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A Randomized Study, Double-Blind, Placebo-Controled Study to
Herbal Shampoo & Essence about Dandruff

Chagn-Hun Kim" -Dong-Sung Hwangl) -Jung-Tae Kim" - Hyeon-A Jung“ -Seok-Seon Roh” -Nam-Kyoo Lim”

Background : Dandruff is a chronic scalp condition characterized by scaling. The common causative agent is
now accepted to be the lipophilic Pityrosporum ovale.

Obstecive : We conducted a randomized, double-blind, parallel-group study to investigate the efficacy of Herbal
Shampoo & Essense and placebo in patients with mild to moderate dandruff.

Mathods : Forth-seven patients with dandruff were assigned to one of two treatment goups: Test (contaning the
medication) or control (vehicle). After administering through randomizion, two groups were used with Negative
sampoo for first two weeks, and used with test or control products for second two weeks.

Results : 1. After 2 weeks of treatment, the numbers of P. ovale in test groups were decreased in a

statistically meaningful way(p<0.01) compared with control groups.

2. After 2 weeks of treatment, average of sebum-amount in test groups were decreased from 117.55
to 92.88, in a statistically meaningful way(P<0.05, paired t-test) compared with control groups that
were decreased from 115.53 to 112.46.

3. In clinical score, average of control groups is decreased from 2.82 to 1.09. on the other sides,
average of test groups is decreased from 3.88 to 2.44. The change of test groups is bigger than
that of control groups, both two groups was decreased in a statistically way(<0.01)

Conclusion : The study demonstrated that Herbal Shampoo & Essense can be used by patients with scalf safely
and effectively with almost no side-effect.

Key word : Pityrosporum ovale, Herbal Shampoo & Essense
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Table 1. Sex Distribution

No. of Cases
ITT analysis
Male Female Total
Control 19 3 22
Test 14 11 25
Total 33 14 47
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Table 2, Distribution on Age, Height, Weight and Duration

Placebo(n=22) Test(n=25) Total(n=47)
ITT analysis
Mean=£S.D, Mean+S.D, Mean=£S.D,
Agelyrs) 4350 = 15.28 42,80 £ 12.60 43,13 + 13.77
Height(cm) 168,96 £ 8.20%* 163.80 £ 7.78** 166,21 £ 831
Weight(kg) 68.73 = 9.75 65.32 £ 12,24 6691 £ 11,16
duration(month) 13.84 £ 10.89 12,32 = 12,05 13,03 = 11.42
** p<0.05 significantly different between placebo and test group
Table 3. Comparision of the Test and Control about Number of Pityrosporum ovale
Placebo(n=22) Test(n=25) Total(n=47)
ITT analysis
Mean*S.D, Mean®S.D, Mean®S.D,
baseline 24,035.84 £ 28,649.65 26,574,57 £ 51,149.27 25,386.23 £ 41,729.52
after 2 weeks 22,539.22 £ 23,453.14 743377 * 11,274.16 14,504.41 + 19,377.11

Table 4, Comparision of the Test and Control about Change of Pityrosporum ovale

Placebo(n=22) Test(n=25) Total(n=47)

ITT analysis P value(T value)
Mean®S.D, Mean*S.D, Mean*S.D,

log(baseline)-log(after 2wk) 0.08 £ 095 0.89 + 1.04 0.51 + 1,07 0.0083(-2,76)***

** p(0.01 significantly different between placebo and test group for improvement

Table 5, Comparision of the Test and Control about Amount of Sebum

Placebo(n=22) Test(n=25) Total(n=47)
ITT analysis
Mean=*S.D, Mean=*S.D, Mean*S.D,
baseline 115.53 £ 52.34 117.55 * 58.24 116.60 £ 54,96
after 2 weeks 112,46 £ 56,98 92.88 + 57.63 102,04 £ 57.55
p value(paired 1) 0.8150(0.24) 0.0406(2.16)** -

* p(0.05 significantly change between baseline measurement and measurement after 2wks.(paired t-test)

Table 6, Comparision of the Test and Control about Average of Clinical-Assessment

Placebo(n=22) Test(n=25) Total(n=47)
ITT analysis P value(T value)
Mean=*S,D, Mean=®S.D, Mean=*S,D,
baseline 391 = 2,07 3.88 = 1.86 3.89 £ 1.94
after 2 weeks 2.82 = 226 2.44 + 235 2.62 £ 229 0.5347(:0.63)
p value(paired t) 0.0182(2,56)** 0.0006(3,94)*** - -

* p(0.05 significantly change between baseline measurement and measurement after 2wks. (paired t-test)
#% p{0.01 significantly change between baseline measurement and measurement after 2wks. (paired t-test)
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Table 7, Comparision of the Test and Control about Erythema, Scale, Papule, Pruritus

Placebo(n=22) Test(n=25)
ITT analysis P value(T value)
Mean=®S,D, Mean=£S,D,
baseline 0.73 £ 0.63 0.68 = 0.69
erythema after 2 weeks 0.55 £ 0.60 0.44 £ 0.65 0.64(-0.48)
change 0.18 * 0.40** 0.24 L 0.44**
baseline 1.18 £ 091 128 + 1.02
scale after 2 weeks 0.82 £ 0.67 84 + 0,94 0.76(-0.31)
change 0.36 £ 0.85 0,44 + 0,82%*
baseline 0.64 + 0.66 0.56 = 0,58
papule after 2 weeks 0.50 £ 0.60 0.44 = 0.65 0.90(0.12)
change 0.14 £ 047 0.12 + 0,44
baseline 1.36 £ 0.58 1.36 * 0.64
pruritus after 2 weeks 0.96 = 1,00 0.72 = 0,98 0.42(-0.81)
change 0.41 £ 1,01 0.64 £ 095%*

* p(0.05 significantly change between baseline measurement and measurement after 2wks. (paired t-test)
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