In a first, Jipmer
‘enrols newborn in
global clinical trial

Times NEws NETWORK

Puducherry: Jawaharlal
Institute of Postgraduate
Medical Education and Re-
search (Jipmer) has become
thefirst centrein Indiatoen-
rolanewbornintheNeoSepl
international clinicaltrial.
The multi-centre study is
coordinated by the Global
Antibiotic Research and De-
velopment ‘Partnership
(GARDP), a not-for-profit or-

ganisation dedicated to de-

veloping and ensuring equi-
table access to new treat-
ments for drug-resistant in-
fections, said a statement
from Jipmer. The trial aims
to identify safe, effective and

affordable antibiotic combi-

nations for newborns with
sepsis, one of the leading
causes of neonatal mortali-
‘ty worldwide.

* The statement said the
move by Jipmer marked a

significant milestone in the .
country’s contribution to

the global fight against neo-
natal sepsis and the growing
threat of antimicrobial re-
sistance (AMR). Over the

nextthreeyears, nearly 3, OOO
newborns are expected to be
enrolled across hospitals in
Asiaand Africa, said the sta--

: tement

 As one of the principal

participating centres, Jip-

mer will play apivotalrolein
generating high-quality sci-
entific evidence, which is ex-

‘pected to shape future treat-

mentguidelines for neonatal
sepsis, particularly in low-
and middle-income countri-
es, according to the state-
ment. Jipmer professor and
head (neonatology) Dr Nis-
had Plakkal, is the principal
investigator for the study at
Jipmer.

Neonatal sep31s 1s a life-
threatening bloodstream in-
fection that can rapidly pro-
gresstoorganfailureandde-
ath if not treated promptly.
Although the World Health
Organisation currently re-
commends ampicillin and
gentamicin as first-line the-
rapy, the increasing preva-
lence of antimicrobialresis-
tance has substantially re-
duced the effectiveness of
these antibiotics.
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Inafirstin
India, JIPMER
enrols newborn
in sepsis trial

EXPRESS NEWS SERVICE
@ Puducherry

JIPMER has become the first
centre in India to enrol a new-
born in the NeoSepl interna-
tional clinical trial, marking a
significant milestone in the
country’s contribution to the
global fight against neonatal
sepsis and the growing threat
of antimicrobial resistance.

According to a JIPMER re-
lease, the multicentre trial is
coordinated by the Global Anti-
biotic Research and Develop-
ment Partnership, a not-for-
profit organisation working to
develop new treatments for
drug-resistant infections. The
study seeks to identify safe, ef-
fective, and affordable antibi-
otic combinations for newborns
with sepsis, one of the leading
causes of neonatal deaths
worldwide. Dr Nishad Plakkal,
professor and Neonatology
HoD, is the principal investiga-
tor at JIPMER and represents
all Asia-Pacific trial sites on the
NeoSepl Trial Steering
Committee.

Neonatal sepsis remains a
major healthcare challenge,
with increasing antimicrobial
resistance reducing the effec-
tiveness of standard first-line
antibiotics recommended by
the World Health Organisation.

' Neonatal intensive care units in
India are witnessing a growing
burden of multidrug-resistant
organisms such as Klebsiella
and Acinetobacter, making
treatment increasingly
difficult.

Over the next three years,
nearly 3,000 newborns are ex-
pected to be enrolled in hospi-
tals across Asia and Africa. In-
dia’s participation is considered
significant due to its large neo-
natal population and the high
burden of antlmlcroblal
resmtance 50 RV ¢
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JIPMER Enrols India's First Infant in NeoSep1
International Clinical Trial to Advance Neonatal
Sepsis Treatment

Posted On: 01 JUL 2026 6:13PM by PIB Chennai

The Jawaharlal Institute of Postgraduate Medical Education and Research (JIPMER)
has achieved a significant milestone by becoming the first centre in India to enrol a
newborn in the NeoSepl international clinical trial. This multicentre study is
coordinated by the Global Antibiotic Research and Development Partnership (GARDP),
a not-for-profit organisation dedicated to developing and ensuring equitable access to
treatments for drug-resistant infections. Over the next three years, the trial aims to
enrol nearly 3,000 newborns across hospitals in Asia and Africa to evaluate safe,
effective, and affordable antibiotic combinations for neonatal sepsis.

Dr. Nishad Plakkal, Professor and Head, Department of Neonatology, JIPMER, is the
Principal Investigator for the study at JIPMER and also represents all Asia-Pacific trial
sites on the NeoSepl Trial Steering Committee. Currently, neonatal intensive care
units across India face a growing burden of multidrug-resistant organisms such as
Klebsiella and Acinetobacter. While the World Health Organization (WHO) recommends
ampicillin and gentamicin as first-line therapy, increasing antimicrobial resistance
(AMR) has reduced their effectiveness. Furthermore, blood cultures fail to identify the
causative organism in nearly 80% of suspected neonatal sepsis cases, leading
clinicians globally to employ more than 200 different antibiotic regimens.

To bridge this evidence gap, the NeoSepl trial utilizes an innovative Personalised
Randomised Controlled Trial (PRACTical) design. This allows treating physicians to
identify clinically appropriate antibiotic regimens for each newborn before random
assignment, ensuring real-world applicability while promoting responsible
antimicrobial stewardship.

Link: https://www.pib.gov.in/PressReleasePage.aspx?PRID=2279983&reg=6&lang=1
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JIPMER enrolls India's first infant in NeoSep1 International
Clinical Trial

Chennai, July 1 (UNI) The Jawaharlal Institute of Postgraduate Medical Education and Research
(JIPMER) in Puducherry has achieved a significant milestone by becoming the first centre in
India to enroll a newborn in the NeoSep1 international clinical trial to advance Neonatal Sepsis
treatment.

This multicentre study is coordinated by the Global Antibiotic Research and Development
Partnership (GARDP), a not-for-profit organisation dedicated to developing and ensuring
equitable access to treatments for drug-resistant infections.

Over the next three years, the trial aims to enrol nearly 3,000 newborns across hospitals in Asia
and Africa to evaluate safe, effective, and affordable antibiotic combinations for neonatal sepsis,
a PIB release said on Wednesday.

Dr. Nishad Plakkal, Professor and Head, Department of Neonatology, JIPMER, is the Principal
Investigator for the study and also represents all Asia-Pacific trial sites on the NeoSep1 Trial
Steering Committee.

Currently, neonatal intensive care units across India face a growing burden of multidrug-
resistant organisms such as Klebsiella and Acinetobacter. While the World Health Organization
(WHO) recommends ampicillin and gentamicin as first-line therapy, increasing antimicrobial
resistance (AMR) has reduced their effectiveness. Furthermore, blood cultures fail to identify the
causative organism in nearly 80% of suspected neonatal sepsis cases, leading clinicians globally
to employ more than 200 different antibiotic regimens.

To bridge this evidence gap, the NeoSep1 trial utilizes an innovative Personalised Randomised
Controlled Trial (PRACTical) design. This allows treating physicians to identify clinically
appropriate antibiotic regimens for each newborn before random assignment, ensuring real-
world applicability while promoting responsible antimicrobial stewardship.

UNI GV 1705

Tags: #JIPMER enrolls India's first infant in NeoSep1 International Clinical Trial

Link: https://www.uniindia.com/jipmeenrollsindia-s-first-infantin-neosepdinternational
clinical-trial/south/news/3895037.html
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Sepsis: India Joins Global Trial To Screen Newborns For
Deadly Drug-Resistant Infections

India has joined the Global Antibiotic Research and Development Partnership (GARDP)-led NeoSep1
clinical trial, a landmark international study evaluating new antibiotic treatments for newborns with drug-
resistant sepsis.

Sepsis is the second leading cause of neonatal mortality in India after prematurity and low birth weight,
accounting for an estimated 30-40 per cent of all newborn deaths.

The NeoSep1 trial began in India with the first baby enrolled at the Jawaharlal Institute of Postgraduate
Medical Education and Research (JIPMER) in Puducherry, followed by Pt. B.D. Sharma PGIMS in
Rohtak. Lokmanya Tilak Municipal Medical College and General Hospital in Mumbai is also expected
to begin enrolling newborns soon.

"Every day doctors face the heartbreaking reality of losing babies to sepsis due to lack of safe and
effective treatments," said Dr Nishad Plakkal, Principal Investigator of the NeoSep1 trial in India and
Associate Dean (Research) and Professor and Head of the Department of Neonatology at JIPMER.

"Having the right antibiotics at the right dose can tip the balance between life and death. This trial offers
hope to change that," Plakkal added.

"The trial will give neonatologists new tools, and give babies with sepsis a fighting chance at life," said
Sally Ellis, who leads GARDP's Children's Antibiotics Program.
Link: https ://m.dailyhunt.in/news/india/english/health+and+me-epaper-

n717516441
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Globsl Antibiotic Ressnrch & Devalopment Partnership

Landmark clinical trial to transform
treatment options for newborns with

sepsis expands to Asia

24 June 2026

Geneva, 24 June 2026 — An innovative international clinical trial to evaluate life-saving
antibiotic combinations for newborns with sepsis has expanded to India, one of several
Asian countries participating in the study.

Sponsored by the GARDP Foundation (known as GARDP), the NeoSep1 clinical trial in
India began with the first baby recruited at Jawaharlal Postgraduate Education Institute
of Medical and Research (JIPMER) in Puducherry, followed by Pt. B.D Sharma PGIMS in
Rohtak. Mumbai’s Lokmanya Tilak Municipal College and General Hospital is expected
to start enrolling newborns shortly.

The study is also getting underway in hospitals in Vietham and Pakistan, and will soon
start in Malaysia, Bangladesh and Uganda. NeoSep1 aims to enrol 3,000 newborns
across Asia and Africa by the end of 2028. So far, newborns have been enrolled in
Ghana, Kenya and South Africa.

“With underdeveloped immune systems, newborns are especially prone to life-
threatening sepsis,” said Sally Ellis, Children’s Antibiotics Project Leader for GARDP.
“Today, we stand at a tipping point. The antibiotics for newborns that we have relied on
for decades are failing against resistant infections, in many hospital settings. This trial,
led by GARDP and partners, is about giving neonatologists new tools, and giving babies
with sepsis a fighting chance at life.”

Part 2 of the NeoSep1 trial is pioneering the use of a Personalised Randomised
Controlled Trial (PRACTiIcal) design, which will evaluate and rank multiple antibiotic
regimens for newborns with sepsis. This approach will help clinicians choose effective
treatments best suited to their local context.

The goal of the trial is to identify one or more safe, effective, and affordable treatments
that can reduce the high number of newborn deaths caused by drug-resistant sepsis,
especially in low- and middle-income countries. The trial will provide critical data to
inform much-needed updates of international and national treatment guidelines for
neonatal sepsis.

Part 1 of the NeoSep1 trial, conducted in South Africa and Kenya in 2023, assessed and
validated the appropriate dose for fosfomycin and flomoxef for use in newborns, when
used in combination with other antibiotics.
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Indian newborns join global race to beat deadly drug-resistant sepsis

India has enrolled its first newborn in the global NeoSep1 trial at JIPMER, Puducherry. The study will test antibiotic
combinations for neonatal sepsis as resistance weakens standard treatments.

o
(‘ Sumi Sukanya Dutta
UPDATED: Jun 26, 2026 16:16 IST

India has enroled its first newborn in a landmark global clinical trial that could reshape how doctors
treat one of the biggest killers of infants, neonatal sepsis, at a time when the antibiotics used for
decades are rapidly losing their power.

Sepsis in newborns, or neonatal sepsis, is a
serious medical condition that occurs when a
baby younger than 28 days old has a life-
threatening response to an infection.

Bacterial infections are the most common cause
of neonatal sepsis.

The first baby has been recruited at the
- Jawaharlal Institute of Postgraduate Medical
Education and Research (JIPMER), Puducherry, marking India's entry into the NeoSep1 trial led by
the Global Antibiotic Research and Development Partnership (GARDP).

Hospitals in Rohtak have also begun enrolling patients, while Mumbai is expected to join shortly.

India and Pakistan are the first countries in Asia to participate in the study, which aims to enrol 3,000
newborns across Asia and Africa by 2028. The trial is already underway in Ghana, Kenya and South
Africa, with Vietnam, Bangladesh, Malaysia and Uganda set to join.

Sepsis is the second leading cause of neonatal mortality in India, after prematurity or low birth weight,
accounting for roughly 30- 40 percent of all newborn deaths.

Antimicrobial resistance (AMR), when disease causing bacteria or other pathogens develop resistance
to commonly used antimicrobials or antibiotics, is a top-tier public health crisis in the country with drug-
resistant bloodstream infections, lower respiratory infections, and hospital-acquired superbugs causing
the most urgent concern.

Overall, AMR causes approximately 300,000 direct deaths annually in India, with nearly 10 lakh deaths
associated with drug-resistant infections.

A RACE AGAINST RESISTANCE

The timing is significant for India, where newborn infections remain a major cause of infant deaths and
antimicrobial resistance (AMR) has made treatment increasingly uncertain.




Every year, up to three million babies worldwide develop neonatal sepsis, a life-threatening
bloodstream infection that can overwhelm a newborn's still-developing immune system within hours.

While antibiotics have long been the cornerstone of treatment, many of the commonly used drugs are
no longer effective against resistant bacteria, particularly in hospitals.

The consequences are already visible.

According to the Global Research on Antimicrobial Resistance (GRAM) study, an estimated 238,500
newborn deaths across South Asia, Southeast Asia and Oceania in 2019 were linked to drug-resistant
infections. More than 63,000 of these deaths occurred because the bacteria no longer responded to
standard antibiotics.

For India, which has one of the world's highest burdens of neonatal infections and widespread antibiotic
resistance, finding treatments that still work is no longer just a research priority but a clinical necessity.

FINDING WHAT WORKS

Unlike conventional trials that compare only one treatment against another, NeoSep1 will
simultaneously evaluate and rank multiple antibiotic combinations using an innovative personalised
randomised trial design. The idea is to identify therapies that are not only safe and effective but also
practical for hospitals facing different resistance patterns.

The evidence generated could eventually shape both national and global guidelines for treating
neonatal sepsis, especially in low- and middle-income countries where access to newer antibiotics
remains limited.

The study builds on an earlier phase completed in South Africa and Kenya in 2023, which established
safe dosing for the antibiotics fosfomycin and flomoxef in newborns when used alongside other
medicines.

"Every day doctors face the heartbreaking reality of losing babies to sepsis because safe and effective
treatment options are limited," said Dr Nishad Plakkal, principal investigator of the NeoSep1 trial in
India and Head of Neonatology at JIPMER. "Having the right antibiotics at the right dose can tip the
balance between life and death. This trial offers hope to change that."

GARDP's Children's Antibiotics Project leader Sally Ellis said the world has reached a critical point
where antibiotics that have served newborns for decades are failing against resistant infections in many
hospitals.

The trial, she said, aims to equip neonatologists with evidence-backed treatment options and give
babies with sepsis a better chance of survival.

For India, where the twin threats of sepsis and antimicrobial resistance intersect with one of the world's
largest birth cohorts, the study could help answer one of neonatal medicine's most urgent questions:
which antibiotics still save lives when the old ones no longer do.

Link: https://www.indiatoday.in/health/story/neonatal-sepsis-trial-india-enrols-first-newborn-

in-global-neosepi1-study-2934881-2026-06-26
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Sepsis: India Joins
Global Trial To Screen

Newborns For Deadly
Drug-Resistant
Infections

India has joined the Global Antibiotic Research and Development Partnership (GARDP)-led NeoSep1l
clinical trial, a landmark international study evaluating new antibiotic treatments for newborns with drug-
resistant sepsis.

Sepsis is the second leading cause of neonatal mortality in India after prematurity and low birth weight,
accounting for an estimated 30-40 per cent of all newborn deaths.

The NeoSep1 trial began in India with the first baby enrolled at the Jawaharlal Institute of Postgraduate
Medical Education and Research (JIPMER) in Puducherry, followed by Pt. B.D. Sharma PGIMS in Rohtak.
Lokmanya Tilak Municipal Medical College and General Hospital in Mumbai is also expected to begin
enrolling newborns soon.

"Every day doctors face the heartbreaking reality of losing babies to sepsis due to lack of safe and effective
treatments," said Dr Nishad Plakkal, Principal Investigator of the NeoSep1 trial in India and Associate Dean
(Research) and Professor and Head of the Department of Neonatology at JIPMER.

"Having the right antibiotics at the right dose can tip the balance between life and death. This trial offers
hope to change that," Plakkal added.

"The trial will give neonatologists new tools, and give babies with sepsis a fighting chance at life," said Sally
Ellis, who leads GARDP's Children's Antibiotics Program.

Link: https://www.healthandme.com/health-news/sepsis-india-joins-global-trial-to-screen-newborns-for-deadly-drug-
resistant-infections-article-154769785
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