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Table 1. Baseline Characteristics of study participants

Patients Reference

Characteristics (N=59) (N=41) P value”
Male sex 53 (  90) 18 ( 44 ) <0.001
Age (vears)

Mean (SD) 34.8 ( 13.1) 41.3 ( 11.1 ) 0.006
Body mass index *&™?

Mean (SD) 15.0 ( 4.1) 214 ( 2.4 ) <0.001
Underling disease

diabetes melitus 3 ( 5) 0 ( 0) 0.296

atopic dermatitis 5 ( 8) 1 ( 2 ) 0.403
Prevaccination titer

<1:10 44 ( 75 ) 26 (63 ) 0.349

1:10-1:20 12(  20) 13( 32)

»1:40 3 ( 5) 2( 50)

NOTE. Data are expressed as no. (%) , unless otherwise indicated.

1)Wilcoxon rank-sum test, X2 test, Fisher's exact test or Mantel-extension

method for trend test

Table 2. Clinical characteristics of patients (N=59)

Type of disease
Duchenne muscular dystrophy
Myotonic dystrophy
Others

Therapy for Cardiac disease

yes

Ejection fraction of left ventricle™

Mean (SD)
Activity of daily living
Free
Wheelchair dependence
Bedridden
Use of mechanical ventilation

No ventilator

44 (. 75)
8( 14)
7( 12)
49 ( 83)
425 ( 18)
oC 0)
25 ( 42)
34 ( 58)
2( 3)

Noninvasive mechanical ventilatio: 24 ( 41)

Tracheostomy

33 ( 56)

NOTE. Data are expressed as no. (%) , unless

otherwise indicated.
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Table 3. The difference in the immnoresponse to 2009 pandemic influenza A(H1N1) vaccine
between patients and reference group

Patient Rererense Crude ) Multivariate

( 95%CI - ( 95%CI )

(N=59) (N=41) OR OR
GMT Pre (S0) 7 8
Post (S1) 66 69
Fold rise 9.4* 9.0*
Seroresponse  n(%) 48 (81) 31 (76) 1.41 (0.54-3.71) 0.79 (0.19-3.21)
Seroprotection n(%) 41 (69) 30 (73) 0.84 (0.19-3.21) 0.71 (0.18-2.72)

Note. Fold rise: S1/S0, Seroprotection: S1 >1:40, Seroprotection: S1 »1:40
Logistic regression model CI: confidence interval; OR: odds ratio
* Willcoxon signed rank test, p<0.001

** Model included sex, age(continuous), body mass index (continuous) and prevacecination titer
(<1:10, 1:10=1:20, and =1:40).
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Table 4. The immunogenicity of vaccine straified by several backgound factors among patients
(N=59)

) Seroresponse  Seroproteciton

. . 1
Geometric mean tter™ 9 (414 yige 34) 2 (S11:40)

Pre vac Post vac  Fold 0 o
Category N (S0) (S1) rise no (%) n (%)
Sex
Male 53 7 75 10.5 45 (85 ) 38 (72 )
Female 6 6 20 3.6 3 (50 ) 3 (50 )
P value 0.554 0.038  0.073 0.072 0.357
Age (years) ‘
<30 22 9 66 7.1 15 (68 ) 15 (68 )
30-44 23 6 78 12.6 22 (97 ) 17 (74 )
>45 14 5 49 9.3 11 (77 )9 (64 )
P value 0.056 0.662  0.252 0.279 0.872
Body mass index *€™?
<12.5 20 9 82 8.8 15 (75 ) 16 (80 )
12.5-15.9 21 6 73 11.7 20 (95 ) 13 (62 )
216 18 6 54 8.8 13 (72 ) 12 (67 )
P value 0.917 0.861  0.766 0.878 0.362
Prevaccination titer
<1:10 44 5 46 9.2 35 (80 ) 26 (59 )
1:10-1:20 12 12 170 14.3 12 (100 ) 12 (100)
»1:40 3 101 254 2.5 1 (33 ) 3 (100)
P value <0.001 0.003  0.063 0.703 0.006
Type of disease
Duchenne muscular dystrophy 44 7 75 10.5 37 (84 ) 31 (70 )
Myotonic dystrophy 8 5 40 8 5 (63 ) 5 (63 )
Others 7 8 49 5.9 6 (87 ) 5 (71 )
P value 0.219 0.512  0.804 0.343 0.896
Cardiac disease
no 10 6 37 6.1 7 (70 ) 6 (60 )
ves 49 7 73 10.3 41 (84 ) 35 (71 )
P value 0.916 0.152 0.25 0.376 0.475
Ejection fraction of left ventricle”
<33 19 7 64 8.9 17 (89 ) 14 (74 )
33-50 23 6 62 20.5 19 (83 ) 14 (61 )
>50 17 8 74 8.7 12 (71 ) 13 (76 )
P value 0.245 0.798  0.968  0.152 0.889
Activity of daily living
Wheelchair dependence 25 8 80 10.8 18 (72 ) 18 (79 )
Bedridden 34 6 57 8.9 30 (88 ) 23 (68 )
P value 0.139 0.271  0.691 0.176 0.719
Use of mechanical ventilation
No ventilator 2 7 226 32 2 (100 ) 2 (100)
Noninvesive mechanical ventilation 24 8 63 7.6 17 (71 ) 186 (67 )
Tracheostomy 33 6 62 10.3 29 (88 ) 23 (70 )
P value 0.042 0.385  0.229 0.295 0.787

1) Willcoxon rank sum test or Kruskal-Wallis rank test

2) x2 test and Fisher's exact test between two categories and the Mantel-extension method for trend test
among three categories
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Table 5. Reactogenicity of 2009 pandemic influenza A (H1N1) vaccine and Odds ratios for each
symptoms of patients compared with reference group

Patients Reference
(N=59) (N=4l) 1) o . 1),2) o

Symptom %) n (%) crude ORY ( 95%CI ) adj.OR"™ ( 95%CI )
Oculorespiratory syndrome

Any oC 0) 1(C 2) NA NA

Red eyes oC 0) 1(C 2) NA NA

Facial edema oC o) o(C 0) NA NA

Respiratory symptoms 0oC 0) oC 0) NA NA
Local reactions

Any 18( 31) 21( 51) 0.42 (0.18-0.96 ) 0.27 ( 0.07-1.12)

Redness 15(C 25) 17( 41) 0.48 (0.21-1.13 ) 0.50 ( 0.13-1.99 )

Swelling 4(C 7) 8(C 20) 0.30 (0.08-1.07 ) 0.14 ( 0.01-1.72)

Induration 1 2) 7C 17) 0.08 (0.01-0.71 ) 0.13 ( 0.01-2.69 )

Itching oC 0) 8(C 20) NA NA

Pain 2( 3) 13( 32) . 0.08 (0.02-0.36 ) 0.03 ( 0.00-0.65 )
Systemic reactions

Any 3( 5) 12( 29) 0.13 (0.03-0.50 ) 0.17 ( 0.02-1.44 )

Fever (>37.5C) 2( 3) 4(C 10) 0.33 (0.06-1.86 ) 0.47 ( 0.02-9.09 )

Malaise oC 0) 8(C 20) NA NA

Myalgia oC 0) 2( 5) NA NA

Headache o(C 0) 2 ( 5) NA NA

Rash 1( 2) oC _0) NA NA

NA: not applicable

1) Logistic regression model: CI. Conficence interval, OR. Odds ratio. 2) OR adjusted for
age, sex and body mass index: Age and BMI were treated as continuous valuables.
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Table 1 Characteristic of subjects

Elderly %) Staff %)

Number of subiect 73 46
Sex

Male 14 (19) 11 (24)
Age(year) 59-102 21-76

Mean 80.0 38.4
Underlving disease

Asthema 3 (4) 0

Lung disease 5 (6) 0

Heart disease 33 (42) 0

Brain disease 38 (49) 0

Kidnev disease 3 (4) 0

Liver disease 7 (9 0

Blood disease 12 (15) 2 (4)

Diabetes mellitus 15 (19) 0

Neuromuscular disease 3 4) 0

Immune disease 0 0

Malignancy 11 (14) 0

Collagen disease 1 )] 0

Atopv 0 0

Hvpertension 40 (51) 1 2

Other 37 (50) 0
Chemotherapv

Immunesuppresor 0 0

Aspirin 14 (19) 0

Steroid 1 (M 0
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Table 2 Immunogenicity of subjects (exclude S2/S1=4)

Giometric mean titer Fold rise (P value®)
pre post post season S1/S0 S2/80 S2/81
All subjects 11 62 36 0.6 (P<0.001) 3.4 (P<0.001) 0.5 (P<0.001)
(N=119) (N=118) (N=109) (N=118) (N=109) (N=108)
Sex 10 36 25 3.8 (P<0.001) 2.6 (P<0.001) 0.7 (P=0.004)
Male (N=23) (N=23) (N=23) (N=23) (N=23) (N=23)
Female 11 71 39 6.5 (P<0.001) 3.6 (P<0.001) 05 (P<0.001)
(N=96) (N=95) (N=86) (N=95) (N=86) (N=85)
Group 12 63 38 5.4 (P<0.001) 3.5 (P<0.001) 0.6 (P<0.001)
Elderly (N=73) (N=72) (N=68) (N=72) (N=68) (N=67)
Staff 9 60 31 6.5 (P<0.001) 3.2 (P<0.001) 05 (P<0.001)
(N=46) (N=46) (N=41) (N=46) (N=41) (N=41)
Pre-vaccine titer 5 40 19 80 ~ (P<0.001) 3.7  (P<0.001) 05 _ (P<0.001)
<1:10 (N=58) (N=58) (N=54)  (N=58) (N=54) (N=54)
1:10-1:20 12 71 47 58 (P<0.001) 3.8 (P<0.001) 0.6 (P<0.001)
(N=42) (N=41) (N=39) (N=44) (N=39) (N=38)
=1:40 80 185 160 2.3 (P<0.001) 1.8 (P=0.016) 0.7 (P=0.016)
(N=19) (N=19) (N=16) (N=19) (N=186) (N=16)
*Wilcoxon signed-rank test
Table 3 Immunogenicity of subjects (exclude S2/S1=4)
Seroprotection rate Serconversion rate
pre post post season post

N (% ) /N _( % ) _n/N (% o Fvale N (% )

All subject 19/119 ( 16 ) 89/118 ( 75 ) 60/109 ( 55 ) <0.001 75/119 ( 63 )
Sex
Male 3/23 ( 13 ) 14/23 ( 60 ) 11/23 ( 48 ) 0.083 10/23 ( 43 )
Female 16796 ( 17 ) 75795 (719 ) 49/86 ( 57 ) <0.001 65/96 ( 68 )
Group
Elderly 13/73 ( 18 ) 54/72 (75 ) 41/68 ( 60 ) <0.001 45/73 ( 62 )
Staff 6/46 ( 13 ) 35/46 ( 76 ) 19/41 ( 46 ) <0.001 30/46 ( 65 )
Pre—vaccine titer
<1:10 0/58 ( 0 ) 35/58 ( 60 ) 17/58 ( 29 ) <0.001 35/58 ( 60 )
1:10—1:20 0/42 ( 0 ) 35/42 ( 83 ) 27/42 ( 64 ) 0.011 33/42 (79 )
=21:40 19/19 ( 100 ) 19/19 ( 100 ) 16/16 ( 100 ) NA 7719 (37 )

*McNemer test (post vs post season)
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Table 4 Reactigenesity of subjects within 48hr after vaccination

Elderly (N=72)

staff (N=46)

n(%) n(%) P value

Systemic reactions

fever (237.0°C) 0 0 -

fatigue 1(1) 5(11) 0.030

myalgia/arthralgia 0 3(3) 0.057

headache 3(4) 1(2) 0.358

rash 0 0 -
Local reactions

erythema 2(3) 16 (35) <0.001

swelling 1(1) 9 (20) 0.001
“induration 1(1) 6 (13) 0.013

itching 1(1) 11 (24) 0.001

pain 0 7 (15) 0.001

X % test or Fisher exact test
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&1 EFBIUOHROER

)

A

K

%13§Z’§~X(m2) *
FRRERA

26.8(22.3) 33.0(38.9) 0.041

Wilcoxon rank sum test or ¥? test
* Mean (SD)

F2. BHKZTOF BT (Unconditional logistic regression model)

DPTIOF>

42(87) | 42(93) |0.50(0.12-2.13) 0.349 | 0.31(0.04-2.72) 0.289

0 6 (13) 3(7) |1.00 1.00

4Bl E 35(73) 41(91) | 0.43(0.10-1.83) 0.252 | 0.27 (0.03-2.85) 0.276

*Ef. AL BN, RTOFERERE., BEAR—I(m?) . ABREY. AEOREEDEE, THIE.
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%3 BEHEBEZIIF AT (conditional logistic regression model)

0.586 | 0.22 (0.01-4.86)

*ATRAFREE, BEAN—ZA(m?) | AERER. AEOZEEDHE, THIE,

®4. BEROBERT

BB D% EZE (vs. 72L)

11.7(1.36-57.7) I

0.003

12.8(0.78-210)

0.074

FRADEH. BEUVTyF UL (FE., 1R, B8RE

* RADEITHIE
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