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From April 1,1985 when the Chinese Patent Law became effect till now, the Chinese Patent Law has been amended twice in the past 15 years in which the first amending was adopted on September 4,1992 and the second one was adopted on August 25,2000.The number of patent application relating Traditional Medicine in the past years is about more than 12,000 cases and most of them are domestic applications, in which about 1400 cases relating Traditional Medicine was filed every year from 1992 in that year the Chinese Patent Law was first amended and among 20 hot technical groups in the applications of the Chinese Patent Office domestic filings relating traditional medicine occupies an absolute dominant position over foreign applications. So patent protection of traditional medicine is one of the important means for protecting traditional medicine in China. 

1.The objects of protection in the field of traditional medicine by Chinese Patent Law

  Usually the object of protection by patent law are products, methods and usage. But concerning the traditional medicine, the products and usage are not protected except that the methods to prepare drugs are patented before January 1,1993 in China. After the first amending of Chinese Patent Law, the pharmaceutical products, methods and usage are all can be patented according to Chinese Patent Law. 

  (1)Pharmaceutical Products

  The Pharmaceutical Products which can be patented in the field of traditional medicine include traditional medical composition, herbal preparation, extracts from herbal medicine or composition, treated herbal materials, health food with herbal medicine etc.

  (2).methods

  The methods which can be patented in the field of traditional medicine include method of preparing the pharmaceutical preparation, method of extracting special substances from natural medical materials, method of treating the material natural medicine,

  (3).usage

  If a known drug was found to have any new indications, the new indication is protected by Chinese Patent Law. For example, the known Chinese drug Sweet Root is know to have the effect of regulating function of different drugs in a composition, if it is found to have the non-known effect of curing Aids by a doctor, the new indication can be protected by Chinese Patent Law.

  According to the article 25 of Chinese Patent Law, methods for the diagnosis or the treatment of diseases shall not be granted patent right. So, if a patent application about new use of a known drug is filed, the drafting of claims and description of the application is very important to the result of patent examining. If it is described as a method of treating diseases, the result is objection, if it is claimed as a method of use in preparing drugs for treating special diseases(which is the new indication of a known drugs), the application can be grant patent right.       

2.Requirements by Chinese Patent Law to have patents granted in the field of Traditional Medicine  

  Inventions-creations can be patented in three type: inventions, utility models and designs according to Chinese Patent Law. Most of the applications relating traditional medicine are inventions. According to the Article 22 of Chinese Patent Law, any inventions for which patent right may be granted must possess novelty, inventiveness and practical applicability. 

  Novelty means that, before the date of filing, no identical invention has been publicly disclosed in China or abroad or has been publicly used or made known to the public by any other means in China, nor has any other person filed previously with the Patent Office an application which described the identical invention and was published after the said date of filing .

  Inventiveness means that, as compared with the technology existing before the date of filing the invention has prominent substantive features and represents a notable progress .

  Practical applicability means that the invention or utility model can be made or used and can produce effective results.

  Concerning the traditional medicine, the novelty means that, no identical compositions of drugs or identical substances extracted from natural material medicine are published before the date of filing the application relating pharmaceutical products and no identical method or use are published before the date of filing the application relating method or use separately . The inventiveness about the patent applications in the field of traditional medicine are described as follows:

  (1)The inventiveness of pharmaceutical products

  A patent medicine may be a medicine made of one or more than one active substances. If a medicine is composed of or prepared from several material drugs for example herbal medicine at certain ratio and the composition is newly created, or a medicine is composed of or prepared from one active non-known substance which may be a material drug for example a herbal medicine or one extract thereof and other excipient, it possesses the patent inventiveness provided that any data to prove its effectiveness are submitted .

  If a medicine is composed of or prepared from several material drugs for example herbal medicine and the composition is changed based on a known composition by changing its constitution or the ratio thereof, it possesses the patent inventiveness provided that the applied medicine has new indications or less side-effect compared with the known drug, or it is more effective than the known drug .

  (2)The inventiveness of method

  Any new method of preparing drugs, of extracting or separating active substances from natural material medicine which is used in the procedure of pharmaceutical production can be regarded as possessing inventiveness if the method provide good effect to the drugs, for example to increase the production, to decrease the cost, to increase the purity of the extract separated from material drugs, or to decrease side-effects.

  (3)The inventiveness of new use

  Any new indications of known medicine which were filed to apply patents are regarded as having inventiveness if the data to prove the existing of new indications are provided.  

  Practical applicability concerning traditional medicine relates two kinds of things: one is that the pharmaceutical products must have curative effect ; another thing is that the pharmaceutical products must be produced industrially or the methods must be applicable to the industry. 

  Except for the above base requirements of the law, another important requirement for the applicants is that the detailed description of technology relating the inventions must be disclosed sufficiently, clearly and completely so as to enable a person skilled in the field of traditional medicine to carry it out. Usually this is not desired by the inventors, but it is required by the patent law of China. 

3. Experiences on the protection of traditional medicine in the past fifteen years

  China Patent Law has taken important effect to protect the intellectual property of traditional medicine since 1985.As said above, only less than 10 years was used to change the objects of protection by patent law from method of producing medicine implemented between 1985 and 1992 into products of medicine implemented from 1993, instead several decades, even more than one hundreds years, was used in other countries to do all above things the Chinese Government had done . In China patentee can protect their patented medicine by administrative way or by judicial way, and all administrative procedure must complied with judicial decisions which is related in the second amending of Chinese Patent Law. When any infringement dispute arise, if the patent for invention is a process for the manufacture of a new medicine, any entity or individual manufacturing the identical product shall furnish proof of the process used in the manufacture of its or his product. This regulation decreased the burden of proof of patentee which is difficult for them usually at this circumstance. 

  China has published the “Regulations for the Protection of Intellectual Property by Customs ”according to which the products infringing on patent right would not pass the customs. 

  China also joined the PCT(Patent Cooperation Treaty) and the Chinese Patent Office becomes an International Reception Bureau as well as International Search and Primary Examining Bureau of WIPO(World Intellectual Property Office) for PCT applications in 1994 .So this make it easy for Chinese people to apply patent for traditional medicine abroad directly in China. 

  On March 23,1999, China became a member state of the Union for the Protection of New Varieties of Plants(UPOV) and on April 23,1999, China implemented the “Regulations of the People’s Republic of China on the Protection of New Varieties of Plants ”by which a new herbal medicine could be protected if it was first found and have curative effect.

  Even though, there are some problems existing about the Protection of Intellectual Property in the field of traditional medicine. First, because drugs are special products it has to take 2-5 years to do research and pass through the procedure of production approval before they become commodity. If the patent application was filed at the same time when research work had been completed, the exact period of protection time is 2-5 years less than 20 years protection period as compared with other products. Considering this case, different countries have different measures to compensate the lost time. China does not have any measures about this kind of lost time now. Second, inventors are not desired to disclose their technology before the patent applications are granted, but it is not permitted by Chinese Patent Law because it is required to publish the documents of patent application 18 months after the date of filing. Third, it is usually difficult for the patent applicants to describe the constitution of traditional medicine clearly because at many times traditional medicine is a mixture of many unknown substances , so it is also difficult for the judge to determine whether the infringement has taken place between the patented drugs and the products suspected. All above problems are what we should solve in future.

