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Relative change in C-peptide AUC (%)
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2. Oral Insulin Human Pilot Study
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Svmptom Placebo SCDOS03-1X  SCDOS03-2X SCDOS03-3X
Before
Palpitations (counts) 0 1] 1] 0 f
Dizziness (counts) 0 1] 1] 0 o .
Allergy (caunts) ; 0 0 ; #HLS3 U BS oINS 1E 1Y
Hunger {counts) 0 0 0 0 " oo
Middle StX| &k&
Palpitations (counts) ] 1] 1] ]
Dirziness ; 0 ] ] 0

izziness (counts) > I:le 14*'7}0-" 7|-7]|-° -T'_ELI'EHE OII '6'|.h
Fever (counts) 0 0 0 0 — — T oTmoHll=E T ==
Alergy (count) . 0 0 . 272 Kol 28 BETL 57|18 WY
Hunger (counts) 2 0 1 l
After
Palpitations (couns) 0 0 0 ﬂ > Ol2lo] B HALE Bal 71 HALE AAIE
Dizziness (counts) ] 1] 1] ]
Fever (counts) ] 1] ] i \
Allergy (counts) 0 0 0 0
Hunger (counts) 3 3 3 3
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Parameters Placebo SCD0503-1X SCD0503-2X SCD0503-3X
Before
AST (U/L) 20+2 20+3 2143 2042
ALT (U/L) 18+3 20+£3 18+4 2043
BUN (mg/dL) 16.0+1.9 15.6+1.2 14.9+2.1 15.7£2.4
CREA (mg/dL) 0.92+0.14 1.01+0.10 1.00£0.05 1.00+0.03
WBC (1073/uL) 7.43+0.80 7.27+2.93 7.83+1.06 7.27£9.3
After
AST (U/L) 21+3 21+2 2043 2142
ALT (U/L) 19+2 19£1 1842 18+3
BUN (mg/dL) 15.6+2.8 14.5+1.5 15.0+1.7 15.3+2.8
CREA (mg/dL) 0.92+0.12 0.99+0.06 1.00+0.02 0.97+0.04
WBC (10"3/uL) 7.53+0.81 7.10£2.62 7.70+1.01 7.20+0.20

*Source : SCD0503 X| & H 1A
AAEE : AsT, ALT(ZH 71 5)
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2. Oral Insulin Human Pilot Study Z1}
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capsules. In terms of insulin and C-peptide, a significant increase (p<0.03)

in the group supplemented with SCD0503-1X compared to the placebo

SCD05030| ?|OMFE] S50 AT FAH 2L SL

On -Set Time

group was observed after 15 minutes of oral glucose solution, with no

significant difference between the other groups and in the different points

in time. Huwwer{SCDDSDZ‘. 1s well absorbed in the gastrointestinal tract

and the lower the supplemental dose, the better the blood sugar control

effect. In addition, SCDO0503 supplementation did not cause an

detrimental impairment of liver function, kidney function and white bloo

cell count, and starvation responses were only shown in subjects durin

and after the experiment. Conclusion: Oral SCD0503 insulin can be

effectively absorbed by the human gastrointestinal tract, safe and tolerable.

En addition, 1t has the benefit of better control of blood sugar levels at lower

doses.

Birs ooy 200

10




2. Oral Insulin Human Pilot Study Z1}
Oramed vs SCD0503
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Oramed vs SCD0503 Study H|1d

SCD05032 OGTTE Solf Tl FAlSt

i

Study design Normal OGTT(Z&535I dAh EA = Tost X188
Dose administration 8mg/16mg/24mg 4mg/8mg/12mg 832 SCD05030| Oramed?| 50%
C-peptide reduction I - 22.7%~35.1% ;fg(ggﬂ;!)gy:%rlneditf #T&0 &am,

(comparing to initial) (comparing to placebo) (Oramed= SHk2 Data H|Q|8tT AHSE

X OramedAl 44 H Xfg b UL

Table 2. Comparison of mean Analyses compared the mean area under

baseline versus best-period glucose the curve (AUC) of baseline measurements
AUC (excluding nonresponders) (0-40 minutes post-dosing) to that of the

treatment period (40-300 min post-dosing)
and of the best response period, defined as
best- Relative the 2-s-pomm§—cmm
baseline | period change mﬁm’m

AUC AUC (%) in —Ll-— :
Dose imaidly  limaranrl Aauc AUC normalized to time.
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