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Few drugs have been tested in infants. This
leads to considerable uncertainty about the

medicines given; some may not be beneficial and
the best dose is not known for many.  

In the past, it was considered unethical to
perform research on infants, yet now many
believe that it is unethical to use medicines that
have not been tested properly. This has led to a
rapid increase in the amount of research about
medicines and, encouragingly, industry is doing
much more to develop medicines for neonates.

Many challenges arise when research involves
newborn infants. No single organisation can
tackle all of these challenges. To meet this need,
stakeholders from Europe, the US, Canada and
Japan joined forces on 19 May 2015 in London,
to launch the International Neonatal Consortium
(INC). Regulators from the US Food and Drug
Administration (FDA), Health Canada, the
Japanese Pharmaceuticals and Medical Devices
Agency (PMDA) and the European Medicines
Agency (EMA), together with an international
group of practising neonatologists, academics,
industry scientists, neonatal nurses, patient
advocacy organisations, and the non-profit
Critical Path Institute (C-Path), jointly priori-
tised the projects that the consortium will take
on (FIGURE 1). 

INC will concentrate on the conditions most
commonly encountered in neonatal medical care.
Therapeutic areas include neonatal brain, lung
and gastrointestinal injury; neonatal sepsis;

retinopathy of prematurity; and neonatal
abstinence syndrome (FIGURE 2). Sharing data,
expertise, and resources, INC members will reach
consensus on standardised research methods,
standards of care, blood tests or scans that
predict outcomes (biomarkers), clinical
endpoints (such as the definition of
bronchopulmonary dysplasia), master protocols
(for comparing several medicines used for the
same condition) and more. While INC will not
conduct clinical trials, it will facilitate all
neonatal trials (both publically funded and
industry-sponsored) by providing the standards
that underpin all rigorous studies.

By reaching across borders, INC will draw on
the vast collective experience in studying
medicines in neonates. Neonatal nurses will
contribute to this work because nurses have a
unique perspective on the needs of babies during
trials and how trials fit into neonatal care. INC
aims to optimise the way that clinical trials are
conducted and maximise the data generated
from routine care. An audacious goal would be
to enrol each patient entering a neonatal
intensive care unit (NICU) in a protocol
designed to establish an optimal standard of care,
or to study a promising therapy. Only then will
the neonatal community be able to overcome the
limitations of the ‘experiments’ conducted daily
in NICUs around the world, as neonatology
teams make educated guesses about what
treatment to use for which neonate and how to
best evaluate the outcome.

INC operates through C-Path
(www.c-path.org), a pioneering non-profit
organisation dedicated to accelerating the pace
and reducing the costs of medical product
development. C-Path has established nine global,
public-private partnerships that currently include
over 1,000 scientists from government and
regulatory agencies, academia, patient advocacy
organisations, and major pharmaceutical
companies. C-Path is headquartered in Tucson,
Arizona and has an office in London. Infant
readers will no doubt be familiar with one of
INC’s co-directors: Mark Turner, Consultant
Neonatologist and Senior Lecturer in
Neonatology at the University of Liverpool.

The presentations from the recent INC launch
held in London can be found on the EMA
website: www.ema.europa.eu

Lynn Hudson

Chief Science Officer at
Critical Path Institute and
Executive Director of the
International Neonatal

Consortium
lhudson@c-path.org 

Collaborating to accelerate the
development of safe and effective
therapies for neonates

FIGURE 1  Structure of
the International
Neonatal Consortium.
Key: INC = International
Neonatal Consortium,
FDA = US Food and
Drug Administration,
EMA = European
Medicines Agency,
NIH = US National
Institutes of Health. 
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FIGURE 2  The International Neonatal Consortium will concentrate on the conditions most commonly encountered in neonatal medical care. 
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