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ABSTRACT

China has introduced pharmaceutical-related TRIPS-plus rules into its domestic law
through its accession to the World Trade Organization and Phase One Agreement with
the United States, thus further enhancing China's protection of pharmaceutical intellectual
property (IP) rights. As a developing country, the critical factors for China's introducing
these high standards of pharmaceutical IP protection include: the promotion of innovation

. in the pharmaceutical industry, the development of generic pharmaceuticals, the acceler-
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through coordination between the international IP regime and the global health governance
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arena and it suggests that the design of IP rules for pharmaceuticals at the international
level should be changed from avoiding “free-riding” to “returning” all consumers who share
the innovation costs.
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INTRODUCTION

The Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS Agreement) con-
cluded in the Uruguay Round of negotiations in 1994, sets out a number of substantive minimum
standards for patent protection. The most important development has been the push for WTO
members to establish patent protection system for pharmaceuticals. However, with the rapid devel-
opment of technology, the TRIPS Agreement, once believed by many negotiators as a “ceiling” for
pharmaceutical intellectual property (IP) protection, has become the “floor” (Sell 2011). Thus, the
recent new generation of bilateral and multilateral trade and investment agreements, such as the
Trans-Pacific Partnership (TPP), include provisions that progressively ratchet up intellectual property
rights (IPRs) protection for pharmaceuticals.

These provisions contained in the free trade agreements (FTAs) that expand existing obligations
under the TRIPS Agreement (such as patent term extensions) or restrict the use of safeguards or
flexibilities (such as restrictions on parallel imports or compulsory licensing) are known as TRIPS-
plus provisions (Correa 2017). In addition, TRIPS-plus rules also include provisions that introduce
issues not addressed by the TRIPS agreement, such as data exclusivity for biological products as
stipulated in the TPP (Correa 2017).

The potential impact of the TRIPS-plus rules has attracted the attention of the international com-
munity, particularly its impact on access to medicines. In 2016, the report Promoting Innovation and
Access to Health Technologies submitted by the United Nations Secretary-General's High-Level Panel
on Accessibility of Medicines pointed out:

“A number of provisions found in bilateral and regional FTAs exceed the minimum
standards for intellectual property protection and enforcement required by the
TRIPS Agreement. These provisions may impede access to health technologies,
including those requiring governments to ease standards of patentability, drug
regulatory authorities to link marketing approval to the absence of any claimed
patent and the requiring of test data exclusivity instead of test data protection, to
list a few.” (United Nations Secretary General 2016)

Health is impossible without access to pharmaceutical products, and universal health coverage is
only able to be achieved when there is affordable access to safe, effective and quality medicines and
health products (World Health Organization n.d.). Therefore, the protection of pharmaceutical IPRs
is not only related to the interests of innovators, but also to public health. The sudden outbreak of
COVID-19 in early 2020 is another reminder of the importance of public health issues and the need
to strike the right balance between pharmaceutical IP protection and public health maintenance.

As a developing country, China has introduced some TRIPS-plus rules since its accession to the
WTOQO in 2001. On January 15, 2020, China and the United States reached the Economic and Trade
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Agreement between the Government of the People’s Republic of China and the Government of the
United States of America (known as the Phase One agreement), in which Chapter 1, “Intellectual
Property” provides detailed provisions on the protection of IPRs for pharmaceuticals. In accordance
with the agreement, China will comprehensively strengthen the protection of IPRs of pharmaceuti-
cals. Additionally, since this year, the Chinese government has indicated that it “will favorably con-
sider joining the Comprehensive and Progressive Agreement for Trans-Pacific Partnership (CPTPP)”
Jinping 2020), which illustrates that China may continue to introduce more pharmaceutical-related
TRIPS-plus rules in the future.

The purpose of this article is to examine the TRIPS-plus rules that China has introduced and to ana-
lyze the critical factors in promoting China’s introduction of these high standards and their impacts
on China's access to medicines. The paper attempts to interpret and analyze China’s policy position
in introducing these high standard IP rules for pharmaceuticals, with a view to providing a policy ref-
erence for other developing countries. The following section provides the TRIPS-plus rules currently
introduced by China in bilateral and multilateral trade agreements. It will focus on data exclusivity,
patent term extension and patent linkage provisions as they are significant relevant issues for access
to medicines. The paper then analyzes the critical factors for China's introduction of these rules,
presents the impact of China's introduction of these rules on access to medicines and states how
China reduces the potential negative impact of TRIPS-plus rules. The final section concludes.

PHARMACEUTICAL-RELATED TRIPS-PLUS RULES IN CHINESE
DOMESTIC LAW

Pharmaceutical-related IP has long been a key issue in the negotiation of international economic and
trade agreements. As a newcomer, China introduced data exclusivity obligations when it joined the
WTO in 2001. The Phase One agreement reached earlier in 2020 provides patent term extension
and effective mechanisms for early resolution of patent disputes which is known as patent linkage.
These provisions are closely related to the accessibility of medicines and go beyond the require-
ments of the TRIPS Agreement obligations.

Data Exclusivity

Undisclosed test or other data refer to the data obtained in the entire medicine development process
to demonstrate the medicine’s safety, efficacy and quality. The medicines and healthcare products
regulatory agencies in various countries analyze and evaluate whether to approve the marketing of
a new medicine based on such data. Since it is obtained from scientific studies, undisclosed test or
other data are unable to satisfy the requirements of patent grant and cannot be protected by pat-
ent rights. However, the cost of obtaining marketing approval is expensive and the first registrant
needs to be significant to overcome the negative price effects of competition from pharmaceutical
manufacturers that free ride on the initial registrant's marketing approval. Therefore, it is argued that,
without a period of monopoly, the new drug developers will have no incentive to “conduct the costly
clinical research and trials necessary to obtain marketing approval” (Chow and Lee 2018). Given its
importance to the pharmaceutical industry, the United States is a strong proponent of adding such a
provision in the TRIPS Agreement (Chow and Lee 2018).

However, since the TRIPS Agreement was formally implemented 25 years ago, WTO members had
not yet unified their opinions on the application of this provision. The United States, the European
Union, and some members argue that, taking into account the considerable amount of efforts and
costs for generating the necessary data, unless permitted by the originator, undisclosed test or other

GEGI@GDPCenter
Pardee School of Global Studies, i

www.bu.edu/gdp


http://bu.edu/gdp

www.bu.edu/gdp

data should be granted exclusive rights against disclosure for a specific period of time (UNCTAD
& ICTSD 2013, 613-615). During the period, government agencies shall not only protect such data
against disclosure, but also prevent generic drug manufacturers from relying upon the data to obtain
marketing approval. Developing countries such as Argentina, Brazil, India, and Thailand provide a
non-exclusive protection on undisclosed test or other data, that is, such data are protected against
unfair commercial use, but not granted exclusive rights, which allows government agencies to rely
on such data to approve the marketing of generic medicines (UNCTAD & ICTSD 2013, 615-616).
Developing countries believe that if the US and European practices were adopted, the marketing of
generic medicines would be delayed, thereby unreasonably restricting the public access to medi-
cines (UNCTAD & ICTSD 2013, 6271).

Prior to accession to the WTQO in 2001, there were no data exclusivity provisions in China. After join-
ing the WTQO, China has assumed the obligation to protect such data in compliance with the TRIPS
Agreement. Unlike most WTO members, as a condition for accession to the WTO, China agreed
to provide data exclusivity protection for a period of six years (Feng 2010). Included in the Part V
“Trade-Related Intellectual Property System” of the Report of the Working Party on the Accession
of China (World Trade Organization 2001), China reiterated the content of and added what is not
stipulated in Article 39(3) of the TRIPS Agreement. That is, during the period of six years, China
does not allow approval of marketing for generic medicines, in order to provide exclusive protec-
tion for undisclosed test or other data of new chemical entities (World Trade Organization 2001,
284). Moreover, such protection is independent of patent protection, which means such data are
protected whether a medicine is granted patent or not. The period of six years exclusive protection
for undisclosed test or other data is longer than the period of 5 years of protection in the US and a
number of bilateral free trade agreements.

After its accession to the WTO, China transformed the provisions of Article 39(3) of the TRIPS
Agreement and paragraph 284 of the Report of the Working Party on the Accession of China into
domestic law and implemented regulations and measures on protection of undisclosed test or other
data. Article 35 of the Regulations for the Implementation of the Drug Administration Law of the
People's Republic of China (2002) (State Council 2002)" and Article 20 of the Provisions for Drug
Registration (2007) (China Food and Drug Administration 2007)? paraphrased the contents in the
Report of the Working Party on the Accession of China. In 2019, the Regulations for the Implemen-
tation of the Drug Administration Law of China (State Council 2019) was issued, and Article 34
thereof retains provisions mentioned above.

In addition, the Opinions on Deepening the Reform of the Evaluation and Approval System and
Encouraging Innovation on Drugs and Medical Devices (General Office of the State Council 2017)
was issued in October 2017 and set forth requirements for the further improvement and imple-
mentation of the drug test data protection system. It provides that“[t]he trial data and other data
obtained alone but not disclosed yet by an applicant for registration of an innovative drug, a drug
for treatment of rare diseases, a child drug, an innovative biological product for treatment, or a drug
arising from a successful patent challenge, shall be protected in a given period” (General Office of
the State Council 2017, 18). Furthermore, the Chinese National Medical Products Administration
published a draft on Implementing Measures for Pharmaceutical Test Data Protection for public
comments in April 2018, articles 5 and 6 of which stipulate the detailed regulations (National Medi-
cal Products Administration 2018).

" These regulations have been replaced by (State Council 2019).
2 These provisions have been replaced by (State Administration for Market Regulation 2020)
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Table 1: Implementing Measures for Pharmaceutical Test Data Protection
(draft for comment)

Innovative drugs 6 years from the date of marketing authorization in China
Innovative therapeutic biologics 12 years from the date of marketing authorization in China

Orphan drugs 6 years from the date of the first approval of the relevant indi-
cation in China

Pediatric drugs 6 years from the date of the first approval of the relevant indi-
cation in China

Patent Term Compensation System

The patent term compensation system refers to restoration of the patent term to compensate the
patent owner for unreasonable curtailment of the effective patent term resulting from the market-
ing approval and extends patent terms for pharmaceutical products (Correa 2017, 4). The purpose
of the system is to encourage innovation in the pharmaceutical industry by compensating for the
“unreasonable curtailment” of the patent term. During the TRIPS negotiations, the US and EU pro-
posed longer patent terms for pharmaceuticals and the other parties rejected this proposal (Kilici
2014). There are no provisions related to extensions of patent terms in TRIPS. In accordance with
the TRIPS Agreement, the minimum standard for the patent protection period is 20 years from the
date of filing. Although this provision allows members to provide a longer patent protection period,
TRIPS members are not obliged to offer longer terms of protection more than 20 years from the date
of filing for any technical field.

In the Phase One agreement, article 1.12 stipulates the patent term compensation system, which
provides that:

“With respect to patents covering a new pharmaceutical product that is approved
for marketing in China and methods of making or using a new pharmaceutical
product that is approved for marketing in China, China, at the request of the patent
owner, shall make available an adjustment of the patent term or the term of the
patent rights of a patent covering a new product, its approved method of use, or a
method of making the product to compensate the patent owner for unreasonable
curtailment of the effective patent term as a result of the marketing approval pro-
cess related to the first commercial use of that product in China. Any such adjust-
ment shall confer all of the exclusive rights, subject to the same limitations and
exceptions, of the patent claims of the product, its method of use, or its method of
manufacture in the originally issued patent as applicable to the approved product
and the approved method of use of the product.” (U.S.-China 2020, 1.12.2(b))

Compared with the provisions in the TPP and CPTPP (CPTPP 2018, 18.48),3 the above provisions are
more stringent in that it not only clarifies that the scope of the drug patent term extension covers a
new product, its approved method of use, or a method of making the product, but also specifies that
“China may limit such adjustments to no more than five years and may limit the resulting effective
patent term to no more than 14 years from the date of marketing approval in China.”

3 Notably, Article 18.48 (Patent Term Adjustment for Unreasonable Curtailment: all of this Article including footnotes 45
through 48) is among the suspended provisions in the CPTPP (CPTPP 2018, Annex, 7).
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It is worth noting that, prior to the Phase One agreement, China had already begun piloting this
system. Article 17 of the 2017 Opinions proposed to “conduct the pilot program of the patent term
compensation system. Some new drugs shall be selected for the pilot program, and patent term
compensation shall be made, taking into account the time when the marketing is delayed due to
clinical trial, evaluation and approval” Furthermore, Article 43(2) of the Request for Public Com-
ments on the Patent Law (Draft Amendment), which was published by the Standing Committee of
the National People's Congress on January 4, 2019, also stipulated the patent term compensation
system (Peng and Meuwissen 2020).4

On October 17, 2020, the Patent Law of the People's Republic of China (2020 Amendment) was
promulgated, and stipulated that:

“For the purpose of making up the time required for the assessment and approval
of the marketing of a new drug, the patent administrative department of the State
Council may, at the request of the patentee, provide a patent term extension for
an invention patent relating to the new drug approved for marketing in China. The
extension may not exceed five years, and the total effective term of the patent
after the new drug is approved for marketing shall not exceed 14 years.” (National
People's Congress 2020, 42.3)

The above provision is consistent with that in the Phase One agreement. As the general provisions
on patent, the 2020 Patent Law is over-principled. Consequently, after its issuance, the State Intel-
lectual Property Office issued the Proposed Amendments to the Rules for the Implementation of the
Patent Law (Draft for Comments) in December 2020, which includes a more detailed compensation
system for the term of pharmaceutical patents (State Intellectual Property Office 2020, 85).

Patent Linkage

Patent linkage is a system that links drug marketing approval procedures with the patent status (Liu
2012). It is a particular TRIPS-plus provision and the TRIPS Agreement includes no requirement to
provide such a system. Proponents of this system argue that the purpose is “the prevention of the
infringement that may occur if generic versions of a patented product were approved for commer-
cialization” (Correa 2015). Opponents of the system argue that even spurious patents may func-
tion as barriers to generic drug registration under the patent system (Kilici 2014). Therefore, it may
unduly delay the marketing approval for generic drugs and limit states’ actions aimed at progres-
sively realizing the human right to health (Correa 2017).

Patent linkage is described in Article 111 of the Phase One agreement (“Effective Mechanism for
Early Resolution of Patent Disputes”), which stipulates the scope of application of the drug patent
linkage system from the two aspects of pharmaceutical product type and patent type. From the per-
spective of pharmaceutical product type, the patent linkage system is applicable to a pharmaceutical
product seeking marketing approval that relies on evidence or information concerning the safety and
efficacy of a product that was previously approved, commonly, the “generics”. From the perspective
of patent type, Article 111 s applicable to a “patent claiming an approved pharmaceutical product or
its approved method of use”. In terms of the specific content of the system, Article 1.11 stipulates the
notification mechanism, the dispute resolution mechanism before the marketing of generics and the

4 Article 43(2) of the Request for Public Comments on the Patent Law (Draft Amendment): “for the purposes of making up
the time for the review and approval of the listing of an innovative drug, the State Council may decide to extend the duration
of the innovative drug invention patent of which the listing in China and abroad at the same time is applied for, the duration
may be extended for not more than five years, and the total effective duration of the patent after the listing of the innovative
drug shall not exceed 14 years.”
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“lockout period” system. Provisions concerning the patent linkage system in the Phase One agree-
ment are similar to Article 18.53(1) of the TPP (which was suspended under the CPTPP), but differ
from that of Article 18.53(2) of the TPP, providing an alternative to a patent linkage system.

Prior to the Phase One agreement, China had no legislation related to a patent linkage system. How-
ever, ltem 16 of the 2017 Opinions proposed to “explore and establish a drug patent linkage system”
and set a framework for the drug patent linkage system, including the creation of a list of marketed
drugs, patent claims and challenges, and a “lockout period,” which are basically similar to the link-
age system in US law (Fuen 2020). Moreover, the “"Opinions on Strengthening Intellectual Property
Protection” issued by the General Office of the CPC Central Committee and the General Office of
the State Council in November 2019 proposed again to “explore and establish a drug patent linkage
system”.

The 2020 Patent Law lays out, for the first time in Chinese legislation, a drug patent linkage system,
which provides that:

“Where, in the process of assessment and approval for the marketing of a drug,
any dispute arises between the applicant for the marketing of a drug and the rele-
vant patentee or interested party over the patent right related to the drug of which
an application for registration is filed, the relevant party may file a lawsuit with the
people’s court, requesting a judgment as to whether the relevant technical solution
of the drug of which an application for registration is filed falls within the scope of
protection of any other person’s patent on a drug. The medical products adminis-
tration of the State Council may, within the prescribed time limit, make a decision
on whether to suspend the approval of marketing of the relevant drug according
to the effective judgment of the people’s court. The applicant for the marketing of
a drug and the relevant patentee or interested party may also apply to the patent
administrative department of the State Council for an administrative adjudication
on any patent dispute related to the drug of which an application for registration
is filed. The medical products administration of the State Council shall, in con-
junction with the patent administrative department of the State Council, develop
specific connecting measures for the resolution of patent disputes in the stages of
approval of drug marketing and application for the marketing of a drug, report such
measures to the State Council, and implement them upon consent of the State
Council” (National People's Congress 2020, 76).

The patent linkage system has attracted considerable attention in the lawmaking process, and
numerous comments have been put forward by various parties. For example, it has been suggested
that part of the provisions of the patent linkage system is related to drug approval and thus should
not be included in the Patent Law (Constitution and Laws Committee 2020). Finally, the legislature
pointed out that “the Mechanism for Early Resolution of Drug Patent Disputes is a newly established
mechanism concerning the balance of interests between patentee and generic applicant, which
should be steadily promoted; while for legal issues involving patents, the Patent Law should stipu-
late corresponding principles to provide necessary legal ground, and the specific content may be
detailed by the relevant competent departments and judicial organs in accordance with the law and
constantly improved in practice” (Constitution and Laws Committee 2020).

In summary, China has introduced data exclusivity, a patent linkage system, and a patent term com-
pensation system into its domestic law through its accession to the WTO and the Phase One Agree-
ment. The following is a discussion of why China, as a developing country, has introduced these high
standards of pharmaceutical IPRs.
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CRITICAL FACTORS IN PROMOTING CHINA'S INTRODUCTION OF
TRIPS-PLUS RULES

As discussed above, the conclusion of the Phase One Agreement leads China to transform pharma-
ceutical-related TRIPS-plus rules into its domestic law. However, it could be argued that the deeper
reason was that the experience of 40 years of reform and opening up had shown that it was in
China's long-term interests to gradually introduce and improve the IPRs system, to join and integrate
into the world IP system and the world trading system, and to strengthen the enforcement and
protection of IPRs (Yi 2019). The data illustrate that the IP system has greatly promoted China’s
technological progress. For instance, in 1995, China's research and development (R&D) expenditure
was only 34.87 billion yuan, and the number of patent application grants was only 45,000. In 2018,
China’'s R&D expenditures had already reached 1,965.70 billion yuan, and the number of patent
application grants reached a record of 2.447 million. The number of R&D expenditures and patent
applications is 18.9 times and 21.4 times that of 2007, respectively (Bing and Lingyun 2020). In this
context, it can be argued that the following factors have driven China to introduce higher standards
of IP protection for pharmaceuticals.

The first critical factor was to spur innovation in drug manufacturing. In recent years, with the
implementation of the “innovation-driven” national strategy and the reform of the drug review and
approval system, the environment for new drug R&D has been greatly optimized in China, and enter-
prises have deployed in new drug R&D fields. As the R&D of new drugs is characterized by large
investment, long cycle and high risk, some enterprises have called for strengthening the protection
of IPRs to obtain sufficient profit return. For example, some National People's Congress delegates
from Chinese pharmaceutical enterprises have suggested further protection of undisclosed test or
other data for traditional Chinese medicine and biopharmaceuticals (Yan 2017, Ding 2020).

The second critical factor was to promote the development of generic pharmaceuticals. China is a
leading country in the use of generic medicines. According to the statistics, more than 90 percent of
China’'s 4000 pharmaceutical companies are generic medicine manufacturers, and the market size
of generic drugs accounts for about 95 percent of chemical medicines (Institute of Pharmaceutical
Sciences, et al. 2016). However, at present, China has both an overcapacity and a shortage of gener-
ics. On the one hand, a large number of pharmaceutical companies are concentrated in the low-cost
generic drug market with low R&D and low capital access barriers. On the other hand, domestic
generic drug companies have insufficient generic capacity (Haoran 2019). Hence, the 2017 Opinions
emphasized the need to promote production of generic drugs, which stated that “adherence shall be
given to encouraging innovation and promoting production of generic drugs as well as reducing drug
expenses, and a list of drugs in which the patent right has expired, terminated or been voided and of
which the generic production has not been applied for, shall be regularly published so as to guide the
research, development and production of generic drugs and improve public availability of drugs.”

The third critical factor is to speed up the imports of innovative drugs to the Chinese market. Accord-
ing to statistics, from 2001 to 2016, 433 innovative medicines were approved for marketing in the
United States, but only 133 were marketed in China. A number of new medicines marketed in China
are on average 7 years later than those in Europe, Japan or the United States (China Pharmaceutical
Enterprises Assoc. (CPEA), et al. 2016). In order to provide patients with timely access to effective
medicines and encourage the imports of innovative drugs, China took the initiative to introduce pat-
ent term extension prior to the Phase One Agreement, which was proposed at the April 2018 State
Council executive meeting, “providing patent protection period compensation of up to 5 years to the

5 Item 19 of the 2017 Opinions.
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new drugs that are simultaneously applied for marketing approval in China and abroad” (General
Office of the State Council 2018).

The last critical factor is external driving force. Since the reform and opening up, the external impe-
tus has been an important driving force for the construction and improvement of China's IP system.
Obviously, the evolution of China’s IP protection system for pharmaceuticals over the past 40 years
of reform and opening up has been a result of interaction between China and the US (Yi 2019). As
early as 1979, when diplomatic relations between the United States and China were established,
the US-China Bilateral Trade Agreement of 1979 incorporated broad IP provisions, with Article 6(3)
stating: “[t]he Contracting Parties agree that they shall seek to ensure that patent and trademark
protection granted to each other's legal or natural persons, in accordance with their respective laws
and with due regard to international practice, shall be commensurate with such protection granted
by the other Party to itself” (U.S.-China 1979).

In 1991, the United States listed China as a "key country” in the Special 301 Report and initiated an
investigation into China in accordance with the procedures. It pointed out that China lacked patent
protection for pharmaceuticals and agricultural chemicals, and that counterfeit and generic medi-
cines were rampant in the market (Yi 2019). After several rounds of consultations, both parties
signed a Memorandum of Understanding on the Protection of Intellectual Property Rights Between
China and the US (MOU) on January 17,1992 (U.S.-China 1992). Because of which, China amended
the Patent Law, expanded the scope of objects of patent protection (excluding food, beverages
and condiments from the list of unauthorized objects, as well as pharmaceuticals and chemically-
obtained substances), and extended the term of patent protection (from 15 to 20 years for inven-
tions). China also issued the Regulations on Administrative Protection of Medicines in December
1992 to provide additional protection for the medicines covered by the MOU (U.S.-China 1992).
During the WTO negotiations, the US made IPR protection a precondition for China’s accession to
the WTO in order to force China to comply with U.S. demands to resolve bilateral IPR issues (Feng
2010). As noted earlier, China waived the flexibilities afforded to developing countries under the
TRIPS and introduced TRIPS-plus rules for undisclosed test or other data protection for pharmaceu-
ticals. The background for China’s recent introduction of the pharmaceutical patent term extension
and the patent linkage system is the well-known US-China trade war since 2018.

To sum up, China's introduction of the TRIPS-plus rules is the result of various factors. Since the
reform and opening up, with the improvement of China’s IPR legal system, the protection of IPRs
as private rights have been widely recognized in China. There is no conceptual obstacle to pushing
up the rules of IPR protection for pharmaceuticals in China, as the IP system has driven China's
technological advancement and thus is linked to innovation. At the same time, the recent increase
in the innovation capacity of some Chinese domestic pharmaceutical companies has created a
demand for greater IPR protection. Despite these factors, the tension between pharmaceutical IPR
protection and public health makes the introduction of some high-standard IP rules in China con-
troversial. Therefore, the double-edged nature of the TRIPS-plus rules makes the timing of intro-
ducing these regimes extremely important (He and Lu 2009). Some scholars have argued that the
timing may depend on two factors: “first, after the substantial development of the branded medi-
cine industry, China needs to expand internationally and legally to ensure a return on investment
for its innovations. The second is that the system can be introduced as a compromise arrangement
for different industries when facing the pressure of trade negotiations from the US and Europe”
(Liang 2019). From the foregoing analysis, the current state of development of China's pharma-
ceutical industry and the trade war between China and the United States have contributed to the
emergence of the timing.
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THE IMPACTS OF TRIPS-PLUS RULES ON ACCESS TO MEDICINES
IN CHINA

The pharmaceutical industry is a special industry, involving not only the interests of original drug
enterprises and generic drug enterprises but also the life and health of people. The protection of IPRs
for drugs is closely intertwined with the prices and availability of those drugs. Generally speaking,
generic drugs will be launched after expiration of the patent of original drugs, resulting in a “plunge”
of drug prices which is generally referred to as the “patent cliff” in pharmaceutical prices (Fuen
2020). This occurs so long as the generic medicines have the same active ingredients, dosage, route
of administration and intended use.

From foreign practice and experience, drug patent linkage, patent term extension and data exclusiv-
ity will directly or indirectly extend the duration of market exclusivity of branded drugs and postpone
the marketing of generic drugs and the appearance of a “patent cliff” of drug prices, thus affecting
the availability of drugs (Fuen 2020). For instance, originator drug enterprises have greatly extended
the duration of market exclusivity through “evergreening of patents”, such as patents on a drug's
approved method of use, or method of making the product with a combination of a “lockout period”
in the pharmaceutical patent linkage system.

Currently, China has merely introduced patent linkage and patent term compensation systems for
pharmaceuticals in 2020, and the relevant provisions will not come into effect until 2021, so it is
impossible to assess the impact of these systems at this time. However, China introduced data
exclusivity for pharmaceuticals upon its accession to the WTO, and it has implemented this system
for nearly two decades. The following is an analysis of the impact of data exclusivity on drug acces-
sibility. Since China’s accession to the WTO, the provision of six years of exclusive protection for
unclosed test or other data has brought the following two contradictory impacts.

On the one hand, data exclusivity has a significant negative impact on the accessibility of medicines.
It is mainly reflected in the following two aspects:

First, data exclusivity has not played the role of “incentive innovation”. After more than a decade of
practice since the introduction of data exclusivity in China, China's pharmaceutical industry has not
significantly improved its innovation capacity and is still challenged by the “gap between the qual-
ity of marketed products and the international advanced level”. According to the statistics, during
2000-2004, pharmaceutical companies outside the United States, Europe, and Japan marketed 10
innovative drugs, accounting for only six percent of the global market. In contrast, from 2015 to 2019,
pharmaceutical companies outside the United States, Europe, and Japan launched 41 innovative
drugs, accounting for only 16 percent of the global market. The share of innovative drugs marketed
by pharmaceutical companies outside the United States, Europe, and Japan increased by only 10
percent (see Figure 1) (European Federation of Pharmaceutical Industries and Associations 2020).

Secondly, data exclusivity is a policy factor that delays the marketing of generic drugs in China
thereby affecting access to medicines. For example, the hepatitis C medicine Sovaldi produced by
Gilead is priced about $1,000 a tablet in the US while it costs about $10 for a generic one in India
(Sun 2015). The main reason India is able to manufacture a generic version of Sovaldi is that the
Indian Patent Office refuses to grant patent rights, including patents of pro-drug and base chemical
compounds, for Sovaldi (Na and Jing 2014). After that, Gilead signed a non-exclusive license agree-
ment with Indian generic medicine manufacturers. According to the agreement, Indian pharmaceu-
tical manufacturers obtain the complete technology transfer from Gilead to produce Sovaldi and
fix their own prices (Sun 2015). The patent application of Sovaldi in China has also been rejected.
However, although not granted a patent, according to the current provisions on the exclusive right
of protection for undisclosed test or other data in China, it will still be protected for 6 years after it
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Figure 1. Number of New Chemical and Biological Entities (2000-2019)
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is approved for listing. During this period, a generic version produced by Chinese pharmaceutical
enterprises is unable to be sold on the market. Hence, China’s protection on undisclosed test or
other data for a period of six years delayed the entry of generic drugs into the market, which inevita-
bly led to exorbitant prices and limited patient access to medicines in China.

On the other hand, however, data exclusivity has also had a positive impact on the level of acces-
sibility of medicines in China. This is mainly reflected in the rapid development of China's pharma-
ceutical industry since its accession to the WTO. For instance, in 2001, China's pharmaceutical and
medicine manufacturing industry assets were 328.11 billion yuan and the amount of revenue was
192.44 billion yuan. In 2019, China’s assets reached 3398.15 billion yuan and the amount of revenue
reached 2388.42 billion yuan. The amount of assets and revenue is 10.35 times and 12.41 times
that of 2001 (see Figure 2). From an economic point of view, the increased level of IPR protection in
China plays a role in promoting trade and attracting foreign investment. For example, the evidence
suggests that US-headquartered multi-national enterprises (MNEs) are sensitive to improvements
in IPRs in developing countries in making foreign location decisions (Chow and Lee 2018). Thus,
we could argue that the overall rapid development of China's pharmaceutical industry has played
a positive role in improving access to medicines in China. This has also been confirmed by relevant
research. Some scholars have used the data on 24 provinces/cities to analyze the current situation
of the accessibility of low-cost drugs in terms of the overall situation, accessibility, and affordability,
and concluded that the accessibility of low-cost drugs is very high. In terms of accessibility, only
some of the low-priced drugs are out of supply and in short supply for a short period of time, in a
small range and intermittently in some provinces, regions and medical institutions, but not for a long
period of time in a large range. In terms of affordability, although the prices of low-priced drugs have
generally increased after the implementation of the low-priced drug policy, they are still affordable
(DU, et al. 2018).

Additionally, with respect to drug accessibility, the main problems facing China at present are the
inability of innovative drugs to meet market demand and the delay and low quantity of foreign
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Figure 2. Assets and Revenues of Pharmaceutical Manufacturing in China, 2001-2019
(billion CNY)
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innovative drugs on the market. Therefore, some scholars believe that to solve the problem of drug
accessibility in China, it is fundamentally necessary to strengthen the R&D and generic capacity of
the domestic drug industry (Haoran 2019).

Ultimately, from China’s practice, the impact of pharmaceutical-related TRIPS-plus rules on the
accessibility of medicines in China is double-edged, with positive facilitators and negative impedi-
ments. This uncertainty also illustrates that the high standards of IP rules for pharmaceuticals are
closely related to the soil on which they are based, i.e., the conditions of each country, and that the
system itself is neutral if the original rule designer’s intentions are not considered.

CHINA'S PRACTICES TO REDUCE THE POTENTIAL NEGATIVE IMPACT
OF TRIPS-PLUS RULES ON ACCESS TO MEDICINES

Although China had considered introducing pharmaceutical-related TRIPS-plus rules prior to the
Phase One Agreement, there were differences in content from the Phase One Agreement. Further-
more, the Phase One Agreement provides detailed regulations on the patent term extension and
patent linkage system. These systems may extend the monopolization period of the original drug
and affect access to medicines. Hence, China has taken the following countermeasures to balance
the tension between high standards of IPR protection rules and public health.

First, China has taken full advantage of the flexibility of the Phase One Agreement to design related
systems to avoid abuse of the system. For instance, in terms of patent term extension in the Phase
One Agreement, the first two paragraphs of Article 1.12 provide for a patent term extension system,
and the third paragraph provides that “The United States affirms that existing US measures afford
treatment equivalent to that provided for in this Article.” Hence, when China transforms the provi-
sions of the Phase One Agreement into domestic law, it is necessary to confirm the specific provi-
sions of the existing US measures. Under the Phase One Agreement, the patent term extension

GEGI@GDPCenter
Pardee School of Global Studies/Bost igersity



http://bu.edu/gdp

system to be established by China shall at least be applicable to “a patent covering a new product,
its approved method of use, or a method of making the product.” However, the extension of the pat-
ent term required under the Phase One Agreement provides no limitations that can be found under
US law where the extension to compensate for delays in the marketing approval procedures applies
to only one patent per product (35 U.S. Code § 156 n.d.). Consequently, China faces a number of
such problems in transforming the new pharmaceutical patent protection system into domestic law.

Second, China has added provisions with respect to the abuse of patent rights and patent open
license in the 2020 Patent Law. Article 20 of the 2020 Patent Law provides that: “Patent applica-
tions and the exercise of patent rights shall adhere to the principle of good faith. Patent rights shall
not be abused to damage the public interest or the lawful rights and interests of any other person.
Any abuse of patent rights to preclude or restrict competition, which constitutes a monopolistic act,
shall be handled in accordance with the Anti-monopoly Law of the People’s Republic of China.” Com-
petition laws and policies are considered to be able to effectively prevent anti-competitive behaviors
such as price collusion, unreasonable restrictions on new technologies, and hindering companies of
generics from entering the market, which lead to rising drug prices (Haoran 2019). Currently, China’s
regulation of pharmaceutical monopoly is still in its infancy, and the provisions in the Anti-monopoly
Law of the People's Republic of China are not detailed. Therefore, some scholars suggest that drug
price monopoly should be taken as the key for identifying the role of the government and the market
to improve the operational framework for regulating pharmaceutical monopoly and maintaining the
healthy and stable development of the pharmaceutical industry (Jing 2018). Additionally, in order
to promote the exploitation and application of patents, Articles 48-52 concerning the open license
system are added in the 2020 Patent Law. Article 50 provides that: “Where a patentee voluntarily
files a written declaration with the patent administrative department of the State Council, indicat-
ing its willingness to permit any entity or individual to exploit its patent and specifying the royalty
payment methods and rates, the patent administrative department of the State Council shall make
an announcement and implement an open license.” In order to encourage more patentees to volun-
tarily implement the patent opening license, Paragraph 2 of Article 51 further provides that: “During
the period of implementation of the open license, the patent annuity paid by the patentee shall be
reduced or waived accordingly.” Whether these newly added provisions will have a positive impact
on drug accessibility remains to be proved in practice.

Third, China has improved the regulations of a compulsory license system for pharmaceuticals. As
early as 1984, China enacted the Patent Law which provided provisions on compulsory licensing,
and which has been constantly amended and improved in 1992, 2000 and 2008 Patent Law amend-
ments. In 2012, the China National Intellectual Property Administration issued the revised Measures
on Compulsory Patent Licensing to provide detailed provisions on the conditions and procedures for
application of various compulsory licensing.

From foreign practice, in terms of solutions to domestic public health, the most significant and oper-
able compulsory licensing is the compulsory licensing under national emergencies or abnormal cir-
cumstances or for the public interest. Therefore, the Opinions on Reform and Improvement of Policies
on Guarantee of Supply and Use of Generic Drugs (the 2018 Opinions) was issued in 2018, which
first defines the “abnormal circumstances which threaten the public sanitary and health security”
as “national emergencies or abnormal circumstances or for the public interest” (General Office of
the State Council 2018). It also provides that the causes of such circumstances included not only an
outbreak of major and serious infectious diseases or other abrupt public health events, but also the
shortage of drugs for the prevention or treatment of major and serious diseases. “Major and serious
diseases” include not only infectious diseases, but also other non-infectious diseases such as can-
cer. In addition, on the basis of Article 6 of the Measures on Compulsory Patent Licensing, the 2018
Opinions further clarified that the competent departments of the State Council for implementation
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of compulsory licensing shall be National Health Commission which works together with the Minis-
try of Industry and Information Technology and National Medical Products Administration.

After the signing of the Phase One Agreement, some scholars argued that the patent linkage sys-
tem and drug data protection may pose obstacles to the implementation of the compulsory patent
license, affecting the timely resolution of the public health crisis, and suggested to further improve
the compulsory license system for pharmaceutical patents, to build an effective link between the
pharmaceutical patent linkage system and patent compulsory license system, and to provide limits
and exceptions to the drug data protection (Fuen 2020).

Last, China has launched drug pricing and procurement reform. In recent years, China has under-
taken reforms around drug prices in order to meet the needs of patients. For instance, the National
Healthcare Security Administration (NHSA), established in 2018, will supervise health insurance
across both urban and rural populations. The NHSA releases the work plan for the adjustment of
the National Reimbursement Drug List (NRDL) each year. Innovative drugs and urgently needed
imported drugs with higher prices will be included through negotiations. In 2019, for example, of the
97 drugs successfully negotiated, 70 new drugs had price reductions by an average of 60.7 per cent
(news.china.com 2019). The aforementioned Gilead's Sovaldi, was approved for marketing in China
in 2017, priced at 23,000 RMB. In 2019, through NHSA's negotiations, Sovaldi was included in the
NRDL and the price was reduced 4,368 yuan, a reduction of 81 percent (Gilead 2017).

Meanwhile, China removed import tariffs on cancer drugs on May 1, 2018 and lowered the value
added tax (VAT) on May 3, 2018 (General Office of the State Council 2018). Furthermore, China
released the National Pilot Plan of Centralized Drug Procurement in 2019 and launched a new round
of drug pricing and procurement reform. The reform was coined the “4+7" procurement reform,
which implemented in 4 municipalities (Beijing, Shanghai, Tianjin and Chongging) and 7 cities
(Guangzhou, Shenzhen, Xi‘an, Dalian, Chengdu, Xiamen). One of the purposes of the reform is to
significantly lower drug prices and reduce the patients’ burden of drug costs.

CONCLUSIONS

To conclude, China has introduced pharmaceutical-related TRIPS-plus rules into its domestic law
through its accession to the WTO and Phase One Agreement, thus further enhancing China’s pro-
tection of pharmaceutical IPRs. As a developing country, the critical factors for China’s introducing
these high standards of IPR protection for pharmaceuticals include the promotion of innovation in
the pharmaceutical industry, the development of generic pharmaceuticals, the accelerated intro-
duction of innovative medicines, and external drivers from negotiating international trade agree-
ments. In China's practice, the pharmaceutical TRIPS-plus rules have been a “double-edged sword”
for China's access to medicines, which has both positive and negative effects. Therefore, while China
has further introduced high standard IPR rules for pharmaceuticals, it has also responded by taking
full advantage of the “flexibilities” reserved by the rules of international trade agreements, adding
and improving legal provisions to prevent patent abuse, encouraging more patentees to voluntarily
implement the patent opening license, improving the regulations of compulsory license system for
pharmaceuticals, and promoting domestic pharmaceutical pricing and procurement reform, in order
to reduce the potential negative impact of TRIPS-plus rules on access to medicines in China.

Moreover, from China's practices, the TRIPS-plus rules have been introduced primarily through
participation in international economic and trade agreement negotiations, and access to medicines
is a common challenge facing both developing and developed countries, thus potential conflicts
between the TRIPS-plus rules and access to medicines need to be resolved through coordination
between the international IP regime and the global health governance arena. As more and more

GEGI@GDPCenter
Pardee School of Global Studies/Bost igersity



http://bu.edu/gdp
http://news.china.com

countries increase the level of protection of IPRs for pharmaceuticals, multi-national pharmaceutical
enterprises are able to utilize the high standard of IP rules as important instruments for the global
sharing of innovation costs, the prices of drugs “skyrocketed” with higher rules on protection of IPRs,
the global poor, who cannot afford the burden of medical charge, are suffering actual losses of ben-
efit. Therefore, it could be argued that the design of IP rules for pharmaceuticals at the international
level should be changed from avoiding “free-riding” to “returning” to all consumers who share the
innovation costs. Furthermore, the COVID-19 pandemic is a reminder that we should start working
in this direction as early as possible.
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