
• Domperidone may be associated with a small increased risk of serious 

ventricular arrhythmias or sudden cardiac death. A higher risk was 
observed in patients:  

• older than 60 years of age; 

• using daily doses greater than 30 mg;   

• having predisposing factors for QT prolongation including concomitant use 
of QT-prolonging drugs or CYP 3A4 inhibitors. 

• Domperidone is now contraindicated in patients:  

• with prolongation of cardiac conduction intervals, particularly QT; 

• with significant electrolyte disturbances; 

• with cardiac disease (such as congestive heart failure); 

• with moderate or severe liver impairment; 

• receiving QT-prolonging drugs and potent CYP3A4 inhibitors. 

• Domperidone should be used at the lowest effective dose to a maximum 
recommended daily dose of 30 mg and for the shortest possible duration.  

 



 
 

 

 
• May 11th, 2012 Authors: Daniel 

Flanders, Aviva Lowe, Michael 
Kramer, Orlando da Silva, Carole 
Dobrich, Marsha Campbell-Yeo, 
Edith Kernerman, Jack Newman  

A Consensus 
Statement on 
the Use of 
Domperidone 
To Support 
Lactation 



Empower Study 
 

Enhancing Human Milk 
Production With 
Domperidone in Mothers of 
Preterm Infants: Results 
From the EMPOWER Trial 

• Recruitment based on infants 
weight vs. total volume 
pumped  

• Mothers wanted the drug not 
chancing a placebo   

 



Summary Safety Review - DOMPERIDONE - Serious 
abnormal heart rhythms and sudden death  

• There is evidence suggesting a link 
between the use of domperidone 
and the development of serious 
abnormal heart rhythms and 
sudden death. Risks are increased 
(i) in patients taking domperidone 
at doses greater than 30 mg a day, 
(ii) in patients over 60 years of 
age, and (iii) in patients taking 
domperidone together with drugs 
that can lead to increased 
domperidone blood levels or with 
drugs that are known to affect the 
electrical activity of the heart. This 
safety information applies to 
patients taking domperidone for 
any conditions. 

Health Canada  
Warning   



 



Empower  
Key Messages 

 

• There is a paucity of research to best guide clinicians as to dose, 
timing of administration, and duration of treatment of 
domperidone in mothers of preterm infants.  

• Domperidone was effective in supporting more mothers to 
increase their milk volume starting as early as 8 days post-delivery. 

• Staring mothers on domperidone 2 weeks later was similarly 
effective in supporting mothers to increase their milk volume.   

• No serious adverse effects or evidence of prolonged Q-Tc were 
observed in this study. 

 

 



Domperidone 

Is it now safe out 
there? 

http://www.google.ca/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwiY9LDr-9vSAhXp34MKHVIkBIQQjRwIBw&url=http://icanhasrandomness.blogspot.com/2011/02/wtf-kitty-pictures.html&psig=AFQjCNEePjI0XyRXzh2B55cNz00J_DCMeA&ust=1489785935333523






Milk Volume 

Lactation Support/Compliance  • A mother who has an infant in 
the NICU and has not received 
proper lactation support or 
who is non compliant (milk 
expression) is not a good 
candidate to receive a 
galactogogue such as 
Domperidone  



What else? 
 
• Domperidone should not be used where the mother or the infant 

has a cardiac disorder 

• Current mastitis  

• Chronic illness 

• Gastric abnormalities, gastric bypass surgery 

• And caution with nicotine users  

• Discuss risks 

• Ongoing monitoring and support should continue while on 
Domperidone and after as necessary 

 



Thomas Hale  
“Medication and Mother’s Milk” 

“It is approved for use in all the worlds largest 
and finest countries, including England, 
Australia, Canada, etc. This warning from the 
FDA has nothing to do with its safety, its all 
about the importation of drugs from Canada 
and control by this federal agency.” 



Conclusion 
• Mothers with infants in the NICU are at a much higher risk of 

lactation failure 

• A galactogogue that does not risk  a prolonged QTc interval would 
be ideal 

• Domperidone remains a better choice then metoclopramide 

• Herbals are not evidence based and strength/source of herb is 
sometimes in question 

• Donor milk remains a better choice than formula, but is still not 
ideal as it lacks many important components available in just 
expressed mothers own milk 

A detailed milk record and Lactation Consultant support is an 
essential part of the care plan for mothers who are on Domperidone 

or considering taking it 

 



Conclusions: Domperidone Dosage 
1) An increased dose of domperidone appears to produce a clinical 

increase in milk supply.  

2) Twice daily dosing of domperidone may be adequate to produce 
clinically relevant increases in breast milk. 

3) Common daily doses presently seen- 

• 10mg TID 

• 10mg QID 

• 10-20mg TID 

 

Prescribe at the lowest possible dose and continue to follow 
lactation success in order to wean domperidone as soon as possible 

 



 

 

Domperidone remains the only viable option for woman who 
require help with their milk supply and have exhausted  all other 

options to increase their volume.  



Future Studies 
• Is twice daily dosing adequate? 

• What is the optimal duration of therapy with domperidone ? 

• Are increased doses and prolonged duration of domperidone 
therapy safe to mother and baby? 
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Thank you  
• Liz Burrill 

• Orlando da Silva 

• Dave Knoppert 

 

 

And the moms and their baby's  

that have taught me so much 

 over the years 



https://www.slideshare.net/AllergyChula/atopic-dermatitis-mechanism-of-disease

