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1. Introduction 

This document is the Deliverable 4.2 INCENTIVE-QIV: Registration of the clinical trial in the trial 

registry 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 60 months. The highly integrated INCENTIVE consortium comprises 19 institutions 

representing a true partnership between Indian and European/United States of America (US) groups 
that addresses the global health and economic challenge posed by influenza infections, to reduce the 

worldwide burden resulting from outbreaks.2 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. 
 

INCENTIVE’S goal will be achieved by pursuing the following specific objectives: 1) address the current 
knowledge gap by performing comprehensive immunome profiling of responders and non-responders 

to licensed influenza vaccines in infants, children and elderly in parallel phase IV trials in Europe and 
India to identify the underlying mechanisms of vaccine responsiveness in different vulnerable 

populations and ethnical groups; 2) advance the development of two next generation universal 
influenza vaccines, including an antigen presenting cell-targeted nucleic acid vaccine (APC-MIX) up to 
proof-of-concept for vaccine efficacy in non-human primates (NHP), and a computationally-derived 

second generation COBRA (Computationally-Optimized Broadly-Reactive Antigens) vaccine up to 
clinical development, comprising a phase I trial in Europe, a phase II trial in India and efficacy studies 

using an influenza controlled human challenge model; 3) identify predictive biomarkers of 
responsiveness to vaccination to develop new diagnostics; 4) implement comprehensive technology 

transfer and harmonization activities for immunological analysis and data integration; and 5) perform 
a health systems and investment analysis, and discrete choice experiments to assess the suitability of 

the developed technologies for low- and middle-income countries, and to identify potential 
downstream constraints that might affect uptake by health care systems. 

This deliverable 4.2 will confirm that the INCENTIVE QIV studies have been registered at a WHO- or 

ICMJE-approved registry.   

                                                 

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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2. INCENTIVE-QIV trials 

One of the objectives of INCENTIVE is to conduct Phase IV trials in vulnerable populations to identify 

the underlying mechanisms of vaccine responsiveness. INCENTIVE-QIV is a series of phase IV trials 
studying response to the licensed Sanofi's quadrivalent Flu seasonal flu vaccine in three vulnerable 
populations: 1) elderly ≥ 60 years; 2) children 3-8 years; and 3) infants 6 to 7 months. The study will be 

conducted in parallel in Europe and India in the same sub-population groups with the licensed Sanofi's 
quadrivalent influenza vaccine. Centers involved in the Phase IV trials are P7 UA in Belgium (QIV-1 

Elderly), P5 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). This deliverable shows that the INCENTIVE QIV 

studies, in EU and India, have been registered with the European Union Drug Regulating Authorities 
Clinical Trials Database (EUDRA-CT) and Clinical Trial Registry of India (CTRI) respectively.  

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

INCENTIVE-QIV-1-EU: This will be 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 a 
marketed quadrivalent influenza vaccine (Vaxigrip Tetra® from Sanofi) administered by the 

intramuscular route. 

INCENTIVE-QIV-1-EU trial has been registered with EUDRA-CT (EudraCT Number: 2021-003307-18). 
Link: https://www.clinicaltrialsregister.eu/ctr-search/trial/2021-003307-18/BE/  

Please refer to Annex section 3.2 for the trial registration details at the EU Clinical Trials register. 

2.2 INCENTIVE-QIV-2-EU (P5 UiB, Norway) 

INCENTIVE-QIV-2-EU: This will be 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 a marketed quadrivalent influenza vaccine (Vaxigrip Tetra®) administered by the 
intramuscular route.  

INCENTIVE-QIV-2-EU trial has been registered with EUDRA-CT. (EudraCT Number: 2021-003804-42) 

Link: https://www.clinicaltrialsregister.eu/ctr-search/trial/2021-003804-42/NO  

Please refer to Annex section 3.3 for the trial registration details at the EU Clinical Trials register. 

https://www.clinicaltrialsregister.eu/ctr-search/trial/2021-003307-18/BE/
https://www.clinicaltrialsregister.eu/ctr-search/trial/2021-003804-42/NO
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2.3 INCENTIVE-QIV-3-EU (P4 ULB, Belgium) 

INCENTIVE-QIV-3-EU: This will be a Phase IV vaccine trial conducted by P4 ULB at CHU Saint-Pierre  and 
Hôpital Erasme in Belgium in 50 infants, aged 6 to 7 months, to evaluate the immunogenicity, 

molecular profiling and safety of a marketed quadrivalent influenza vaccine (Vaxigrip Tetra®) 
administered by the intramuscular route. 

INCENTIVE-QIV-3-EU trial has been registered with EUDRA-CT (EudraCT Number: 2021-003760-27). 

Link: https://www.clinicaltrialsregister.eu/ctr-search/trial/2021-003760-27/BE  

Please refer to Annex section 3.4 for the trial registration details at the EU Clinical Trials register. 

 

2.4 INCENTIVE QIV-1, QIV-2 and QIV-3 (P18 GSMC&KEM, India) 

INCENTIVE-QIV-1: This will be 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 a marketed Quadrivalent Influenza Vaccine (FluQuadriTM) administered by the intramuscular 
route. In India, FluQuadriTM manufactured by Sanofi India will be used, which is produced according to 

the same manufacturing procedure as Vaxigrip Tetra® (which is being used for the parallel QIV trials in 
EU) and composition of influenza strains are the same for both vaccines. 

INCENTIVE-QIV-1 trial at P18 GSMC&KEM has been registered at the CTRI (CTRI Number: 
CTRI/2020/09/027913). 

Link: http://ctri.nic.in/Clinicaltrials/showallp.php?mid1=45001&EncHid=&userName=CTRI/2020/09/027913  

Please refer to Annex section 3.5 for the trial registration details at the CTRI. 

INCENTIVE-QIV-2: This will be a Phase IV vaccine trial to be conducted at P18 GSMC&KEM in India in 

100 healthy children, 3-8 years old to evaluate the immunogenicity, molecular profiling and safety of 
a marketed Quadrivalent Influenza Vaccine (FluQuadriTM) administered by the intramuscular route. 

INCENTIVE-QIV-2 trial at P18 GSMC&KEM has been registered at the CTRI (CTRI Number: 

CTRI/2021/10/037159) 

Link: http://ctri.nic.in/Clinicaltrials/showallp.php?mid1=58563&EncHid=&userName=CTRI/2021/10/037159   

https://www.clinicaltrialsregister.eu/ctr-search/trial/2021-003760-27/BE
http://ctri.nic.in/Clinicaltrials/showallp.php?mid1=45001&EncHid=&userName=CTRI/2020/09/027913
http://ctri.nic.in/Clinicaltrials/showallp.php?mid1=58563&EncHid=&userName=CTRI/2021/10/037159
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Please refer to Annex section 3.6 for the trial registration details at the CTRI. 

INCENTIVE-QIV-3: This will be a Phase IV vaccine trial to be conducted at P18 GSMC&KEM in India in 
100 healthy infants, aged 6 to 12 months, to evaluate the immunogenicity, molecular profiling and 

safety of a marketed Quadrivalent Influenza Vaccine (FluQuadriTM) administered by the intramuscular 
route. 

INCENTIVE-QIV-3 trial at P18 GSMC&KEM has been has been registered at the CTRI (CTRI Number: 
CTRI/2021/10/037161) 

Link: http://ctri.nic.in/Clinicaltrials/showallp.php?mid1=58564&EncHid=&userName=CTRI/2021/10/037161  

Please refer to Annex section 3.7 for the trial registration details at the CTRI. 

 

 

 

 

 

http://ctri.nic.in/Clinicaltrials/showallp.php?mid1=58564&EncHid=&userName=CTRI/2021/10/037161
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