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A Phase Two, Multicenter, Randomized, Double-Blind, Placebo-Controlled Study to Evaluate the 
Efficacy of the Travelers’ Diarrhea Vaccine System in Travelers to Asia 

Protocol Number: ELT209 
EudraCT number: 2009-015603-10  
ClinicalTrials.gov id: NCT01040325 
 
Sponsor: Intercell USA, Inc. 
20 Firstfield Road 
Gaithersburg, Maryland 20878 

Name of Investigational Product: Heat-Labile Enterotoxin of Escherichia coli 
 
Overall Study Design and Plan 

Study ELT209 was a multicenter, randomized, double-blinded, placebo-controlled study designed to 
evaluate the efficacy of the TD Vaccine System in travelers to Asia. This pivotal field efficacy study was 
designed to enroll 716 eligible male and female subjects (18 to 64 years) and was conducted across 
multiple clinical sites in travelers beginning their study participation in the Country of Origin (CO) (UK and 
Germany), before traveling to the Destination Country (DC) (India) for surveillance. Two transcutaneous 
immunizations (skin preparation with the SPS:Buffer and LT or placebo patch application) were 
performed 14 days apart, on alternating deltoids by a clinician in the CO. Subjects received 37.5 
micrograms (μg) LT or placebo patches according to randomized (1:1) group assignment. Patches were 
to be worn for six hours prior to removal by the subject. 
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Efficacy assessments were based on subject diary-reported diarrheal events and analysis of stool 
samples submitted during the Surveillance Phase for detection of ETEC and other co-pathogens. The 
primary endpoint of this study was to evaluate the incidence of VPO reported during the Surveillance 
Phase; a VPO was defined as a case of moderate/severe diarrhea in which LT, LT and ST or ST toxins 
(ETEC) were detected by either PCR or DNA hybridization (and no copathogen was detected) from 
diarrheal stool samples that were collected during the first diarrheal episode. 
 
Main objective of the trial:  
The primary objective of this study was to evaluate the efficacy of the TD Vaccine System to prevent 
moderate to severe ETEC disease in travelers to India. 
 

Analysis Populations of Randomized Subjects 
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Demographic Characteristics 

 

 

Country of Origin and Destination City, Safety Population 

 

[4] The destination city refers to the city in which the Destination Country (DC) Check-in Visit took place. Subjects frequently 
travelled throughout India and were seen at multiple DC study sites.  
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Duration (Hours) of Patch Exposure 

 

SD=Standard deviation; Min=Minimum; Max=Maximum; N=Number of subjects in the specified analysis population per group; 
n=Number of subjects in the category indicated per group. 
[1] All subjects who received at least one vaccination (active or placebo) as randomized. 
[2] All consented, randomized subjects who entered the DC within the study period. 
[3] All subjects who were consented, randomized, received both study vaccinations as assigned, arrived in the DC, 
successfully attended the “DC Check-in” and “Study Progress” Visits, and completed the Surveillance Phase Diary 
information for each day up through the date of completion of the Study Progress Visit. 

 

Primary Endpoint: Incidence of Vaccine Preventable Outcome [1] Diarrheal Episodes Experienced 
during the Surveillance Phase (First Episode Experienced), Per Protocol and mITT Populations 

 
 
This study failed to meet the primary endpoint – VPO incidence was low and similar across treatment 
groups and analysis populations (PPP: 6.0% in LT Group, 5.9% in Placebo Group; mITT Population: 
5.7% in LT Group, 5.6% in Placebo Group), with vaccine efficacy (VE) near zero (PPP: -1.34%; mITT 
Population: -0.90%) and p=1.0000. 
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Overall Summary of All Adverse Events, Safety Population 
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Incidence of Non-Solicited Systemic Adverse Events Reported in ≥2% of Subjects by 
Vaccination, Study Phase and Preferred Term, Safety Population 
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Incidence of Solicited Local Adverse Events by Vaccination, Safety Population 

 
 
 
Overall Summary of All Serious Adverse Events by System Organ Class and Preferred Term, 
Safety Population 
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