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Introduction

 Ragweed pollen is a common cause of allergic rhinitis/conjunctivitis (AR/C)1

 AR/C in children can interfere with sleep and daily activities and negatively impact 
school attendance and performance1

 Post hoc analyses of randomized, double-blind, placebo-controlled trials2,3 have 
demonstrated the efficacy and tolerability of the 12 Amb a 1-U ragweed sublingual 
immunotherapy (SLIT)-tablet in Canadian adults with ragweed pollen-induced AR/C 4

 An international, double-blind, placebo-controlled trial of the ragweed SLIT-tablet was 
conducted in children with ragweed pollen-induced AR/C with or without asthma5

 This post hoc analysis evaluated the efficacy and tolerability of the ragweed SLIT-
tablet in the subpopulation of Canadian children
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Methods

 Children aged 5-17 years with ragweed pollen-induced AR/C with or without asthma were 
randomized 1:1 to daily ragweed SLIT-tablet (12 Amb a 1-Unit dose) or placebo for up to 
28 weeks (NCT02478398)
 AR/C symptom-relieving medication was provided to both treatment groups 

 Primary endpoint was the total combined daily symptom and medication score (TCS) 
during peak ragweed pollen season (RPS)
 Six rhinoconjunctivitis symptoms were measured on a scale of 0 to 3

 Symptom-relieving medication use was recorded in an e-diary once-daily

 TCS is the sum of the rhinoconjunctivitis daily symptom score (DSS) and daily medication score (DMS)

 Post hoc analyses were conducted in the Canadian participants using per protocol 
statistical methods
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Rhinoconjunctivitis TCS during RPS in Canadian children

4

 Of the 1025 randomized participants, 246 (SLIT-tablet, n=116; placebo, n=130) were in the Canadian subpopulation
 90.7% of Canadian participants were polysensitized

 35.8% of Canadian participants had asthma

 In the total study population, relative TCS improvements with the ragweed SLIT-tablet vs placebo were 38.3% 
(P<0.001) during peak RPS and 32.4% (P<0.001) during the entire RPS

 In the Canadian subpopulation, relative TCS improvements with the ragweed SLIT-tablet vs placebo were 40.8% 
during peak RPS and 36.6% during the entire RPS

LS, least square; RPS, ragweed pollen season; TCS, total symptom score
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Rhinoconjunctivitis DSS and DMS during peak RPS in 
Canadian children

5

 In the total study population, DSS and DMS improved with SLIT-tablet versus placebo by 35.4% and 
47.7%, respectively, during peak RPS (both P<0.001)

 In the Canadian subpopulation, DSS and DMS improved with SLIT-tablet versus placebo by 30.6% and 
77.2%, respectively, during peak RPS 

n=468 n=469

DMS, daily medication score; DSS, daily symptoms score; LS, least square; RPS, ragweed pollen season
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Safety of ragweed SLIT-tablet in Canadian children

 The ragweed SLIT-tablet was well tolerated in the overall population and Canadian subpopulation

 No events of anaphylaxis, airway compromise, eosinophilic esophagitis, intramuscular epinephrine, or 
severe treatment-related systemic allergic reactions were reported in the overall population or 
Canadian subpopulation
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AE, No. (%)

Ragweed SLIT-Tablet

(n=117)*

Placebo

(n=129)*

Treatment-emergent AE 108 (92.3)                              96 (74.4)

Treatment-related AE 89 (76.1)                                 47 (36.4)                                   

SAE 0                                    0                                    

Treatment-related SAE 0                                    0                                    

AE leading to treatment discontinuation 6 (5.1)                                  0                                    

Treatment-related AE leading to treatment discontinuation 6 (5.1)                               0                                    

Discontinued treatment due to SAE 0                                    0                                    

Discontinued treatment due to a treatment-related SAE               0                                    0                                    
AE, adverse event; SAE, serious adverse event.
*One subject randomized to placebo received the ragweed SLIT-tablet by mistake.



Conclusions

 The ragweed SLIT-tablet resulted in clinically meaningful improvement in 
symptoms and decreased symptom-relieving medication use in Canadian 
children with AR/C

 Treatment was well tolerated

 The efficacy and tolerability of the ragweed SLIT-tablet in the subpopulation 
of Canadian children was consistent with the full study population that 
included children from North America and Europe

 The magnitude of TCS improvement in the Canadian children was similar to 
that of Canadian adults (39.5%; p<0.0001 vs placebo)1

 The proportion of treatment-emergent and treatment-related AEs in the 
Canadian children was similar to that of Canadian adults1

71. Kim H, et al. Allergy Asthma Clin Immunol. 2014;10:55.
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DMS, daily medication score; DSS, daily symptom score; LS, least square; RPS, ragweed pollen season; TCS, total symptom score
* 269 participants on ragweed SLIT-tablet and 208 participants on placebo had no rescue medication use. DMS analysis is based on the 
zero-inflated log-normal model. 
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