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1. Introduction 

This document is the Deliverable D4.6 INCENTIVE-QIV-1, 2, 3 (EU) and QIV-1 (India): Study results 

posted in the study registry of Work Package 4 of the project INCENTIVE (Indo-European Consortium 

for Next Generation Influenza Vaccine Innovation) funded by the European Union’s Horizon 2020 

research and innovation programme under Grant Agreement No. 874866 and the Dept. of 

Biotechnology (DBT), Govt. of India (project no.BT/IN/EU-INF/16/AP/19-20/11746). The INCENTIVE 

project started on 01st August 20201 and has a duration span of 66 months. The highly integrated 

INCENTIVE consortium comprises 19 institutions representing a true partnership between Indian and 

European/US groups that addresses the global health and economic challenge posed by influenza 

infections, to reduce the worldwide burden resulting from outbreaks2.  INCENTIVE’s strategic goals are 

to provide seminal knowledge on the underlying mechanisms of poor responsiveness to influenza 

vaccines in vulnerable individuals and advance the development of two next generation universal 

influenza vaccines. 

This deliverable D4.6 will show that for QIV 1, 2 and 3 trials (EU) as well as for QIV-1 (India) the safety 
and preliminary immunogenicity results have been posted on the respective study registry.   

2. INCENTIVE-QIV trials  

The main objective of the INCENTIVE QIV trials is to improve our understanding of protective immunity 

against influenza and to identify predictors and potential determinants of vaccine responsiveness by 

performing Phase IV clinical trials using a quadrivalent influenza vaccine (QIV). Immune profiling of 

influenza vaccinated subjects will be performed across age groups and across diverse populations in 

India and Europe. 

INCENTIVE-QIV trials is a series of phase IV trials studying response to a licensed vaccine in three 

vulnerable populations: 1) QIV-1 Elderly; 2) QIV-2 Children; 3) QIV-3 Infants conducted in parallel in 

Europe and India with the licensed Sanofi's Quadrivalent influenza vaccine. Centres involved in the 

                                                 

1 The Indian grant start date is 29th December 2020 
2 Please refer to annex section 3.1 for list of all INCENTIVE project partners. 
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Phase IV trials are P7 UA in Belgium (QIV-1 Elderly), P6 UiB in Norway (QIV-2 Children), P4 ULB in 

Belgium (QIV-3 Infants) and P18 GSMC&KEM in India (for all three groups, QIV-1, QIV-2 and QIV-3). 

Currently, QIV-1, QIV-2 and QIV-3 (EU) as well as QIV-1 (India) have been completed. 

2.1  INCENTIVE-QIV-1-EU (P7 UA, Belgium) 

INCENTIVE-QIV-1-EU: This is a Phase IV vaccine trial conducted at P7 UA in Belgium in 50 healthy 

participants, 60 years and older, to evaluate the immunogenicity, molecular profiling and safety of the 

marketed QIV Vaxigrip Tetra® from Sanofi administered by the intramuscular route. 

Study results for INCENTIVE-QIV-1-EU have been duly posted. The Clinical Study Report (CSR) was 

submitted to https://cespportal.hma.eu  on 20th Dec 2024. 

Please find below the submission confirmation.  

   

https://cespportal.hma.eu/
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2.2 INCENTIVE-QIV-2-EU (P5 UiB, Norway) 

INCENTIVE-QIV-2-EU: This is a Phase IV vaccine trial conducted by P5 UiB at the Clinical Trials Unit of 

HELSE BERGEN HF - HAUKELAND UNIVERSITY HOSPITAL (HUS) in Norway (HUS is a linked third party 

and affiliated to UiB) in 50 healthy children, 3-8 years old, to evaluate the immunogenicity, molecular 

profiling and safety of the marketed QIV Vaxigrip Tetra® administered by the intramuscular route. 

The CSR for INCENTIVE-QIV-2-EU was submitted by email to the Medicines agency on 18th Dec 2024. 

Please see below a screenshot of the email confirmation.  

 

 

2.3 INCENTIVE-QIV-3-EU (P4 ULB, Belgium) 

INCENTIVE-QIV-3-EU: This is a Phase IV vaccine trial conducted by P4 ULB at CHU Saint-Pierre and 

Hôpital Erasme in Belgium in 50 infants, aged 6 to 8 months, to evaluate the immunogenicity, 

molecular profiling and safety of the marketed QIV Vaxigrip Tetra® administered by the intramuscular 

route. 

The CSR for INCENTIVE-QIV-3-EU have been posted on EudraCT on 24th Dec 2024. Please find below 

the submission confirmation. 
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2.4 INCENTIVE QIV-1 (P18 GSMC&KEM, India) 

INCENTIVE-QIV-1: This is a Phase IV vaccine trial to be conducted at P18 GSMC&KEM in India in 100 

healthy participants, 60 years or older, to evaluate the immunogenicity, molecular profiling and safety 

of the marketed QIV FluQuadriTM administered by the intramuscular route. In India, FluQuadriTM 

manufactured by Sanofi India was used, which is produced according to the same manufacturing 

procedure as Vaxigrip Tetra® (which is being used for the parallel QIV trials in EU), being the same 

influenza strains used for both vaccines. 
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The results for INCENTIVE-QIV-1 (India) have been posted on the CTRI (Clinical Trial Registry India). 
Please find here the link:  

https://ctri.nic.in/Clinicaltrials/pmaindet2.php?EncHid=NDUwMDE=&Enc=&userName=INCENTIVE%

20QIV%201.  

https://ctri.nic.in/Clinicaltrials/pmaindet2.php?EncHid=NDUwMDE=&Enc=&userName=INCENTIVE%20QIV%201
https://ctri.nic.in/Clinicaltrials/pmaindet2.php?EncHid=NDUwMDE=&Enc=&userName=INCENTIVE%20QIV%201
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3. Annexes 

3.1 List of INCENTIVE partners 
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