








 

under the drug administration law system. Meanwhile, 
Canada’s legislation does not have exclusivity provisions for 
generic drugs that challenge the invalid patents of brand 
name drugs. 

2) Australia: In 2005, the US-Australia Free Trade 

Agreement was officially implemented, and the patent 

linkage system was successfully applied in Australia. 

Learning from the experience in U.S, great efforts have been 

made to minimize the adverse effects of patent linkage. For 

instance, specific provisions are developed against ever-

greening; meanwhile, drug patents are based strictly on the 

proved therapeutic importance of the drug. Australia has 

restricted patent linkage provisions for over generic drugs in 

contrast to U.S. There are provisions against ever-greening 

and also a patent linkage provision under Section 26(B) of 

Therapeutic Goods Administration Act, 1989.[23]The most 

striking feature of the Australian patent linkage provision is 

its heavy penalty that is imposed for false and misleading 

information. 

3) Singapore: The US-Singapore Free Trade Agreement 

was reached on January 1, 2004 which involved the patent 

linkage system. The system also modeled on the HWA of 

U.S. For example, the brand name drugs have the right to 

decide whether or not to prosecute the generic drugs within 

the 45 day after receiving the notification. If the lawsuit is 

filed within 45 days, the 30-month stay will start 

automatically. Otherwise, the competent authority will 

continue to review the marketing approval of generic 

drugs.[24]However, unlike the U.S., the exclusive sales 

period of certain generic drugs is not provided. 

IV. ENLIGHTENMENT TO PATENT LINKAGE REFORMS IN 

CHINA 

China's pharmaceutical industry is dominated by generic 
drugs with asymmetrical disadvantages in the disclosure of 
medical patent information. It lacks cross-domain patent 
talents in pharmaceutical industry. The ANDA process for 
the generic drug applicant could refer to the test data of the 
drug application at the time of approval by competent 
authority, and the evidence for the availability and 
bioequivalence of generic drugs is required for generic drugs. 
Compared to relatively long and complicated clinical trial 
procedures of brand name drugs, it lowers the costs for 
generic drug manufacturers and to a certain extent, reduces 
the market price of generic drugs. Due to the destructive 
effect of generic drugs on the market price of the brand name 
drug, the profitability of the brand name drugs manufacturers 
will be affected. This leads the brand name drug factories to 
take various legal laws to delay the time that generic drugs 
enter into the market. Therefore, it is particularly important 
to design a well-developed patent linkage system for the 
benefit balance between brand name drugs and generic drugs 
in China. 

A. Paradoxical Chinese Patent Linkage System 

The Measures for the Administration of Pharmaceutical 
Registration (for Trial Implementation) promulgated on 

October 30, 2002 is the first time that China has made 
regulations on patent issues in drug’s registration and 
approval. Nevertheless, it is still far from patent linkage 
system in its true sense. For instance, there are no provisions 
to request the pharmaceutical-related patents listed in the 
patent information system like Orange Book and few articles 
about notification requirement to generic drug manufacturers, 
not to mention 30-Month Stays on ANDA Approval or a 
first-to-file ANDA eligible for 180-Day Exclusivity. China 
only requires generic drugs to explain the status of patent 
ownership or declare that it does not infringe the patents of 
brand name drugs in a publicized manner. 

B. The General Idea of Constructing Patent Linkage 

Systems in China 

Currently, China's pharmaceutical industry is dominated 
by generic drugs and depends on the supply of foreign brand 
name drugs. The independent research and development 
capabilities of Chinese medicines are still in the status of 
infancy. Against this background, it is necessary to control 
the price of drugs at a certain level and prevent the patent 
linkage system from being abused by the brand name 
companies. That is to say, the soft patent linkage is more 
suitable to China than the strong ones 

In addition, besides the patent linkage system should 
under the law of pharmaceutical administration, it also shall 
be distributed into Chinese patent law too. Though both 
patent linkage system and bolar exception rules are stipulated 
in the HWA, it is a pity that only the latter is accepted by 
current Chinese Patent Law. Chinese patent law stipulates 
that any person producing, using, or importing patented 
drugs or patented medical apparatus and instruments is 
required to provide information for administrative 
examination and approval, and shall not infringe patent right 
of other people. [25]The article is recognized as Bolar 
exception. However, it’s hard to determine whether the act of 
submitting approval application for a generic drug 
manufacturer before the expiration of the brand name drug is 
infringement nor not. In fact, U.S. stipulates artificial 
infringement in the patent linkage system of HWA; while 
such behavior is not provided in China. In other words, 
regulating the patent linkage system under the patent law and 
the pharmaceutical administration law contributes to the 
reduction of the conflict between the patent linkage system 
and the Bolar exception rule. 

Moreover, linking between drug approval and drug 
patents could not be separated from the cooperation and 
coordination between the management department of drug 
registration approval and the patent management department. 
Such mechanism between these departments is exactly the 
essence of the patent linkage system. The experience of U.S. 
and CPTPP countries show that the two relevant departments 
are independent and closely cooperated in their work, thus 
effectively reducing the occurrence of generic patent 
infringement disputes and reaching an effective equilibrium. 
Previous experience of countries outside the China proves 
that coordination and cooperation between CFDA and SIPO 
should be strengthened, so that each department could take 
its advantages to provide the others with the necessary 
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support. For example, it is suggested that a platform shall be 
established to share the patent drug information and 
maximize the prevention of patent infringement lawsuits for 
generic drugs entering the market. 

C. The Specific Design of Patent Linkage Systems in China 

1) Creating the disclosure of patent information system: 

As improper registration is the most critical problem in the 

patent linkage system, the eligibility requirement for patent 

listing should be constrained. The patent related to the brand 

name drug manufacturer entitled to request listing shall be 

restricted in terms of medicinal ingredient, formulation, 

dosage form, indication; by contrast the salts, ester, 

enantiomer or solvates are not list in the patent information 

system. 

2) Improving the notification system: In reference to the 

HWA regarding notification obligations of generic drugs, 

the experience of Australia is also worth learning. When the 

content of the notification is misleading or false, a 

disciplinary mechanism is in need. Moreover, most of the 

foreign countries do not provide disciplinary mechanisms 

when generic drugs fail to fulfill their notification 

obligations, which may affect the operation of the patent 

linkage system. To prevent this risk, it’s necessary for China 

to develop some provisions related to the disciplinary 

mechanisms regarding the notification obligations. 

3) Regulating the stay of issuance system: The biggest 

controversy about the stay is whether to institute an 

automatic stay. In U.S, Canada, Australia and Singapore, 

once the brand name drug manufacturer sued the generic 

drug company, the stay would start automatically, during 

which the review of generic company will be suspended. In 

this way, the brand name drug manufacturer could enjoy the 

equivalent of the temporary injunction easily, which is 

unfair to generic drug company. Conversely, if the period of 

the stay does not start automatically, a series of problems 

like caseloads may occur. As a result, a compromise 

approach is suitable. That is to develop the standard for 

starting the stay; meanwhile, a certain margin is required to 

be submitted by the brand name drug manufacturer to 

guarantee no abuse of the stay in issuance system. 

4) Endowing a first-to-file ANDA with an exclusive 

sales period: Referring to foreign legal system, in order to 

introduce a clause allowing the generic drug to challenge the 

validity of the brand name drug patents in exchange for the 

earlier entry the market, then the country should design a set 

of controls to reduce or even prevent the abuse of lawsuits. 

This is also the trade-off approach of the CPTPP countries 

when introducing the patent linkage system. In spite of 

some CPTPP countries such as Australia and Singapore do 

not provide the exclusive sales period of certain generic 

drugs like HWA, but I think it’s essential for China to grand 

a period of exclusive sales to a generic drug applicant who 

challenges the invalid patents of brand name drugs, thus 

balancing the interests between the generic drug companies 

and brand name drug companies.  

V. CONCLUSION 

Since the patent linkage system was developed in 1984, it 
has been adopted by a number of countries outside the U.S. 
CPTPP suspends several intellectual property clauses, except 
the patent linkage clause. Though China is not the member 
state of CPTPP, it plans to establish the patent linkage 
system. Due to the fact that China's past patent linkage was 
mere formality and lacked experience, referring to the 
experience of foreign countries for the construction of 
China’s patent linkage system is reasonable. The patent 
linkage system should be under the Chinese patent law and 
the law of pharmaceutical administration; and coordination 
and cooperation between CFDA and SIPO should be 
strengthened as well. In addition, there is a need to create the 
disclosure of patent information system like Orange Book 
and provide some provisions relating to the disciplinary 
mechanisms regarding the notification obligations. Referring 
to foreign legal system, a set of controls is required so as to 
reduce or even prevent the abuse of lawsuits. 
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