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Efficacy and Safety of a Herbal Formula that Mainly
Consists of Cornus Officinalis for Erectile Dysfunction: A
Double-blind, Placebo-controlled Study

Sung Chul Kam, See Min Choi, Sung Uk Jeh, Seung Hyun Lee,
Jeong Seok Hwa, Ky Hyun Jung, Chang Wan Kang’, Jae Seog Hyun

From the Department of Urology, School of Medicine, Gyeongsang National Uni-
versity, Jinju, 'Department of Data Information Science, School of Natural Sci-
ence, Dong Eui University, Busan, Korea

Purpose: The aim of this study was to evaluate the efficacy and safety
of a herbal formula that mainly consists of Cornus officinalis for treating
erectile dysfunction.

Materials and Methods: Eighty patients suffering with erectile dysfunction
were enrolled in this randomized, double-blinded, placebo-controlled
study. The average duration of erectile dysfunction of the herbal formula
group (n=40) vs. the placebo group (n=40) were 19.33+18.13 months vs.
19.33+25.62 months, respectively. The safety variables we examined were
the history, physical examination, vital signs, EKG, clinical laboratory tests
and hormonal tests. Efficacy assessments included the International Index
of Erectile Function (IIEF), the sexual encounter profile (SEP) diary and
Global Assessment Questions (GAQ).

Results: No significant changes in the laboratory values, hormone tests
and blood pressure were observed in both groups. In comparison with
the placebo group (6.57+11.72), the herbal formula group experienced a
significant improvement of the IIEF (11.13+11.83) (p <0.05). When the her-
bal formula and placebo groups were divided by age and the IIEF score
(age: 50 years and lIEF: 42) and then compared, the low IIEF group (IIEF<
42) and old age group (age=50) of the herbal formula group significantly
improved their IIEF score (p<0.05). The herbal formula group significantly
improved their GAQ score (p<0.05). The herbal formula was well tolera-
ted. The common adverse events were headache (2.5%) and nausea (5%).
Conclusions: In conclusion, the herbal formula that mainly consists Cornus
officinalis was not only effective at improving erectile function, but it was
also safe for the treatment of erectile dysfunction. (Korean J Urol 2007;48:
741-747)
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S2uele] 7%, Kim 59 o3 24l oshd 304 o] 4
U] 522%7) W) RAS 346193, 30tHe] 14.3%, 40
el 26.2%, 50tH2] 37.2%, 60tHe] 69.2%, 70tH2] 83.3% &
Aol we} F71eketa sk gk Ryu 579 Rl A% 30
tl 45.9%, 40Tl 60.0%, S0t} 72.2%, 60T o]4 82.9%F A A|
HT 66.3%0N4 w7 FA-S FRbsla gdokar Harste] 2
< Ao Al ert Sobske AFt vlEsle] W] §
Ag A= Frhste Aoz A7
SElvetellA e FANARE W] B4 XSl tigt 1l
Feo g 4t T4k 58, AL A, S22 BA
245l emat T ohegst okA7E o] EE A AN, &=
73 %-0| % Lepidium meyentii %501\ Ferula herminis®
el 2% 59 A AT} A7) MA FER o] &y
7% ek 2 Fofl Aokl thst FAlo] HolA W A Q14t
oju} 34k Fol AAl ddAE aIt Yvke Kk
vo s Qup® wat 17)A}, A, BRAL EAA Y
+ GHHAQ AR AR S ARE AIEddA
e o] &= gk AN odd kAol 3t mrtkel kA
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Sashe 49 94 3 199 4 e
@ glowA £ QA aw Agel
Hol% ARY ¥ A% B 0%

=4 =
+ o Z sl om, At 671 o|Wol] ¥]E5F (stroke), A
73 M= (myocardial infarction), 5<F43 3341 (unstable

angina), |2l B4 (life-threatening arrhythmia)2] &
o] 9= 759k Alg AMA] A 25 o]l Y] Bl N8
$]3 phosphodiesterase-5 (PDE-5) A A, & ghAA 2] =
7b FA e S AL A= AE tidellAl AlLlskeic
o5 0 WAL E HF A T8 A7HA 4 EH
AlET 407 (52.40+11.67A1)F =T 407 (52.12+10.9641)
off el vl EASIAcE Alde] A AL £ ¥ IRB
(Institutional Review Board, 94 A4 AA 193]y A9

o} ZH5stell AP= At

3)) FolTah TR ot %2 A4 919
AR er Age olF wrow AXugich 47

A FE B AT 32%), TR (32%), B
2} (16%), EAAL (16%), 20| A} 4%)E o] Fo] % 53 3
EFEEA, TR 5 3 2% 1gole 2714 (loganin)
3.426mg, Sl (rutin) 0.452mg, 7}l (catechin) 2.486mg, 3}
o] ¥ ¥l (hyperin) 0.220mg, 724k =%l (schizandrin) 0.106mgo]
gaslo] gk S 1gole EElad (32.00%), AAST
(30.90%), H=E= (34.00%), ¥ (0.50%), 7Fe+"2 (2.00%),
TF-71 28k (0.40%), AHF-3F (0.10%)0] 3Hg-Eo] k. 2 A
Yoll ALt A 53 35 T2 fok2 (Al ol

Zobelollq AF wol Agehelet.

3. 018 "ot H weMol HIt

AL, 28 S (vital signs: 92 el A el

7% ge 2 =
Qg e 2), AHES 94 AW A (el
ol 31 AL (WBE, RBC, WBC Differential count, hemo-

globin, hematocrit, Platelets, aPTT, PT), & H3}g 7 A (cal-
cium, inorganic phosphorus, albumin, total protein, SGOT,
SGPT, alkaline phosphatase, LDH, CPK, cholesterol, glucose,
BUN, total bilirubin, uric acid, creatinine, triglyceride, 7-GT,
sodium, potassium, chloride), 2714} (pH, specific gravity,
protein, glucose, urobilinogen, ketone, nitrite, RBC), %X 71 A}
(HbAC), 2F A (F H2EXHE)E Aldsiith
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T3 Aol T3t 712 International Index of Erectile Func-
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Table 1. Patient characteristics

Slot B g7 )
5 alste] ol T 7 gholl A2 vlza) B @] T 7

A B9 5 B 58] AA vIA = ks Yot
7] Y&l Fof A, 2o golsk (WBC, RBC, WBC Differential
count, hemoglobin, hematocrit, Platelets), & }3}8F 7 A} (cal-
cium, inorganic phosphorus, albumin, total protein, SGOT,
SGPT, alkaline phosphatase, LDH, CPK, cholesterol, glucose,
BUN, total bilirubin, uric acid, creatinine, triglyceride, 7-GT,
sodium, potassium, chloride), 2714} (pH, specific gravity,
protein, glucose, urobilinogen, ketone, nitrite, RBC, WBC)%}
U PATEE AT 24 W BAR A Tl A, ¥

=AY
o Wt WeNsket A4, & A4 2 GHTEE FA o
dHer ou] e WsE gt A+ ek 2%

AR &7 (eHge] RDW, @Aske 214l Ca, BUN,
protein)ol| A EAH o2 Fof3k W37t gl ot B A
w91 Ul] 3hol Al A4 euli igle). Sl olel
Wshe Slebg Folsh 14 271 (R913el WBC 9 REC,
FN3}sE AL Ca, creatinine)ol| A & Ve Qlo] A 9]
4749 el gigieh.

4. 22 =20| M7IS0 OlxIE s

A B 3 B} 910k BRolq %8 ¥ 9n) 9)

Characteristic (mean+SD)

Herbal formula (n=40)

Statistical test

Placebo (n=40)

t or M value p-value
Age, years 52.08+13.24 51.70+9.20 0.147 0.883
Weight, kg; Ist visit 68.66+7.62 70.97+8.12 -1.313 0.193
Weight, kg; 4 weeks later 68.49+7.60 70.84+8.08 —-1.340 0.184
Height, cm 168.00+7.15 171.73+6.01 —2.522 0.014*
Duration of impotence, months 19.33+18.13 19.33+25.62 743.5 0.584
Medical history, n (%)
Hypertension 8 (18.6) 4 (9.5)
Diabetes mellitus 1(2.3) 2 (4.8)
Gastroenteric trouble 12.3) 2(4.8)

#p<0.05
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Table 2. Mean change of the IIEF measures at base line and the endpoint

Herbal formula (n=40)

Placebo (n=40) Statistical test

IIEF
Base line Endpoint p-value Base line Endpoint p-value t p-value
Total 42.45+16.33 53.58+11.87 <0.001* 41.90+17.37 48.48+17.22 0.001*
11.13£11.83 6.57£11.72 1.728 0.044 "
Domain
EF 17.73£7.25 22.48+5.21 <0.001* 17.58+8.01 20.48+7.95 <0.001*
4.75+£5.21 2.90+4.52 1.696 0.047"
OF 5.95+3.21 7.53+2.31 <0.001* 6.05£3.40 7.13£3.26 0.003*
1.58+2.55 1.08+2.31 0.918 0.181
SD 5.70+1.96 7.08+1.34 <0.001* 5.63+1.75 6.58+1.62 <0.001*
1.38+1.73 0.95£1.62 1.134 0.130
IS 7.25£3.44 9.18%2.63 <0.001* 6.88+3.76 7.90+3.78 0.013*
1.93+2.31 1.03+2.81 1.562 0.061
(0N 5.83%2.01 7.33£1.56 <0.001* 5.73£2.03 6.40+2.30 0.049*
1.50+2.00 0.63£2.33 1.803 0.038"

*p<0.05: baseline vs. endpoint,

Tp<0.05: herbal formula vs. placebo. IIEF: International Index of Erectile Function, EF: erectile function

(score range 0-35), O.F: orgasmic function (score range 0-10), SD: sexual desire (score range 0-10), IS: intercourse satisfaction (score range

0-15), OS: overall satisfaction (score range 0-10)
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Fig. 1. Effects on penetration success rate (SEP Q2) and intercourse
success rate (SEP Q3). At the endpoint, the patients receiving her-
bal formula improved the penetration success rate and the
intercourse success rate, but there were no significantly changes
in both groups (the herbal formula groups vs. the placebo groups).
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Fig. 2. Global assessment question (GAQ): satisfaction with the
erection quality. At the endpoint, the patients receiving the
herbal formula reported a greater percentage of successful inter-
course attempts and a greater proportion of improved erections
(GAQ: 95% compared to placebo: 73.5%) (p <0.05).

domain)oll A= <Ju] Q= 3kl Zol7} §llch (Table 2).
Penetration success rate (SEP Q2)%} intercourse success rate
(SEP Q| m X% ol A AL 2kt Slof mol
A AR A A ) AR A s B WA B 6
A7t 5 ASTF gskork T F el BAH §O4S ¥

T %ia‘ﬂ(Flg. 1.
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Table 3. Effect on quality of life (QoL) at base line and the endpoint
Herbal formula (n=40) Placebo (n=40) Statistical test
IIEF
Base line Endpoint p-value Base line Endpoint p-value M p-value
Life A 3.75+1.15 4.18+1.26 0.015* 3.63£1.19 3.88+1.44 0.043*
0.43£1.20 0.25+0.90 0.740 0.231
Life B 3.35+1.27 4.28%1.09 <0.001* 3.35£1.15 3.73£1.28 0.014*
0.93+1.46 0.38+1.03 1.950 0.027"
Life C 3.65£1.25 4.38+1.08 <0.001* 3.3841.19 3.70+1.42 0.071
0.73+1.32 0.33+1.40 1.313 0.097
Life sum 10.75+£3.07 12.83+2.80 <0.001% 10.35+3.11 11.30+3.84 0.024*
2.08£3.12 0.95+2.93 1.664 0.050"

*p<0.05: baseline vs. endpoint,
relation, IIEF: International Index of Erectile Function

Tp<0.05: herbal formula vs. placebo. Life A: life as a whole, Life B: sexual life, Life C: partnership

Table 4. Mean change of the IIEF measures at base line and the endpoint according to age and the IIEF score

Herbal formula Placebo Statistical test
IIEF
No. Base line Endpoint p-value No. Base line Endpoint p-value t  p-value
Age <50 18  46.83+13.33  55.28+11.31 <0.01* 18  42.06+17.16  49.78+19.75 0.01*
8.44+8.14 7.72+13.03 0199 0427
Age =50 22 38.86+17.94  52.18+12.39  <0.01* 22 41.77+£1794  47.41+15.25 0.01*
13.32+13.97 5.64+10.75 2044 0027
IIEF <42 19 28.84+12.21 47.05+£12.78 <0.01* 21 28.81£11.79 39.14+18.15 <0.01%
1821+12.15 10.33+14.53 1848 003"
IIEF >42 21 54.76%7.13 59.48+7.13 <0.01* 19  56.37+8.86 58.79+7.93 0.03*
471+7.02 2424529 1156 0.127
*p<0.05: baseline vs. endpoint, Tp<0.05: herbal formula vs. placebo. IIEF: International Index of Erectile Function
o) WEE (35%) ek GABA A LSHA A B BgFol AkTRT foA% 4715 MY TAE 2 5 9
HE&o] o Folol A4 o wEadE & & AUk Ak (p<0.05). FE3F A S B 5E7% 50t o]
(p<0.05) (Flg 2). ol 7 m=22)ol149 HTF A5 M A (13.32+13.97)
oFE B8 ¥ 4ho A sl it AFellA e AAA = AA A 53 B S8 (0=40)9] T 4715 AN
ol 4F (QoL Ql)jl]— al-¢-2kel A QoL Q3)ell wigt Aol A BAE (1113+11.83)Krks 7] bk
£ AR B A 8T 1k S8 ol ool UE Aol ok Fol 4 A T A IF YL 71T 02 3o
7k siglont A% (QoL Q2)oll Tt Aol A= Ak IEF 4234 ols}Ql #3424 o] 49 28 Ur ¥ oFE
e wgFo] A HEFUG ol b Al A Aol BE A AN AEE LA L, e 429
AA e Aol T FAFE A4S B BTl A ols T =190l 5K Y B BEF 9o 8
SE&T o £ UehA (p<0.05) A 2 S8l AA| ol A BF IIEF WA BE7t A vk, 53] A
& AE MNAALE & 5 AT (Table 3. 2R 27 475 A AE (1821412157 S
- T (10.33£14.53) 2o} o3t A A vgkew (p<0.05) o]
5. LI0I9} IEF B40| 12 4715 M| wat N e e
= 71(174] ‘P‘l"n‘ iol— ‘ﬂuL i_Q_:,L (n=40)9] .u:lq- A 7]# 7}]
thel7} 50t} olstel ok Sovh ol 44l FOE vhrol oF 4 AR (1L13:11.83)%h ] sl Bel A FESE WA 1}
= Fgol v AVl N aE B3 A, 50wt o= ¢ T AT} (Table 4).
o FoIAE AF B B HETH kP FoA%
Zol7k glglont sovh o 4Ql Tel A A B3t B
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Table 5. Side effects

No. of patients (%)

Side effects

Herbal formula (n=43)  Placebo (n=42)

Headache 1(2.5) -

Nausea 2(5.0) 1(2.5)
Constipation - 2(5.0)
Total 3(7.5) 3(7.5)
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