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Evaluation for eligibility (n=61)
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Y
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\i
OC (60 mg) (n=22)
Intervention (n = 22)
No intervention (n =0)

Allocation

Y

Lost to the follow-up (n=1)
Did not come to the test facility at
the 8-week period (n=1)

Follow-up

Y

Effectiveness (PPS)

Analyzed (n=21)

Excluded from the analysis (n=1)
Received no intervention (n=1)

Analysis

Safety (SAF)
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Excluded from the analysis (n=1)
Received no intervention (n=1)

l

Placebo (n=22)
Intervention (n = 22)
No intervention (n =0)
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Lost to the follow-up (n=3)
Did not come to the test facility at
the 8-week period (n = 3)

Y
Effectiveness (PPS)

Analyzed (n=19)

Excluded from the analysis (n = 3)
Received no intervention (n = 3)

Safety (SAF)

Analyzed (n=19)

Excluded from the analysis (n = 3)
Received no intervention (n = 3)

Fig. 1. Flowchart showing subject characteristics.
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Table 1. Profiles of subjects.
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SHEMDATE, oA T T, T 7 EjdE . NKHILHE
PEIZOCHE 75 R OB TH E 213 7% h 72 (Table 3)
T-1) »XERfE, B-1) »/788k, NKMIEOHiZ. OCoOMA
WX o THBLYZ T h ol OCEHETY., M T8
ROZALE L FEAERO BREH B LOMICHEE R ADOHY
MEIRE N (Fig.2).

SF-36 227

Table 413, A DI Atr OB ERE D SF-36 22 7 % /R~
L72bDTHbH, OCHTIE, FHEEREOADA =20 L
L7,

B RARA A 3 X ORI

ME. BRIA. RiR%E Table 112773 BER CHE TR
DN oz, IHHIFAYOME LR L72HBRE O %
Table 5 (M UL F )78 T X —%) B X U Table 6 (1L E
LM /S T A =) 2R T Table 5. 612773 L H12, OC
FEOWERE 21 % 6 %41, SHAMO N Ath, EFEHEHI O
LDH 2LV A7 0 — VEIRIFE DG EI D o 720 IREE
INFGA=FFE, WITNOBRTOHEELELER SN 2o
7z (Table 7)o

Baseline 8W

ocC Placebo ocC Placebo
Age 421 £ 144 428 £ 11.7 - -
Height (cm) 162.7 £ 8.1 165.1 = 9.7 - -
Body weight (kg) 59.3 £ 11.3 63.7 = 15.0 52.3 = 7.7 544 £ 9.6
BMI (kg/m2) 22.4 £ 43 23.1 = 3.7 21.1 £ 3.0 21.7 £ 3.6
Body fat ratio (%) 26.2 £ 10.4 27.1 £ 6.6 27.7 £ 7.7 28.8 £ 7.4
Systolic blood pressure (mmHg) 120.4 £ 14.8 120.4 £ 20.0 114.2 £ 12.3 115.6 £ 13.1
Diastolic blood pressure (mmHg) 79.6 £ 9.4 78.8 = 14.5 724 = 9.1 76.2 = 11.4
Pulse rate (bpm) 74.6 = 11.7 71.2 = 10.5 69.1 = 8.9 74.0 = 7.7

Data are shown as the mean + SD (n = 22 for baseline, n = 21 for OC and n = 19 for the placebo at the 8-week period). Welch’s ¢-test was used to assess the
significance of differences, except for age (the %2-test). No significant differences were detected between the placebo and OC groups. OC, Oryza Ceramide®;

BMI, body mass index; SD, standard deviation.
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Table2. Cumulative days with cold symptoms.

Total cold score

Rhinorrhea

(yellow secretion)

Rhinorrhea

(red secretion)

Nasal congestion

Sneezing

Sore throat

Throat irritation

Cough

Headache

Fatigue

Severity
Very mild to severe symptoms
Mild to severe symptoms

Moderate to severe symptoms

Very mild to severe symptoms
Mild to severe symptoms

Moderate to severe symptoms

Very mild to severe symptoms
Mild to severe symptoms

Moderate to severe symptoms

Very mild to severe symptoms
Mild to severe symptoms

Moderate to severe symptoms

Very mild to severe symptoms
Mild to severe symptoms

Moderate to severe symptoms

Very mild to severe symptoms
Mild to severe symptoms

Moderate to severe symptoms

Very mild to severe symptoms
Mild to severe symptoms

Moderate to severe symptoms

Very mild to severe symptoms
Mild to severe symptoms

Moderate to severe symptoms

Very mild to severe symptoms
Mild to severe symptoms

Moderate to severe symptoms

Very mild to severe symptoms
Mild to severe symptoms

Moderate to severe symptoms

(6)

ocC

35.0 (7.0-46.0)
Min: 0.0/Max: 56.0
1.0 (0.0-10.0)*
Min: 0.0/Max: 44.0
0.0 (0.0-1.0)
Min: 0.0/Max: 16.0

1.0 (0.0-17.0)
Min: 0.0/Max: 56.0
0.0 (0.0-0.0)
Min: 0.0/Max: 31.0
0.0 (0.0-0.0)
Min: 0.0/Max: 1.0

0.0 (0.0-1.0)
Min: 0.0/Max: 56.0
0.0 (0.0-0.0)
Min: 0.0/Max: 28.0
0.0 (0.0-0.0)
Min: 0.0/Max: 0.0

5.0 (0.0-25.0)
Min: 0.0/Max: 56.0
0.0 (0.0-0.0)*
Min: 0.0/Max: 28.0
0.0 (0.0-0.0)
Min: 0.0/Max: 1.0

7.0 (0.0-20.0)
Min: 0.0/Max: 56.0
0.0 (0.0-1.0)
Min: 0.0/Max: 31.0
0.0 (0.0-0.0)
Min: 0.0/Max: 1.0

4.0 (0.0-10.0)
Min: 0.0/Max: 26.0
0.0 (0.0-0.0)
Min: 0.0/Max: 5.0
0.0 (0.0-0.0)
Min: 0.0/Max: 1.0

1.0 (0.0-6.0)
Min: 0.0/Max: 34.0
0.0 (0.0-0.0)*
Min: 0.0/Max: 6.0
0.0 (0.0-0.0)
Min: 0.0/Max: 1.0

0.0 (0.0-8.0)*
Min: 0.0/Max: 56.0
0.0 (0.0-0.0)*
Min: 0.0/Max: 44.0
0.0 (0.0-0.0)
Min: 0.0/Max: 15.0

3.0 (0.0-6.0)*
Min: 0.0/Max: 33.0
0.0 (0.0-2.0)
Min: 0.0/Max: 7.0
0.0 (0.0-0.0)
Min: 0.0/Max: 2.0

2.0 (0.0-9.0)
Min: 0.0/Max: 52.0
0.0 (0.0-1.0)
Min: 0.0/Max: 19.0
0.0 (0.0-0.0)
Min: 0.0/Max: 3.0

Glycative Stress Research

Placebo

44.0 (38.0-55.0)
Min: 4.0/Max: 66.0
15.0 (3.0-27.0)
Min: 0.0/Max: 46.0
0.0 (0.0-6.0)
Min: 0.0/Max: 19.0

9.0 (0.0-18.5)
Min: 0.0/Max: 66.0
0.0 (0.0-1.5)
Min: 0.0/Max: 24.0
0.0 (0.0-0.0)
Min: 0.0/Max: 2.0

0.0 (0.0-0.5)
Min: 0.0/Max: 44.0
0.0 (0.0-0.0)
Min: 0.0/Max: 5.0
0.0(0.0-0.0)
Min: 0.0/Max: 3.0

27.0 (5.0-42.5)
Min: 0.0/Max: 64.0
4.0 (0.0-14.5)
Min: 0.0/Max: 30.0
0.0 (0.0-0.0)
Min: 0.0/Max: 14.0

11.0 (7.0-35.0)
Min: 0.0/Max: 62.0
1.0 (0.0-4.5)
Min: 0.0/Max: 16.0
0.0 (0.0-0.0)
Min: 0.0/Max: 2.0

14.0 (0.0-22.0)
Min: 0.0/Max: 56.0
0.0 (0.0-6.0)
Min: 0.0/Max: 16.0
0.0 (0.0-0.5)
Min: 0.0/Max: 5.0

11.0 (0.0-19.0)
Min: 0.0/Max: 54.0
0.0 (0.0-3.5)
Min: 0.0/Max: 17.0
0,0 (0.0-0.0)
Min: 0.0/Max: 3.0

15.0 (2.0-30.0)
Min: 0.0/Max: 56.0
1.0 (0.0-4.5)
Min: 0.0/Max: 21.0
0.0 (0.0-0.0)
Min: 0.0/Max: 4.0

10.0 (3.0-17.5)
Min: 0.0/Max: 45.0
1.0 (0.0-2.5)
Min: 0.0/Max: 20.0
0.0 (0.0-0.5)
Min: 0.0/Max: 7.0

5.0 (1.0-27.0)
Min: 0.0/Max: 56.0
1.0 (0.0-8.0)
Min: 0.0/Max: 26.0
0.0 (0.0-1.0)
Min: 0.0/Max: 7.0
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Very mild to severe symptoms
Mild to severe symptoms

Moderate to severe symptoms

Very mild to severe symptoms
Mild to severe symptoms

Moderate to severe symptoms

Very mild to severe symptoms
Mild to severe symptoms

Moderate to severe symptoms

Very mild to severe symptoms
Mild to severe symptoms

Moderate to severe symptoms

0.0 (0.0-2.0)*
Min: 0.0/Max: 49.0
0.0 (0.0-0.0)*
Min: 0.0/Max: 2.0
0.0 (0.0-0.0)
Min: 0.0/Max: 0.0

0.0 (0.0-1.0)%**
Min: 0.0/Max: 9.0
0.0 (0.0-0.0)
Min: 0.0/Max: 3.0
0.0 (0.0-0.0)
Min: 0.0/Max: 1.0

0.0 (0.0-0.0)
Min: 0.0/Max: 18.0
0.0 (0.0-0.0)
Min: 0.0/Max: 1.0
0.0 (0.0-0.0)
Min: 0.0/Max: 1.0

0.0 (0.0-0.0)
Min: 0.0/Max: 3.0
0.0 (0.0-0.0)
Min: 0.0/Max: 1.0
0.0 (0.0-0.0)
Min: 0.0/Max: 1.0

3.0 (0.5-18.5)
Min: 0.0/Max: 42.0
0.0 (0.0-3.0)
Min: 0.0/Max: 21.0
0.0 (0.0-0.0)
Min: 0.0/Max: 5.0

3.0 (0.0-14.5)
Min: 0.0/Max: 39.0
0.0 (0.0-4.0)
Min: 0.0/Max: 20.0
0.0 (0.0-0.5)
Min: 0.0/Max: 5.0

0.0 (0.0-1.5)
Min: 0.0/Max: 34.0
0.0 (0.0-0.5)
Min: 0.0/Max: 15.0
0.0 (0.0-0.0)
Min: 0.0/Max: 4.0

0.0 (0.0-0.0)
Min: 0.0/Max: 22.0
0.0 (0.0-0.0)
Min: 0.0/Max: 10.0
0.0 (0.0-0.0)
Min: 0.0/Max: 1.0

Days with cold symptoms are shown as the median and quartile and minimum and maximum values (n = 21 for OC and n = 19 for the
placebo). Data were analyzed by the Mann-Whitney U test. Asterisks indicate significant differences from the placebo group at *: p <
0.05. **: p < 0.01, respectively. OC, Oryza Ceramide®.

Table3. Immune scores and blood immune parameters at the 8-week period

ocC

Immune scores

T-lymphocyte age (year)
T-lymphocytes (/uL)

CD*"/CD*" ratio
Naive T-lymphocytes (/uL)
Naive/memory cell ratio

B-lymphocytes

NK cells

CD3*CD?®* lymphocytes
NK cell activity

14.4
54.6
1068

53.7

+

+

8.8
251
0.6
278
214
122

+ H+ + H+ H+ K

+

1.7
11.8
245
17.0
105
0.3
111
149
65
21.2

Placebo

14.7
54.8
1195

7.6
286
0.6
268
213
127
50.2

+F + H+ HF H+ + + + K

H

1.4
11.0
181
10.1
120
0.3
145
80
83
23.4

Each value is shown as the mean and SD (n =21 for OC and n = 19 for the placebo). Data were analyzed
using Welch’s #-test. No significant difference was observed from the placebo group. OC, Oryza Ceramide®;
NK, natural killer; SD, standard deviation.

(7)
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Fig.2. Correlations between changes in the numbers of T-lymphocytes in the 8-week period and cumulative days
with very light to severe cold symptoms.

A logistic regression with backward elimination (likelihood ratio) was employed. OC, Oryza Ceramide®.

Table4. Changes in SF-36 parameters at the 8-week period.

oC
PCS 54.3 %
MCS 54.1
RCS S51.1 %
Physical functioning 96.2
Role function 93.5
Bodily pain 83.3
General health perception 68.2
Vitality 65.8
Social role functioning 85.1 =
Role-emotional 94.8 £
Mental health 76.9

Scores are shown as the mean and SD (n = 21 for OC and n = 19 for the placebo). Data were analyzed using
Welch’s t-test. An asterisk indicates a significant difference from the placebo group at *: p < 0.05. OC,
Oryza Ceramide®; PCS, physical component summary; MCS, mental component summary; Role/Social

component summary; SD, standard deviation.

5.8

9.0

6.7

4.4%
12.4
19.6
14.3
18.2
21.5
10.4
15.6

Placebo

52.6
49.8
49.9
92.1
87.5
75.7
62.8
55.3
83.6
86.8
67.4

+ + H+ H+ H+ + H+ + + K

H+

6.2
8.3
8.7
9.3
13.6
17.6
13.2
17.3
18.7
15.3
19.1

Table 5. Number of subjects with hematological values outside of normal ranges.

Placebo (n =19)

OC (n =21)

Red blood cells
Leukocytes
Hemoglobin
Hematocrit
Platelets
Neutrophil ratio
Lymphocyte ratio
Monocyte ratio
Eosinophil ratio

S O = O O NN = W o =

Basophil ratio

Each value is shown as the number of subjects with values outside of the standard value after the

S O O = N O O O O O

intervention. The y2-test was used for statistical analyses. No significant differences were detected between

the placebo and OC groups. OC, Oryza Ceramide®.

(8)
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Table 6. Number of subjects with blood biochemical parameter values outside of normal ranges.

OC(n=21) Placebo (n =19)

—

Total protein
Total bilirubin
Urea Nitrogen
Creatinine

(=R S R

Total cholesterol
LDL-C

HDL-C
Triglycerides
HbAlc
Glycoalbumin

*

e

Blood glucose
Amylase
CK

AST
ALT
y-GTP
ALP
LAP
LDH

Na

K

Cl

Ca

Fe

Inorganic P

N = O O W O N = O O O = O = O N~ NN Wn = O = =

SO =, O O A O = = O O O O O N O W o — O

Each value is shown as the number of subjects with values outside of the standard value after the intervention. The -
test was used for urinalysis parameters. An asterisk denotes a significant difference between the placebo and OC groups
at *: p < 0.05. OC, Oryza Ceramide®. For other abbreviations, see “Laboratory tests” in methods.

Table 7. Number of subjects with urinalysis values outside of normal ranges.
OC(n=21) Placebo (n =19)

Protein 2 3
Glucose
Urobilinogen
Bilirubin

pH

Occult blood
Ketone bodies

S O O O o O
(=3 SEN el ool =]

Each value is shown as the number of subjects with values outside of the standard value after the
intervention. The y2-test was used for statistical analyses. No significant differences were detected between
the placebo and OC groups. OC, Oryza Ceramide®.

(9)
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Tt A%HoTW5DE, IRHDOHRIL, Cer 28 BHIRMIE
WROTZELR L 7275 —THHILEZMRERTILID
TH 5, Cerld, iFPEROEEREFRELE % B3 2 132,
IFHRERO B AR BEEOHIEIIEF S L TWwa Z EAVRIEE L
TWw3, &512, CerlIEPMMB L BB VT,
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