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LEGISLATIVE NEWS   ᴕ ṟⱴ
 

Latest development of herbal medicinal 
products legislation in Europe

ᴕ Ӻ ṟЙ ⱴ

The EU Directive on Traditional Herbal Medicinal Products 

(Directive 2004/24/EC) has come into force on 30 April 2004 

when it was published in the Official Journal (OJ) of the Eu-

ropean Union. The Directive allows inclusion of vitamins and 

minerals in herbal medicinal products but still requests 15 

years of traditional use. The European Parliament has previ-

ously proposed to reduce the time to 10 years.

After the Directive is incorporated into EU member states 

medicines law, rules and guidance�s governing medicines will 

be applied to traditional herbal medicinal products. In par-

ticular, wholesalers of registered traditional herbal medicinal 

products will be required to have the wholesale dealer�s li-

cense (Directive 92/25/EEC). Manufacturers (if they are in the 

EU) must have manufacturer�s license. An importer�s license 

is required to import registered traditional herbal medicinal 

products from outside the EU. Imported products must be 

produced in factories that have passed the pharmaceutical 

GMP inspection by one of the EU member states and will be 

re-tested according to pharmacopoeia standards.

The directive allows non-medicinal herbal products, 

fulfilling the criteria of food legislation, to be regulated 

under food legislation in the EU. The European Commission 

is expected to present a report on the advisability to include 

additional categories substances (herbals, amino acids, fatty 

acids) into the existing legal provisions for food supplements 

(currently cover vitamins and mineral only) by July 2007. This 

will allow the use of herbal substances and preparations in 

medicines as well as in food supplements. Until then national 

provisions continue to prevail.

UK consultations on unlicensed  
herbal remedies

ᾄ Ӻ Ǒ ǒὤ эṟ

UK�s Medicines and Healthcare Products Regulatory 

Agency (MHRA) has been conducting a consultation process 

regarding the unlicensed herbal remedies made up to meet 

the needs of individual patients. This proposed regulation di-

rectly affects the practice of TCM as tailoring herbal remedies 

are the main features of TCM practice.

The subject of the consultation is the regulation of unli-

censed herbal remedies that are supplied, following a one-

to-one consultation, to meet the needs of an individual pa-

tient, and is based on the recommendations proposed by the 

Herbal Medicine Regulatory Working Group (HMRWG) (www.

doh.gov.uk/herbalmedicinerwg), jointly established in Janu-

ary 2002 by UK�s Department of Health, the Prince of Wales�s 

Foundation for Integrated Health and the European Herbal 

Practitioners Association (EHPA). The consultation document 

sets out a number of outline proposals and ideas for regula-

tory reform and seeks feedback on a range of questions.

The consultation documents and the 25 consultation 

questions (Consultation document MLX299: Proposals for the 

reform of the regulation of unlicensed herbal remedies in the 

UK made up to meet the needs of individual patients) can be 

downloaded from MHRA�s website (www.mhra.gov.uk). 

Directive on Traditional Herbal Medicinal Products gov-

erns only the industrially manufactured over-the-counter 

(OTC) herbal remedies.

European Forum for Complementary and 
Alternative Medicine (EFCAM) established

Ӗנ ǑJKHFRǒֽ

In response to the European Commission�s call for a single 

umbrella body for various complementary and alternative 

medicine (CAM) practices, the European Public Health Alli-

ance (EPHA) called on European and national CAM organiza-

tions to come together to form the European Forum for Com-

plementary and Alternative Medicine (EFCAM) in order to 

establish a dialogue with the Commission. On 16 December 

2004, major CAM practitioners and patients organizations 

in the EU, representing homeopathy, TCM, anthroposophi-

cal medicine, naturopathy and Shiatsu, gathered together in 

Brussels to establish the European Forum for Complementary 

and Alternative Medicine (EFCAM). Three TCM organizations, 

i.e. Pan European Federation of TCM Societies (PEFOTS), Euro-

pean Chamber of Commerce for Traditional Chinese Medi-

cine (ECCTCM) and European Association of TCM (EATCM) 

attended the meeting. 

The meeting discussed and passed the draft declaration 

of the Forum. The Declaration of the Forum and the Minutes 

of the meeting can be viewed at www.epha.org/cam. All 

European and EU national CAM organizations are welcome to 

join the Forum. The next meeting of the Forum is scheduled 

on 10 March at EPHA�s Brussels office.
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UK MHRA published herbs classi�cation list
ᾄ ṙҬӺקּ ẍ ᵭ
 

The Medicines and Healthcare products Regulatory 

Agency (MHRA) of the UK has recently published a list of 

herbal ingredients that classifies herbs into four categories: 

medicinal use, food use, aromatherapy use and cosmetic use. 

More than 600 plants are listed, including about 90 herbs 

used in Chinese medicine. Among the 90 herbs, 50 are com-

monly used Chinese herbs.

 

It is noted that ginseng and ginkgo biloba are listed as 

herbs of food use whereas Chinese Yam (Dioscorea opposita) 

is listed as a herb of medicinal use. Most of the commonly 

used Chinese herbs such as Ban Xia (Pinellia ternate), Da 

Huang (Rheum palmatum), Di Huang (Rehmannia glutinosa), 

He Shou Wu (Polygonum multiflorum) are listed as herbs 

with recorded medicinal use but without recorded food use.

 

According to MHRA, it published this list to help compa-

nies determining the likely status of their herbal products. 

Products which contain ingredients of medicinal use could 

be classified as medicinal products, thus are subject to phar-

maceutical regulation. Products which contain ingredients 

of food use could also be classified as medicinal depending 

on the product�s presentation. Whether or not a product is a 

medicinal product will be decided on a case by case basis.

 

Problems could still arise even if a product is not classified 

as a medicinal product. Herbal ingredients which do not have 

a history of significant consumption within the EU prior to 

1997 may be subject to the controls of Novel Food Regulation.

EU Food Supplement Directive hangs in  
the balance

Ӗנ⅍ṟ Ӕ
 

On 5 April 2005, the Advocate General of the European 

Court of Justice (ECJ) issued his opinion against the EU Food 

Supplements Directive.

 

The Advocate General Geelhoed, the senior adviser to the 

ECJ, concluded that the Food Supplements Directive infring-

es the principle of proportionality because basic principles of 

Community law, such as the requirements of legal protec-

tion, of legal certainty and of sound administration have 

not properly been taken into account. It is therefore invalid 

under EU law. 

It should be stressed that the Advocate General�s pro-

nouncement is not a ruling. The Advocate General�s opinion 

assists the ECJ in reaching its decision probably around June. 

But typically, in the vast majority of cases, the Court Judg-

ment follows the recommendations of the Advocate General. 

If the ECJ adopts Advocate General�s recommendations 

and declares the Directive invalid, EU food supplements and 

EU member states national regulations will be revoked.

CONFERENCE NEWS   ‾

First International Congress on Traditional 
Medicine held in Beijing

Ⱡ ‾ Ᾰ‾ᶢ ⱥᾄ←ᴕ ᵝ‾ Ѱ꜡

The first International Conference on Traditional Medi-

cine was successfully held from 13 to 15 November 2004 in 

Beijing. The conference was hosted by the World Federation 

of Chinese Medicine Societies (WFCMS) and organized by the 

China Academy of Traditional Chinese Medicine. 

The conference heralded 6 forms in traditional medicine 

basic research, traditional medicine education, traditional 

medicine clinical research, traditional drug research, tradi-

tional medicine legislations, and traditional medicine indus-

try, respectively.

The 2nd International Conference on Traditional Medicine 

is to be held in September 2005 in Paris.

4th PEFOTS World Congress of Traditional 
Chinese Medicine held in Manchester, UK

‾ Ᾰ‾ᶢ ⱥᾄ← ᵝ‾
֭ Ǖᶢ ⱥ╦ ṟᾄЮ תּ

The 4th PEFOTS World Congress of Traditional Chinese 

Medicine was held in Manchester, UK from 11 to 13 June 
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2004. The congress was co-organized by the Association of 

Traditional Chinese Medicine (ATCM) of UK and PEFOTS. More 

than 700 people participated in the congress. 

759 people from 12 countries attended the congress. The 

congress received 180 papers, from which 82 were selected 

to be presented to the congress. The presentations reflected 

a wide range of topics in TCM and deep inside in issues 

concerning the regulation of complementary and alternative 

medicine in relation to traditional Chinese medicine. It was a 

very successful congress.

The 5th PEFOTS World Congress of Traditional Chinese 

Medicine will be held from 30 September to 2 October 2005 

in Paris, France. For information of the next congress, please 

visit the congress website www.chuzhen.com/congres2005.

 NEWS FROM CHINA  ᾄ  

China to standardize TCM products
ᾄ ԝҩ ´

China is setting up a system to standardize the production 

of traditional Chinese medicines (TCM). The system is to be 

established by the end of 2010, according to Li Boxi, director 

general of the Research Department of Development Strat-

egy and Regional Economy, Development Research Centre of 

the State Council.

Mr. Li announced the decision at the 6th Asia Pacific Phar-

maceuticals Roundtable in 1-2 November 2004 in Shanghai, 

China.

�Herbal medicines share about one-fourth of China�s 

pharmaceuticals market, but contributes 40% of the profits 

of the pharmaceuticals sector,� said Li. �If we can determine 

the effective constituents in TCM products and accord them 

to international standards, we will be able to promote them 

to a wider international market,� said Jiang Zhenwei, general 

manager of the Shanghai Medicines and Health Products 

Import and Export Company.

The first Chinese herbal medicinal product is expected to 

be approved by US Food and Drug Administration (FDA) for 

clinical trial early next year.

�Apart from this product which cures cancer, we plan to 

introduce more botanical medicines to the international 

market,� said Samantha Du, managing director of Hutchison 

MediPharma Shanghai.

�The biggest challenge to introduce TCM to the world is 

how to probe their exact chemical composition and clearly 

define their effects and side effects.� Hutchison MediPharma 

opened its new research centre, focused on botanical medi-

cine development in Shanghai.

In vitro produced Cow Bezoar (Calculus 
Bovis) came into production in China

‖ ԝ

China�s State Food and Drug Administration (SFDA) has 

recently issued the license for the production of in vitro 

produced cow bezoar (Niu Huang), which is to be used as an 

alternative to natural cow bezoar. 

The search to find an alternative or substitute for natural 

cow bezoar, the resource of which is becoming scarce and 

the collection method is often the subject of negative media 

coverage for animal cruelty, started in 1993. After 11 years 

of research, the in vitro produced cow bezoar was finally 

okayed by the SFDA as a class I new drug. In vitro produced 

cow bezoar contains similar constituents, such as bilirubin, 

cholic acid, deoxycholic acid and taurine, and has com-

parable effects to the natural cow bezoar. There are other 

artificially produced �cow bezoar� either from bile of other 

animals than cow or by inducing in situ production artificially 

in cows. The latter method produces good quality bezoar but 

procedure is very difficult to control and the quality of be-

zoar produced this way varies significantly. In vitro produced 

cow bezoar is produced in a controlled in vitro environment 

that mimics the formation process of natural bezoar, thus can 

be used as a substitute for the natural cow bezoar. 

China�s GMP criteria to revise
ᾄ ỷLRUҩ

After the first round certificate which ended in June 2004, 

China�s GMP criteria will be changed to become stricter, ac-

cording to State Food and Drug Administration (SFDA), the 

Chinese counterpart of the US Food and Drug Administration 

(FDA).

According to the current Chinese GMP criteria, manufac-
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turing facility is the key issue during GMP inspection. The 

new criteria will focus more on the activities of staff and 

documentation.

GMP mandatory for Chinese herbs
ᾄ╦ LRU ԝҩ

The State Food and Drug Administration (SFDA) of China 

is to enforce Good manufacturing practice (GMP) standard 

in the production of Chinese herbal drugs, according to a 

recently issued SFDA notification.

All TCM herbal drugs are expected to be produced under 

GMP condition by 1 January 2008. Companies without GMP 

certificates are to be forced to cease production after this 

date.

The pilot certificate to TCM herbal drugs was launched in 

June 2003. After a 1‰ year of the implementation, the SFDA 

revised the criteria. Currently, 111 items of TCM herbal drugs 

have been set forth for relevant manufacturers.

China�s �rst GAP rati�cation
ᾄ ᴸḭ ӡⱴ LFU

The first GAP (Good Agricultural Practice) authentication 

inspection since the introduction of GAP in China was under-

taken by China�s State Food and Drug Administration in the 

Ban Lan Gen (Radix Isatidis) production base in Taihe County, 

Anhui province. The Ban Lan Gen production base covers an 

area of 2000 hectares to produce a commonly used herb Ban 

Lan Gen in China. Ban Lan Gen is one of the most commonly 

used herbs in China for colds and flu. It was also the hottest 

item during the last year�s SARS outbreak in China.

Via Melibeo 11 
00155 Roma Rm, Italia
Tel 06452213680
Fax 0623328725
E-mail wamota@126.com

╨ מּ ᾜ             
Concentrated extract 
granules of single herbs

מּ ᾜ             
Concentrated extract granules 
of Chinese herbal formulas

טּ ᾐΫ ɟΫ ɟ ᾜɟםᵵ ɟ ẽ
Distributor of high quality Chinese herbs, Chinese herbal patents, granules, 

healthcare products, acupuncture needles and acupuncture accessories

ͽ Ẳ
WAMOTA Srl
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Acupuncture could increase IVF success
אּ ỷ ὤ Ṓֽἦ
Women undergoing in-vitro fertilisation (IVF) could have 

their chances of success increased by acupuncture, the re-

sults of a new study indicate.

IVF is a method of assisted reproduction, which may be 

considered necessary after a couple have gone through 

investigations for infertility. It refers to the technique where a 

woman�s eggs are fertilised with sperm outside the body in a 

test tube. The success rate is around 27%.

The German study followed 160 women undergoing IVF, 

half of whom received standard treatment, while the remain-

der received acupuncture both before and after treatment. 

The acupuncture points used were those associated with 

relaxing the uterus.

The pregnancy rate in the group receiving acupuncture 

was found to be around 42%, compared to a pregnancy rate 

of 26.3% amongst the group who received standard treat-

ment.

The scientists were unable to say for certain why acupunc-

ture helped, however the theory is that it can affect the part 

of the nervous system involved in the control of muscles and 

glands, making the uterus more receptive to receiving an 

embryo. 

(From irishhealth by Deborah Condon)

Acupuncture relieves pain and improves 
function in knee osteoarthritis

╒אּ Ὁὠ♄ ​ ᶌ
ҿỜ ὠ♄ἦ

Acupuncture provides pain relief and improves function 

for people with osteoarthritis of the knee and serves as an 

effective complement to standard care. These are the conclu-

sions of a landmark study led by Prof. Brian M. Berman of the 

University of Maryland School of Medicine. The study, funded 

by US National Center for Complementary and Alternative 

Medicine (NCCAM) and the National Institute of Arthritis and 

Musculoskeletal and Skin Diseases (NIAMS), was the longest 

and largest randomized, controlled phase III clinical trial of 

acupuncture ever conducted.

Osteoarthritis is one of the most frequent causes of physi-

cal disability among adults. More than 20 million Americans 

have osteoarthritis. Finding an effective means of decreas-

ing osteoarthritis pain and increasing function is of critical 

importance.

The multi-site study team, including rheumatologists and 

licensed acupuncturists, enrolled 570 patients, aged 50 or 

older with osteoarthritis of the knee. Participants had signifi-

cant pain in their knee the month before joining the study, 

but had never experienced acupuncture, had not had knee 

surgery in the previous 6 months, and had not used steroid 

or similar injections. Participants were randomly assigned to 

receive one of three treatments: acupuncture, sham acu-

puncture, or participation in a control group that followed 

the Arthritis Foundation�s self-help course for managing their 

condition. Patients continued to receive standard medical 

care from their primary physicians.

�For the first time, a clinical trial with sufficient rigor, size, 

and duration has shown that acupuncture reduces the pain 

and functional impairment of osteoarthritis of the knee,� said 

NCCAM Director. Dr. Stephen E. Straus, �These results also 

indicate that acupuncture can serve as an effective addition 

to a standard regimen of care and improve quality of life for 

knee osteoarthritis sufferers.�

During the course of the study, 190 patients received 

true acupuncture and 191 patients received sham acupunc-

ture for 24 treatment sessions over 26 weeks. In both the 

sham and true acupuncture procedures, a screen prevented 

patients from seeing the knee treatment area and learning 

which treatment they received. In the education control 

group, 189 participants attended six, 2-hour group sessions 

over 12 weeks based on the Arthritis Foundation�s Arthritis 

Self-Help Course, a proven, effective model.

On joining the study, patients� pain and knee function 

were assessed using standard arthritis research survey instru-

ments and measurement tools, such as the Western Ontario 

McMasters Osteoarthritis Index (WOMAC). Patients� progress 

was assessed at 4, 8, 14, and 26 weeks. By week 8, partici-

pants receiving acupuncture were showing a significant 

increase in function and by week 14 a significant decrease 

in pain, compared with the sham and control groups. These 

results, shown by declining scores on the WOMAC index, held 

through week 26. Overall, those who received acupuncture 

had a 40 percent decrease in pain and a nearly 40 percent 

improvement in function compared to baseline assessments.

�This trial, which builds upon our previous NCCAM-

funded research, establishes that acupuncture is an effective 

complement to conventional arthritis treatment and can be 

successfully employed as part of a multidisciplinary approach 

to treating the symptoms of osteoarthritis,� said Dr. Berman.
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(Berman BM, et al. Effectiveness of acupuncture as adjunc-

tive therapy in osteoarthritis of the knee: A randomized, con-

trolled trial. Annals of Internal Medicine. 2004; 141(12):901-

910.)

Huang Lian (Coptis) 
lowers cholesterol
‖ ▌ᵰὐᴦ

Huang Lian (Coptis 

chinensis) is used to treat a 

range of ailments, from dys-

entery to infectious diarrhea. 

Now, research published in 

Nature Medicine suggests 

that the active component of 

this herbal remedy, an alkaloid called berberine, might also 

be able to lower elevated levels of cholesterol in the blood, 

a major risk factor for heart disease. Furthermore, it seems 

that berberine works in a way different from the statins, 

which are the current drug class of choice for treating high 

cholesterol. Although statins have had tremendous success, 

some patients fail to respond adequately to treatment, and 

high doses have been associated with serious side effects. 

So, a drug with an alternative mode of action that could be 

used in combination with statins, or even as an alternative 

therapy, could improve treatment for patients with high 

cholesterol.

Statins work by blocking the synthesis of cholesterol in 

liver cells, which signals the cells to activate transcription 

of the LDLR gene. This in turn increases the production of 

cell-surface LDL receptors (LDLRs), which take up cholesterol 

from the circulation into cells to compensate for the lower 

intracellular levels. The overall consequence is that blood 

LDL cholesterol levels drop.

In cultures of human liver cells, Kong and colleagues 

showed that berberine also increases the production of cell-

surface LDLRs. However, it exerted its effects independently 

of intracellular cholesterol levels, and did not stimulate 

transcription of the LDLR gene. Instead, berberine increased 

the stability of LDLR mRNA, thereby increasing the number 

of LDLRs produced during translation.

The researchers showed that this berberine-mediated 

stabilization depended on the presence of a small stretch of 

nucleotides in the 3� untranslated region (UTR) of the LDLR 

mRNA. They also found that activation of ERK (a component 

of the MAP kinase signalling pathway) was required for 

berberine to exert its effects. This led them to suggest that 

activation of the ERK signalling cascade by berberine might 

stimulate mRNA-binding proteins to interact with specific 

motifs in the 3�UTR of the LDLR mRNA, resulting in mRNA 

stabilization and enhanced LDLR production.

Next, the effects of berberine on serum cholesterol levels 

were assessed in 91 patients with high cholesterol, who were 

treated with either berberine or placebo for 3 months. Ber-

berine was well tolerated, and reduced LDL cholesterol in the 

bloodstream by 20% without affecting levels of HDL (�good�) 

cholesterol. Subsequent experiments in hamsters verified 

that increased expression of hepatic LDLRs by berberine was 

responsible for its ability to reduce levels of LDL cholesterol 

in the blood.

Not only does berberine seem to act through a distinct 

pathway to the statins, but preliminary experiments showed 

that it might even enhance their cholesterol-lowering effects. 

As a traditional Chinese medicine with a long history of safe 

use, berberine could therefore be an ideal supplement to 

statin therapy, reducing the risks associated with higher dos-

es of statins. Further studies of its potency, and its effect in 

combination with statins, are needed to determine whether 

this ancient remedy can be developed into a modern-day 

drug for preventing heart disease.

(Kong, W. et al. Berberine is a novel cholesterol-lowering 

drug working through a unique mechanism distinct from 

statins. Nature Medicine 2004;10(12):1344-1357).

Experimental evidence of the preventive and 
curative effects of Yu Ping Feng San against 
hay fever

ạ ṷᾶ ῶẒᾇ ᶌ פֿ
Yu Ping Feng San (Jade Windscreen Powder, or Gyokuhei-

fu-san in Japanese) is a commonly used Chinese herbal 

formula often recommended to prevent hay fever. 

Japanese scientists at the Hakkaido College of Pharmacy 

in Otaru, Japan evaluated the preventive and curative effects 

of Yu Ping Feng San on allergic rhinitis induced by Japanese 

cedar pollens in guinea pigs. Guinea pigs were sensitized by 

intranasal instillation of cedar pollen extract twice daily for 7 

days. The animals were then re-challenged with the pollens 

once a week for 5 weeks. Yu Ping Feng San was adminis-

tered once a day for 2 weeks in the period of sensitization to 
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evaluate the preventive effect. To evaluate curative effect, Yu 

Ping Feng San was given during week 2 and week 4 of pollen 

inhalation when hay fever has begun.

Yu Ping Feng San significantly suppressed the frequency 

of sneezing induced by pollens and tended to reduce 

nose-scratching behaviour even after Yu Ping Feng San was 

discontinued in both preventive and curative treatments. 

By contrast, the anti-allergic drug Tranilast, which inhibits 

the release of chemical mediators from mast cells to exhibit 

anti-allergic effects and was used as a positive control, did 

not suppress these rhinitis symptoms. Yu Ping Feng San, 

taken before exposure to pollens, may prevent patients from 

acquiring hyperreactivity to pollens.

Yu Ping Fen San consists of 3 Chinese herbs: Huang Qi (Ra-

dix Astragali), Bai Zhu (Rhizoma Atractylodis Macrocephalae) 

and Fang Feng (Radix Saposhnikoviae).

Reference

Makino T, et al. Preventive and curative effects of Gyokuheifu-san, a formula 

of traditional Chinese medicine, on allergic rhinitis induced with Japa-

nese cedar pollens in guinea pigs. Biological and Pharmaceutical Bulletin 

2004;27:554-558.

Liquorice may boost brainpower
ỢӺỜ ⅝ ἦ

Carbenoxolone, the succinyl ester of glycyrrhetinic acid 

derived from the Chinese herb Gan Cao (liquorice) may boost 

brain function and slow age-related memory loss. Re-

searchers at the University of Edinburgh, 

UK tested the drug on 22 men between 

52 and 75. Some of the men were given 

carbenoxolone and others were given 

a dummy drug. Those on carben-

oxolone had better memory and 

verbal skills after just six weeks.

 

Carbenoxolone slows the sort 

of memory decline that occurs 

with normal ageing. It could also 

slow the early stages of Alzheim-

er’s disease although this has yet 

to be tested. The early stages of 

dementia are indistinguishable from normal memory loss, so 

the drug could be given to stave off symptoms.

They enrolled 10 healthy men and 12 men with type 2 

diabetes in their study. People with diabetes are more likely 

to suffer poor memory or dementia. 

The men were given either carbenoxolone or a dummy 

drug three times a day. Tests carried out after four weeks 

showed that verbal skills had improved in those who had 

taken carbenoxolone. After six weeks, the researchers found 

that verbal memory had also improved in those men with 

type 2 diabetes. 

The drug cannot be taken alone. Carbenoxolone raises 

blood pressure, so subjects also took an anti-hypertensive 

medicine. Both drugs are well tested so they should be safe 

to prescribe long term, says Seckl. The team is now planning 

larger clinical trials. 

"The findings are very encouraging," Professor Seckl said, 

"What we now need to do is to move from these small prelim-

inary studies to a much larger study involving a larger group 

of patients." He said if the studies proved successful it could 

pave the way for carbenoxolone to be used to treat dementia.

In another research by Indian scientists, Liquorice powder 

was found to significantly improve learning and memory of 

mice using elevated plus-maze and passive avoidance para-

digm.  Elevated plus-maze is used to evaluate learning and 

memory ability, and passive avoidance behaviour is used to 

examine the long-term memory. Furthermore, Liquorice also 

reversed the amnesia induced by diazepam and scopolamine.

References

1. Sandeep TC, et al. Proceedings of the National Academy of Sciences USA 

2004;101:6734-6739.

2. Dhingra D, et al. Memory enhancing activity of Glycyrrhiza glabra in 

mice. Journal of Ethnopharmacology 2004;91:361-365.

The Chinese herbal recipe Yin Zhi Huang 
enhances bilirubin clearance by activating the 
nuclear receptor CAR

‖ Ṓ‖ ₉
Jaundice, which is caused by ac-

cumulation of bilirubin, is extremely 

common in newborn infants. Pho-

totherapy is an effective treatment, 

but a drug therapy would also be 

desirable. A Chinese herbal remedy 

for jaundice called Yin Zhi Huang is 

now shown to activate a liver recep-

tor that enhances the clearance of 

bilirubin. This discovery could lead to 

improved pharmaceutical treatments 

for neonatal jaundice. 

brain function and slow age-related memory loss. Re-

searchers at the University of Edinburgh, 

UK tested the drug on 22 men between 

52 and 75. Some of the men were given 

carbenoxolone and others were given 

a dummy drug. Those on carben-

oxolone had better memory and 

verbal skills after just six weeks.

of memory decline that occurs 

with normal ageing. It could also 

slow the early stages of Alzheim-
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Jaundice, the accumulation of high levels of bilirubin in 

the circulation, is particularly common in human neonates. 

Bilirubin is cleared by the liver, and both certain genetic 

defects and liver diseases can cause hyperbilirubinemia in 

adults. Bilirubin is highly hydrophobic, and chronic hyper-

bilirubinemia results in its deposition in the central nervous 

system, causing neurotoxicity and encephalopathy.

Yin Zhi Huang and a number of other herbal decoctions 

containing Yin Chen have been used for centuries in Asia to 

prevent and treat neonatal jaundice. Yin Zhi Huang contains 

extracts from four different plants: Yin Chen (Herba Artemisi-

ae Scopariae), Zhi Zi (Fructus Gardeniae), Da Huang (Radix 

et Rhizoma Rhei) and Huang Qin (Radix Scutellariae). Several 

clinical reports in the Chinese medical literature indicate that 

Yin Zhi Huang treatment can enhance bilirubin clearance in 

newborns.

CAR is a key regulator of bilirubin clearance. Under 

ordinary circumstances, CAR is sequestered in the hepato-

cyte cytoplasm and thus does not affect bilirubin levels. In 

response to elevated bilirubin levels, however, CAR activates 

expression of multiple components of the bilirubin clearance 

pathway, resulting in an increased rate of clearance.

These results indicate that Yin Chen contains an agent 

or agents that can activate both mouse and human CAR. 

Among a number of compounds present in Yin Chen are the 

coumarin 6,7-dimethylesculetin (scoparone) and 4�-hydroxy-

acetophenone. 6,7-Dimethylesculetin is a major constituent, 

comprising up to 2% of Yin Chen by dry weight and has been 

associated with a number of potential biologic actions.

Reference 

Huang W, et al. A traditional herbal medicine enhances bilirubin clearance 

by activating the nuclear receptor CAR. Journal of Clinical Investigation 

2004;113:137-143.

TCM RESEARCH PROJECTS IN THE US   

ᾄ Ệ ᶌ שׂ

Endometriosis: Traditional medicine vs 
hormone therapy

ᾶ₢ Ἤ ҇◘
Endometriosis is a significant public health problem 

affecting 10-15% of women of childbearing age, many of 

whom suffer persistent pelvic pain and infertility. Therapeu-

tic options include surgery and hormone therapy that are 

often temporarily effective but produce unwanted side-ef-

fects. The present proposal, based on case series reports 

of the effectiveness of Traditional Chinese Medicine (TCM: 

acupuncture and Chinese herbs) for this condition, aims to 

evaluate whether TCM is as effective as hormone therapy for 

alleviating endometriosis-related chronic pain. The study 

is designed as a prospective trial of 66 women, with lapa-

roscopy-diagnosed endometriosis, randomized to TCM or 

hormone therapy. Women assigned to TCM will be divided 

into four sub-groups on the basis of the diagnostic catego-

ries of endometriosis recognized by TCM. A pre-established 

acupuncture protocol and herbal formula specific for each 

sub-group will be followed. This aspect of the research de-

sign permits an important feature of the clinical practice of 

TCM (matching treatment to sub-group diagnosis) to be ad-

opted in a clinical trial. Women assigned to hormone therapy 

will be treated with the gonadotropin releasing hormone 

agonist (GnRHa), nafarelin, chosen for this study on the basis 

of its clinical trial-established efficacy, ease of patient usage 

via intranasal spray and milder side-effect profile relative to 

other GnRHa�s. Pelvic pain symptoms (patient-scored) and 

signs (physician-scored) will be assessed at baseline, after 12 

weeks of treatment, and at 12- and 24-week post-treatment 

follow-up. Pelvic examination scores will be determined by a 

physician blinded to the treatment group assignments. Side 

effects, including those of pseudomenopause known to re-

sult from GnRHa therapy, will be recorded in both groups at 

4-week intervals during the 12-week treatment, and at each 

follow-up time. A further objective is to make a preliminary 

assessment of whether diagnostic sub-groups of endome-

triosis recognized by TCM serve as predictors of differential 

response to hormone therapy. Data obtained from this study, 

on treatment effectiveness, side effect profiles, recurrence of 

symptoms, compliance with therapy and drop-out rates, will 

be used to design a large-scale clinical trial.

The study is carried out by Dr. Richard Hammerschlag of 

the Oregon College of Oriental Medicine and Dr. Kenneth 

Burry of the Oregon Health and Science University.

Treating rheumatoid arthritis with Lei Gong 
Teng (Tripterygium wilfordi Hook F) or 
Sulfasalazine

Ἣ ᾶ ᵲ‗И ạ ὠ♄ ҇◘
Various forms of the plant extract Tripterygium wilfordi 

Hook F (TwHF) have been used in China as a remedy for 

inflammatory diseases, including rheumatoid arthritis. The 

purpose of this study is to investigate how tolerable, safe, 

and effective TwHF is for patients with rheumatoid arthritis. 

9
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Investigators will compare the therapeutic effects of TwHF 

with Sulfasalazine, an FDA-approved drug for arthritis. 

Participants in this 24-week study must have had active 

rheumatoid arthritis for at least six months. Approximately 

120 patients will participate. Participants will be assigned to 

one of two drug-treatment groups, TwHF or Sulfasalazine. 

They will be given the study drug at each of six clinic visits 

and will be asked to take two capsules three times each day 

with meals and water. During the clinic visits, investigators 

will obtain multiple blood samples; give physical exams; 

assess swollen, tender, and painful joints; and administer 

X-rays. 

This is a multi-center, randomized, active treatment 

controlled phase II study in patients with either new onset 

or therapy resistant rheumatoid arthritis (RA). This study will 

be conducted at 7 sites with NIAMS being the coordinating 

center and 6 external centers. Tripterygium wilfordii Hook F 

(TwHF) is a traditional medicinal plant that is and has been 

used in China for many years to treat inflammatory condi-

tions including RA. This study we will be testing if a standard-

ized plant extract from the roots of TwHF is superior to Sul-

fasalazine in improving the signs and symptoms in subjects 

with RA, as assessed by the ACR 20 criteria. Those subjects, 

who qualify for the study, will be allowed to continue on sta-

ble doses of NSAID therapy and/or low dose corticosteroids 

but will discontinue any DMARDs, or biologicals prior to the 

start of the study. Study subjects will then be randomized to 

receive either TwHF or Sulfasalazine and subjects will remain 

on double blind medication for 24 weeks. Patients will be 

assessed at baseline, 2 weeks and every 4 weeks thereafter 

using a standardized joint exam, questionnaires and labora-

tory measures for inflammation. ACR 20 responses will be cal-

culated at each visit and compared in both groups at the end 

of evaluation at 24 weeks. Safety will be monitored through-

out the trial. This is the first study that compares the extract 

of TwHF to a currently used DMARD in treating patients with 

RA and will help to define the role of new anti-inflammatory 

and possibly disease modifying agents in treating patients 

with RA.

The study is carried out in the National Institute of Arthri-

tis and Musculoskeletal and Skin Diseases (NIAMS) of the US.

Acupuncture to improve quality of life in 
patients with advanced cancer

אּ Ờ Њ Ҿ ᶌ ⁸
A large percentage of the practice and use of complemen-

tary and alternative medicine (CAM) in the United States is 

focused on cancer. Whether the CAM use is aimed at reduc-

ing one�s risk of developing cancer or improving the quality 

of life of a cancer patient during treatment or at the end 

of life, the public focus on CAM and cancer has created a 

driving force for cancer centers to address the efficacy and 

science of these methods. 

Currently, the majority of cancer patients do not receive 

adequate palliative care. Acupuncture has been shown to be 

effective in the treatment of pain and nausea and has also 

been shown to improve one�s general well-being. Acupunc-

ture also has some effectiveness in relieving symptoms of 

anxiety and depression. This study will evaluate the efficacy 

of acupuncture by Traditional Chinese Medicine clinicians 

to address the quality of life and symptoms of patients with 

incurable cancer. 

Women with recurrent metastatic ovarian cancer and 

similar patients with advanced cancer who are ambulatory 

and receiving conventional palliative care will be enrolled 

in this study. Patients will continue to receive high-quality, 

conventional clinical interventions, including chemotherapy 

and pain and symptom reduction programs. Patients will 

also receive 8 weeks of acupuncture. Evaluation tools such 

as Satisfaction with Life Domains Scale for Cancer (SLDS-C), 

Brief Pain Inventory, and Rotterdam Symptom Check List will 

be used to assess the acupuncture intervention.

The study is led by Dr. David S. Rosenthal of Dana-Farber 

Cancer Institute in Boston.

Acupuncture for the treatment of hot �ashes 
in breast cancer patients

אּ ЊҾ ֥
The Memorial Sloan-Kettering Cancer Center in New York 

is studying the effect of acupuncture for hot flashes in breast 

cancer patients. Hot flashes are a common side effect of 

treatment for breast and prostate cancer. Opioids produced 

by the body are associated with these hot flashes. Acupunc-

ture causes a release of endorphins that may affect opioid 

levels. Several studies have shown significant decreases in 

hot flashes following acupuncture treatment. This study will 

expose participants to either acupuncture or placebo to 

determine the effectiveness of acupuncture in alleviating hot 

flashes in breast cancer patients. 

Participants in this study will be randomly assigned to 

receive eight sessions of either real or placebo acupuncture 
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over 4 weeks. Participants will monitor their hot flashes in a 

diary that will be analyzed 6, 13, and 26 weeks after the start 

of the study. The frequency and severity of hot flashes will be 

measured. At the end of 4 weeks, participants in the placebo 

group will be offered real acupuncture. 

Acupuncture as a supplemental treatment for 
bipolar depression

אּ ₩ ᶌỀ
Patients receive 8 weeks (12 sessions) of acupuncture 

treatment plus stable medication. Patients are randomly 

assigned to receive either acupuncture designed to relieve 

symptoms of depression or acupuncture designed to relieve 

some other legitimate physical condition. A comparison 

group of patients who take medication but do not receive 

acupuncture is assessed to evaluate the effectiveness of 

medication alone. Patients participate in clinical assessment 

each week, which includes visiting with a psychiatrist and 

completing symptom rating scales.

The study is led by Dr. Trisha Suppes of the Bipolar Disor-

der Clinic and Research Program, Dallas, Texas.

Acupuncture to reduce symptoms of advanced 
colorectal cancer

אּ ╒ ♦֚Њ ᶌ שׂ
End-stage colorectal cancer is associated with physical 

and psychological symptoms that negatively affect patients� 

quality of life (QOL). Nonpharmacological interventions that 

promote relaxation and reduce psychological distress are 

associated with a reduction of pain suggesting that psycho-

logical distress and anxiety may mediate the relationship be-

tween symptom severity and QOL. Pilot data from a sample 

of 28 end-stage cancer patients supports the mediational 

role of psychological distress in the symptom severity - QOL 

relationship. The results indicated that the mere presence or 

absence of a physical symptom is not related to patient QOL. 

Rather, greater symptom severity was associated with sig-

nificantly poorer QOL, and when the effects of psychological 

distress were controlled, the relationships between symptom 

severity and QOL were no longer significant. The proposed 

research focuses on psychological distress as an underlying 

mechanism of physical symptom severity among EOL cancer 

patients and a non-traditional approach (acupuncture) to 

relieving distress and symptom severity. Acupuncture has 

been used successfully with end-of-life populations (EOL) to 

reduce pain and shortness of breath. Patients with psycho-

logical distress report the greatest benefit from acupuncture. 

Rather than using acupuncture to treat pain and discomfort, 

the proposed research will evaluate acupuncture that targets 

acupoints associated with anxiety and emotional well-being. 

One hundred seventy patients with metastatic colorectal 

cancer will be recruited for the study through the University 

of Pittsburgh Cancer Institute (UPCI). Participating patients 

will be randomized into one of three conditions: 1) a �true� 

acupuncture condition, 2) a �sham� acupuncture condition, 

and 3) a usual care control group. Assessment procedures 

will gather demographic, QOL, physical and psychological 

symptomatology, medication use, and salivary cortisol data. 

Randomization will occur after baseline assessment, and par-

ticipants randomized to one of the two intervention condi-

tions will receive acupuncture treatments three times a week 

for four weeks. Follow-up assessments will occur weekly 

for four weeks following the intervention. The proposed 

study will 1) test the efficacy of an acupuncture intervention 

in reducing psychological distress and physical symptom 

severity and 2) examine acupuncture�s role in regulating 

stress responses associated with hypothalamic-pituitary axis 

(HPA) activity. Findings from this study will 1) promote our 

understanding of psychological distress as a mechanism of 

physical symptom distress, and 2) promote the integration of 

Eastern healing philosophies (acupuncture) with the Western 

medical model (stress-related HPA activation). 

The study is led by Dr. Ellen Redinbaugh of the University 

of Pittsburgh Medical Center in Pittsburgh, Pennsylvania.

Announcement from  
the editorial team

Dear Colleagues,

We would like to encourage you to send 

us your own article on TCM.

Whether you are engaged in the field of TCM research, 

legislation, education or any kind of practice be invited 

to share your knowledge with the public.

Please send your article as an eMail attachment (text 

format) to info@pefots.com

Editorial team preserves the right to choose articles for 

publication.

The Editorial Team
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TCM PATHOGENESIS

From the TCM perspective, osteoarthritis 

are conditions in which external pathogens 

replete while right internal forces weaken due 

to deficiency of the liver and kidney, Qi and 

blood. It is considered one part of the gradual 

deterioration of body functions that comes 

with old age.

The kidney stores essence, governs the bones 

and engenders mellow. Sufficient kidney es-

sence enables bones to regenerate and resist 

injuries. The liver stores blood, governs sinew 

and controls bones. Sufficient blood invigorates bone mel-

low. Deficiency of the kidney and liver leads to bone degen-

eration.

DIAGNOSIS, DIFFERENTIATION AND TREATMENT

Type 1: Vessel blockage due to wind and cold

Main symptoms

The main symptoms in patients mainly due to cold are severe 

and cold pain in the low back and knees that feels like wind 

blowing and is relieved when warmed; movement slow, limbs 

aversion to cold, loose stool, long voiding of clear urine; 

tongue coating thin and white; pulse sunken and tight.

The main symptoms in patients mainly due to dampness are 

heavy feelings on the low back, head and legs; numbness 

and tingling of the skin; pain mainly in the low back and 

knees or with swollen legs; and abdominal distension and 

torpid intake; fullness in the chest, sloppy and smelly stool, 

tongue coating thick and grimy; pulse 

soggy and slippery.

HERBAL FORMULA FOR THIS TYPE OF 

OSTEOARTHRITIS

Duhuo Jisheng Wan (see monograph on pp 

25-27).

Type 2: Liver and kidney deficiency

Main symptoms

Stiff low back or low back with aching 

soreness which worsens after walking or 

standing for a long time; wilting legs; aversion to cold on the 

back, low back and knees; bright white facial complexion, 

dizziness and lack of strength; tongue body thin and small, 

with thin and white coating; pulse fine and sunken.

Herbal formula for this type of osteoarthritis

You Gui Wan (Right-restoring pills) with modification.

Composition and modification of You Gui Wan

Chinese name Latin name
You Gui Wan Shu Di Huang

Shan Yao
Shan Zhu Yu
Gou Qi Zi
Tu Si Zi
Du Zhong
Lu Jiao Jiao
Dang Gui
Rou Gui
Fu Zi

Radix Rehmaniae Preparata
Rhizoma Dioscoreae
Fructus Corni
Fructus Lycii
Semen Cuscutae
Cortex Eucommiae
Cornu Cervi
Radix Angelicae Sinensis
Cortex Cinnamomi
Radix Aconiti Lateralis 
Preparata

Treating osteoarthritis with 
traditional Chinese medicine

 ẹ    Ϋ ┴   

Yong Zhao, Kui Sun, China

Osteoarthritis is a disorder of the joints characterized by progressive deterioration of the articular cartilage. It is a 

common joint disease, affecting 58-68% of those over 65 years of age and 45-64% of those between 45 and 64 years 

in China. This paper reviews the TCM perspective on osteoarthritis in pathologenesis, diagnosis and treatment.

TCM Research and Practice
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Additions Ji Xue Teng
Di Long
Tu Bie Chong
Ru Xiang 
Mo Yao
Gan Cao

Caulis Spatholobi
Pheretima
Eupolyphaga seu Steleophaga
Olibanum
Myrrha 
Radix Glycyrrhizae

Type 3: Qi and blood stagnation

Main symptoms

Sudden onset of sharp pain, pain at fixed places, difficult to 

turn, bent or stretch, alternating pain and numbness, pulse 

rough or long taut that feels like a string; tongue body dark 

purple. 

Herbal formula for this type of osteoarthritis

Fuyuan Huoxue Tang with modification.

Composition and modification of Fuyuan Huoxue Tang

Chinese name Latin name
Fuyuan 
Huoxue Tang

Dang Gui
Hong Hua
Da Huang
Tao ren
Chai Hu
Gan Cao

Radix Angelicae Sinensis
Flos Carthami
Radix et Rhizoma Rhei
Semen Persicae
Radix Bupleuri
Radix Glycyrrhizae

Deletions Tian Hua Fen
Chuan Sha Jia

Radix Trichosanthis
Squama Manis

Additions Du Zhong
Tu Bie Chong
Niu Xi
Qiang Huo

Qing Pi

Cortex Eucommiae
Eupolyphaga seu Steleophaga
Radix Achyranthis Bidentatae
Rhizoma et Radix Notopter-
ygium
Pericarpium Citri Reticulatae 
Viride

HERBAL FORMULAS AND READY MADE PILLS THAT ARE 

USED TO TREAT OSTEOARTHRITIS

Following formulas and ready made pills are formulated to 

treat osteoarthritis.

Guzhi Zengsheng Wan  (Ὁ )

Chinese name Latin name %
Shu Di Huang
Rou Chong Rong
Lu Xian Cao
Gu Sui Bu
Yin Yang Huo
Ji Xue Teng
Lai Fu Zi

Radix Rehmaniae Preparata
Herba Cistanches
Herba Pyrolae
Rhizoma Drynariae
Herba Epimedii
Caulis Spatholobi
Semen Raphani

21.4%
14.3%
14.3%
14.3%
14.3%
14.3%
7.1%

Huo Jing Tang  (⁸Ⱨ )

Chinese name Latin name Grams
Bai Shao Yao
Mu Gua
Wei Ling Xian
Dang Gui
Gan Cao  
Wu Jia Pi

Radix Paeoniae Alba
Fructus Chaenomelis
Radix Clematidis
Radix Angelicae Sinensis
Radix Glycyrrhizae
Cortex Acanthopanacis

30
15
15
15
6
6

Zhunggu Guanjie Wan ( Ὁὠ♄ )

Chinese name Latin name
Gou Ji
Yin Yang Huo
Du Huo
Gu Sui Bu
Xu Duan
Bu Gu Zhi
Sang Ji Sheng
Ji Xue Teng
Shu Di Huang
Mu Xiang
Ru Xiang
Mo Yao

Rhizoma Ciobotii
Herba Epimedii
Radix Angelicae Pubescentis
Rhizoma Drynariae
Radix Dipsaci
Fructus Psoraleae
Herba Taxilli
Caulis Spatholobi
Radix Rehmaniae Preparata
Radix Aucklandiae
Olibanum
Myrrha

Zhuanggu Guanjie Wan is available in ready made form of 

ball pills. Concentrated pills 10 pills a time, 2 times a day, wa-

ter pills 6 grams a time, 2 times a day. It takes 1 to 3 months 

of consecutive administration to produce noticeable effect.

CASE REPORTS

Case 1 (Type 1)

Clinical presentations

A female of 60 years of age complained of pain in both knees. 

She had had pain in the right knee for the past 5 months. The 

pain started after she got off the bed in the morning or after 

sitting for a long period of time. The pain subsided after ex-

ercise for a while but worsened when carrying out works. The 

pain was also associated with the changes of the whether. 

Physiotherapy and administration of ibuprofen did no relieve 

the pain.

Diagnosis

The patient was diagnosed to have osteoarthritis of the 

knees after X-ray examination, blood tests and physical ex-

amination. The TCM diagnosis was Gu Bi (bone impediment) 

of the vessel blockage due to wind and cold type (Type 1).

Treatment

Modified Duhuo Jisheng Tang consisting of the following 

herbs as a decoction:

TCM Research and Practice
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worsened during the last week. The pain was most severe 

when getting out of the bed or after a long sitting. The pain 

was sharp at fixed places. 

Diagnosis

The patient was diagnosed to have hyperosteogeny of heel 

bones after X-ray examination, blood tests and physical ex-

amination. The TCM diagnosis was Gu Bi (bone impediment) 

of the Qi and blood stagnation type (Type 3).

Treatment

Modified Fuyuan Huoxue Tang consisting of the following 

herbs as a decoction:

Dang Gui 12g, Chuan Shan Jia 12g, Tao Ren 12g, Hong Hua 

10g, Tu Bie Chong 10g, Niu Xi 10 g, Du Zhong 10g, Qiang Huo 

6g, Chai Hu 6g, Wu Jia Pi 15g.

After 2 weeks of treatment, the sharp pain subsided. After 

another week of the same prescription, the patient was given 

Liuwei Dihuang Wan (Six Ingredients Pills with Rehmannia).

RESEARCH REPORTS ON TCM TREATMENT OF 
OSTEOARTHRITIS  Ὁὠ♄ ѧᶈשׂ

The effect of acupuncture on the symptoms 
of knee osteoarthritis - an open randomised 
controlled study

אּ Ὁὠ♄ ᶌ Ṽ ₉ḭ ᴜ  
Tukmachi E, et al. Acupuncture in Medicine 2004;22(1):14-22. 

 

Background: Using an open randomised controlled 

study, we examined the effectiveness of manual and 

electroacupuncture on symptom relief for patients with 

osteoarthritis of the knee. 

Methods: Patients with symptomatic osteoarthritis of the 

knee were randomised to one of three treatment groups. 

Group A had acupuncture alone, group B had acupuncture 

but continued on their symptomatic medication, and group 

C used their symptomatic medication for the first five weeks 

and then had a course of acupuncture added. Patients receiv-

ing acupuncture were treated twice weekly over five weeks. 

Needles were inserted (with manual and electrical stimula-

tion) in acupuncture points for pain and stiffness, selected 

according to traditional acupuncture theory for treating Bi 

syndrome. Patients were assessed by a blinded observer 

before treatment, after five weeks� treatment and at one 

month follow up, using a visual analogue pain scale (VAS) 

Du Huo 15g, Niu Xi 15g, Sang Ji Sheng 12g, Fang Feng 12g, 

Fang Ji 12g, Qin Jiao 12g, Zhi Chuan Wu 10g, Zhi Cao Wu 10g, 

Ma Huang 3g, Xi Xin 3g, Yi Mi 20g, Gan Cao 3g.

The patient�s pain subsided significantly after 12 daily doses 

of the prescription. The prescription was then modified 

further by deleting Fang Ji, Ma Huang and Fang Feng and 

adding Wu Jia Pi 15g, Du Zhong 12g and Dan Shen 15g. 

After 10 doses of the second modified prescription, the 

movement and walking of the patient improved significantly 

and the pain nearly disappeared without recurring during 

the 6-month follow-up period.

Case 2 (Type 2)

Clinical presentations

A male of 58 years of age complained of low back pain for 

the past 3 months and was not able to walk for long. He also 

had pain in the legs during the past 2 weeks. The pain wors-

ened when carrying out works. The patient also felt soreness 

and lack of strength in the legs, bright white facial complex-

ion, aversion to cold, long voiding of clear urine.

Diagnosis

The patient was diagnosed to have lumbar osteoarthritis af-

ter X-ray examination, blood tests and physical examination. 

The TCM diagnosis was Gu Bi (bone impediment) of the Liver 

and kidney deficiency type (Type 2).

Treatment

Modified You Gui Wan consisting of the following herbs as a 

decoction:

Shu Di Huang 15g, Shan Yao 15g, Gou Ji 15g, Qou Qi Zi 12g, 

Du Zhong 12g, Dang Gui 12g, Shan Zhu Yu 12g, Ji Xue Teng 

20g, Lu Jiao Jiao 10g, Di Long 10g, Tu Bie Chong 10g.

After 3 weeks, the patient�s conditions improved significantly. 

He was then given Zhuanggu Guangjie Wan for 2 weeks. The 

pain disappeared and movement was no longer restricted. 

The condition remained stable for the 6-month follow-up 

period.

Case 3 (Type 3)

Clinical presentations

A female of 50 years of age complained of recurrent pain in 

the right heel and difficulty walking for well over a year and 

TCM Research and Practice
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and the Western Ontario McMaster (WOMAC) questionnaire 

for osteoarthritis of the knee. 

Results: The 30 patients in our study were well matched 

for age, body mass index, disease duration, baseline VAS 

pain score and baseline WOMAC scores. Repeated measure 

analyses gave a highly significant improvement in pain (VAS) 

after the courses of acupuncture in groups A (p=0.012) and 

B (p=0.001); there was no change in group C until after the 

course of acupuncture, when the improvement was signifi-

cant (p=0.001). Similarly significant changes were seen with 

the WOMAC pain and stiffness scores. These benefits were 

maintained during the one month after the course of acu-

puncture. Patients� rating of global assessment was higher 

than that of the acupuncturist. 

Conclusion: We conclude that manual and electroacupunc-

ture causes a significant improvement in the symptoms of 

osteoarthritis of the knee, either on its own or as an adjunct 

therapy, with no loss of benefit after one month.

Effects of acupuncture applied to the 
normal side on osteoarthritis deformans 
and rheumatoid arthritis of the knee and on 
disorders in motility of the knee joint after 
cerebral hemorrhage and thrombosis

ᾶאּ Ὁὠ♄ Ọ
Arichi S, et al. American Journal of Chinese Medicine 

1983;11(1-4):146-149

In osteoarthritis deformans and rheumatoid arthritis of the 

knee and in disorders in motility of the knee joint after cere-

bral hemorrhage and thrombosis, acupuncture was applied 

to the normal side at the symmetrical part to the lesion and 

flection-extension exercise and massage on the affected joint 

were carried out as rehabilitation (Reha) during the time the 

needles were used. A most remarkable cure rate was ob-

tained in osteoarthritis deformans of the knee when treated 

with acupuncture on the normal side and flection-extension 

exercise and massage on the affected part. The cure rate was 

low in rheumatoid arthritis, and the therapy was non-effec-

tive concerning disorders in motility of the knee joint after 

cerebral hemorrhage or thrombosis. The improvement rate, 

however, was extremely low in osteoarthritis deformans 

and rheumatoid arthritis of the knee after the acupuncture 

on the affected part of the affected side with Reha on the 

affected part of the affected side, or Reha on the lesion, 

and these means of therapy were completely non-effective 

concerning disorders in motility after cerebral hemorrhage 

or thrombosis. Our previous reports No. 1 and 2 accord with 

the evidence obtained in this study that the acupuncture 

on the normal side and Reha on the affected part of the af-

fected side produced most remarkable effect in osteoarthritis 

deformans of the knee. The low improvement rate in rheu-

matoid arthritis and non-effectiveness concerning disorders 

in motility of the knee joint after cerebral hemorrhage or 

thrombosis may be explained by differences in morphology 

of the diseases.

Acupuncture and moxibustion as an 
adjunctive treatment for osteoarthritis of the 
knee-a large case series

אּ Ὁὠ♄ Ề ᶌ Ҿ ѧἄ
Vas J, et al. Acupuncture in Medicine 2004;22(1):23-28. 

 

Background: In 1997, the first Pain Management Unit, which 

was set up as part of primary health care within the Anda-

lusian Public Health System, offered acupuncture among 

other therapies. This observational study was conducted in 

preparation for a randomised controlled trial. 

Methods: We conducted a descriptive study of patients who 

had been diagnosed with osteoarthritis of the knee. The 

patients received weekly acupuncture treatment, and related 

TIANJIN DARENTANG DEAR 
PHARMACEUTICAL Co., Ltd

Yumen Road Xihengdi Xiging, 
District Tianjin China, 300112
Tel: 0086 22 27044080
Fax: 0086 22 27795500
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techniques, from November 1997 to November 2000. We re-

corded: socio-demographic data; measures of effectiveness, 

including intensity and frequency of pain; the daily dose of 

analgesic and anti-inflammatory medication; the degree of 

incapacity; and sleep disorders caused by pain in the knee. 

Results: The 563 patients who presented were mainly female 

(88%) with an average age of 65 years (–10.7); the average 

age of the male patients was 67 years (–11.8). The condition 

in most patients (95%) was chronic: 54% had the condition 

for 5-10 years and a further 23% for more than 10 years. Of 

the total, 85 (15%) abandoned treatment and were excluded 

from the evaluation, while 75% of the remainder achieved a 

reduction in pain of 45% or more. This study is intended to 

form the basis for a subsequent controlled clinical trial of the 

effectiveness of acupuncture as a treatment for osteoarthritis 

of the knee. 

Conclusion: The degree of pain relief experienced by patients 

from acupuncture justifies a more rigorous study.

Are psychosocial factors related to response 
to acupuncture among patients with knee 
osteoarthritis?

‾ ḭ אּ Ὁὠ♄ ᶌ
Creamer P, et al. Alternative Therapies in Health Medicine 

1999;5(4):72-76. 

 

Context: Acupuncture has been found to be beneficial in 

the treatment of patients with knee osteoarthritis. However, 

response among such patients is highly variable. Identifica-

tion of subjects with greater response would facilitate a more 

rational use of acupuncture. 

Objective: To examine the relationship between demograph-

ic and psychosocial variables and response to acupuncture as 

defined by reduction in pain and disability at the end of an 

8-week course of treatment. 

Design: Retrospective study. 

Setting: Outpatients attending rheumatologists or primary 

care physicians. 

Patients: 37 patients with symptomatic knee osteoarthritis 

who had previously participated in a controlled trial using 

acupuncture were recalled for an interview approximately 1 

year later. 

Intervention: Structured interview, questionnaire comple-

tion, and an examination. 

Main outcome measures: Depression, anxiety, helplessness, 

self-efficacy, and fatigue were measured by standard instru-

ments. Knee examination and assessment of pain threshold 

were measured by dolorimetry. 

Results: Response at 8 weeks was significantly related to du-

ration of symptoms. A statistically nonsignificant trend was 

found for older and more educated subjects to have a better 

response; anxiety and fatigue were found to be inversely re-

lated to response (also statistically nonsignificant). Subjects 

with localized medial pain had significantly better response 

in terms of pain and disability than did subjects with general-

ized knee pain. 

Conclusion: Other than a weak relationship with anxiety (at 

8 weeks only), no evidence of a link between psychosocial 

variables and response to acupuncture was found. Prospec-

tive studies are needed to confirm these results.

A four-week, randomized, double-blind trial 
of the ef�cacy and safety of SKI306X: a herbal 
anti-arthritic agent versus diclofenac in 
osteoarthritis of the knee
Ṵ⅍XPN85;] Inhqtkjsfh Ὁὠ♄ ᶌ ₉ĥ

ḭ ҇◘ שׂ
Lung YB, et al. American Journal of Chinese Medicine 

2004;32(2):291-301. 

  

The efficacy and safety of SKI306X, an herbal anti-arthritic 

agent, was compared with that of diclofenac sodium for the 

treatment of osteoarthritis of the knee. In a randomized, dou-

ble-blind, active comparator-controlled trial, a total of 249 

patients were randomly assigned to receive either 200 mg of 

SKI306X three times daily or 100 mg of diclofenac sustained 

release (SR) once daily. Clinical efficacy variables (visual ana-

log scale, Lesquesne index and global satisfaction score) and 

adverse events were monitored at baseline and 2nd and 4th 

weeks of treatment. SKI306X demonstrated efficacy statisti-

cally comparable to that of diclofenac, as assessed by the 

VAS and patients� and investigators� global satisfaction score. 

Both treatments were well tolerated, however, the SKI306X 

treatment group experienced less heartburn (4.0% versus 

13.7%, p=0.015). In this four-week trial, SKI306X was well 

tolerated and demonstrated clinical efficacy comparable to 

that of diclofenac SR.

Effect of SKI 306X, a new herbal anti-arthritic 
agent, in patients with osteoarthritis of the 
knee: a double-blind placebo controlled study
Ṵ⅍XPN85;] Ὁὠ♄ ᶌ ĥГ ⅍ḭ ᴜ

Jung YB, et al. American Journal of Chinese Medicine 

2001;29(3-4):485-491. 

 

SKI 306X is a purified extract from a mixture of three ori-

ental herbal medicines (Clematis mandshurica, Trichosan-

thes kirilowii and Prunella vulgaris) that have been widely 

used for the treatment of inflammatory diseases such as 
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lymphadenitis and arthritis in far East Asia. A double-blind, 

controlled study was performed to evaluate the efficacy and 

safety of SKI 306X with placebo in 96 patients with classical 

osteoarthritis of the knee. Patients were randomized to four 

treatment groups: placebo, 200 mg, 400 mg and 600 mg of 

SKI 306X t.i.d.. Clinical efficacy and safety were evaluated 

for 4 weeks continuous treatment. SKI 306X demonstrated 

its clinical efficacy, as assessed by 100 mm visual analogue 

scale (VAS), Lequesne index and patients� and investigators 

opinion of the therapeutic effect compared with placebo 

(p<0.01). No significant adverse events were observed in 

patients treated with SKI 306X. This study demonstrated that 

SKI 306X, a new herbal anti-arthritic agent provided clinical 

efficacy in patients with osteoarthritis.

Effect of acupuncture on knee function 
in advanced osteoarthritis of the knee: a 
prospective, non-randomized controlled study

אּ Ὁὠ♄ ᶌṾ ₉ḭ ᴜ  
Tillu A, Tillu S, Vowler S. Acupuncture in Medicine 

2002;20(1):19-21. 

 

We report a prospective controlled trial, comparing 

acupuncture with no treatment, in patients with advanced 

osteoarthritis of the knee awaiting total knee replacement. 

Knee function was assessed at the beginning of study and 

at the end of two months, using four parameters: HSS score, 

time to walk 50 metres, time to climb 20 steps, and degree 

of pain. Acupuncture was given at four local points around 

the knee and at one distal point. The acupuncture group 

improved in all parameters, whereas the control group 

deteriorated, a finding that was highly statistically significant 

(p<0.0002). Further randomized-controlled trials with longer 

follow-up are required to confirm these findings.

Chinese herbal recipe versus diclofenac in 
symptomatic treatment of osteoarthritis of the 
knee: a randomized controlled trial
ḙ⁸⅔ Inhqtkjsfh Ὁὠ♄ ᶌ ₉ḭ
ᴜ ҇◘ שׂ
Teekachunhatean S, et al. BMC Complementary and Alterna-

tive Medicine 2004,4:19

Background: Duhuo Jisheng Wan (DJW) is perhaps the best 

known and most widely used Chinese herbal recipe for 

arthralgia, but the clinical study to verify its efficacy is lack-

ing. The purpose of this study was to compare the efficacy of 

DJW versus diclofenac in symptomatic treatment of osteoar-

thritis (OA) of the knee. Methods: This study was a random-

ized, double-blind, double-dummy, controlled trial. The 200 

patients suffering from OA of the knee, were randomized 

into the DJW and diclofenac group. The patients were evalu-

ated after a run-in period of one week (week 0) and then 

weekly during 4 weeks of treatment. The clinical assessments 

included visual analog scale (VAS) score that assessed pain 

and stiffness, Lequesne�s functional index, time for climb-

ing up 10 steps, as well as physician�s and patients� overall 

opinions on improvement. Results: Ninety four patients in 

each group completed the study. In the first few weeks of 

treatment, the mean changes in some variables (VAS, which 

assessed walking pain, standing pain and stiffness, as well as 

Lequesne�s functional index) of the DJW group were signifi-

cantly lower than those of the diclofenac group. Afterwards, 

these mean changes became no different throughout the 

study. Most of the physician�s and patients� overall opinions 

on improvement at each time point did not significantly dif-

fer between the two groups. Approximately 30% of patients 

in both groups experienced mild adverse events. Conclusion: 

DJW demonstrates clinically comparable efficacy to diclof-

enac after 4 weeks of treatment. However, the slow onset of 

action as well as approximately equal rate of adverse events 

to diclofenac might limit its alternative role in treatment of 

OA of the knee.
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Feet therapy finds its origin in ancient China as an impor-

tant component of the wide heritage of Traditional Chinese 

Medicine. It may date back as early as to the times of the 

�Yellow Emperor�s Classics Canon� Huang Di Nei Jing which 

recorded that the point Yongquan (LV1) is closely related to 

healthcare, and by means of rubbing and kneading as well as 

warm water bathing, this can benefit the general health con-

dition. Ancient Chinese realized that the warm, distending 

and comfortable sensation of footbathing may be indicated 

after dancing on bare feet and as after exhaustion to relieve, 

inspire energy and alleviate pain. Hua Tuo, one of the most 

famous ancient Chinese medicine masters in Han Dynasty, 

who created the �Five Animals Play� Wu Qin Xi paid much 

attention to the feet therapy. The Method of Feet Inspection 

Guan Zhi Fa has also been recorded in the �Genuine Scripture 

of Gentlewomen� Shu Nu Zhen Jing. Especially the combina-

tion of massage manipulations and herbal feet bathing was 

considered as a �bible� for dispelling pathogenic factors and 

longevity by maharajas and peers in many dynasties. 

Chinese medicine holds that the importance of feet to hu-

man beings is comparable to the importance of roots to a 

tree, and as the withered root brings the aura of death to a 

tree, coarse feet can be considered as a foreboding of aging. 

There are over 60 acupoints and reflex regions on the feet. 

All of the three foot yin meridians, the Foot Tai Yin merid-

ian of the spleen, the Foot Shao Yin of the kidney and the 

Foot Jue Yin meridian of the liver, start their routes from the 

feet, whilst the three foot yang meridians, the Foot Tai Yang 

meridian of the urinary bladder, the Foot Shao Yang meridian 

of the Gallbladder and the Foot Yang Ming meridian of the 

stomach, end their journeys there. Besides the eight extraor-

dinary meridians, the Du-governing, the Ren-conception, 

the Chong-penetrating, the Dai-girdling, the Yang-linking, 

the Yin-linking, the Yang-motility and the Yin-motility vessels 

connect with the feet directly or indirectly. So it is no wonder 

that the foot is considered as the second heart of human 

beings. 

Clinical and experimental studies show that frequent, regular 

and effective stimulation of the feet may regulate the bal-

ance of Yin and Yang, promote the circulation of the Zang-fu 

organs and meridians and enhance the anti-patho-

genic vital Qi, i.e. the immunity, so as to achieve the 

result of curing diseases and pre-

serving health. A pair of healthy 

feet is obviously essential to our 

general health and longevity 

and you will surely benefit from 

regular proper feet bathing with 

Chinese herbs. 

אל -Ϋ
Rebirth of ancient traditional therapy

- A brief introduction of foot 
bath therapy with Chinese herbs -

Based on its convenient application and satisfying therapeutic results, the feet-bathing therapy with Chinese herbs, 

as a forgotten ancient traditional therapy originated from China, finds its current rebirth and has become en vogue 

in South-East Asia recently. Numerous patients and sub-health carriers benefit from this revived therapy and its 

miraculous charm.  
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Weixiang Wang, MD, PhD Shenzhou Open University of TCM, Amsterdam, The Netherlands and Nanjing University of Chinese Medicine, Nanjing, China
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TCM ANALYSIS OF INFERTILITY

Analysis of the differentiation and 

treatment result of the case

This case of infertility is classified as 

�Deficiency of Qi and blood�. At the ini-

tial treatment step when the patient is 

having IVF treatment, the Qi and blood 

are not efficient and are very unlikely 

to hold the foetus. There is weakness 

of the kidney, and the Chong and Ren 

channels are not strong enough. These 

conditions make miscarriage more likely 

to occur, causing the failure of the IVF 

treatment.

Treating a patient with acupuncture and 

Chinese herbal medicine will support 

the success of the IVF treatment. This 

happens because the TCM treatment 

tonifies the kidney and consolidates the Chong and Ren 

channels, and enriches the Qi and blood, ensuring that the 

two essences (the egg and the sperm) meet in an environ-

ment of sufficiency of Qi and blood.

The course of treatment for infertility is usually longer than 

for other diseases. This is because the assessment is based on 

the monthly cycle and changes can only be observed then, 

rather than every day or every week with other diseases.  

Because of this the course of treatment is usually between 

three to six months. This is equal to three to six days in the 

treatment of other problems. 

At the same time the differentiation and the treatment prin-

cipal have to be 100% correct. If there is 99% improvement in 

general symptoms and feel good factors, but no conception, 

the case is still a failure.  

With this particular case of infertility, the patient was over 

40 years old and the kidney was deficient, and the Qi and 

blood were insufficient. Furthermore she often over-worked. 

There was the added difficulty of her having hot and cold 

symptoms. The treatment was mainly 

based on tonifying, but it is important 

to avoid using herbs like Ren Shen 

(Ginseng) which is a very warm tonic. 

Ren Shen could cause Liver fire rising, 

which may lead to headache and ir-

ritable symptoms. A milder tonic should 

be used which is neither too warm and 

dry, nor too cold and bitter. Indeed it is 

most important to use a gentle tonic to 

achieve success.

The pathology, differentiation and 

treatment of infertility

Infertility is a common problem in TCM 

clinics in Britain. Throughout more than 

10 years of my clinical practice I found 

that infertility cases here are caused by 

both deficiency and excess. They can be summarised as the 

following three types. 

Type I: Kidney-Yang deficiency with spleen-Qi deficiency and 

excessive dampness.

Type II: Kidney-Yin deficiency with liver-Qi stagnation and 

liver-fire blazing.

Type III: Qi and blood deficiency with blood stasis.

The above differentiation has produced satisfactory results in 

clinical practice. 

Treatment Principles

�Neijing� states �When kidney-Qi is ample, Tian Kai arrives. 

Ren channel unblocked, Chong channel sufficient. Yin and 

Yang are harmonised, then can have baby�.

The entire treatment principles are: Enrich the kidney-Qi, 

warm kidney-Yang, nourish the essence blood, tonify the 

Chong and Ren channels, strengthen the spleen and stom-

ach, soothe liver-Qi.

To regulate the menstrual cycle, it is essential to understand 

Έ Ϋ┴ Ћ
Infertility and TCM – A Case Study

Shulan Tang, MD

Shulan College of Chinese Medicine, Old Trafford, Manchester, UK

This is part 2 of the series on TCM diagnosis and treatment of infertility.
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the law regarding the four phases of Yin-Yang waxing and 

waning, and the transformation that occurs during the men-

strual cycle.

1.	 After menstruation, nourish the Kidney essence and enrich 

the Qi and blood in order to prepare the basic conditions 

for conception. Recommended patent medicines: Wu Zi 

Yang Zhong Wan, Ji Shen Gui Yu Wan, and Gui Pi Wan. 

2.	 During the mid-cycle, nourish Yin and warm kidney-Yang, 

enrich the Qi and activate the blood to promote ovula-

tion. Recommended patent medicines: Ji Shen Gui Yu 

Wan, Chong Rong Bu Shen Wan, Jin Kui Shen Qi Wan.

3.	 Pre-menstruation, nourish the blood and warm the Yang, 

soothe the liver and promote blood circulation, and 

unblock the channels. Recommended patent medicines: 

Xiao Yao Wan, Xiang Fu Ye Mu Wan. 

4.	 During menstruation, regulate Qi and blood, nourish Yin 

and remove blood stasis. Recommended patent medi-

cines: Ba Zhen Ye Mu Wan, Shen Jiao San.

DIFFERENTIATION

Kidney-Yang and spleen-Qi deficiency with excessive 

dampness (Type I)

Symptoms

Infertility, delayed menstruation, and light bleeding. The 

blood is dark and thin, backache, pain in lower abdomen, 

thin-white discharge, clear urine, sallow complexion. Tongue: 

pale and swollen with teeth marks. Pulse: deep, slow, soft 

and thready. 

Aetiology & pathology

This is the most common type in Britain. This is because 

patients often have been taking contraceptive pills for many 

years, which can inhibit the growth of kidney-Qi and cause 

kidney-Yang deficiency, resulting in coldness of the uterus 

and the failure to conceive. �Shen Ji Zhong Lu� states �Women 

have no baby because of deficiency of Chong and Ren, kid-

ney deficiency and cold�.

Furthermore, the weather here is damp and cold for pro-

longed periods and patients tend to eat cold and raw food. 

They often eat a lot of cheese and milk that are damp and 

cold in nature. This causes spleen-Qi deficiency and excessive 

dampness. The cold and dampness hang about the uterus 

resulting in the failure to conceive.

Treatment principles

Warm kidney-Yang, strengthen the spleen, dry the dampness, 

and warm the uterus to support conception. 

Acupuncture: Ren 4 and 6, Bl 23 and 24, Du 4, St 36 (with moxa).

Patent medicines: Nuan Gong Yun Zi Wan, Er Chen Wan, Jin 

Kui Shen Qi Wan.

This method aims to build up an environment of sufficient 

Qi and blood. With this support basis the IVF treatment may 

achieve a high rate of success. 

Common herbs: Ai Ye, Du Zhong, Xiang Fu, Dang Gui, Xian 

Ling Pi, E Jiao, Xu Duan, Bai Shao, Xian Mao, Ban Xia, Chen Pi, 

Fu Ling.

Modification: If backache due to kidney deficiency, add Lu 

Jiao Shuan and Sang Ji Shen; tiredness due to spleen-Qi defi-

ciency, add Dang Shen and Huang Qi; dysmenorrhoea due to 

coldness in the uterus, add Gui Zhi and Gan Jiang.

Kidney Yin Deficiency, Accompanied by Liver Qi Stagna-

tion and Liver Fire (Type II)

Symptoms

Infertility, delayed menstruation, light bleeding, irritability, 

night sweats, tight chest, aching in the rib regions, breast 

tenderness, red tongue with little or no coating, thready, taut 

and rapid pulse. 

Causes and pathogen

This type is mainly seen in professional women who have 

stressful jobs or in women over thirty who are emotional and 

worry a lot. The essence of the kidney, �the basic material of 

conception is weaker than four times seven - twenty-eight�1.  

Also liver-Qi stagnation easily affects kidney-Yang, causing 

difficulty in conceiving. 

A theory from the Qin dynasty is expressed by Chen Xiu 

Yuan in the book �Nu Ke Yao Zhi Zhong Zi Pian�, in which he 

says �Women are childless because of irregular menstruation 

caused by internal emotional stress. The external is affected 

by six pathogenic factors, or because of an imbalance of Qi 

and blood, Ying and Yang�. 

Also, if the patient is sexually active excessively, she can 

loose kidney essence and her blood fails to nourish the 

uterus, causing infertility.

Treatment principle

Nourish the essence of the Kidney to enrich the basic mate-

rial of conceiving, and soothe liver-Qi to purge liver fire. 

Acupuncture: Kid 3, Ren 4 and 6, Spl 10.

Patent medicines: Jia Wei Xiao Yao Wan, Gui Shao Di Huang 

Wan, Wu Zi Yang Zhong Wan, Qi Ju Di Huang Wan

Common herbs: Dang Gui, Bai Shao, Shan Yu Rou, Shan Yao, 

Ze Xie, Mu Dan Pi, Fu Ling, Che Qian Zi, Wu Wei Zi, Zhi Zi, Gou 

Qi Zi, Chai Hu

Modification: Severe Yin deficiency add Sheng Di, Nu Zhen 
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