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10 Most Common Natural Products Among Adults* - 2007

4n

17.4%




EINT, TEY, MHETEZ, MIRLHFNFIEREA L

In the West, CHM trials are rarely funded
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Bibliometric and content analysis of the Cochrane Complementary
Medicine Field Specialized Register of Controlled Trials.

- Wieland et al., Syst Rev. 2013 Jul 4;2:51.

CAM Field Register increases /¥ 138 im0
2006: < 5,000 controlled trial citations
2011: 44,840 citations.

Reports in English: 71% JeiE#RIE R 71%
The next most common language was Chinese #3: 23%

The most common CAM intervention type was supplements such as
glucosamine, fish oil (34%), & Z IRCTs 4787 (34%)

The second most common CAM intervention was Chinese herbal
medicines such as Astragalus membranaceus £, Schisandra
chinensis Z%4F (27%). F#HRCTs 527%
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Registered TCM Clinical Trials

chinese berbal medicine
(1999-2013)
botanical medicine

(2001-2012)

registered completed have results

CﬁﬂicalTrials‘gm! A service of the U.S. National Institutes of Health
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Most Large Clinical Trials on individual Supplements
Have Failed

-- Briggs & Killen, JAMA , Aug.21.2013

These include:

St John’s wort for major depression AR iE

glucosamine and chondroitin sulfate for knee osteoarthritis &5 &
silymarin for chronic liver disease &%

saw palmetto for benign prostatic hyperplasia & 1 i AE K
ginkgo for early cognitive decline i\ &178iE
vitamin E and selenium to prevent prostate cancergi 7] i &

The results of these large studies failed to confirm benefits seen in
earlier preliminary studies. iX %5 5 5 {1 H BA THAT 58 A —E
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All Clinical Studies Conducted in China on Chinese Herbal Medicine
(CHM) Have Been Positive

A meta-analysis suggested that modified Chaihu Shugan powder alone or in combination
with prokinetic drugs might be more effective than prokinetic drugs alone in improving
symptoms of functional dyspepsia.

(22 RCTs) MetaZ#7 i 7 5% HH G sl in b 7 24 22 LY B P 25 6 VE T T
RETEVHAAS R R -- Yang et al., eCAM, April. 2013

Tianshu capsules were more efficacious and had fewer adverse effects than conventional
medication in the treatment of migraine (10 RCTSs).

TianshuREXEITRLFEE M A PDAR RN -- Xia et al., JTCM, Feb., 2013

Using Duhuojisheng Tang alone or combined with other therapies can effectively improve
pain ... and other clinical symptoms of intervertebral lumbar disc prolapse. (31 RCTs)

BRI b TG B A2 1 BREE & FL AR VAR I TELAE R) 23 5% HY B A A
-- Ma et al., JTCM, April, 2013

A banxiaxiexin decoction can restore gastric emptying rate and improve diabetic
gastrointestinal symptoms. (16 RCTs)

F BB LR RA B B ERE S EH
-- Tian et al., eCAM, May 2013
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The Methodological Quality of Most CHM Trials Is Low

Because of poor methodological quality, all the included trials were at high risk
of bias. HX &AL (SEHGHED HMAEERRE, =FZEXKR F»
-- Yang et al., eCAM, April. 201310

There were no large-scale, multi-centered RCTs, and few of the trials were
blinded.

XERLS ( TianshufiR#;) DHREAR, 290, HOFSEITEE
-- Xia et al., JTCM, Feb., 2013

Due to the poor methodological quality of the articles, no recommendations
can be made. H 1A% MEFEG) AHEREMK, RITADABHEEIZS
-- Ma et al., JTCM, April, 2013

However, the methodological quality of included studies is low....
B, XEEKAK FEEOE) KA TERERK. - - .
-- Tian et al., eCAM, May 2013
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Challenges and Barriers to Promoting TCM in the
West
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Cultural Differences Between West and East

R B A Sy 4 00 7 R 22 T PR AR AN R 52

TCM theory is not easily understood or accepted by the
Western medical community.

FEHRWMFAMALITERE FE 2R3, ek
DYEEY R Re2Y L
TCM theories such as Yin-Yang and five-element theory are

more like philosophy or even religion and can not be
scientifically tested.
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Safety Concerns

o TR Z | B R EIE S W E SR R LB T AR
SIEERIIN
Concerns about herbal product quality control, heavy metal
contamination, and adulteration

AR B ) S L 2 B B R B
Media reports of adverse effects and the toxicity of certain
herbs
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Concerns about Efficacy and Quality Control

o HEZRIF AR A R F TP AT 2k
Lack of scientific data on Chinese herbal medicine in
Western peer-reviewed journals

o FDAHLHE ETHHIEZ = IR /b

Lack of FDA-approved herbal medicines

T ORISR, FDAEHELZHS
B amAh e, Arets IRy & N AE
Because scientific evidence on Chinese herbs is lacking,

the FDA classifies them as food supplements and no
treatment indications can appear on the labels.
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CHM Clinical Trials Lack External Monitoring

7 [ Py REAT B A = 24 1) s PR 4 36 A0 35 38 S22 37 1) 8098 A1 22
BT RS OXAESEENIHE BRI IE PRI 2 % 41F 1)

Few if any CHM trials conducted in China have external Data and Safety
Monitoring Boards (DSMB), which are required in all NIH-funded trials.

1R/ I PR 1t B SR B Sk [ Bl [ 6 v AN 2590 8 3 R Y Il PR
58 VF AT UE

Few CHM trials conducted in China obtain Investigational New Drug (IND)
status from the US Food and Drug Administration (FDA) or the CFDA.
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The Differences in CHM Research between East and West are due to
Differing Motivations and Purposes

a) EVEJT, AATTCASEH 3 SO B slorh 7o 71 2k T 28 B Bt 98 AR IE T A
XY A R, S AMERRAEIRE K, KAEFEIER.
In the West, people want supplements useful for symptom
management. Thus researchers want to determine whether a

supplement works.

a) £ HE, NPEHHFAREZHZN TIEHERZERN .. FreX2E
P PR R A GER, TR ARSI E B E.
In China, CHM research is more or less to defend a principle. Thus
the researchers want to prove that CHM does work; they focus on
final results, not on rigorous methodology to reach those results.
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Recognize the Crisis and Face the Challenges

D #HREESFEZE, FEMRASHAHTZIERER
|dentify the differences between Western and Chinese Medicine and
the concomitant research on Chinese medicine and Chinese herbs.

2) FEILPPY R B BT I SRS AN T

Set up research strategies and methodologies for evaluating TCM.

3) HHIEARKR &R B E R 7 07 VA 0B Uk B 5 5 %
Take advantage of recently developed Western medical research
methodology and evidence-based medicine.

4) 38EGVE = 7 25 09T 7T R R B

Avoid the limitations of Western medical research.
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|dentify the differences between Western and
Chinese Medicine

vH Ak A T EEAA 2R

Western Medicine Traditional Chinese Medicine

Specify Disease Differentiation (Syndrome)
TG HIHFIE 1 VI PFUE R

Laboratory indications Four diagnostic approach
HRTSL T & 75 b (L) P2 &2 (#15)

Standard criteria Individualization
BT — R A 2R TMELE P

Standard treatment Individualized treatment
TEIT HIZ — EFIEREL PMELTEIT RERE 76T 772
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» Research on WM vs. Research on TCM
THIRFR T 5 PR %
smENLEE 5 BRI AL

» Research on Traditional Chinese Medicine vs. Research on
Chinese Herbs (Druc

PRI 5 2T
51 R A UE 558183 RN

» Modernization of Traditional Chinese Medicine vs.
Westernization of Chinese Herbs (Drugs)

FEIARMN 5 FEAEL
IR 2 F BT T ARG [ 5 oA £ g E DL 4 7|
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Comparison on Western Drug Development and Chinese Herbal Research

v FHZGHT R ol 0 2L i

Western Drug Development Chinese Herbal Research

A¥, 22 2k g EL7E I PR N FH 22 48

Chemical structure Herbs in clinical use for many
years

LY/ R=i's rh 2 5 B %541 Herbal quality

Drug synthesis control

& 41 S 24 i B A7IF Herbal quality

In vitro study assu‘rancle N
EARSZEIN Vivo study AYNEEERE (RS

: Pre-clinical bioassay (in vitro)
| HAllm K% Phase | ) ) o
human clinical study SIVIEESe Animaeglly
B B study
Il Ml PR 8 Phase || Il Bk FRR T Phase I/l human

clinical trial clinical study

1l ,ﬁﬁllﬁﬂ{ﬁ% Phase Il MEFIG R IRE Phase 1l human
clinical trial clinical trial




% E | A Y E B R X EY 2R 48 5
2004

A U.S. Food and Drug Administration

Protecting and Promoting Your Health
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How can we evaluate the treatment skills developed by Zhang

Zhong-Jing using modern medical scientific methodology?
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Strategies and Methodology

> (ERPEEE, MR SE #THE RGP
Phase-by-phase approach
> P IR T IRE XA R B AR 4

Rigorous scientific research methodology that

preserves the essence of TCM practice

> R B R o B O A SUR G
s RS 0779

Maximizing TCM effectiveness within the scope of
rigorous Western scientific research

> SRS, R RIUR IRKRE X

Encourage translational research with clinical implications
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Rigorous Scientific Research Methodology
that Preserves the Essence of TCM Practice

BT AR A AT 5T [ RA
Recruit a multidisciplinary research team
e Hi 538 BT 52 [ /R

Raise appropriate research questions
WSS T H BEIRIT HIRAE
Choose appropriate disease/symptoms

BOTHIE S B -

u|

VREVEQIE S

Select adequate TCM treatments
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CHM Will Have a Bright Future in Hong KongeBacaasdtid dimgasseagtihs
B HE AL T T AT IC KL S5 oz

Hong Kong Is unigue because it is a crossing point
between East and West.
A — U PG B AT 2 98 K B 276 B 7 1 BA

Top experts who can form a strong research team

HRARTER, KEIKHES), THHSFE

Patient demand, community support, well-regulated market

HEBSTRKFET

o e HI X AR

22 25 BT R R

Enthusiasm for CHM research in schools of Chinese medicine
G 5EbR, EREAT 2320 FE R AL
Wide international and domestic connections

A B R AT BUX BUR IS

CHM has Hong Kong governmental support
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Suggestions for R&D in Chinese Medicine
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Thanks for Your Attention!




