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A vaccine against invasive nontyphoidal salmonellosis ( iNTS) and typhoid 
fever: iNTS-TCV

(2019, all ages)Global

Sub-Saharan Africa
‒ 18,704 deaths
‒ 1,237,347 cases
‒ 69,844 deaths
‒ 480,425 cases

Typhoid fever: 
‒ 110,029 deaths
‒ 9,237,225 cases

iNTS:
‒ 79,046 deaths
‒ 593,877 cases

GBD 2019, IHME website accessed 11/2023
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Deaths by age

South Asia
‒ 76,644 deaths
‒ 6,551,042 cases
‒ 5,058 deaths
‒ 56,931 cases



iNTS-TCV trivalent vaccine:
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Study Design
This is a pha se 1/ 2a , observer-blind, ra ndomized, controlled, two-sta ge, multi-country study to eva lua te the sa fety, 
rea ctogenicity, a nd immune response of the triva lent va ccine a ga inst inva sive nontyphoida l Sa lmonella  (iNTS) a nd 
Typhoid Fever in hea lthy Europea n a nd Africa n a dults.

• Pla nned enrolment: A tota l of 155 hea lthy a dults 18– 50  yea rs of a ge will be ra ndomized.  

• 50  Europea n a dults were ra ndomly a ssigned to 1 of the intervention groups in sta ge 1 while 105 Africa n a dults will be 

ra ndomized in sta ge 2.

• Ea ch pa rticipa nt will receive 2 interventions concomita ntly in sepa ra te a rms: iNTS-TCV a nd sa line OR iNTS a nd 

TCV va ccines OR pla cebo/ controls a nd sa line.

• Ea ch pa rticipa nt will receive a  study intervention per a rm on Da y 1, Da y 57 a nd Da y 169. Approxima tely 13 months 

pa rticipa tion dura tion.

• Schedule selected ba sed on number of doses expected to be immunogenic in ta rget popula tion for prima ry 

immuniza tion (i.e infa nts 6 weeks of a ge)

• The highest dose of the iNTS-TCV used in this tria l wa s tested in a  repea ted-dose toxicology study in ra bbits which 

showed good tolera nce with no evidence of toxicity.



Study Design Overview



Study Objectives and endpoints 

Objective Endpoint

To evaluate the safety and reactogenicity of the 
iNTS-TCV vaccine in healthy European/African 
adults

Percentage of participants with 
 solicited a dministra tion site  a nd systemic events 

during 7 da ys a fter ea ch study intervention 
a dministra tion

 unsolicited AEs during 28 da ys a fter ea ch study 
intervention a dministra tion

 Serious AE 
 AEs lea ding to withdra wa l
 Devia tions from ra nges or ba seline 

hema tologica l, rena l a nd hepa tic pa nel test

Primary Objective



Blinded Safety data from Phase 1



This presentation covers 
initia l da ta  from sta ge 1 of 
the study ongoing in 
Belgium, where 50  
pa rticipa nts ha ve been 
recruited (i.e . da ta  up to 28 
da ys a fter 2nd

a dministra tion in the full 
dose group).

Study Design Overview



Demographic characteristics of Exposed Population
Summary of Demographic Characteristics (Exposed Set) - Blinded

Low Dose Full Dose

Characteristics
Parameter or (N=10) (N=40)
Categories Value or n(%) Value or n(%)

Sex
Female 7 ( 70.0) 29 (72.5)
Male 3 ( 30.0) 11 (27.5)

Race
Other - 2 ( 5.0)
White 10 (100.0) 38 (95.0)

Age (years)

n 10 40
Mean 30.7 34.7
SD 10.93 10.86
Minimum 19 19
Median 28.5 36.0
Maximum 48 50



Solicited Events analysis - Blinded
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Solicited Administrative Site Events -Blinded
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Systemic Solicited Events -Blinded
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Unsolicited Adverse Events -Blinded

After all participants received at least 2 doses of study interventions_ comparators

Low Dose group (N=10): 
• At least one event reported by 80% of subjects participants. 
• 60% reported at least one event considered related to vaccination by the INV 
• No Grade 3 reported.
• Overall, most frequent SOC (system organ class) affected were «Infections and infestations» (50% of 

participants) and « Musculoskeletal and connective tissue disorders” (40% of participants).

Full Dose group (N=40): 
• At least one event reported by 90% of subjects participants. 
• 50% of subjects reported at least one event considered related to vaccination by the INV 
• Overall, most frequent SOC were «Infections and infestations» (42.5% of participants) and «General disorders 

and administration site Conditions” (37.5% of participants). 
• GR3 events were reported in 12.5% of subjects participants.



Conclusions 

• After at least two administrations with the low or full doses or controls, the majority of adverse events (AEs) 
observed are of mild to moderate intensity.

• No safety concerns are currently identified from the analysis of solicited, unsolicited AE events and Safety 
lab test results 

• No SAE considered rela ted to va ccina tion reported 
• No AE lea ding to withdra wa l
• Injection site pa in is the most frequent event reported in both steps, consistent with other GMMA 

studies.
• Mya lgia , fa tigue a nd hea da che a re the most frequent systemic solicited AEs
• Severe unsolicited AEs considered rela ted to va ccina tion were reported in 2 subjects overa ll. 
• Sa fety la b test results: most la bora tory results were within norma l reference ra nges a nd there were no 

clinica lly significa nt cha nges from norma l
Ba sed on a va ila ble sa fety da ta , clinica l development ha s progressed into hea lthy a dults in a n endemic Africa n 
country, to further a ssess sa fety a nd immunogenicity of the iNTS-TCV va ccine.
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