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编者的话 

 
本期会员参考节选自 5 月 8 日在中国西安召开的世界中医药学会联合会第

二届第六次理事会与第五次监事会以及 2010 中国（西安）中医药国际论坛的部

分主题演讲及会议论文，供各位学习、参考。
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中医药标准 

中医药国际组织标准在国际标准体系中的定位与作用 

世界中医药学会联合会副主席兼秘书长  李振吉 

国际组织标准是指由 ISO、IEC、ITU 这三大国际标准化组织以外的国际组织制定的标

准。目前，世界上大约有 300 多个国际和区域组织制定标准或技术规则。随着网络经济时

代的到来，对国际标准和标准化的需求日益突出，为国际组织标准的发展，提供了广阔的空

间。 

一、国际标准化机构与国际标准类别： 

㈠国际标准化机构： 

1. 国际标准化组织（ISO）：是世界上最大的国际标准化机构，成立于 1947年，总部设

在日内瓦。是非政府国际组织，不属于联合国。 

2. 国际电工委委员会（IEC）：是制定和发布国际电子、电工标准的非政府性国际机构， 

1906 年成立于英国伦敦。1947年并入 ISO，迁至日内瓦，1976年又分立出来，形成两个互

为补充的国际组织。 

3. 国际电信联盟（ITU ）：是联合国中处理电信事宜的政府间国际组织，简称国际电联，

总部在日内瓦。 

4. 与标准化有关的国际组织：除 ISO、IEC、ITU 以外，在制定标准的国际组织中，有

些基础好，条件比较成熟，得到 ISO 认可。其中有 40 多个在 ISO 网站上公布为其认可与

标准化有关的国际组织，如：世界牙科联合会（FDI）、国际信息与文献联合会（FID）、国

际乳品业联合会（IDF）、世界卫生组织（WHO）、世界气象组织（WMO）。还有些未被 ISO

认可的，如：国际羊毛局（IWS）、国际焊接学会（IIW ）等。 

5. 区域性标准化机构：欧洲标准化委员会（CEN）、太平洋地区标准会议（PASC）、泛

美标准委员会（COPANT）、非洲地区标准化组织（ARSO）等。 

㈡国际标准类别： 

1. 国际标准：分两部分，一是由 ISO、IEC、ITU 制定的标准，二是由 ISO 认可并在

ISO 标准目录上公布的其他国际组织制定的标准。 

2. 国际组织标准：也分为两个部分，一是 ISO 认可的 40 多个国际组织制定的标准未

纳入目录的部分，二是 ISO 尚未认可的其他 200 多个国际组织制定的标准。 
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3. 区域标准：区域性标准化机构制定的标准。 

4. 国际标准按不同划分方法，可以分为若干种类。如按标准的表现形式可分为标准、

规范、技术报告等。按专业领域可分为通用、基础和科学标准、卫生、安全和环境标准等。

按执行的方式，可分为强制标准和推荐标准等。 

二、中医药国际组织标准与 ISO、WHO 标准的关系： 

中医药国际组织标准，是指由中医药国际组织制定的标准。由于中医药国标组织是由各

国会员单位在共同目标下组成的联盟，大家共同参与制定的标准，大家应当共同遵守。虽然

该标准主要适用于本组织个各成员单位，但由于标准的基本特征是ñ统一ò，统一后标准也有

利于为各国中医药活动建立最佳秩序提供一种ñ约束ò，这种ñ约束ò可以具有跨越地区和国家

界限，从技术和管理上进行干预的权威，以保证中医药在国际上健康有序的发展。 

ISO 是世界上最权威的标准化组织，它所制定的标准是级别最高的国际标准。ISO 中医

技术委员会的设立，为中医药进入最高级别国际标准，奠定了基础，但级别越高，难度愈大，

周期越长，因而并不影响国际组织标准作用的发挥，正如：ñ国标ò并不能代替ñ行标ò一样。

有些国际组织标准可以作为 ISO 标准的ñ试行期ò或ñ实验田ò，待国际组织标准发布、实施相

对成熟后，再履行 ISO 技术程序，进入 ISO 标准。 

WHO 是政府组织，是 ISO 认可的与标准化有关的国际组织，它所制定的标准，当进入

ISO 目录后，才被视同为国际标准。因此，国际组织标准可以按照两个组织的分工，发挥试

行期或实验田的作用，有些标准进入 ISO，有些标准进入 WHO。 

应当说明的是，有些国际组织如果所制定的标准代表了当代科技发展水平，又经过严格

的科学实验、验证，又广泛征求各界意见，使之满足各有关方面的需要，当条件成熟时，可

以成为与标准化有关的国际组织。 

三、中医药国际组织标准与各国法律、法规和标准的关系 

㈠ 在市场经济运行中，有市场主体和客体之分。市场主体主要指法人和自然人，客体

指的是商品。法律、法规是管人的，管的是市场行为主体，市场行为的客体即商品，主要靠

质量标准来规范。由于国际组织标准与各国的法律、法规管理的对象不同，不影响各国法律、

法规的实施。 

㈡ 中医药已经传播到 120 多个国家和地区，由于文化背景、普及程度、从业人员水平

相差很大，各国标准也有较大的差异。由于标准制定的基本原则是ñ协商一致ò，其形成的标

准必然是一个被大多数国家所认可的ñ基本衡量准则ò，有的国家标准可能高于该准则，这国

家就会享有信誉，形成自己的特色与品牌，有的国家标准可能低于该准则，这些国家一定会
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努力达到该准则。随着时间的推移，标准也在与时俱进，整体水平就会提高。加之国际组织

标准多属于推荐性标准，因此，与各国标准体系不会产生矛盾。 

四、推行国际组织标准的内在动力是市场机制。市场机制是推行国际标准的内在动力。

任何单位、任何机构、任何个人要在市场竞争中占领市场，就必须是自己的服务或产品达到

规定的标准。谁符合标准，谁就赢得信誉，谁就有了市场，就能取得市场回报。 

推行国际标准的主要方法，是合格评定。 

五、世界中医药学会联合会作为中医药国际学术组织，为制定中医药国际组织标准所作

的主要工作： 

㈠ 世界中联是秘书处设在中国的中医药国际学术组织，目前已经有 57 个国家和地区的

195个会员单位入会，总人数达到 30 万人左右。 

㈡ 世界中联成立以来，一直把制定、发布和推行中医药国际组织标准工作作为自己的

一项历史使命。 

㈢ 已经制定、发布三个国际组织标准： 

1. 世界中联标准制定和发布工作规范。 

2. 中医药基本名词术语中英对照标准。 

3. 世界中医本科（CMD 前）教育标准。 

㈣ 目前正在进行中医药基本名词术语中法、中西、中葡对照标准的起草工作。 

 

 

中医药立法 

Why the European Unionôs Traditional Herbal Medicinal Products 

Registration Scheme is not Fit for purpose 

 

Robert Verkerk BSc MSc DIC PhD 

 

Abstract 

 

The European Unionôs Traditional Herbal Medicinal Products Directive, which comes 

fully into force on 1 April 2011, was conceived as a fast-track licensing (registration) 

regime for products from traditional medicinal cultures, including non -European ones 
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such as Traditional Chinese Medicine and Ayurveda. However, to-date, not a single 

classical medicine from any non-European traditional medicinal culture has been 

registered. In this paper, the key reasons for this are outlined with specific focus on the 

technical and economic limitations of the EU regulatory model. The paper also 

demonstrates how other European laws, including medicinal and food supplements laws, 

as well as the recently established Nutrition and Health Claims Regulation, act as 

additional obstacles to the adoption and practice of TCM and other traditional systems of 

healthcare. The paper concludes by considering some of the regulatory changes that 

would be needed to allow the legal infrastructure in Europe to meet its intended purpose, 

as well as ensure it was both proportionate and non-discriminatory.  

 

Background 

 

The Traditional Herbal Medicinal Products Directive (THMPD) (EC Directive 

2004/24/EC) passed into European Union (EU) law in 2004. The Directive applies only 

to herbal products that conform with the very broad European definition of a medicine 

(under amending EC Directive 2004/27/EC). Herbal produ cts that are not regarded as 

medicinal do not have to be registered under THMPD and may continue to be sold in the 

EU as botanicals under the food supplements category, subject to national rules. 

 

The key stated purposes of the THMPD are three-fold:  

 

¶ Harmo nisation of requirements on quality, safety and efficacy for herbal 

medicinal products  

¶ Improvement of pharmacovigilance for herbal medicinal products  

¶ Facilitation of free movement of safe herbal medicinal products within the 

European Union 

 

The THMPD main tains a transition phase through to 31 March 2011. Prior to this date, 

herbal medicinal products that were already on the market at the time the law was passed, 
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and approved by national competent authorities, may continue to be sold freely. Such 

products will however become illegal if not registered by 1 April 2011, either under the 

THMPD itself or under a conventional medicinal product market authorization. One type 

of market authorization, distinct from the THMPD, involves products containing 

ingredients with ówell-established useô, as demonstrated by the scientific literature. 

Extensive data is required for such authorizations and it is likely that this type of 

authorization will only be applicable to a small number of products.  

 

The THMPD exists as a sub‐Directive of the Human Medicinal Products Directive 

(2001/83/EC, amended by 2004/27/EC). This Directive essentially offers a simplified 

(ófast‐trackô) medicinal registration scheme for herbal medicinal products that are able 

to demonstrate, using bibliogr aphic evidence, together with an expert report, 30 years 

continuous safe usage, of which at least 15 are within the EU (Article 16c1(c)). Only 

limited claims for minor conditions are allowed under the scheme.  

 

The simplified scheme avoids the need to demonstrate efficacy by way of conventional 

clinical and animal data, these typically being the most costly aspects of applying for a full 

medicinal license (market authorization). However, the scheme as specific requirements 

for safety and quality, needing the support of physico-chemical and (micro) -biological 

tests, pharmacological and toxicological studies.  

 

Applications for a THMPD registration are made via particular Member States from 

which guidance can be obtained. Applications are then evaluated centrally by the 

Committee on Herbal Medicinal Products (HMPC) of the European Medicines Agency 

(EMEA), which has also been given responsibility to establish monographs for herbal 

substances1. At the time of writing, 46 monographs are complete 2. 

 

As of March 2009, only 50 registrations had been granted, the majority being initiated 

through the UK (Table 1). Owing to the challenges posed by the technical requirements, 

not more than a 200 to 300 applications are expected prior to the end of the transition 
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phase of the Directive in April 2011.  

 

Some Member States, such as the UK, have instigated a simplified transfer system for 

herbal medicinal products that were already licensed under national schemes or formally 

exempted from such licenses. The purpose of the transfer scheme is to assist products 

that have well-established science or traditional use to be registered more easily.  

 

Registered traditional herbal medicinal products (THMPs) are intended for use by the 

end consumer without the supervision of a medical practitioner for diagnostic purposes 

or for prescription or monitoring of treatment (Article 16a1(a)). This creates a major 

constraint since many traditional medicinal products are typically used in conjunction 

with advice by a practitioner, for minor but al so for more serious ailments, including 

cancer, psychiatric diseases, infectious diseases (e.g., hepatitis, influenza), cardiovascular 

diseases or metabolic diseases such as diabetes, none of which would be acceptable by the 

registration authority.  
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Table 1. THMP registrations granted by March 2009.  

 

 

Member State 

(number of 

registrations) 

 

Product 

Date 

United Kingdom (n=26)  Arnica Gel (Arnica)  November 2006 

 FlexiHerb® (Devilś Claw)  January 2007 

 MigraHerb® (Feverfew)  April 2007  

 MenoHerb® (Black C ohosh) June 2007 

 Prostasan (Saw Palmetto)  September 2007 

 PremHerb® (Agnus -castus)  October 2007 

 NiteHerb® (Valerian root)  December 2007 

 Atrosan® (Devilś Claw)  January 2008  

 Venaforce® (Horse Chestnut)  February 2008  

 HyperiCalm® (St Johnś Wo rt, high dosage)  March 2008  

 

NiteHerb® Plus (Passionflower + Valerian 

root)  March 2008  

 Kaloba (Pelargonium root)  April 2008  

 

Botanova (Passionflower + Valerian + 

Hypericum)  May 2008  

 Hyperiforce (St Johnś Wort)   May 2008  

 

2 x Echinaflu / EchinEe ze (Echinacea root)  June / Sept. 

2008  

 Valdrian (Valerian root)  July 2008  

 Vitano (Rhodiola rosea root)  August 2008 

 Duchy Hyperi -lift (Tincture)  August 2008 

 Duchy EchinaRelief (Tincture)  August 2008 

 DiaSleep / DiaNight (Valerian root)  December 2008  
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DiaSleep / DiaNight Plus (Passionflower + 

Valerian root)  January 2009 

 DigestHerb® (Artichoke, high dosage)  February 2009 

 RelaxHerb® (Passionflower, one -a-day)  March 2009  

Germany (n = 7) Klosterfrau Melissengeist December 2005 

 Weißdorntee  (Hawthorn Tea)   February 2007 

 Canephron® (Tablets + Liquid)   March 2007 

 Pumpkin Seed Capsules  October 2007 

 Urophyton liquidum  January 2008  

 Abtei Baldrian -Perlen  December 2008 

 2 x Passionflower Tablets (Passiflora extract)  June 2007 

Austria (n = 12) 4 Pelargonium Liquids + Tablets (Pelargonium 

extract)  2007 / 2009  

 

Neurapas® (St. Johnś Wort, Valerian, 

Passionflower) 2008  

 Arnica Cream  2008  

  Capsicum + Arnica Plaster  2008  

 Rhodiola Tablets 2008  

 Kalmine Tablets (Valerian + Passionflower)  2008  

 Dr. Böhm Teufelskralle 600  2009 

 Passionflower 425 mg (Passiflora extract)  June 2007 

Spain n = 2) Neurapas® (St. Johnś Wort, Valerian, 

Passiflora)  July 2007 

Netherlands (n = 2)  2 x Pelargonium Liquids (Pelargonium extract)   June 2007 

Slovenia (n = 2) 2 x Herbal Teas 2007 

Poland (n = 1) Doppelherz Tonikum  2008  

Slovakia (n = 1) Doppelherz Tonikum (Referral)  2008  

 

Key challenges posed by the EU THMP registration scheme 



 

12 

 

The provisions of THMPD, which come fully into force in April 2011 , provide particular 

obstacles for many small to medium-sized enterprises (SMEs) in the natural health sector 

which are manufacturing and/or retailing traditional herbal products. Major exporters of 

finished herbal products, such as those from China and India, are similarly impacted.  

 

Out of the 50 registrations successfully granted, none relate to traditional medicines from 

any of the non-European traditions (Table 1). 

 

There are a number of main reasons for this: 

 

1. Eligibility. The so-called ô30-year ruleô, which requires evidence of continuous 

safe use of products for 30 years, including at least 15 years within the EU, acts as 

a major barrier to products from non -European traditions. It also acts as a barrier 

to innovation, as the addition of new botanic al ingredients, or alteration of the 

amounts of existing ingredients, based on recent or emerging science, bar such 

formulations from the traditional use stipulation.  

  

2. Cost of registration. The total cost of registration can amount to well over 

ú50,000 (euros) per product. These costs are borne from a number of areas 

including costs of compiling the registration dossier, costs of undertaking any 

additional scientific works (e.g., genotoxicity tests [see below]), costs of 

implementing pharmaceutical good manufacturing practices (GMPs) and costs of 

additional personnel. Overseas sites of production or manufacture need to be 

licensed separately (following approval of Site Master File) by competent 

authorities in the EU, as do wholesale dealers. The high up-front and ongoing 

costs of registration impact SMEs in the herbal sector disproportionately. They 

generally manufacture or distribute diverse product ranges, each product 

supporting only a relatively small turnover. Lar ge companies, by comparison, are 

typically reliant on fewer products, each with high sales volumes.  
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3. High quality genotoxicity data. For many herbal substances used in 

traditional cultures, these data are not available. For others, they are viewed as 

being of insufficient quality by HMPC/EMEA. This requirement has been one of 

the major reasons for the small number of applications to the registration 

scheme. 

 

4. Pharmaceutical Good Manufacturing Practices (GMPs). These 

requirements considerably exceed the standards for food manufacture and may 

be difficult to meet given the fluctuating chemical composition of natural 

products. Additionally manufacturers are required to retain the services of a 

óQualified Personô to ensure compliance with pharmaceutical standards, this 

adding an additional cost burden. 

 

5. Technical difficulties in compliance. There are many technical challenges in 

meeting the pharmaceutical criteria required for registration. This includes the 

provision of stability data for which identification of  marker compounds are 

required (see separate section below). While these criteria can be met in the case 

of single or limited herb combinations, they are considerably more challenging in 

the case of poly‐herbal products which are typical of non-European traditional 

medicinal cultures (e.g. Traditional Chinese Medicine, Ayurveda).  

 

6. Non-herbal ingredients. Many traditional cultures utilise non ‐herbal 

products, including ingredients of animal origin and minerals. These are 

presently disallowed by the Directive. Vitamins and minerals are allowed in 

registered products, but only if the amounts are considered óancillaryô to the 

botanical ingredients.  

 

7. Limited claims environment. Given that the only claims allowed for 

registered products are for the support of mino r ailments, this precludes many 
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traditional medicines from non -European traditions that have long been used for 

more serious conditions. 

 

The European Commissionôs view 

 

On 29th September 2008, the European Commission published an important report 

entitled  óReport on the experience acquired as a result of the application of the provisions 

of Chapter 2a of Directive 2001/83/EC, as amended by Directive 2004/24/EC, on 

specific provisions applicable to traditional herbal medicinal productô3  

 

The report recognises some of the difficulties that companies have experienced to-date 

with the registration scheme, but also indicates there is likely to be little future  

flexibility with regard to altering the provisions. One primary exception to this is the 

likely expansion of the scope to include non‐herbal substances. More hopeful, however, 

is the conclusion by the Commission that a new legal framework may be considered for 

particular traditional medical systems, e.g., Traditional Chinese Medicine, Ayyurveda, 

anthroposophic medicine. 

 

Technical challenges relating to stability tests 

The EMEAôs Guidance Note on the Quality of Herbal Medicinal Product 4 calls for tests to 

demonstrate that the known constituents of any herbal medicines in the product are 

present in the finis hed product. This Guidance Note states that if an herbal medical 

product contains a combination of several herbs, ñthe determination may be carried 

jointly for several active substances.ò  

The Note advises that such identification tests have to be carried out ñby different 

appropriate chromatographic methods.ò There are considerable challenges in using 

robust identification system for complex botanical products. While such quality control 

measures are routine for orthodox drugs which contain single or a lim ited number of 

discrete, usually synthetic, highly purity, chemical entities, they pose numerous 
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difficulties for the evaluation of complex herbal mixture containing several herbs, each 

one containing a multiplicity of chemical signatures.  

In practice, when using the relatively inexpensive thin-layer chromatography (TLC), the 

chromatographic fingerprint of one herb often obscures that of other herbs with which it 

is combined in a product so that no determination of the individual marker compounds of 

all the herbs can be made. It appears that the only way that these data might be provided 

for combinations of several herbs is by the use of high pressure liquid chromatography 

(HPLC). But even with such equipment, the task of identifying markers of several herbs 

blended together in one formulation might well prove impossible. The cost of a basic 

HPLC machine is about ú60,000, but the true cost of these procedures has to include the 

development of techniques to demonstrate the chemical markers of each herb in 

combination. This is likely to be expensive in terms of time and personnel involved and 

beyond the financial resources of the many very small, small and medium companies in 

the European herbal sector.  

A well-known German Laboratory recently gave a written cost estimate to an American 

applicant, for quality assurance and stability testing sufficient to qualify an herbal tea 

with two active ingredients for THMPD licensing at approximately a minimum of 

ú100,000 per product (personal communication, Sebastian Pole, Pukka Herbs Ltd). 

 

Development of more proportionate, technically feasible and effective 

methodologies for stability testing 

 

It is apparent that the prime purpose of the THMPD is to ensure quality, safety and 

efficacy of the registered herbal medicinal products. Clearly, the issue of efficacy is dealt 

with indirectly through the verification of traditional use (although there is no scientific 

rationale for the exclusion of products wi th less than 15 years usage in the EU). The issues 

of both quality and safety are catered for through the imposition of pharmaceutical 

criteria, most of which are taken directly or adapted from conventional medicinal 

products, under Directive 2001/83/EC. T he key questions that then need to be asked are: 
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¶ Are the stability data as determined according to the methods proposed in the 

Guidance Note on the Quality of Herbal Medicinal Products  including the 

requirements for stability data, necessary to achieve quality and safety? 

¶ Are stability data necessary for pre-market authorisation, or could responsibility 

for stability (shelf -life) be placed on manufacturer as per existing requirements of 

food law (under EC Regulation 178/2002) in relation to foods and food 

supplements? [Note: Herbal products, particularly complex combination 

products, are, from a compositional point of view, more akin to foods than they 

are to conventional pharmaceuticals, the latter being generally based on very well 

characterised, synthetically produced chemicals within an inert matrix]  

¶ Are the existing methods applicable and relevant to the full array of traditional 

herbal products, or are they less applicable to particular product types, notably 

poly-herbal products with large numbers of herbal components or particular 

formulation types e.g. certain water-based/low alcohol products such as 

Ayurvedic tonics? 

¶ Are there ways of simplifying the existing required procedures? 

¶ Could alternative methods be both suitable and more feasible? 

While the reflection paper asserts that ñadequate quality standards have been 

establishedò, this view may be contested. Following are some additional concepts that 

could readily lend themselves to quality determinations that could be considerably more 

proportionat e in effect largely owing to their technical feasibility and the reduced cost of 

the methods.  

 

1. Development of selective chromatographic techniques that dramatically reduce 

the requirement for production of stability data as a requirement of pre -market 

authorisation. Such a system is tried and tested in Australia and is overseen by 

the Australian medicines regulator, the Therapeutic Goods Administration 

(TGA)5. Such systems may involve developing systems appropriate to specific 

products which are justified by the manufacturer. Citing directly from the TGAôs 

website: ñIt may not be possible to check the stability of all active ingredients in a 
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multi -ingredient complementary medicine. In such cases, studies which force the 

sample to degrade, for example, with heat, to allow identification of changes 

taking place that may then be used as stability indicators for the product. With 

adequate experience of product formulations and their stability, it may be 

possible to group ingredients and to selectively monitor for a smaller number of 

ingredientsò. The key elements of the successfully operated TGA system are: 

¶ It is the responsibility of the manufacturer to develop a stability testing 

protocol specific to each registered product that allows the stated shelf life 

to be met and justified. The manufacturer must have available a scientific 

justification of the methods used;  

¶ Since the TGA recognises the technical difficulties that may be associated 

with stability testing of complex polyherbal and multi -ingredient 

medicines, the shelf life of a licensed product may be determined by 

reference to stability studies performed on a similar (corresponding) 

product. However, should a manufacturer use this option, it must hold 

evidence to justify the applicability of the data from  the corresponding 

product.  

¶ If complete stability data are not available, the manufacturer may make a 

judgment on an interim or abbreviated shelf life. Such a judgment must 

be supported by evidence and may be used until the results of stability 

testing are available. 

2. Chemometric methods for analysis of the chromatographic fingerprint, using 

Fisher components (e.g., Cheng et al, J Chem Inf Comput Sci. 2003; 43(3): 

1068-76). 

3. Surface Plasmon Resonance (SPR); as used by Lu et al, Biochim Biophys Acta . 

2001; 1512(2): 308 -16). 

4. Biological assays. Rather than evaluating active constituents or surrogate 

biomarkers, assays which evaluate biological activity could be suitable. Examples 

are given below: 
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¶ antioxidant activity; tests evaluating activity of reactive oxygen species, 

using for example peroxynitrite, hydroxyl radicals or superoxide 

dismutase  

¶ assays of activity against inflammatory cytokines (e.g. TNF) and adhesion 

molecules (e.g. integrins, immunoglobulins)  

¶ microbial activity; activity against yeasts, bacteria , fungi or protozoa 

¶ activity against other organisms; e.g. brine shrimp assay (e.g. Wanyoike et 

al, Ethnopharmacol.  2004; 90(1): 129-33).  

 

EU regimes for botanicals other than the THMP registration scheme 

 

The European legislative environment differs mark edly from that of many other countries 

in that it effectively provides a óring-fencingô regulatory environment for distinct products 

(see Figure 1). This contrasts, for example, with the dietary supplement regime of the 

United States where, under the Dietary Supplement Health and Education Act (DSHEA) 

of 1994, one regime exists for all products which are deemed as ódietary supplementsô, 

including botanical products. Other schemes, such as that of Australia, requires that all 

ócomplementary medicinesô, including Traditional Chinese Medicines, Ayurvedic 

medicines and Australian indigenous medicines, are regulated under the Therapeutics 

Goods Act 1989. The primary risk for botanical products under the EU regulatory scheme 

is the difficulty of gaining or retaini ng eligibility and approval under an appropriate 

regime. Products falling outside any of the regimes (Figure 1) are deemed illegal.  
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Figure 1. European legal context of traditional herbal medicinal products (THMPs) in 

relation to other categories of products containing botanical ingredients. Foods are 

regulated under EU General Food Law (Regulation (EC) No 178/2002); novel foods 

under the Novel Foods Regulation (Regulation (EC) No 258/97, as amended); food 

supplements under the Food Supplements Directive (Directive 2002/46/EC, as 

amended), medicinal product market authorisations under the Human Medicinal 

Products Directive (Directive 2001/83/EC, as amended) and THMPs under the amending 

directive (Directive 2004/24/EC) of the HMPD. Some botanical -containing  food 

supplements may be regarded as medicinal products in some EU Member States, hence 

the overlap between food and medicinal classification. 

 

While the European Commission originally considered the option of harmonising laws 

for botanicals in food supplements, under an extension of Directive 2002/46/EC (see 

recital 6 and Article 4.8 of Directive), it has more recently decided 6 that botanicals in food 
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supplements will, for the time being, continue to be regulated under national (EU 

Member State) rules.  

 

This process is being guided by botanicals by Europeôs prime authority on food safety 

matters, the European Food Safety Authority (EFSA). In September 2009, EFSA 

published a ótoolkitô to help assess the safety of botanicals and derived preparations which 

are intended for use in food supplements7. This toolkit is aimed at Member State 

competent authorities. It is essentially comprised of:  

 

¶ A guidance document identifying the data needed to assess the safety of 

botanicals and suggesting a science-based approach for the safety assessment. It 

also provides a set of criteria to prioritise botanicals for safety assessment  

¶ A report with a number of examples illustrating how to apply the proposed 

scientific approach   

¶ A Compendium of botanicals that have been reported to contain substances that 

may be of health concern when used in food or food supplements. 

 

The Compendium identifies particular chemical constituents within botanicals, such as 

particular alkaloids or glycosides, that are of most relevance to risk assessment, as well as 

scientific references relating to these components.  

 

There is a considerable risk that many botanicals currently sold legally as food 

supplements in the more liberal EU markets, such as the UK, the Netherlands and 

Sweden, could potentially fall outside this regime. The Italian government is adapting its 

national laws in order to protect its countries dynamic herbal industry. However, the 

greatest concerns are for the continued viability of products from non -European 

traditions.  

 

Mutual recognition 
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The Mutual Recognition Regulation (Regulation (EC) No 764/2008), which came into 

force on 13 May 2009, offers some hope for products sold freely in one Member State 

being granted approval for sale in other Member States. The key requirement for mutual 

recognition, which aims to reduce barriers to trade within the EU single market, is that 

there is no evidence to indicate a product constitutes a risk to human health. This clearly 

is a issue over which discrepancies of opinion are likely, and sometimes such 

discrepancies may only be able to be settled following adjudication by the European 

Court of Justice. 

 

Health claims for botanical food supplements 

 

The EU has instituted a comprehensive regulation that regulates all nutrition (content) 

and health claims for all categories of foods, including functional foods and food 

supplements. The regulation (Regulation (EC) No 1924/2006) came into force on 1 July 

2007 but has a range of transition measures that will be effected over a number of years.  

 

The law has extraordinarily far -reaching consequences as it applies to all manner of 

presentation of claims, not just on -pack information and marketing materials. The law 

considers any presentation of a claim, including the spoken word or graphical or pictoria l 

representations. It also uses, as with many European laws, the principle of Napoleonic 

law, which, in the criminal context, considers a party guilty unless proven innocent. As 

applied to health claims, which relate to any statement or representation of a beneficial 

health relationship attributed to a food or food constituent, all claims are banned, unless 

they are specifically allowed. 

 

Health claims are to be approved under two main regimes: one for generic claims (under 

Article 13) and those for product-specific, disease risk reduction or childrenôs health 

claims. The latter group have such high data requirements that they are only amenable to 

the largest corporations and it is unlikely that many, if any, food supplements will be 

granted such claims. 
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The EFSA is presently in the process of evaluating Article 13 claims submissions, of which 

there were 44,000 made throughout Europe in 2007. Nearly 40,000 of these claims were 

rejected when it was retrospectively determined by the European Commission and EFSA 

that claims not supported by human studies would be rejected. The key requirements for 

acceptance of generic claims is that causal relationship between the food or food 

constituent are supported by ñgenerally accepted dataò. This requirement acts as a major 

obstacle to the approval of claims. For example, in a different context, it took many years 

for the causal relationship between tobacco smoking and lung cancer to be established 

unequivocally. 

 

On 1 October 2009, the EFSA published its first 500 opinions on generic claim 

applications8. Although a significant number of claims for vitamin and minerals were 

successfully evaluated, the vast majority of claims for botanicals, at least in this first batch 

of evaluations, were not successful. In many cases this was because EFSA considered that 

evidence from human studies was not regarded as sufficient to demonstrate the causal 

relationship.  

 

Currently, health claims that were already made for given products prior to 1 July 2007, 

the date of enforcement of the Regulation, can continue to be made under transition 

measures (Article 27) assuming the claims were allowed in the Member State in which 

the products were sold. This transition arrangement will expire once EFSAôs evaluation of 

all generic health claims are complete, which is proposed by the end of 2010. Once EFSA 

has completed its evaluations, the opinions will be approved by the Standing Committee 

on the Food Chain and Animal Health and will subsequently be passed into European law. 

From this time, all clai ms that are not approved will become illegal. 

 

Article 13.5 of the regulation allows case-by-case evaluation of nutrition and health claims 

ñbased on newly developed scientific evidence and/or for which protection of proprietary 

data is requestedò. This sub-set of claims is again most likely to benefit large food 
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corporations, rather than players in the herbal food supplement sector.  

 

The greatest likely travesty with the Nutrition and Health Claims Regulation is that it is 

likely to create a regulatory environment in which any type of health claim for botanical 

food supplements will not be able to be made. While the Regulation aims to protect 

consumers by preventing them being misled by unsubstantiated claims, its requirements 

are so onerous and rigid that it may well have the reverse function. Well-established 

health benefits, supported by years (even centuries) of clinical experience, biochemical 

evidence or animal studies, will not be regarded as sufficient to allow a claim. As such, 

consumers will get less rather than more information, in the absence of information, 

there is an increased chance that products will be inappropriately selected and consumed. 

 

Conclusion 

 

It is evident from the legislative history of the THMPD that the Directive was originally  

intended as a regulatory regime intended for botanicals from specific herbal medicinal 

traditions, including non -European ones. 

 

However, the EU, centralised THMP registration scheme provides a major challenge to 

botanical manufacturers, importers/exporte rs, distributors, retailers and practitioners of 

herbal medicine. It appears from the evidence to-date that the scheme does not provide 

an appropriate regulatory environment for complex traditional medicines from 

non-European traditions. Most registrations , thus far, are for single or very limited herb 

combinations from European traditions. The ó30-year ruleô is both arbitrary and 

discriminatory. The onerous nature of the registration requirements, as well as the 

ongoing costs of maintaining registration, a re often prohibitive for smaller businesses 

that have traditionally been the main players in the herbal sector.  

 

While the food supplement regime provides a potential ósafe harbourô for botanicals, it is 

increasingly likely that more and more botanicals wi ll be regarded as medicinal products, 
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particularly if there is no available evidence for established food usage of the botanical. 

Even if botanicals are allowed in food supplements under Member State national rules, 

the highly restrictive health claims env ironment offered by the Nutrition and Health 

Claims Regulation is likely to act as a major constraint for the use of any type of health 

claim for such products. 

 

One of the greatest travesties for products from the great herbal medicinal traditions, 

such as Traditional Chinese Medicine, Ayurveda, Unani, Tibetan, Amazonian, South-East 

Asian and Southern African traditions, is that may ófall between two stoolsô. Many of these 

products may struggle to cope with the regulatory requirements of the medicinal regi mes, 

notably the THMP scheme and full medicinal product market authorisation, while they 

may also fall outside of the various categories of food (Figure 1). Any product failing to 

comply with one or other of the regulatory regimes will effectively be banned. The 

deadline for compliance under at least one of these regimes, in order to ensure continued 

supply of products, is effectively 31 March 2011, the end of the THMPD transition phase.  

 

While the THMP scheme is so deficient, it is of crucial importance t o work to expand the 

capability of the food supplement regime as a means of providing a ósafe harbourô for 

botanicals used to support health and wellbeing. This process will be aided greatly by 

collation of bibliographic evidence for the food usage of particular herbs. Additionally, 

influencing the data requirements for approval of health claims under the highly 

restrictive Nutrition and Health Claims Regulation is also required. Presently, this 

Regulation is set to impose probably the greatest restriction on freedom of speech yet 

seen in relation to communication of the beneficial properties of foods and food 

constituents.  

 

In the longer -term, maximum effort should be applied to attempt to amend the existing 

THMP registration scheme, particularly to ensure  that it befits non -European as well as 

European traditions of herbal medicine given that the Directive is clearly not presently fit 

for purpose.      
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Strategies for the Protection of TCM in Europe 

 

Meleni Aldridge,  Robert Verkerk PhD 

 

Background 

 

The European Commission (EC) directive on traditional herbal medicines (2004/24/EC) 

passed into law in 2004.  The directive allows a 7-year transition phase during which 

time companies manufacturing or distributing herbal medicines de rived from 

long-standing cultures are expected to submit dossiers for individual products.  Dossiers 

should be submitted to the relevant competent authorities in any of the 27 member states 

of the European Union (EU) and following centralised approval by a  committee in the 

European Medicines Agency (EMEA), the product may be sold EU-wide. 

 

To-date, not a single herbal product from the Traditional Chinese Medicine (TCM) 

tradition or that of the other great holistic healthcare traditions, e.g. Ayurveda, have been 

registered.  Given that in many member states the food supplement regime for botanical 

containing food supplements will alter following the end of the transition phase, 31 st 

March 2011, it is expected ð should the directive not be amended ð that a great many 

Chinese and other herbal medicines will become unavailable in Europe.  One of the 

principal reasons for lack of registrations under the simplified medicinal licensing regime 

offered by the directive, are the technical difficulties involved in prepa ring dossiers.  An 

explanation of these difficulties are given in a separate report in these proceedings by Dr 

R Verkerk of the Alliance for Natural Health International (ANH -Intl).  

 

This report will consider a multi -faceted strategy which could be implemented to 

safeguard the long-term future of TCM, as well as other traditional medicinal systems, in 

Europe. 
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Strategy options 

 

We have considered below the strategies under various sub-headings.  However, in 

order to optimise the effectiveness of any campaign, it is of great importance that work 

and personnel involved in each area are well coordinated with one another. 

 

¶ Scientific strategy : It is essential to highlight those areas of dossier preparation 

which exceed the requirements to ensure safety of herbal products.  Methods 

should be compatible with the diverse, often varying compositions of naturally 

occurring botanical substances.  The primary aim should be that the standards 

meet the requirements to ensure adequate quality, purity and stability of the 

products.  Of great significance for any traditional herbal product is to ensure that 

due account is taken of the traditional pharmacopoeia.  One of the main difficulties 

with the present structure of the directive is its reliance on the pharmaceutical 

standards required for conventional medicinal products, as given in the directive on 

human medicinal products (EC Directive 2001/83/EC, Article 8(3)).  An 

amendment is urgently required to provide new quality standards specific to the 

TCM tradition.  

 

¶ Grassroot s awareness raising: Central to the ANH -Intlôs strategy is to activate 

an EU-wide grassroots awareness campaign on the grounds that it contravenes EU 

citizensô fundamental human rights.  There are estimated to be over six million 

people in Europe who use traditional herbal medicines as their primary approach in 

healthcare.  Many of these are unaware of the threat to their freedom of health 

choice or the cultural discrimination against philosophies that are thousands of 

years old.  The consumer lobby carries considerable weight when communicating 

key messages to Members of the European Parliament (MEPs) and will greatly assist 

the proposed advocacy work.   
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¶ Multi -cultural awareness: It is imperative to demonstrate that EC Directive 

2004/24/EC presents a signi ficant threat to many traditional cultures.  In uniting 

both the Chinese and Indian interests, with additional case studies from other 

medicinal cultures, such as those from South America, Southern Africa and South 

East Asia, the pressure on the European Commission to amend the directive is 

greatly amplified.    

 

¶ Legal strategy:  ANH -Intl has been considering two potential routes to ensure 

amendment of the directive.  One involves direct judicial review of the directive 

initiated through a domestic (European  Member State) court.  The intention would 

be to have this court provide a reference to the European courts (European Court of 

Justice and/or the European Court of Human Rights).  The ANH has sought a legal 

opinion on such an approach and has been advised there are solid grounds for 

judicial review.  While it is no longer possible to initiate direct judicial review of the 

directive itself or the member state implementing measures, as these would have 

had to have been initiated in 2004 or 2005 respectively, ANH -Intlôs barristers have 

confirmed that another route is available for initiation of the review.  This would 

involve initiating proceedings following the rejection of an application for 

registration by a member state.  The principle grounds for challenge are proposed:  

 

a. Proportionality combined with a restri ction of freedom of movement of 

goods argument (under Art 28 EC of the Treaty of the European Community) 

b. Transparency  

c. A human rights/cultural discrimination argument  

   

Secondly, and ideally in parallel to the proposed EU legal process, 

inter -governmental consultations would be initiated through the World Trade 

Organization (WTO).  Such consultations would be greatly assisted if they were 

undertaken jointly with the Indian government that is deeply con cerned about 

impacts on Ayurveda, Unani, Siddha, etc.  Other countries may also wish to be 
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involved such as those from South East Asia, South America and Southern Africa.  

WTO consultations should be considered the first step.  Should initial negotiations 

facilitated by the WTO with the EU prove unfruitful, the negotiations could be 

upgraded to involve the WTOôs dispute settlement process and even its Appellate 

Body.  It is envisaged that such pressure particularly in conjunction with the EU 

judicial process will greatly assist the development of a legal framework that is 

considerably more compatible with TCM.  

 

¶ European advocacy: dedicated lobbying of both the European Commission and 

the European Parliament by multiple interest groups in different member sta tes is 

fundamental to ensure the success of the strategies highlighted above.   

 

ANH-Intlôs prime position to facilitate 

 

ANH -Intl  is an international non -governmental, non-profit organisation, funded solely 

through donations.  The organisation was founded by Robert Verkerk PhD in 2002 for 

the purpose of helping to positively shape a more proportionate legal and scientific 

framework applicable to natural health.   In 2003 the ANH brought a legal challenge 

against a proposed EU ban on particular, mainly naturally-derived, vitamin and mineral 

forms used in food supplementsða case which was successfully referred to the European 

Court of Justice.   

 

In 2005, the Courtôs ruling on the ANH case helped to safeguard natural sources of 

vitamins and minerals and gave important clarification to areas of food supplement law 

that were lacking transparency.  This included procedures involved in the authorisation 

of ingredients, as well as on the role of European regulators in relation to the burden of 

proof for the safety of supplements.  Having successfully brought a legal challenge to the 

ECJ, ANH-Intl is ideally placed to initiate another legal challenge, this time in defence of 

traditional medicinal cultures.  
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ANH -Intlôs objective, independent and credible status as an international NGO means 

that ANH -Intl is readily able to coordinate the many diverse interests impacted by this 

impending legislation, including governments, NGOs, in -country manufacturers and 

exporters, EU-based importers, distributors, practitioners, cons umers and community 

groups.   

 

Over the last 8-years of its existence, ANH-Intl has become one of the most significant 

voices on international regulatory issues, assisted by its unique ógood scienceô and ógood 

lawô approach, The organisation has been at the forefront of both exposing deficiencies in 

internationally recognised approaches to risk assessment and management as applied to 

nutrients, as well as proposing new, more appropriate approaches.  It has built a strong 

network of collaborating organisatio ns and companies, especially in the USA, Europe and 

more recently in India, and now calls for support from Chinese interests with respect to 

the challenges posed by the impending EU directive.  It is through this international 

strategic alliance of interests that ANH -Intl is well placed to provide the interface 

between Chinese and Indian interests and facilitate collaboration towards the common 

goal of ensuring the continuation and expansion of long-standing, non-western, 

traditional medicinal cultures in E urope. 

 

 

 

Next Steps for Complementary Therapy 

Last modified date:  

1 April 2010  

Proposals for improving safeguards for people using herbal medicines, traditional 

Chinese medicine and acupuncture were announced by Health Secretary Andy Burnham 

today. 

These services are often accessed via private clinics and high street shops rather than 

from the National Health Service. The move to take tougher action to regulate 

practitioners follows the views of members of the public and the wider scientific 
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community, w ho responded to a joint public consultation on behalf of all 4 UK countries 

last year. 

Andy Burnham said: 

'Emerging evidence clearly demonstrates that the public needs better protection, but in a 

way that is measured and does not place unreasonable extra burdens on practitioners.  

'I am therefore minded to legislate to ensure that all practitioners supplying unlicensed 

herbal medicines to members of the public in England must be registered with the 

Complementary and Natural Healthcare Council (CNHC).  

'I beli eve that the introduction of such a register will increase public protection, but 

without the full trappings of professional recognition which are applied to practitioners of 

orthodox healthcare. 

'I will be considering the similar measures we need to put in place to afford an 

appropriate level of protection for people using acupuncture treatments.  

'I will be discussing this with Ministers in Scotland, Wales and Northern Ireland, as the 

regulation of these groups is devolved and they are currently considering the consultation 

responses. A full joint response will be published in due course.' 

The Health Secretary also called on the NHS in England to take part in a pilot scheme to 

assess the feasibility and benefits of providing access to patients for certain forms of 

complementary and alternative medicine for the treatment of chronic low back pain.  

Primary Care Trusts will be invited to participate in the pilot to help determine whether 

these therapies can be effectively integrated as part of NHS primary care management of 

these patients.       

In consultation with their GP, patients will be able to choose their preferred therapy in 

line with NICE guidance on treatment of low back pain, which supports use of 

acupuncture and manual therapy for this condition.    

A recent observational study from Northern Ireland suggested that access to CAM not 

only improved patient wellbeing but also saved NHS costs through reduced consultations. 

The pilot in England will be undertaken within the framework of a rigorous independen t 

evaluation which will be led by the National Institute for Health Research (NIHR) 
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National School for Primary Care Research and designed to deliver a high standard of 

evidence.   

Andy Burnham said: 

'Low back pain affects 7 out of 10 people at some time in their lives. This pilot and its 

evaluation will provide us with good evidence about the benefits for patients and value to 

the NHS of extending the treatment choices available for the management of a disabling 

and costly condition.'  

Notes to editors  

For further information please contact the Department of Health Newsdesk on 020 7210 

5221 

Web：http://www.dh.gov.uk/en/MediaCentre/Pressreleasesarchive/DH_115091  

 

 

临床交流 

颅脑水瘀证治 

陕西中医学院( 陕西 712046)  张学文 

“颅脑水瘀”观点是以《金匮要略·水气篇》指出的“血不利则为水”为理论证据，并

结合自己 40 余年教学及临床经验总结形成的。颅脑水瘀证是指颅脑瘀血与水湿痰浊互阻于

脑窍为主要病机，以神明失主，肢体失用，九窍失司为主要临床表现的一类脑病。大多具有

病程长，病情复杂，症状表现多端且一般疗法难于奏效之特点，可见于中风、解颅、老年性

痴呆、脑瘤及脑外伤综合症等多种病变过程中。这一理论的形成对脑病的治疗具有重要的使

用价值和指导意义。 

1 颅脑水瘀证的概念 

    颅脑水瘀证，是指以颅脑瘀血与水湿痰浊互阻睦窍为主要病机，以神明失主、肢体失用、

七窍失司症为主要表现的一类脑病。多具有病程较长、病情复杂、症状表现多端且一般疗法

难于奏效之特点。可见于中风、懈颅( 脑积水) 、老年性痴呆、脑瘤、脑外伤综合征等多种病

变过程之中。 

2 病因病机 

    颅脑水瘀证成因颇为复杂，常见者有肾精不足，元气不充，清窍失养，加之肝失疏泄，

http://www.dh.gov.uk/en/MediaCentre/Pressreleasesarchive/DH_115091
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气机逆乱，或兼脾失运化，水湿内停，致气滞、血瘀、水停而成；或源于跌打外伤，颅脑受

损，气血凝滞而成水瘀互见之证。其病机总属气血流通不畅，以致脑脉瘀阻，或络破血溢，

最终导致瘀血内留，水津外渗，水瘀互结于颅内，脑窍闭塞。脑神失养，神机不运而变证丛

生。《素问·调经论》曰“孙络水溢，则经有留血”，《血证论》更为深刻地认识到“水为先

天阳气所化之阴液，血为后天胃气所化之阴汁”，生理上二者“相济相养”、“相倚而行”，

病理上“病血者，未尝不病水；病水者，亦未尝不病血也”，“血积既久，其水乃成”。故

水瘀互结乃为导致诸多脑病之病机关键所在。 

3 证候表现 

    颅脑水瘀为患，常表现为如下三类。 

3．1  神明失主   表现为头胀头痛，痰涎壅盛，眩晕呕吐，神志恍惚，健忘失眠，甚或神

识不清，表情呆滞，反应迟钝。或发为癫痫、抽搐阵作；或见傻哭傻笑，失认失算，行为怪

异；或见语言颠倒，词不达意等。 

3．2  肢体失用   表现为肢体麻木肿胀、重滞无力，筋惕肉嘲。或手足颤摇不已，或肢体

偏废失用，甚或半身不遂。 

3．3  七窍失司   表现为语言蹇涩，甚或失语，舌根强硬，饮水呛咳，口角流涎，目多流

泪，鼻多流涕，目光呆滞，视物昏花或视歧，口眼喁斜，耳鸣耳聋，亦可见二便失禁，自遗

不晓。 

    此外，在幼儿由于水瘀内停，脑窍不通，还可见头颅膨大畸形，颅囟增宽，头面青筋暴

露，双目下视，叩头犹有破壶之声等。 

    颅脑水瘀证多舌质红暗，或淡紫、青紫；舌体有瘀点、瘀斑，或舌体胖大有齿印；舌下

脉络粗张屈曲，色紫黯；舌苔水滑或苔腻。其脉象常见弦滑、弦硬或沉细涩等。 

4 辨证论治 

脑窍贯在清灵通利，故治则为醒嘀通窍，活血利水。在颅咕水瘀证治中，纯化瘀则水

不去，单利水则瘀不散。惟有化瘀利水同施，才是正治。 

据此认识，遂拟出通窍活血利水方，以治颅脑水瘀诸病证，基本方如下：丹参 15～30g，

川芎 lO～12g，赤芍 l0 ～12g，桃仁 10～15g，红花 10～15g，益母草 15～308，川牛膝 lO～

1 5g，茯苓 1 5～24g，麝香 O．1～O．2g(冲服) 。缺麝香时可用白芷 l O ～l 2g ，冰片 O. 1～

0. 15g(冲服) 代替之。水煎服，每日 l 剂，早晚分服。 

    此方在通窍活血汤基础上加入丹参以增强活血化瘀之功，加茯苓、益母草以利水化浊-

加川牛膝以补益肝肾、活血利水，且引水引血下行。诸药借麝香辛香走窜之力，共奏醒脑通
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窍、活血利水、升清降浊之功。 

    临证应用时，可根据病情．灵活化裁。对于出血性中风病急性期伴有脑水肿者，宜将麝

香易为石菖蒲 10～l2g ，以防麝香辛香走窜迫血太过，再加三七粉 3～4g(冲服) ，水蛭 6～

9g 以行血止血、祛瘀生新；兼阴亏者加白茅根 30～50g 防止利水伤阴；痰涎壅盛甚者加竹

沥水 20～40ml，胆南星 lO～12g，天竺黄 lO～I 5g 涤痰；血压增高且见躁扰不安、面色红

赤者，加灵磁石 30～40g，钩藤 l 0 ～15g(后下) ，天麻 10～15g，或羚羊角 6～9g，另煎兑

服．以平肝潜阳；脑水肿严重者．加大益母草、茯苓、川牛膝用量，以增强活血利水之功效。 

    对于缺血性中风病，无论是急性期或康复期均可用基本方稍事加减。若脉象滑缓无力者 

是兼有气虚血弱之象．宜加黄芪 20～40g，鸡血藤 15～30g．地龙 10～12g，以益气养血通

络．对于中风后遗症伴有脑萎缩、脑积水或老年性痴呆者．因其水瘀互阻脑窍日久，已致使

脑髓不足．宜酌加益肾填精补髓之品，如鹿角胶 6～9g(烊化) ，桑寄生 15～30g，山萸肉 lO～

15g，鹿衔草 30g等．经治中风病 66例(CT检查示：脑出血 19例。瞄梗塞 47例，伴脑萎缩

者 19 例) ，按全国中医学会与原卫生部中医急症中风病科研协作组 1986年制订的《中风病

中医诊断、疗效洋定标准》评定：基本痊愈 23例．显效 19例，有效 22例，无效 2 例．总

有效率达 96．9％。对改善语言蹇涩、嚼僻不遂的疗效尤为显著。 

    对于小儿先天性解颅病( 脑积水) ，因其多系先天禀赋不足．水瘀互阻脑窍发病，原方宜

加鹿角胶 6～10g(烊化) ，桂枝 6～10g，石菖蒲 6～9g．琥珀 l ～2g(冲服) ．淡黄酒 30～50ml

为引，以增强化瘀利水、通阳开窍之效。近年来治疗 21 例，基本痊愈 l O 例，显效 7 例，

有效 2 例，总有效率达 90％以上。 

    对于颅脑外伤所致的颅内血肿或继发性颅内高压症，以及脑外伤所致脑积水者．原方宜

加三七粉 3～4g(冲服) ．水蛭粉 0．5～lg( 冲服) ，苏木 1 0～12g，炮山甲 6～1 0g，以增强

活血化瘀之效。此外，对于顽固性头痛、癞痫、脑肿瘤等病症均可以此方随证加僵蚕、全蝎、

蜈蚣等虫类药物祛风化痰、散结止痛，常能取得较好效果。 

5 病案举例 

例 1 高颅压综合征 

    裴某，男，l8 岁，学生。 

    患者以发作性神志不清、四肢抽搐伴头昏痛 5 月余为主诉，门诊以“高颅压综合征”收

入住院。 

    患者于 5 月前上课时，突发头痛，继之神志不清，四肢抽搐，昏仆于地。急送至本地区

传染病院，查脑电图示中度异常改变，经治 20 余日未效( 诊断不详) 。转某医院按“高颅压
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综合征”予以脱水剂降颅压及激素类药物住院治疗 3 个月，昏迷及抽搐暂止，但头目。胀痛

仍剧，伴头昏恶心，倦困乏力．遂转来我院求治。 

    入院查体：一般可，神志清，精神差，呈向心性肥胖。头颅发育正常，眼球活动自如，

双瞳孔等大等圆约 2．5ram，对光反应存在．颈软。神经系统生理反射存在。病理反射未引

出。头颅 CT示：双侧额顶区低密度阴影斑约 I ．O×3．6cm；MRI示：右额叶前部呈炎性病

变；脑电图示：中度异常 I 脑脊液常规检查示：清亮、透明，细咆计数 l 5 个，蛋白( 一) ，

糖(+) ，压力 420mmH2O；眼底检查示：双视网膜动脉痉挛、水肿。 

    中医四诊所见：头目胀痛．头重昏蒙，恶心欲呕，视物昏花，身困纳呆，面色白圯白，

形体虚胖。舌体胖大、边有齿印、质淡．苔白腻，脉沉细数。 

    辨证为颅脑水瘀证，治疗以脑窍通口服液为主( 为通窍活血利水方稍事加减精制而成) ，

以醒脑通窍、化瘀利水．每次 1 支(10m1)口服，日 3 次。经治疗 43天后，头目胀痛及昏视

恶心等症消失，精神转佳，虚胖减轻，苔转薄白，脉沉细。复查脑电图已示正常；脑脊液常

规示：清亮、透明，细胞计数 5 个，蛋白( - ) 、糖(+) ，压力 200mmH：O；眼底示：视网膜动

脉痉挛、水肿消失：遂按临床基本痊愈出院。嘱带脑窍通口服液 15 盒，继续服用以巩固疗

效。1 年后随访，继用药后诸症再未发作，已恢复正常学习。 

例 2 脑外伤综合征 

  谢某，男，36岁．农民。 

  患者于 3 周前从 20米高的桥上摔下．当即昏迷，头身多处受伤。被急送当地县医院，按

“脑挫裂伤”经用脱水剂降颅压、抗感染等措施救治，5 日后苏醒，却出现失语、反应迟钝、

右侧肢体运动失灵伴二便失禁等症。住院 2 周余，病情无改善，回家调养。家人遨笔者诊视，

诊见精神呆滞，失语，口喁舌偏．口角流涎，右侧半身不遂且手足肿胀，二便自遗，舌体胖，

质紫黯，苔自腻，脉弦滑。此为颅脑水瘀证，予丹参 20g，川芎 l 2g ，赤芍 1 2g．桃仁 l 2g ，

红花 12g，益母草 30g，川牛膝 15g，茯苓 20S．三七粉 3g(冲服) ，水蛭粉 1g(冲服) ，炮山

甲 12g，石菖蒲 12g，麝香 0. 1g(冲服) 。水煎服，日 l 剂。 

    上方服 lO 剂后，患者语言渐出．神情已转灵活，右侧肢体亦可抬动．时能示意欲排解

小便。并诉头目胀痛，视物昏花且视歧。舌体仍胖质紫黯．苔薄自，弦滑之脉象已稍减。守

前方加减，连续服药 3 个月后体力逐渐康复，诸症渐去，lO 余年来仍能参加一般体力劳动。 

6. 结语 

颅脑水瘀是导致诸多脑病之病机关键所在，通窍活血利水是其应对之法。如此论治，才

能去浊生新，使瘀浊清除，脑窍清利，脑之清阳之气畅达，神机畅运，机体康复。 
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疑难脑病中医治疗思路与方法 

陕西中医学院附属西安脑病医院  宋虎杰 

1. 疑难病的定义 

疑难病是指在医学发展过程中的某一时期内，学术界所公认的，具有诊断辨证难、临床

治疗难等特点的临床各科疾病的总称。疑难病古称谓“疑难杂证”，“疑证”乃是指“疑惑”

之证，即病因不明，病理不清，诊断不能，用药不效之病；“难证”则是指病因或病理，或

诊断虽然然明确，但没有相应的治疗大法，也没有对应的药物可用，因而也无从收到良好疗

效的疾病。疑：疑惑不解说不清；难：难以奏效难治疗。 

2. 中医治疗疑难病的优势 

中医具有独特的医学理论体系，以整体观念为主导思想，以脏腑经络的生理和病理为基

础，以辨证论治为诊疗特点。强调人是一个有机整体，人与自然界也有极密切的联系，这种

观点，更接近于以人为本的医学思路。 

中医在疑难病方面积累了丰富的经验，中医学具有数千年的悠久历史。有记载于历朝历

代的医学著作中的理论和经验。有散在于民间家传口授的密法、密方、绝技等。系统论、多

靶点、多层面、多方法、多技能。 

中医学有治疗疑难病的物质基础，我国天然药物资源丰富，仅典籍记载，药材品种已达

6000 余种。每一味中药中就含有相当多而复杂的药理成分，如相互配伍成方，其成分的相

互化合又会产生多少新的成分，这其中蕴藏着极大的潜力。 

中医界有治疗疑难病的人才优势，我国古代名医辈出，留给我们大量宝贵的遗产； 

我国中医人才济济；中医院校和研究单位众多，培养能力强大；中医医院多，人口基数大，

疑难病总数多，临床医生经验多。多中心、多学科、多层面协同攻关，相对易攻克疑难病或

某些环节。 

3. 疑难脑病的诊治思路 

1）资料整理与挖掘；2）统计分析与筛选；3）明确靶点和目标；4）方案梳理与优化；

5）临床验证与修订。例如：脑积水三位一体疗法的研究；脑积水证候要素与靶位的分析；

脑积水外用中药的多元统计分析；脑积水内服中药的多元统计分析；脑积水其他治疗方法的

海选；脑积水治疗方案的梳理与优化；脑积水治疗方案的验证与修订。 
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3.1 脑积水证候要素与靶位的分析 

检索收集资料，制定纳入与排除，从符合纳入标准的文献中提取证候要素与靶位，建立

证候要素与靶位的 Excel 数据库表，采用医学统计学方法对其进行数据挖掘。分析的结果，

在频数分析中，我们按照频数值降序排列，取前 10 位的结果。典型相关分析结果，原始数

据通过了总体显著性检验（“Pr＞F”小于 0.0001），和降维显著性检验，必要是还可以对其

进行冗余分析，再根据标准化的典型系数，写出本次分析中前 5 对典型变量的综合变量表达

式，然后根据典型相关系数的大小，判定分析各综合变量所代表的具体含义，进行专业解释。

另外，运用了数据挖掘技术中的 Apriori 关联规则分析，以探讨证候要素与靶位间的内部关

联情况，根据证候要素与靶位的数据分析流进行分析，另外借助于网络图，可对证候要素与

其靶位的内部，关联规则进行可视化地窥看，然后根据分析结果提取有用的信息。 

3.2 脑积水外用中药的多元统计分析  

对脑积水外用药我们也采用了多元统计分。 

3.2.1 资料收集与数据库建立  

第一部分：从《五十二病方》时代到公元 1911 年的文献资料；主要通过《中华医典》

（光盘检索版）完成，中华医典收集共 714部古籍。第二部分：从公元 1911年至今；主要

通过中国期刊全文数据库。 

3.2.2 统计分析方法 

主要运用了频数统计、因子分析、聚类分析，用 spss17.0 统计软件包完成。 

3.2.3 结果  

频数统计观察值共 282个，出现的脑积水外药物共计 86 味。因子分析，选频数≥2 的

药物共 50味作为初级变量，提取特征值>0.8 因子, 共计 16个，50个变量进行了具有 Kaiser

标准化的正交旋转，从矩阵中提取相关系数大于 0.5 的变量作为主因子。聚类分析结果，根

据 16 个主因子的因子得分进行聚类分析, 相似度较高的因子归为一类。另外，对前 50味药

物性味归经进行频数分析。根据每味药物的功效，我们把主因子聚类分析结果中得到的十类，

分别总结出每一类所代表的治法。 

3.2.4 结论  

运用中医理法方药、君臣佐使理论，形成脑积水外用药基本方；临床验证，修订完善；

开展现代工艺研究，制订质量标准，形成非标制剂（脑康灵外用膏）。 

4. 三位一体疗法 

采用中药内服、外敷及康复三个不同的治疗途径，共同作用于颅脑这个疾病中心体，综



 

38 

合发挥化瘀开窍、通络利水的作用，达到治疗脑积水目的的方法。具体方法：应用脑康灵系

列制剂内服；脑康灵药膏外敷头部；加氧经穴体外反搏、针灸、推拿、康复训练疗等方法。 

4.1 脑积水三位一体靶向治疗技术的特点 

以“瘀血阻络，脑窍不通，水湿停积”为立论依据；以”化淤通络，开窍利水“为治疗

原则；以现代药理学研究为选药参考；以中药内服、外敷、康复为具体方法；形成独特的“脑

积水三位一体靶向治疗技术”。该技术既符合中医理法方药的原理，又充分考虑到药物对血

脑屏障的影响；既解决了脑积水的去路及受损脑组织的恢复问题，又使脑积水患者的功能障

碍得以康复。 

4.2 脑瘫“四联”疗法的概念   

药物治疗（药物内服、外用）；康复理疗（针灸、推拿、穴位注射、穴位埋线、运动疗

法、语言疗法、作业疗法、认知教育、感觉统合训练、加氧经穴体外反搏、经络导平、药浴、

药物熏蒸、超声理疗、矫形支具等传统和现代康复治疗）；手术治疗（主要是 SPR）等三种

方法，优化选择合理的个体化的治疗方案，从而使脑性瘫痪达到最大限度的康复；细胞治疗。 

4.3 脑瘫“四联”疗法的特点   

中医与西医相结合、康复医学、临床医学和再生医学相结合、药物内服与外用相结合、

保守治疗与手术相结合；在应用时充分结合每位患者的病情特点，选用优化组合个体化治疗

康复方案；衷中参西，标本同治，使脑瘫患者肢体运动障碍、姿势异常及伴随的语言、智力、

视力、听力等障碍得到有效、全方位康复。  

4.4 脑瘫“三位一体”治疗体系具体内容 

4.4.1 痉挛型脑瘫（对应于中医证型的血虚风乘型） 

4.4.1.1 药物治疗 

口服药：痉瘫康胶囊 

外用药：金毛狗脊、红花、白芍、木瓜、钩藤、桑枝、威灵仙、川芎、伸筋草。  

           主要用做药浴、药物熏蒸以及推拿、经络导推平衡疗法的介质。   

西药治疗：肉毒素注射疗法、苯二氮卓类、力奥来素等降低肌张力的药物 

        和胞二磷胆碱、脑复康等活化脑细胞的药物。  

4.4.1.2 康复 

针灸疗法 

上肢部：主穴—肩髃、天宗、曲池透少海、外关、合谷透劳宫。 

            配穴—肩内旋加肩贞、肩髎；肘曲不伸加手三里、支正；拇指内收握拳不放，
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加八邪、五虎（灸）或合谷透后溪；指屈加中渚、腕骨。 

下肢部：主穴—髀关、风市、阳陵泉透阴陵泉、太冲、环跳、承山。 

            配穴—足下垂加解溪、昆仑、太溪；足内翻加悬钟、昆仑足外翻加三阴交、太

溪透昆仑；足趾拘挛加八风；剪刀步加风市、阳陵泉、绝骨。 

背俞穴：肝俞、膈俞、三焦俞。 

针法—主穴分两组，交替使用。主要以平补平泻手法为主。  

推拿疗法 

推拿介质：同外用药物处方的煎剂。 

推拿手法： 

①头面部：开天门，推坎宫，揉印堂，抹前额，分推额阴阳，点揉头面部诸穴，施按揉

法于颈椎两侧，捏拿颈大盘，推风池，拿肩井。       

②背腰腹部：施掌根揉法于患儿腰背部，用一指禅推法推双侧膀胱第一侧线上的腧穴，

点按背俞穴；或点按华佗夹脊穴，并捏脊。点揉中脘、神阙、气海、关元穴，摩腹。 

其他传统疗法：火罐疗法；小针刀治疗；穴位埋线疗法；穴位注射 

4.4.1.3 手术治疗： 

4.4.1.3.1 腰骶段脊神经后根选择性部分切断术（SPR）。 

4.4.1.3.2 周围神经选择性显微缩小术： 

--- 胫神经选择性显微缩小术 

--- 坐骨神经选择性显微缩小术 

--- 肌皮神经选择性显微缩小术 

--- 正中神经选择性显微缩小术 

--- 闭孔神经选择性显微缩小术 

4.4.1.3.3 有肢体畸形的患者，可选用矫形外科手术。 

4.5 持续植物状态 三维五感细胞生物靶向疗法  

4.5.1 三维：针刺促醒、中药促醒、运动促醒 。 

4.5.2 五感：视觉通路刺激、听觉通路刺激、味觉通路刺激、嗅觉通路刺激、触觉通路

刺激。 

4.5.3 细胞生物：干细胞移植，靶位：脑的修复。 
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