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Table 1. EMA criteria for immunogenicity

Age Seroconversion  Seroprotection GMT ratio
18-60 years >40% >70% >25
>61 years >30% >60% >2.0

GMT: geometric mean titer

Table 2. Disposition of subjects

Number of subjects

Informed consent 87
Treated 55
Not treated 32
Not eligible for inclusion/exclusion criteria 19
Withdrawal of consent 5
Other reason 8
Completed 55
Discontinued 0
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Table 3. Characteristics of subjects (SAF)

Characteristic SAF (N =55)
Number of subjects (%)

Sex

Male 25 (45.5)

Female 30 (54.5)
Age (year)

61 to 64 17 (30.9)

>65 38 (69.1)
Medical history

No 54 (98.2)

Yes 1(L8)
Concomitant disease

No 36 (65.5)

Yes 19 (34.5)

Mean = SD

Age (year) 66.2%3.2
Height (cm) 160.04 =7.09
Weight (kg) 58.07 =8.46
BMI (kg/m?) 22.63 % 2.61

BMI: body mass index, SAF: safety analysis set
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Table 4. HI antibody titer (PPS)

Endpoint
napoints PPS (N =55)
Virus type
Seroconversion rate % (95% CI)

A/HIN1 92.7 (82.4,98.0)
A/H3N2 89.1 (77.8,95.9)
B 81.8 (69.1,90.9)

Seroprotection rate (Post) % (95% CI)

A/HIN1 98.2 (90.3, 100.0)
A/H3N2 100.0 (93.5, 100.0)
B 100.0 (93.5, 100.0)
GMT GM (95% CI)
A/HINI
Pre 38.52 (31.17,47.59)
Post 43851 (335.76, 572.72)
A/H3N2
Pre 19.75 (13.61, 28.65)
Post 376.97 (277.03, 512.96)
B
Pre 50.19 (37.52, 67.13)
Post 467.03 (394.63, 552.72)
GMT ratio (Post/Pre) GM (95% CI)
A/HIN1 11.39 (9.17, 14.13)
A/H3N2 19.09 (12.81,28.44)
B 9.31 (6.90, 12.55)

CI: confidence interval, GM: geometric mean, GMT:
geometric mean titer, PPS: per protocol set
Pre: before vaccination, Post: 28 days postvaccination
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Table 5. Neutralization antibody titer (PPS)

Endpoint
napoints PPS (N =55)
Virus type
Seroconversion rate % (95% CI)

A/HIN1 74.5 (61.0,85.3)
A/H3N2 76.4 (63.0,86.8)
B 45.5 (32.0,59.4)

Seroprotection rate (Post) % (95% CI)

A/HIN1 78.2 (65.0, 88.2)
A/H3N2 100.0 (93.5, 100.0)
B 60.0 (45.9,73.0)
GMT GM (95% CI)
A/HIN1
Pre 10.04 (7.60, 13.27)
Post 148.97 (92.64, 239.56)
A/H3N2
Pre 54.70 (34.09, 87.77)
Post 840.94 (677.99, 1,043.07)
B
Pre 8.05 (6.63,9.78)
Post 43.60 (30.90, 61.51)
GMT ratio (Post/Pre) GM (95% CI)
A/HINI 14.83 (9.68, 22.74)
A/H3N2 15.37 (9.85,23.99)
B 541 (3.84,7.63)

CI: confidence interval, GM: geometric mean, GMT: geo-
metric mean titer, PPS: per protocol set
Pre: before vaccination, Post: 28 days postvaccination

Table 6. Overview of adverse events (SAF)

SAF (N =55)
Number of [95% ClI]
subjects (%)
Adverse events 20 (36.4) [23.8,50.4]
Drug-related adverse events 12 (21.8)  [11.8,35.0]
Local or systemic reactions 12 (21.8)  [11.8,35.0]
Local reactions 8 (14.5) [6.5,26.7]
Systemic reactions 5(9.1) [3.0,20.0]
Adverse events other than local or 8 (14.5) NC
systemic reactions
Drug-related adverse events other than 0 NC
local or systemic reactions
Death 0 NC
Serious adverse event 0 NC

CI: confidence interval, NC: not calculated, SAF: safety analysis set
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Table 7. Number and percentage of patients
with adverse events (SAF)

SAF (N =55)
Number of subjects (%)
Any adverse events 20 (36.4)
Malaise 5(9.1)
Pain 4(7.3)
Nasopharyngitis 3(5.5)
Chills 2(3.6)
Feeling hot 2(3.6)
Myalgia 2(3.6)
Swelling 1(1.8)
Pharyngitis 1(1.8)
Ligament sprain 1(1.8)
Headache 1(1.8)
Dermatitis contact 1(1.8)
Erythema 1(1.8)
Pruritus 1(1.8)

SAF: safety analysis set
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Table 8. Number and percentage of patients with local or
systemic reactions (SAF)

SAF (N =55)
Number of subjects (%)
Any local or systemic reactions 12 (21.8)
Local reactions 8 (14.5)
Local pain 4 (7.3)
Feeling hot 2 (3.6)
Erythema/redness 1(1.8)
Swelling 1(1.8)
Pruritus 1(1.8)
Systemic reactions 5(9.1)
Fatigue 3 (5.5)
Muscle pain 2 (3.6)

SAF: safety analysis set
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The immunogenicity and safety of a single intramuscular injection (45 y g/strain) of a new influenza vac-
cine, ASP7374, was evaluated in this clinical study in male and female subjects aged =61 years.

The geometric mean hemagglutination-inhibition (HI) antibody titers had increased 28 days postvaccina-
tion from baseline for all strains.

In addition, the geometric mean neutralization antibody titers 28 days postvaccination had increased from
baseline for all strains. ASP7374 vacination showed immunogenicity in aged subjects.

The proportions of subjects with adverse events and drug-related adverse events were 36.4% and 21.8%,
respectively. No adverse events were reported in =10% subjects. Adverse events, such as malaise, pain, and
nasopharyngitis, occurred in =5% subjects. The proportion of subjects with local and systemic reactions
was 21.8%. Pain and malaise were the only events that occurred in =5% subjects. All of the local/systemic
reactions occurred within the day following vaccination, and they resolved within 3 days from the occur-
rence. In conclusion, the ASP7374 intramuscular injection (45 p g/strain) met immunogenicity criteria and
had a well-tolerated safety profile in the =61-year-old subjects.



