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Patent system is a mechanism aims to effectively maintain fair market competition and to uphold the protection of technical innovation and invention through legal and economic means. In the course of implementing the strategy of building the country through upholding science and education, to push forward innovation and invention, and to realize the goal of development by great leap forward in the field of technology, China established and improved its patent system step by step. At the same time, we take great importance to use patent system to promote the research and development in the field of pharmaceuticals.

Being a kind of special commodity, pharmaceuticals have the function of healing the wounded and rescuing the dying. Therefore, though patent protection can inspire investors or inventors to make new inventions for better pharmaceuticals, it has been disputable as to whether it is justified to grant patents to pharmaceuticals. This is because when public interests are threatened by a deadly disease, the protection of rights of the patentee should not be above criticism.
The Chinese government seeks to realize the balance between both the long term and the short term social and economic benefits on public health issue. To properly solve the dialectical relationship between patent protection and public health, the Chinese government has taken serious consideration and adopted a series of measures. 
1. Formulation of Chinese Patent Law and Implication of its Two Revisions
(1) Only Process for Making pharmaceuticals is Patentable in the Patent Law of 1984
      The first Chinese Patent Law was published in 1984 and formally entered into enforcement on April 1, 1985.  The purpose of its formulation is to adapt to the government policy of promoting economy and opening-up to the outside world.  This law absorbed the advantages of various patent systems of  other countries while taking into consideration of the Chinese practices.  It follows the basic rules of the Paris Convention for the Protection of Industrial Property and creates a sound basis for establishing and promoting the development of the Chinese patent system.

      Thus, under the Chinese patent law of 1984,pharmaceuticals are excluded from protection. As we think that pharmaceuticals are essential for the daily life of general public, the price of the pharmaceuticals should be as low as possible so that all the people who need it may afford for it. Like many other countries, from the point of view of the philosophy underlying the patent system and the humanitarianism etc., it is also provided in our patent law of 1984 that process for diagnosis and treatment of human and animal diseases are not patentable.
      However, in order to play the role of the patent system as full as possible, we grant patents to the process for making pharmaceuticals. We also provide that the effect of the process patent is limited to the process itself and does not extend to the product made directly by the process. All these are necessary measures for a developing country like China to keep a balance between both the interests of the patentee and that of the general public. 
   (2)pharmaceuticals Are Patentable After Revision of Patent Law in 1992
      In 1992, TRIPS agreement has reached its framework after years of hard negotiation and was signed in draft. Patent protection for pharmaceuticals and chemical substances is a prerequisite for contracting members. China at the time was trying hard to regain its legitimate signatory state status in the GATT. Secondly, around  1989, China and the US had disputes on trade related IPR issues, and a MOU on IPR was concluded on January 17, 1992. In the MOU, apart from others, China committed to revise the law as soon as possible to include pharmaceuticals and chemical substances under patent protection. Therefore, in order to be harmonized with the TRIPS, to honor our commitment in the SINO-US MOU on IPR, China made important amendments to its Patent Law in September 1992, according to which, pharmaceuticals and chemical substances are patentble and food, beverages and flavorings are also patentable. This indicates that China is determined to further its reform and open wider to the outside world, and is committed to observe the rules of competition in the international playground. 
      The revised patent law entered into force on January 1, 1993.  This revision has greatly enhanced the protection level of China in all aspects of IPR and made China’s protection level reached the level as required by the TRIPS ahead of schedule for a developing country. Under the revised law, inventions in all technological fields are under protection.  The effect of the process patent extends to the product made directly from the process. Patentee has the right of importation and there is strict limitation on granting compulsory license, and the term of protection is 20 years from the date of filing.  The terms of protection for utility model and design are 10 years from the date of filing.  And the burden of proof is on the defendant if an infringe case of process patent is filed against him.  It is clear to all that all these amendments have a bearing on public health issues as they relate to the availability and affordability of pharmaceuticals.

To sum up our experiences as proved by the development of our economy in these years, it is our view that, the revision of the patent law played an important role in promoting R&D in the chemical and medical field in our country, and has helped to push forward our economy to advance in a greater speed and creates a sound environment for attracting foreign investment and new technologies from foreign countries. It is also to be noted that, as China is a country having rich experiences in treating diseases by way of Chinese medicine, the protection of medicine can encourage our technical personnel to develop new pharmaceuticals from our rich medical resources in Chinese medicine. We hope one day the Chinese medicine can replace west medicine in the end, patent protection to medicine thus has a role of killing two birds by one stone for us.
  (3) Patent Protection for New Medical Use of Known Products

As known to all , the medical-use of a substance is a method for the diagnosis or treatment of diseases. As it falls into the situations provided in the Chinese Patent Law
, it is not patentable. However, if the medical-use of a substance is used for manufacturing a medicament, patent right may be granted for it according to the Chinese Patent Law
. For example, if the medical use of a known product is claimed as  “a use for the treatment of disease”, “a use for diagnosis” or “use as a medicament, etc.”  it is not  possible of being granted patents. However, if it is claim as a “Use of  XXX  for manufacturing a medicament”, “Use of  XXX for manufacturing a medicament for treatment of a disease” and so on,  it is possible of being granted patents. . 

This is also known as patent protection of second indication of known products. The merit of it is to encourage discovery of new medical use of known products.

    (4) Second Revision of Chinese Patent Law and China’s Accession to WTO

     In November 2001, China has formally acceded to WTO, which opened a new era for China’s opening-up process. At the same time, it also raised new requirements for the development of domestic economy market and the harmonization of Chinese law system to the international standard.  For the purpose of further harmonizing with basic rules of WTO and honoring the commitments of Chinese government, Chinese Patent Law made its second revision.  It increases the intellectual property awareness especially patent protection awareness and creates a sound social environment for the generation and promotion of inventions.  This revision, among others, includes mainly the following:

    1) patentee has the right to forbid others from offering for sale without his authorization, namely sales promotion activities before distribution. This can help the  patentee to eliminate infringement activities before its happening.

    2) the final decisions for reexamination and invalidation of utility model and design applications or patents are no longer made by Patent Reexamination Board within SIPO but by the court.  It provides thus a more reasonable and justified administrative remedy procedure.

    3) patentee can apply for provisional measures, such as stopping certain actions and ask for property preservation to avoid irreplaceable damages before the court proceeding begins.  Therefore, he may stop infringement immediately and reduce the damages.

    4) It further defined the conditions for granting compulsory license for patent, which makes the conditions more transparent and easy to operate, all for the purposes of reaching a reasonable balance between the interests of the patentee and the public.  

    It has been proved by the facts that since the second revision of the Chinese Patent Law, the Chinese patent system has made great progress.  According to the latest statistics of SIPO, in the year 2004, the patent office has received totally 353807  patent applications, which is 14.7% increase comparing with the year of 2003. Since April 1, 1985, China spent 14 years and 9 months to reach its first one million case while the second million only took 4 year and two months. In 2004, the applications for patent for invention reached 130133, among which about half are foreign applications. And about half of these foreign applications were via the PCT route. It is to be expected that in the near future, the examination capacity of the office will be greatly enhanced and the quality will also keep improving.  For example, it is planned that by the year of 2010, the annual examination and granting capacity of the Office for 3 kinds of patents will be over 500,000, among them the capacity for invention patent will be over 200,000.  The substantive examination period for invention patent will shrink into 18 months from the date of filing the substantive examination while the examination period for utility model will take only 6 months.

2.   Measures Taken to Improve Administration of pharmaceuticals and Public Health System
   (1) Enacting of Relevant Laws and Regulations, Regularization of Market Supervision

Improvement of public health system is no simple matter, patent law alone can’t do much. To regulate the R&D and approval of new drugs, to strengthen the supervision and management of new drugs, to maintain the order of fair competition of drugs in the market, to assure the safety of public in using the drugs, ensuring the health of general public, the Chinese government has adopted a series of laws and regulations in the last dozens of years on both IPR and in the administration and management, including “Trademark Law of PRC”(adopted in august 1982, amended in 1993 and 2002), “Anti-Unfair Competition Law of PRC” (adopted in September, 1993), “Drug Administration Law of the People's Republic of China” (adopted in September 1984, amended in 2001), “Regulations for Implementation of the Drug Administration Law of the People's Republic of China” (adopted in December 1992, amended in 2001), “Regulations on the Protection of Varieties of Chinese Medicine” (adopted in October 1992), “Implementing Regulations of Law on Medicine Administration of PRC” (adopted in August 2002), and “Measures for the Registration of pharmaceuticals” (adopted in October 2002) etc.. In accordance with these laws and regulations, the various administrative departments, apart from doing their own work as allotted by the law, coordinate with each other for the common goal of assuring public health, maintaining fair competition in the production of pharmaceuticals. They examine and approve the new drugs based on the principle of respecting IPR on the one hand and protecting the legitimate interests of the consumers, enhancing public health level on the other. All these show that we have constantly improved the provisions in the patent law and other relevant laws and regulations for the goal of public health.

Taking the provisions of “Regulations for Implementation of the Drug Administration Law of the People's Republic of China” for example, Rule 34 provides that: “The drug regulatory department under the State Council may, based on the needs for protection of public health, set an observation period of not more than five years for a new drug produced by a drug manufacturer; and no approval shall be given to any other manufacturer to produce or import the said drug during the observation period. ”. Rule 35 of the same reads:
 “The State protects undisclosed data of drug study and others which are independently acquired and submitted by drug manufacturers or sellers to obtain production or marketing approval of the drugs in question which contain new chemical entities. No one may make unfair commercial use of the said data. 

Within six years from the date a drug manufacturer or seller obtains the approval documents for producing or marketing a drug containing new chemical entities, if any other applicant uses the data mentioned in the preceding paragraph to apply for approval for production or marketing of the drug in question without permission of the original applicant who has obtained the approval, no approval may be given to any other applicant by the drug regulatory department except that the data submitted are acquired independently.

No drug regulatory department may disclose the data set forth in the first paragraph of this Article except 

1) for the need of public interests; or

2) where steps are taken to ensure that the data are protected against unfair commercial use”; 
Rule 4 of “Measures for the Registration of pharmaceuticals” and Rule 13 of the same all guarantee that “The State encourages research and development of new drugs and protects the legitimate rights and interests of citizens, legal bodies and other institutions engaged in this field of endeavor”.( Art.4 the Drug Administration Law of the People's Republic of China)

(2) Compulsory License System in the Chinese Patent Law

    Like the patent laws of most foreign countries, the Chinese Patent Law has set forth provisions for compulsory license for exploitation of or for working patents as early as 1984. The system for compulsory license for working patent has been introduced to punish abuses of patent by patentees, for the government to effectively keep situations under control and to ensure due balance between the interests of the patentees and those of the public at large in time of national emergency, and to be in line with the Paris Convention and the TRIPS Agreement in performance of China’s obligation as a party to the international treaties.

     The compulsory license for public interests is also known as compulsory license for the national interests, and it is a measure taken in the public interests.

     Article 49 of the Chinese Patent Law expressly provides that “where a national emergency or any extraordinary state of affairs occurs, or where the public interests so require, the Patent Administration Department under the State Council may grant a compulsory license to exploit the patent for invention or utility model”.

     Suppose that using a new medical device patented in China is the best way to treat a disease, but the patentee for patent for invention sells it at an extraordinarily high price, the Patent Office has the power to directly intervene by granting a compulsory license in the public interests. This is for the purpose of punishing abuses of patent right by patentees, for the government to effectively keep situations under control and to ensure due balance between the interests of the patentees and those of the public at large in time of national emergency,

 It is worthwhile to mention that to make the compulsory license system workable and to ensure the protection of the legitimate rights and interests of the citizens, legal entities and other organizations, the State Intellectual Property Office promulgated, on 13 June 2003, the Measures for Compulsory License for Patent Exploitation, which has been in force since 15 July 2003. The Measures assures that where anyone requesting for compulsory license of a patent or any patentee requesting for a hearing on a compulsory license, the State Intellectual Property Office has strict rules to follow.

In conclusion, although provisions are set forth in the TRIPS Agreement and the national patent laws, it is rare in practice for compulsory license to be approved and executed because the essential value of the compulsory license lies in its deterrent and refraining force. When a patentee knows what consequence of his non-cooperation would lead to, he would generally act actively to cooperate. Since the patent system promotes the innovation, transfer and dissemination of technology through granting the patent, which is the economic and legal lever, the patentees, as the beneficiary of the patent system, are generally willing to work their patents. Since the patentee knows best how to wok their patents best, reaching voluntary licenses is the best choice for our efforts to realize the goal of the patent law and for achieving mutual benefits.
(3) Spreading and Application of Certain Patents owned by Chinese Entitles or Individuals
Article 14
 of the Chinese Patent Law is about the Spreading and Application of Certain Patents owned by Chinese Entitles or Individuals. This a typical provision in the Chinese Patent Law which is also known as governmental use in case of patents belonging to any state-owned enterprise or Chinese individuals.  As supplement to the compulsory license system, it helps to constitute an important safeguard against abuses by patent owners. It may also understood as a special kind of compulsory license to address “public interest” including public health needs. 

3.    Efforts to Increase R&D for pharmaceuticals and Availability and Affordability of pharmaceuticals
(1)  Free Treatment and pharmaceuticals to HIV/AIDS Patients

The Chinese government is very much concerned about public health issue. For example, repeated instructions have been given to departments concerned to improve HIV/AIDS prevention and treatment. It is regarded as an urgent and major issue which relates to the fundamental interests of the whole Chinese nation. As the Chinese President Hu Jintao once stated explicitly, “HIV/AIDS prevention, care and treatment is a major issue pertinent to the quality and prosperity of the Chinese nation. The party and government leaders at all levels need to deepen their understanding of the issue and motivate the whole society to deal with it starting with education and focusing on prevention, we should be determined to contain the spread of HIV/ADIS”.

Since July 2003, the Chinese government has promised to provide free anti-virus pharmaceuticals and medical services to all poverty-stricken HIV carriers. Education is spread to oppose social discrimination against HIV/AIDS patients, to make them come out to ask for free treatment. Up to now, more than 7,000 patients have been covered by such services. And the free treatment is expected to reach up to 40,000 people soon. Meanwhile, China announced a list of 51 county-level regions which are serving as pilot zones for AIDS prevention and treatment. The zones. Set up by the health ministry in 2003, have relatively bigger AIDS problems among china’s 2,000-plus counties. Moreover, the central and local governments will invest more than 10million yuan to strengthen the medical assistance system to people suffering from infectious diseases and train people to conduct professional HIV/AIDS prevention and treatment
     According to a document
 jointly released by the ministries of health and finance recently in Beijing, besides anti-HIV pharmaceuticals, free pharmaceuticals against common diseases caused by immunity disorders experienced by people with AIDS or HIV will also be given to patients in areas where serious epidemics and laggard economies exist. These diseases include bacterial infections, blood poisoning, skin disorders, tuberculosis and dozens of other. Meanwhile, a free medical service will also be provided to prevent the virus spreading from mothers to infants.

   (2) Amendment of Law on Prevention and Control of Infectious Diseases
     It is helpful to note that, a draft amendment to the country’s 15-year-old law on the prevention and control of Infectious diseases gives top priority to prevention and early warning mechanisms to prevent epidemics, such as the severe acute respiratory syndrome (SARS), from spreading. The draft amendment was submitted to the latest session of the standing committee of the 10th national people’s congress (NPC) for preliminary review.

  All these aims to strike a balance between the protection of individuals’ rights and the interests of the public to prevent and control infectious diseases.

  Being a member of WTO, the Chinese government is committed to the Objectives
 as set  in Article 7 of the TRIPS, and the Principles
 as set in Article 8 of the TRIPS. 
It is also to be noted that, pushed by the TRIPs, protection for new drugs has become an international rule, and is applied not only in the developed countries but also in developing countries and even the LDCs alike. For example, the 15 most effective ARV drugs for AIDZ are protected in the many developing countries surrounding SARHARA desert such as South Africa, Kenya which have comparatively large medicine markets. To keep a balance between the protection of individuals’ rights and the interests of the public to prevent and control infectious diseases is an international issue. Though the R&D for ARV drugs is expensive and risky,  the goal of pursuing public health, that most effective pharmaceuticals are available for people in developing countries including China who need them shall not to be compromised. To reasonably solve this problem, members of WTO should cooperate genuinely and show their bona fide political will.
4.    Public Health and Amendment of TRIPS

     As mentioned above, since pharmaceuticals are a kind of special commodity, it ought to be available to all who needs it as a kind of human right irrelevant to the race, sex, age, religion or affordability. It is a stand that we share with WHO and all other countries or international organizations. But in fact, due to historical or economic reasons and due to the sharp difference and imbalance in respect of political system, R&D investment, city and rural areas and the manufacturing capacities, though the developing countries embrace 3/4 world population, the pharmaceuticals consumed by them is below even 1/10. That’s one of the reasons which lead to the adoption of the “Doha Declaration on the TRIPS agreement and Public Health” which reads, “We recognize that WTO Members with insufficient or no manufacturing capacities in the pharmaceutical sector could face difficulties in making effective use of compulsory licensing under the TRIPS Agreement.  We instruct the Council for TRIPS to find an expeditious solution to this problem and to report to the General Council before the end of 2002.”
    To accomplish the mandate of the Ministerial conference, after two years of hard negotiation, WTO member governments broke the deadlock on August 30, 2003 and reached a decision on how to interpret paragraph 6 of the declaration of Doha concerning compulsory license which is closely linked with public health issue. They agreed to make certain amendments on the TRIPS so that poor countries with insufficient or no manufacturing capacities in the pharmaceutical sector can get cheaper patented pharmaceuticals produced under compulsory license system, thus eliminated the barriers of importing cheap medicine under the existing patent system.  It reflected at least two matters: first, the intellectual property system under TRIPS framework is far from perfect; secondly, the amendment of the TRIPS should be finished before June 30 ,2004. the Chinese government has made its contributions for the adoption of the decision and supports the early accomplishment of the amendment of the TRIPS based on the Decision. Though the decision can not solve all the concerns of the developing countries, it is a necessary procedure leading to the final solutions. The negotiation for amendment is now moving slowly in the WTO TRIPS Councils for members have different opinion on how to put the Decision  into the TRIPS. It is my understanding that early accomplishment of the amendment is to the interests of the developing as well as the developed countries. As only through formal amendment of the TRIPS, can the achievement of the public health issue be consolidated and leads us to new amendment of the TRIPS to make it more close to its set objective and principles and “keeping pace with the times”.
     Finally, in order to solve the problem of public health in a fundamental way, most important is for the developing countries to enhance their capacities and equip themselves with medicine manufacturing capacity. China shall join hands with all other members of WTO to take all measures to constantly improve the public health system, and do our bit to assure the accelerated development in public health undertakings in all countries alike.

� see Article 25.1(3) of the Chinese Patent Law


� see 3.5.2 of Chapter II of Guide for Patent Examination


�“Where any patent for invention, belonging to any State-owned enterprise or institution, is of great significance to the interest  of the State or to the public interest, the competent departments concerned under the State council and the people's governments of provinces, autonomous regions or municipalities directly under the Central Government may, after approval by the State Council, decide that the patented invention be spread and applied within the approved  limits, and allow designated entities to exploit that invention. The exploiting entity shall, according to the regulations of the State, pay a fee for exploitation to the patentee .


     Any patent for invention belonging to a Chinese individual or an entity under collective ownership, which is of great significance to the interest of the State or to the public interest and is in need of spreading and application, may be treated alike by making reference to the provisions of the preceding paragraph”.


� China Daily April 14, 2004


� The protection and enforcement of intellectual property rights should contribute to the promotion of technological innovation and to the transfer and dissemination of technology, to the mutual advantage of producers and users of technological knowledge and in a manner conducive to social and economic welfare, and to a balance of rights and obligations.


� Members may, in formulating or amending their laws and regulations, adopt measures necessary to protect public health and nutrition, and to promote the public interest in sectors of vital importance to their socio-economic and technological development, provided that such measures are consistent with the provisions of this Agreement;


    Appropriate measures, provided that they are consistent with the provisions of this Agreement, may be needed to prevent the abuse of intellectual property rights by right holders or the resort to practices which unreasonably restrain trade or adversely affect the international transfer of technology”. It is our belief that the objective and principles are the principles to abide by the international communities.
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