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Abstract

Objectives : We report on the contents and reviews of the guidelines for clinical trials of herbal medicine for
psoriasis,

Methods : After reviewing the existing reports, the guidelines were drafted by the writing committee on
guidelines for Korean medicine clinical trial center in Kyung Hee university Korean medicine hospital. Since then,
the guidelines have been consulted by the experts in diseases, clinical trials and pharmaceuticals. In addition, the
guidelines have been certified by the Korean medicine clinical trial center association and Korean Medicine
Ophthalmology & Otolaryngology & Dermatology Society.

Results : The guidelines for clinical trials are divided into 8 categories: (1) general contents, (2) evaluation
standards of effectiveness, (3) outcome valuables, (4) selection of study participants, (5) designs of clinical trials,
(6) safety evaluations, (7) combination therapies in psoriasis treatment and (8) Korean medical considerations,

Conclusions : There are 3 major contents for discussion: (1) obscurity of Korean medical considerations to
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differentiate from existing guidelines, (2) the absence of Korean version of PASI and DLQI, which are validity

parameters and (3) realistic institutional problem using the herbal medicine,
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Agte] BF A8

AAHA Gzl A9 AEARE TAAEA (LA, ThiEHRol=, HFAl, HERIAREA|(HE =
o]©), HEMID3FEA (Deltanoid), Anthralin, Calcineurin JAANS} HAAAEA(ATE #HEmo|=
(Acitretin), Cyclosporine, 2~HZ0]=, Fumaric acid esters (FAE), Methotrexate), 341%] & (Broadband
UVB, Narrowband UVB, PUVA), AESAA(THEZZA|(Alefacept), TNF-a AA  (Etanercept,
Infliximab, Adalimumab), 3HL-12/TL-23p405+Z284] (Ustekinumab)) S| It}

A FFrd wet AFolls F2 TAXEAE ARSI BeAog P A5E S83H, S5
© T2 EA|, B FE L f2e AIAEAE ARSIV St S5 Bede TAAE

A, AR, A A, BESFAAE BF LT + ok

. wed "Wt 71E

o0

3.1

3.2,

3.3.

PASI (Psoriasis Area and Severity Index)

AXel a4 b o st de] ARREHE ACE, AAD (American academy of dermatology;
USA), EADV (European academy of dermatology and venereology; Europe), NICE (National Institute for
Health and Care Excellence; UK), NCGC (National Clinical Guideline Centre;UK) 59 74 XA g7}0]
zeRlel 12k a4 W7h Wy Austal glon dlojrjol 1 dRIEAA B SIGN (Scottish
Intercollegiate Guidelines Network) oA T3} PASIE 12} §-84 37} W ANsEE AXX S 3koF
AAL 12} 24 B7F HMEE PASIE ARSE AL A3t} 259 A3 PASI reduction rate 752 41

A3k 2|7 AIE PASI reduction rate 500] BAEA] kS w2 AAsI}

DLQI (Dermatology Life Quality Index)

A A5 AR D AT Al 22 TR 7 MR 98] k] AS WKk DLQIE AR

st71& BRI Finlay9l Khano] 7Hdek DLQI= 279 259 23 Sof 4o A 37leTH(disease

specific quality of life measure)24 A4 §-848 713t} DLQIE U4 SN 7H &3] AL

= ool A PheTe Auol 08 ol 4% HeE Sl g, Bl e 24 wre &

W3k £ glo|= 13} 28 dAolA AR8sl7] A3t EMEA (Buropean Medicines Evaluation Agency)
=

e FEE W 7N
I S84 W) el past 9] Vit FEE W MR o, A @77} olfold Zerca
(Physician’s Global Assessment), PSI (Psoriasis symptom inventory), BSA(Body Surface Area) 5©] 1t}
pASI el R WY 0 T, 2RI A8e] BEThe Dol 9 BsA Tl 100
o mREl SAbelAlE WAt Sobithe AL Stk 1379l EMEAS] HuAlRbofut o] Alol ol
R AHe) FI Aol 2k AT 8 o QNle] AZHEE W AL SR S 14 A
57} Wm0l PASIZ HOFSI= 23} SFA W7} W22 PASISF PGA FEE PASIS} BSAZ 70| ARE3l= A
ol W Aoz Al



3.4.

e o] 89 : 20 A5 FepAAll thd P Fhel=2i] 27 3 A

7Tt ae] A W7t 7)E

A4 AZE A 93 AR Al sk A Wlshe =TEA BER A o]FolRl EiE
generic SF-36® Health Survey, PDI (Psoriasis Disability Index), EQ-SD (EuroQoL score), PSA
(Psoriasis Symptom Assessment score), SKINDEX So| 9lon o]#dl ate] & #y} 752 23} §&
4 3} @54 DIQIE oAl P 348 % Sloh 94 AR B 2l SolHel 4o A 3
7} ARE dusel A8E Ae Ana

4, 78N Ho| 4y

4.1,

4.2,

PASI

3 efol wel, A2, A4, B4 4912 RO 91, SR Buk, 38 FI2h, 9, AEE H
g 00 59 SRR Aol k. k3 72, 98 A 22t 044 absent, ik,
2-moderate, 3-intense, 4-severe) &2 o] H7|SkaL AFEH WEELS 1-10002 TRl 1-63 (3
o] 10% WIWk Al 135 10-29% 27; 30-49% 37; 50-69% 47; 70-89% 57; 90-100% 63) 22 T-E-5}e]
AR &, A SRS TR 10%, AR 30%, A 200, SHAlE 40 dleekeh (R

%
}{
DLQI

© 3040laL w2 Aedss A g9 ke Aol B & AAFS T Ao M (8H 2)
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5.1
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fr3

&) AFg}

AR s vy A A0 FEEE 1 FaTt itk EMEAS] Vi wEH AN SFEE vt

o] 4 it

- Mild: BSA{10% or PASI(10, PGA(mild to moderate) =4 g¥uto 2 2 x2 =

- Moderate: BSAY10% or PASI>10, PGA(Moderate), =74 SHWO 2 o= Ax ZHH

- Moderate to severe: =4 QW o8 ZALR| & BSAY10% or PASI score 10-20, X|87} 2 ¢txe=
FHER, g S)oll A T WRol oA BSA(10%S] ¢ PGA(Moderate to
severe)

- Severe: FAIFel AzHo] HQF Al BSAY200 or PASI20, 3] T WwRel tjEo] uj¢
Q83 T4 F2do] FuhEHA BSAY10%S] 7% PGA(Severe)

A g 2y A S, ok el AHd wukEss 1 Z97) gl 4 sEde o

¥} 2

1) Screening for depression
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2) Assessment of cardio-vascular risk (in patients with severe disease)
3) Assessment of articular symptoms

4) Obesity

5) Metabolic syndrome
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6) Smoking

7) Alcohol consumption

8) Impact on psychological well-being
9) Malignancy

10) Crohn's disease
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A% 0 353 W9 B AN (Y ) BAE TR ekl AR B Wbk A
o g 4% 72e et g
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1) 5 194] o)A Aol (FR

o} Bagh ol Tele 0w Ba A 99 Wel WA A1)
D B%, F5% W4 B A0 QU 00E Ak oY ol e A

. F8 A 7E

43 5 355 B9 2 G ) B o2 SRS A BE RIS Y

1) 98- AX (Gutte psor1351s) TEEZ A (pustular psoriasis), 7AAA Z7Fo|dUF(Nail disease), 2
A 5| 27244 (Brythrodermic psoriasis), 287X (Inverse psoriasis)/ 22317744 (Intertriginous  psoriasis),

_l:lﬂ__

XM #d H(Psoriatic arthritis), ok 4214 A A}

2) AR Folg A we= 7b HSko] AU, A AA 2ol e A4S (@ (30
mL/min, Serum creatinine > 2 mg/dL B=5 A2 154 o], ALT/ASTZE 2 AFskx] 3|
ol

3) =] ¥, v, tiAh widdl G = 7 e o 28 4 e @ AAlY 254 A9
I A 8, A2 1209 oY) FEA 958 Y T § o= Ev ¥s 38 HEYo
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4) QABGIAL 7 FolAY EHold A A dAHAE B dAle] ld o A B
AR7IRE B AAE AFsta A iAol AARE PRl Bls AREEHA g oA
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5) T gdF A5E S5k BE W A5 dEQl A

0) & AR 232 old 374 ol !

7) 71k ARAIAL e AIREEAE FA s ddek St

o, 23] A 2 A4 2BkS AR 01 A9 457Fe] wash-out 7RFS 717 & 5E shsEi)
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Forel A& Fofzt ek A7t dlom, Tl o dell 7 1R et kPR (stable) F7Fst
71 Y&l 4A 71ZF eFA7](run-in period)7} HQ3E = Q)
6.1.1, 2184 g A3 (Therapeutic Exploratory Studies)
AgA g AR SNk TR, FANA, iz, olF e AFoR, HHo| FoA8F
Pk oopdel oldHoR f-83k T8 HE Wrletr] sl HA 37HA] o)de] T8kl A
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, Slofiz A7t Addt
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8.2. A AE8 ¥oF W& oWl whe g AR
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(831) Psoriasis Area And Severity Index (PASI)

Symptom Score

Score 0 1 2 3 4
Erythema
Induraton None Mild Moderate Severe Very severe
Scaling
Area Score
Score 0 1 2 3 4 5 6
1%-less than | 10%less than | 30%-less than | 50%-less than | 70%-less than
Area (1% 10% 30% 50% 70% 90% 90%-100%
Area Score
Symptom Score Head(H) Trunk(T) Upper Limbs(UL) Lower Limbs(LL)
Erythema(E)
Induration(I)
Scaling(S)
Sum=E+I+S
Area Score
Sum X Area =
Constant factor 0.1 0.3 0.2 0.4

PASI Score
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2) Dermatology Life Quality Index (DLQI)

The aim of this questionnaire is to measure how much your skin problem has affected your life OVER

THE LAST WEEK, Please tick one box for each question,

Very much
1 Over the last week, how itchy, sore, painful or stinging has your skin been? ﬁ liI;(tite
Not at all
Very much
2 Over the last week, how embarrassed or self conscious have you been because A Lot
of your skin? A little
Not at all
Very much
Over the last week, how much has your skin interfered with you going shopping A Lot .
3 ) . Not relevant
or looking after your home or garden? A little
Not at all
Very much
4 Over the last week, how much has your skin influenced the clothes you wear? /fliLtate Not relevant
Not at all
Very much
c Over the last week, how much has your skin affected any social or leisure A Lot §
5 N . Not relevant
activities? A little
Not at all
Very much
Over the last week, how much has your skin made it difficult for you to do any A Lot )
6 . Not relevant
sport? A little
Not at all
Over the last week, has your skin prevented you from working or studying? TE)S Not relevant
7 g . A Lot
If "No’, over the last week how much has your skin been a problem at work or A little
ing?
studying? Not at all
Very much
Over the last week, how much has your skin created problems with your partner A Lot
8 . Jose friends elatives . Not relevant
or any of your close friends or relatives? A little
Not at all
Very much
9 Over the last week, how much has your skin caused any sexual difficulties? [f li(tjltc Not relevant
Not at all
Very much
10 Over the last week, how much of a problem has the treatment for your skin A Lot Not relevant
been, for example by making your home messy, or by taking up time? A little
Not at all
Scoring The scoring of each question is as follows:
Very much @ Scored 3
A lot: scored 2
A little: scored 1
Not at all: scored 0
Not relevant: scored 0
Question unanswered: scored 0
Question 7:"prevented work or studying”; scored 3
DLQI Scores Interpretation
0-1 No effect at all on patient’s life
2-5 Small effect on patient’s life
6-10 Moderate effect on patient’s life
11-20 Very large effect on patient’s life
21-30 Extremely large effect on patient’s life
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