N I H R National Institute for Health Technology Assessment
Health and Care Research

‘ '.) Check for updates

Synopsis

Azithromycin therapy for prevention of chronic lung disease of
prematurity (AZTEC): a randomised placebo-controlled trial

John Lowe,! David Gillespie,! Ali Aboklaish,? Tin Man Mandy Lau,!
Claudia Consoli,® Malavika Babu,! Mark Goddard,! Kerenza Hood,!
Nigel Klein,*¥ Emma Thomas-Jones,* Sinead Ahearn-Ford,> Greg Young,®
Christopher Stewart,”> Mark Turner,® Marie Hubbard,’

Julian Marchesi,? Janet Berrington®® and Sailesh Kotecha?

1Centre for Trials Research, Cardiff University, Cardiff, UK

2Department of Child Health, Cardiff University School of Medicine, Cardiff, UK

3Central Biotechnology Services, Cardiff University, Cardiff, UK

4Institute of Child Health, University College London, London, UK

>Translational and Clinical Research Institute, Newcastle University, Newcastle upon Tyne, UK
Women and Children’s Health, University of Liverpool, Liverpool, UK

’Neonatal Medicine, University Hospitals of Leicester NHS Trust, Leicester, UK

8Department of Metabolism, Digestion and Reproduction, Imperial College London, London, UK
?Neonatal Medicine, Newcastle upon Tyne NHS Foundation Trust, Newcastle upon Tyne, UK

"Corresponding author kotechas@cardiff.ac.uk

fIn memoriam

Published February 2026
DOI: 10.3310/GJSK0401
Volume 30 e Issue 12

Plain language summary

Azithromycin therapy for prevention of chronic lung disease of prematurity
(AZTEC): a randomised placebo-controlled trial

Health Technology Assessment 2026; Vol. 30: No. 12
DOI: 10.3310/GJSK0401

NIHR Journals Library www.journalslibrary.nihr.ac.uk
This synopsis should be referenced as follows: 1

Lowe J, Gillespie D, Aboklaish A, Lau TMM, Consoli C, Babu M, et al. Azithromycin therapy for prevention of chronic lung disease of prematurity (AZTEC): a randomised placebo-controlled
trial. Health Technol Assess 2026;30(12). https://doi.org/10.3310/GJSK0401


https://crossmark.crossref.org/dialog/?doi=10.3310/GJSK0401&domain=pdf
mailto:kotechas@cardiff.ac.uk

Health Technology Assessment 2026 Vol. 30 No. 12 (Plain language summary)
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Why did we do this study?

Many premature babies will develop a disease called chronic lung disease of prematurity during their stay in hospital.
Chronic lung disease of prematurity develops due to the impact of additional oxygen and breathing support given to
help the babies’ lungs, which are too immature to work independently. We and several research groups have shown that
infection and inflammation are increased in babies who develop chronic lung disease of prematurity. Chronic lung
disease of prematurity can lead to more hospital admissions in infancy and breathing problems during childhood and
beyond. Azithromycin is an antibiotic which has been shown to treat both lung infections (particularly a bacteria called
Ureaplasma) and inflammation and might reduce the number of babies who develop chronic lung disease of prematurity.
So, we planned the azithromycin therapy for prevention of chronic lung disease of prematurity trial to assess if 10 days
of azithromycin treatment improved rates of survival without chronic lung disease of prematurity in prematurely born
babies when compared to a placebo (dummy) medicine.

What did we do?

Between October 2019 and March 2022, we enrolled 799 babies in the trial. Approximately, half received azithromycin,
and half received placebo. We assessed how many babies developed chronic lung disease of prematurity in each group.
We also took respiratory samples to look for infections (particularly, Ureaplasma). Poo samples were taken to look at
whether giving azithromycin increased resistance to antibiotics which might impact on how effective other common
treatments are.

What did we find?

We found that treatment with azithromycin, although apparently safe, did not change rates of chronic lung disease of
prematurity compared to the placebo medicine. Our findings mean that we cannot recommend its use in premature babies
to improve breathing outcomes. Also, we found that carriage of antibiotic resistant genes in poo and lung secretions in
babies increased over babies’ stay in hospital when they received azithromycin.

What does this mean for premature babies with chronic lung disease of prematurity?

The results mean that premature babies should not routinely be given azithromycin early after birth as an additional
medicine to help with their breathing. Since premature babies may need many medicines for their care, this trial
provides useful information for healthcare professionals involved in their management. Researchers will need to look at
other options for improving outcomes for breathing problems, which might include combinations of medicines or other
therapies.
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