
HARMONIE Study

“A Phase IIIb randomized open-label study of nirsevimab
(versus no intervention) in preventing hospitalizations
due to respiratory syncytial virus in infants (HARMONIE)”

The HARMONIE Research Study is looking at how strongly babies can be protected from serious
illness due to RSV infection (respiratory syncytial virus) by giving them a single antibody dose.
This could help to reduce the 450,138 GP visits1 and 45,136 admissions2 for acute bronchiolitis
in children <1 year as well as also reduce the estimated combined primary and secondary care
costs to the NHS of acute bronchiolitis and RSV of approximately £76 million each year1,2,3,4.

If your staff have questions about this study, please ask them to contact our dedicated

Study Helpline on 020 7861 4428

Parents will be given a dedicated HARMONIE study helpline which will be monitored by a uMed

GCP trained nurse who can answer any questions the parents of this study may have.

KEY POINTS

The HARMONIE Study will:

● EHR data will be queried to identify mothers who have recently given birth in order to
recruit infant patients up to the age of 1 year old.

● Help researchers to evaluate the efficacy of nirsevimab versus no intervention in
preventing hospitalisations due to RSV, as well as further characterize the safety profile
of nirsevimab

● Leverage the uMed platform to manage the identification, outreach, and contact of
patients. The babies parents will be sent a text message directing them to the Harmonie
website where they will be able to select a trial site close to them.

● Trial sites will be spread across the UK and practices are encouraged to participate as a PIC
site to maximise patient engagement.



STUDY DETAILS

NIHR Reference/ CPMS ID CHIL 51978

Treatment Area Respiratory

Study Sponsor Sanofi

Internal ref. no. (or short title) HARMONIE

Study Design A Phase IIIB randomized open label study,

comparison to no preventive intervention.

Study Participants Inclusion Criteria:
● Newborn babies and infants up to the age of 1

year old, who are entering their first RSV
season on the day of inclusion.

Study protocol, detailing full inclusion and
exclusion criteria is available on request.

Planned Size of Sample Up to 12,000 babies

Planned Study Period Recruitment to start in August 2022.

Role of GP Practices In order to remove the administrative burden

associated with traditional research, uMed searches

electronic health records to create a list of patients

which fit the criteria of the study. Participating

practices will be asked to approve the list of patients

and uMed will then automatically engage the

approved patients on behalf of their recognised health

care provider through text message to invite them to

take part in the study.

Patient approvals take approximately 15 minutes per

study.

Practice Reimbursement Details Practices who are acting as PICs will receive £80 per

patient that is referred and then randomized.

Practices as a trial sites are also eligible for additional

payments which will be communicated via the CRN

teams.



Study Coordinator Mrs Abi Dhillon
Email: abi@umed.io
Phone: +44 7534 411200

References

1.Taylor S, Taylor RJ, Lustig RL, et al. Modelling estimates of the burden of respiratory syncytial virus infection

in children in the UK. BMJ Open 2016;6:e009337. DOI:10.1136/

bmjopen-2015-009337

2. Sanofi data on file. November 2021. MAT-GB-2105219 (V1.0)

3. Curtis, L. & Burns, A. Unit Costs of Health and Social Care 2020, Personal Social Services Research Unit,

University of Kent, Canterbury. DOI: 10.22024/UniKent/01.02.84818

4. NHS Digital. Prescription Cost Analysis - England, 2018 [PAS] Official Statistics, National Statistics. Available

at: https://digital.nhs.uk/data-and-information/publications/statistical/

prescriptioncost-analysis/2018. Accessed May 2022

https://digital.nhs.uk/data-and-information/publications/statistical/

