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Y% . CCMP97-RD-043
Traditional Chinese Medicine Formula in the Treatment of
Osteoarthritis of Knees or Hips: A Randomized Double-Blind,

Placebo-Controlled Clinical Trial

Jia-Yuh Chen
Chung Shan Medical University Hospital

ABSTRACT
Aim

This study compared the efficacy of an herbal formula Pa-Wei-Ti-Huang-\Wan Extract
Tablets to a placebo cintment in relieving the pain and stiffness of osteoarthritis

Method

This trial was a randomized, double-blind, placebo-controlled study. The study was
approved by the Institutional Review Board of Chung Shan Medical University hospital, and
signed informed consent was obtained from each patient. Sixty patients of osteoarthritis of knees
or hips were enrolled in this study. Inclusion criteria were age 20 to 80 years; primary
osteoarthritis in at least 1 knee, verified radiologically and scored (as normal, minimal, moderate
or marked) for joint-space narrowing and marginal osteophytes in the medial, lateral and
patellofemoral compartments; at least moderate pain during the 2 weeks before random
assignment to treatment, as identified with the Western Ontario and McMaster Universities
(WOMAC) LK30 Osteoarthritis Index pain subscale - Primary outcome measures were
WOMAC (Wkestern Ontario and McMaster Universities) osteoarthritis index at week
4.[12]Secondary outcome measures: WOMAC (Western Ontario and McMaster Universities)
osteoarthritis index at week 2; Visual analogue scale (VAS) , Quality of life by SF-36, patient global
assessment (PGA), at week 2 and 4; The PGA was scored from 0 to 4 (0 representing very good);
Biomarkers: osteocalcin, C-terminal telopeptide(CTX), Hs-CRP, ESR.

Results & Discussion

This is a 2-years study. At the end of year 1, we had pre-screened 66 subjects. IRB approval
was obtained. All documents including CRF and ICF were ready. This studly is still ongoing
and unblended. The whole results will be obtained in Nov. of 2011.

Key words : Traditional Chinese Medicine, Herbs, Clinical trial,

Osteoarthritis
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Institutional Review Board
: Chung Shan Medical University Hospital
No.110, Sec.1, Chien-Kuo N. Road, Taichung, Taiwan 40201
Phone: 04-24739595 Fax: 04-35073516
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CSH-CMCTC-98-005-ICF-V3.0, Date: 17/Mar/2010; CRF: CSH-CMCTC-98-005- CRF -V2.0,
Date: 12/Jan/2010; POP: CSH-CMCTC-98-005-POP-V 1.0, Date: 15/Nov/2009]
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Permission of for Clinical Trial
Chung Shan Medical University Hospital

- Date: 22 March. 2010
Protocol Title: Traditional Chinese Medicine formula in the treatment of osteoarthritis. A 12 weeks
double blind randomized placebo-controlled clinical trial.
Protocol No: CSH-CMCTC-98-005
Principle Investigator: Cheng-Chung Wei
Version: [Protocol: CSH-CMCTC-98-005-Pro-V2.0, Date: 12/Jan/2010; Informed Consent Form:
CSH-CMCTC-98-005-1CF-V3.0, Date: 17/Mar/2010; CRF: CSH-CMCTC-98-005- CRF -V2.0, Date:
12/Jan/2010: POP: CSH-CMCTC-98-005-POP-V 1.0, Date: 15/Nov/2009]

Above study has been approved by Institutional Review Board of the Chung Shan Medical University
Hospital on 22 March, 2010 and valid through 21 March, 2011. About the essential duties. obligations
and responsibilities of the principal investigator please refer to the back page.
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Chih-Ping Han. MD/PhD.

Chairman

Institutional Review Board
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Tble 4 : WOMACE #

WOMAC osteoarthritis index # B & LI it R =

Lo TR 4k §RFIAR 2

BE T e 1
B 2

R N AR FL LK

ZEH T e 3

BE I i 1
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AP CRRG o Al A HE 0 A B A HE 20
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Thble 5 :

Screening ~ Visit 1 ﬂa‘i’ﬁ%ﬁ?‘

Screening

Item

Vital Signs

Informed consent

Demographics

Inclusion Criteria

Exclusion Criteria

Body Height / Body Weight

SBP/DBP

Hematology

Laboratory Test

WOMAC

Visit 1

Week 0 (+ 7days)

Item

Vital Signs

Body Height / Body Weight

SBP/DBP

Hematology

Laboratory Test

¥ 745 (PGA)

MR (PTA)

o 4 R 4 de (VAS)

WOMAC

SF-36 i & 4 5 & i £
BCOMER %

AE

Drop out

Prescription
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Tble 6 :

BCQ M5

S F R E 4

Body Constitution Questionnaire, BCQ

Me TR % (Body Constitution Questionnaire, BCQ) ; i d * &
P&z}é‘»&%c’ %%p S IR gé’r’g’rpﬁs;ﬁﬂnlp B TR R 2
LA T AP 1995 & 3 2007 £ 2 X F - AR E > HFIATY
g9 8 ki %’r*%‘t’fé&iﬁg 4 #4 ( CCMP93-RD-026 -
CCMP94-RD-107 ~ CCMP95-RD-014 ~ CCMP95-TP-036 ) » 4" 5 3t o

WA e g

BCQ_44 Taiwan Standard Version 1.0
Copyright © 2007 Chinese Medicine Constitution Research Center. All rights reserved
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