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EIPIETSIS o2 )
SAt2aE ol VIAGRA AND
TESTOSTERONE (n=67)
Q34 428 20 Shabsigh et al
c N22 JM&8) 2E S5
e—— IEF T-GEL PLACEBO |P-value
R e + VIAGRA |+ VIAGRA
_ 4RNS, 40E, GAEE, B2E L 92015 T S Erectile  |5.65 2.97 0.03
ol st mnol olar Orgasmic  |1.53 0.36 0.01
Desire 0.44 0.00 0.21
Qoo Ha
s gllEo BE & ASAE X Satisfaction |1.21 0.70 0.25
Overall 1.62 0.61 0.04
Total 10.44 4.62 0.02

UAtEZ 22 JIE (NCEP-ATP Ill, 2001)

Risk Factor Definition Level
Clinical identificatiop (=3 risk determinants)
Waist circumference
Men (cm) > 102 (90)
Women (cm) > 88 (80)
Triglyceride (mg/dL) > 150
HDL-C
Men (mg/dL) < 40
Women (mg/dL) < 50
Blood pressure >130/>85
Fasting glucose > 110

JAMA 285:2486, 2001

Randomized Controlled Trial

= |talian Study

= Randomized, 2-yrs!!!, n=110 obese
(BMI >30)

» No diabetes, HTN, or dyslipidemia w/ED

= 21 or less on IIEF

= 55 men reduced calories, increase

exercise Esposito K, et al. JAMA 201:2078-2084, 2004.

Individual Changes in Erectile Function
Score of Obese Men

24
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IIEF Score
>

)

4
Baseline 2 Years

Intervention Group

(n=55)

Baseline 2 Years

Control Group
(n=55)

Physical activity— mechanism

[ Metabolic adaptation ]

LDL-Chol *
HDL-Chol
Obesity § > TG §

A Insulin Resistancey

Sexual function f

[ Physiologic adaptation f
Effective vascular deliveryf
Peripheral vasodilatation f
Blood volumef

Physical activity 4
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1. Increase daily physical activity.
. /
Accumulate at least 30 min or more of { WOX
moderate intensity physical activity on 0&3_3
most days of the week. QJ Ctj
. . . . 1 L Tadalafil REcHy
2. Measure waist circumference in addition to o Vardenafil = Cialis
X = Levitra i
H = Viagra Udenafil
body weight. = R
3. Diet induced weight loss is good, diet and
exercise—induced weight loss is better.
—_ =
oSS Od &= St —I- 9" t S FTRPKE %5 E4 Hl
AEAS A I pax 1/2
= Udenafil Sildenafil Tadalafil Vardenafil
O Tax 2 10 Thet FRIS) 28 AIZED 28 Al20] Z2EECH (zydena) (Viagra) (Cialis) (Levitra)
Half-life 11-13 hrs 4 hrs 17.5 hrs 4 hrs
T 201 WS S5 A2 Onset 30- 40 mins (est.) 30-60 mins 45 mins (?) 30-60 mins
36 hrs
Duration 24 hrs (est.) 4-8hrs Could be more 6-8hrs
T tyo(h0) — longer
e B BE 12 BA N — ;“:6 — Selectiity X10 X10 X190 X10
254 « Vardenafil 0.66 3.94 Selecliy >X3000 X780 X5 X1160
« Tadalafil 2.0 17.5 Headache Headache
— Headach ) % acaet Headach
. N2 +Udenafl  1-1.5 12 Melor AE'S | agial fushing | gFecilfusting | Indioestion | gt oncen
© Clinical Study — prase 3 © Clinical Study — rrase 3, part 1
o = |IEF EFdomain
= Objectives 30 - Mean ine scores are indi for each
- To evaluate the efficacy, safety and tolerability of oral Udenafil i A g
in patients with ED a5 L 2019
— To examine the therapeutic effects of Udenafil on ED at 12 hours § %2
after dosing e
E 20 -
= Design C':
] L
- double-blind, placebo-controlled, randomized, parallel group, fixed dose g b 13.13
- Part 1 : 4 week treatment-free run—in period, 12 week treatment period 'é
(instructed to attempt the intercourse at 30min ~ 8hrs after dosing) g 10
dose levels — Udenafil 100mg, 200mg 'g
- Part 2 : 4 week treatment-free run—in period, 4 week treatment period = s
(instructed to attempt the intercourse at 12hrs after dosing)
dose levels — Udenafil 100mg o
placebo Udenafil 100mg Udenafil 200mg
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© Clinical Studv — prase 3: part 1

Mean per Patient Success Rate(%)

SEP Q2

100
*p <0.0001

*
9240
sdbs

Obaseline
m endpoint

placebo Udenafil 100mg Udenafil 200mg

SEP Question 2 : Were you able to insert your penis into your partner’s vagina?

© Clinical Study - phase 3 part 1
= SEP Q3

75.70

Obaseline
® endpoint

17.14

Mean per Patient Success Rate(%)

placebo Udenafil 100mg Udenafil 200mg

SEP Question 3 : Did your erection last long enough for you to complete intercourse with ejaculation?

@ Clinical Study — rrase 3 part 1

GAQ
100
S s

0 *p < 0.0001 si's

70

Percentage of Positive Responses to GAQ
™
3

placebo Udenafil 100mg Udenafil 200mg

GAQ : Has the treatment you have been taking over the past 4 weeks improved your erection?

© Clinical Study — rrase 3 part 2
= SEP Q3

60
546

*p < 0.
50 P <0.0001

40

30 28.26
O baseline

20 18.03 19.03 mendpoint

Mean per Patient Success Rate(%)

placebo Udenafil100mg

SEP Question 3 : Did your erection last long enough for you to complete intercourse with ejaculation

© Clinical Study — rrase 3 part 2

= |IEF EF domain

30
Mean baseline scores are indicated for each treatment
group by a dashed line
*p <0.0001 vs. placebo

1957

15.8

Mean Erectile Function Domain Score
@

placebo Udenafil 100mg

@ Clinical Studv — rrase 2 + Prase 3

= Safety — Adverse Events

5139








