
  
   

PREDICTING THE 2019 301 SPECIAL REPORT 

Elizabeth Foley545* 

I. INTRODUCTION 

 Intellectual property plays a vital role in the United States by creating over 20 million jobs, 

providing the United States with the newest military technologies, improving the pharmaceutical 

sector, and much more. The annual 301 Special Report issued by the Office of the United States 

Trade Representatives ensures that the United States trading partners are providing adequate 

intellectual property protection throughout the world. Countries with inadequate protection will 

find themselves placed on the Watchlist or the Priority Watchlist, which is the United States' 

attempt to warn these countries of inadequate protection and encourage communication between 

the countries in order to improve the intellectual property laws in these countries.  

II. BACKGROUND 

A. THE HISTORY OF THE 301 SPECIAL REPORT 

The 301 Special Report (the “Report”) is issued annually by the Office of the United States 

Trade Representative (the “USTR”).

1 The USTR conducts an annual review of the state of Intellectual Property (“IP”) 

protection and the enforcement of IP laws with U.S. trading partners around the world.2 The 

Special 301 Sub-Committee advises the USTR on which countries to include in the Report and 

consists of members from the Department of Commerce, United States Patent and Trademark 

Office (“USPTO”), Department of State, Department of Health and Human Services (“HHS”), 

Department of Agriculture, Copyright Office, and the like.3 Section 182 of the Trade Act of 1974 

                                                 
* Elizabeth Foley is a current second year student at Creighton  
1 USTR SPECIAL REP. 301, at 5 (2018) (hereinafter Special Report 2018). 
2 Id. 
3 Id. 
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(the "Act”) gives the USTR the power to issue the Report annually.4 Section 301 of the Trade Act 

of 1974 states the countries should  

identify (1) those foreign countries that (A) deny adequate and effective protection 

of intellectual property rights, or (B) deny fair and equitable markets access to 

United States persons that rely upon intellectual property protection, and (2) those 

foreign countries identified under paragraph (1) that are determined by the Trade 

Representative to be priority foreign countries.5 

 

The first published Report came out in 1989, pursuant to the 1974 Trade Act, which was 

amended by the Omnibus Trade and Competitiveness Act of 1988.6 The purpose of the report was 

to ensure “adequate and effective intellectual property protection rights” or “fair and equitable 

market access to the United States person that rely upon intellectual property rights.”7 No priority 

countries were listed under the 1989 Report, however, seventeen counties were placed on the 

“Watch List”, while eight trading partners were placed on the “Priority Watchlist”.8  The eight 

countries on the “Priority Watchlist” included: Brazil, India, Mexico, People’s Republic of China, 

Republic of Korea, Saudi Arabia, Taiwan, and Thailand.9 Some of the countries on the “Watchlist” 

included: Argentina, Canada, Chile, Colombia, Egypt, Greece, Indonesia, Italy, Japan, Malaysia, 

and etc.10 The Act defines “Priority countries” as:  

those foreign countries - (A) that have the most onerous or egregious acts, policies, 

or practices that (i) deny adequate and effective intellectual property rights, or (ii) 

deny fair and equitable market access to United States persons that rely upon 

intellectual property protection, (B) whose acts, policies, or practices described in 

subparagraph (A) have the greatest adverse impact (actual or potential) on the 

relevant United States products, and (C) that are not (i) entering into good faith 

negotiations, or (ii) making significant progress in bilateral or multilateral 

negotiations to provide adequate and effective protection of intellectual property 

rights.11  

                                                 
4 Id. 
5 TRADE ACT OF 1974, at 54. 
6 See USTR SPECIAL REP. 301 (1989) [hereinafter Special Report 1989]. 
7 See generally USTR SPECIAL REP. 301 (1989-2018) [hereinafter Special Report 1989-2018].  
8  See Special Report 1989, supra note 6. 
9 Id. 
10 Id. 
11 Id. 
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B. FAILURE TO PROVIDE ADEQUATE IP PROTECTION RESULTS IN PLACEMENT ON EITHER THE 

“PRIORITY WATCH LIST” OR “WATCH LIST” 

The USTR places countries with inadequate IP protection on either the “Priority Country” 

list, “Priority Watchlist” (“PWL”), or the “Watch list” (“WL”).12 Eligible countries include all 

those with which the United States trades with.13  Since this list is extensive, it puts a lot of 

countries at risk of being put on one of these annual lists.14 For the past nine years, the USTR has 

held an open forum where countries, businesses, and organizations can voice their concerns and 

propose amendments to the prior year’s list.15 Those who voice their concerns (e.g., country 

advocates, pharmaceutical companies, or etc.) will be questioned by the 301 Sub-Committee.16 In 

2017, spokesmen from Bulgaria and the Ukraine attended the forum and requested that their 

respective countries be removed from one of the three lists.17 For the past nine years, 

Pharmaceutical Research and Manufacturers of America (“PhRMA”) has been present at the 

forum.18 This year PhRMA suggested that Canada and Korea be put on the priority foreign country 

list, because American inventors have been facing a range of intellectual property challenges 

including inadequate patent term restoration under the Hatch-Waxman Act.19 The Hatch-Waxman 

Act, 35 U.S.C §156, states “the term of a patent directed to an FDA-regulated product may be 

extended to compensate for delay caused by the FDA’s regulatory review.”20 The FDA regulatory 

                                                 
12 See generally Special Report 1989-2018, supra note 7. 
13 Id. 
14 Id. 
15 OFF. OF THE U.S. TRADE REP. (May 2018), https://www.ustr.gov. 
16 Id.  
17 OFF. OF THE U.S. TRADE REP., 2018 SPECIAL 301 PUBLIC HEARING AT 10-28 (Mar. 8, 2018), 

https://ustr.gov/sites/default/files/301/2018%20Special%20301%20Hearing%20Transcript.pdf. 
18 Id. at 177-187. 
19 Id.  
20 See 35 U.S.C §156(c) (2006).  
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review may include time compensation for testing and agency approval.21 Additionally, they 

proposed that Japan be put on the PWL, along with Turkey and Saudi Arabia.22 Malaysia was 

proposed to be moved to the PWL for their compulsory license.23 Both the European Union (“EU”) 

and United Arab Emirates (“UAE”) were asked to be placed on the WL.24 Ultimately, PhRMA 

makes their decision on a number of factors, but the size of the market is their ultimate deciding 

factor.25 Intellectual Property Advisory (“IPA”) has participated in every Special 301 review since 

the 1988 Trade Act created the special process (e.g., forums).26 They recommend that 19 counties 

be identified in the 2018 report.27 The nine countries on the PWL list are: Argentina, China, Chile, 

India, Mexico, Russia, Taiwan, Ukraine, and Vietnam.28 

C. THE RECENT 2018 SPECIAL REPORT  

In the 2018 Special Report, twelve countries were listed on the PWL.29 These included: 

Algeria, Argentina, Canada, Chile, China, Colombia, India, Indonesia, Kuwait, Russia, Ukraine, 

and Venezuela.30 Twenty-four countries were listed on the WL.31 A number of countries jumped 

from the WL to the PWL, from the PWL to the WL, or off the lists completely.32 Thailand moved 

from the PWL to the WL because of their correction actions and cooperation with the U.S, and 

Colombia moved from the WL to PWL because of Colombia’s failure to fulfill obligations under 

the United States-Colombia Trade Promotion Agreement.33  

                                                 
21 Id. 
22See 2018 SPECIAL 301 PUBLIC HEARING AT 10-28, supra note 17. 
23 Id.  
24 Id.  
25 Id. 
26 See 2018 Special Public Hearing, supra note 17, at 129-142. 
27 Id. 
28 See Special Report 2018, supra note 1. 
29 Id. 
30 See Special Report 1989, supra note 6. 
31 Id.  
32 Id. 
33 Id.  
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Those countries that were placed on the PWL will be required to go through an “out-of-

cycle review” which must begin within 30 days after a country has been identified as “priority”.34 

The exception to this rule is if the USTR concludes that such a review would be detrimental to the 

United States' economic interests.35 The investigation, once begun, must conclude within six 

months to allow ample time to access placement for the following year.36 Out-of-cycle reviews 

were conducted on a number of countries, including Kuwait, Malaysia, and Colombia and the 

outcomes of those out-of-cycle reviews will determine which countries make shifts in 2019.37 The 

results of such reviews will be included in the 2019 report.38 This article will focus on proposed 

future shifts for countries that have been on the USTR’s radar.39  

III. ARGUMENT 

The 2019 Special 301 Report will look significantly different than the 2018 Special 301 

Report.40 Historically, the annual report has changed on an annual basis, with 2017 being an 

exception due to little change in IP protection from the prior year.41 Both the 2016 and 2017 Special 

301 Report contained the same countries on the PWL and the WL.42 However, in 2018, drastic 

changes were made to the PWL and WL country list.43 It will be no surprise that the 2019 report 

will look different than the previous year’s annual report. United States trade partners are 

continuously working to improve their Intellectual Property laws in order to meet the United States' 

                                                 
34 See generally Special Report 1989-2018, supra note 7. 
35 See Special Report 1989-2018, supra note 7. 
36 Id.  
37 Id.  
38 Id. 
39 See generally 2018 Special Public Hearing, supra note 17, at 129-142. 
40 Id. 
41 See USTR SPECIAL REP. 301 (2016); see also USTR SPECIAL REP. 301 (2017).  
42 Id.  
43 See Special Report 2018, supra note 1. 



 92 

standards and the United States has continued to work together with these countries to maximize 

United States IP protection and enforcement.44  

A. CHINA 

The USTR should place China on the Priority Watchlist for the 15th straight year.45 Over 

the past year, the United States and China have not reached an agreement on IP-related concerns 

including:, trade secret theft, online piracy and counterfeiting, high-volume manufacturing and 

export of counterfeit goods, technology transfer requirements, etc.46 China has made strides in the 

right direction, however, the recent trade war between China and the United States creates many 

concerns for the U.S.47 

1. TRADE WAR  

The Chinese government and the United States government have been at war over trade 

practices for a majority of 2018.48 On July 9th, 2018, President Trump ordered the government to 

prepare tariffs on an additional $200 billion worth of Chinese exports.49 Ever since President 

Trump announced the tariffs on steel, the Chinese government has issued multiple retaliatory 

tariffs.50 The most recent retaliatory tariff, as of July 10th, 2018, was tariffs on U.S. goods worth 

$34 billion.51  

                                                 
44 Id. 
45 David Lawder & Ryan Woo, U.S. Keeps China, Puts Canada on IP Priority Watch List, REUTERS (Apr. 27, 2018, 

10:13 AM), https://www.reuters.com/article/us-usa-trade-ip/u-s-keeps-china-puts-canada-on-ip-priority-watch-list-

idUSKBN1HY24J. 
46 See Special Report 2018, supra note 1, at 5.  
47 Id. 
48 Donna Borak, US Unveils Next Round of Chinese Imports to Face Tariffs, CNN POLITICS, (Aug. 8, 2018, 11:27 

AM), https://www.cnn.com/2018/08/07/politics/us-china-tariff-list/index.html. 
49 Charles Wallace, Trump Raises Stakes in China Trade War, FORBES, (Jul. 10, 2018, 9:28 PM), 

https://www.forbes.com/sites/charleswallace1/2018/07/10/trump-raises-stakes-in-china-trade-war/#529df0d3ed85. 
50 Julia Horowitz, Trump Readies New Tariffs on China, CNN POLITICS, (July 11, 2018, 1:23 AM), 

https://www.cnn.com/2018/07/10/politics/ustr-new-china-tariffs-trump/index.html. 
51 Id. 



 93 

China’s retaliatory behavior suggests that the Chinese government has no intention of 

addressing the United States' concerns with regard to Intellectual Property protection, as discussed 

in the 2018 301 Special Report.52 In addition, the Chinese government has threatened to implement 

“Made in China 2025,” which is of utmost concern for United States Officials and, if implemented, 

will create hurdles for the Intellectual Property Sector (e.g., monopolization of China IP, difficulty 

obtaining IP protection in China, etc.).53 "Made in China 2025" is a program of the Chinese 

National Government to comprehensively upgrade domestic industries in order to reach the goal 

of raising the domestic content of core components and materials produced in China up to 70 

percent by 2025.54  

This pattern of retaliatory behavior and hostile relations warrants placement on the 2019 

PWL.55 The Trump Administration will not remove China from the list until huge changes are 

made to the IP laws and practices in China.56 Both China and the United States will need to find a 

solution to the trade war and cease the hostile relationship regarding trade.57  

2. IMPROVEMENTS  

China has made some efforts to improve their intellectual property laws, however, many 

of the laws implemented in China are photo-negative of the U.S. laws.58 For example, in May of 

2018, China announced the extension of the period of exclusivity on pharmaceutical patents from 

                                                 
52 Id.  
53 Kristen Hopewell, What is ‘Made in China 2025’-and why is it a threat to Trump’s trade goals, (May 3, 2018), 

https://www.washingtonpost.com/news/monkey-cage/wp/2018/05/03/what-is-made-in-china-2025-and-why-is-it-a-

threat-to-trumps-trade-goals/?noredirect=on&utm_term=.252014331167.  
54 See Horowitz, supra note 50. 
55 Id. 
56 Id. 
57 Id. 
58 See Jeffery Langer, Rapid Changes in the Chinese legal system, an increasingly attractive venue for IP litigation, 

(May 7, 2018), https://www.ipwatchdog.com/2018/05/07/rapid-changes-chinese-legal-system-attractive-venue-ip-

litigation/id=96099/.  
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20 years up to 25 years.59 Further, China has softened their barrier for software patents, while the 

Alice Corp. v. CLS Bank International decision has decreased the number of software patents being 

issued by the USPTO.60 

On November 4, 2017, the Standing Committee of the National People’s Congress 

(NCPCSC) passed an amendment to the Anti-Unfair Competition Law (AUCL), which was 

implemented on January 1, 2018.61 This amendment is the first amendment that has been 

implemented since 1993.62 The revised AUCL is a big step in the right direction for China and IP 

rights owners.63 Some of the revisions include: a provision that prohibits acts intending to cause 

confusion; a redefined list of misleading promotional activities; a modified definition of trade 

secrets; etc.64  

The revised Article 5 of the AUCL states that: 

A business operator shall not harm his competitors in market transactions 

by resorting to any of the following unfair means: 

(1) counterfeiting a registered trademark of another person; 

(2) using for a commodity without authorization a unique name, package, 

or decoration of another's famous commodity, or using a name, package or 

decoration similar to that of another's famous commodity, thereby confusing the 

commodity with that famous commodity and leading the purchasers to mistake the 

former for the latter; 

(3) using without authorization the name of another enterprise or person, 

thereby leading people to mistake their commodities for those of the said enterprise 

or person; or 

(4) forging or counterfeiting authentication marks, famous-and-excellent-

product marks or other product quality marks on their commodities, forging the 

                                                 
59 Steve Brachmann, China Extends Drug Patent Exclusivity to 25 Years, IPWATCHDOG, (May 29, 2018), 

http://www.ipwatchdog.com/2018/05/29/china-extends-drug-patent-exclusivity-25-years/id=97636/. 
60 See Alice Corp. v. CLS Bank International, 573 U.S. 208 (2014) (holding that because the claims were abstract 

the claims were not patent eligible under §101).  
61 China's New Anti-Unfair Competition Law Has Taken Effect: Providing New Armor in Battle Against 

Unauthorized Use of Trademarks, BAKER MCKENZIE (Jan. 10, 2018), 

https://www.bakermckenzie.com/en/insight/publications/2018/01/china-new-anti-unfair-competition-law. 
62 Id. 
63 Id. 
64 See generally LAW OF THE PEOPLE'S REPUBLIC OF CHINA AGAINST UNFAIR COMPETITION (1993), 

http://www.wipo.int/edocs/lexdocs/laws/en/cn/cn011en.pdf. 



 95 

origin of their products or making false and misleading indications as to the quality 

of their commodities.65 

 

Article 10 of the Law states that: 

A business operator shall not use any of the following means to infringe 

upon trade secrets: 

(1) obtaining an obligee's trade secrets by stealing, luring, intimidation or 

any other unfair means; 

(2) disclosing, using or allowing another person to use the trade secrets 

obtained from the obligee by the means mentioned in the preceding paragraph; or 

(3) in violation of the agreement or against the obligee's demand for keeping 

trade secrets, disclosing, using or allowing another person to use the trade secrets 

he possesses. 

Obtaining, using or disclosing another's trade secrets by a third party who 

clearly knows or ought to know that the case falls under the unlawful acts listed in 

the preceding paragraph shall be deemed as infringement upon trade secrets. 

"Trade secrets" mentioned in this Article refers to any technology 

information or business operation information which is unknown to the public, can 

bring about economic benefits to the obligee, has practical utility and about which 

the obligee has adopted secret-keeping measures.66 

 

These revised Articles, along with the other revised Articles, will greatly impact IP rights-

owners, businesses in China, businesses doing business in China, etc.67 These amendments help to 

clarify the legal consequences, increase the penalties of unfair competition activities, and redefine 

unfair competition activities as well as the scope of such activities.68 However, these measurements 

by China are not enough to warrant a shift to the WL.69 The 2018 AUCL shows the U.S. that China 

is attempting to fix some issues addressed by previous 301 Special Reports, but China still has a 

long way to go before they can be shifted in the 301 Special Report Country List.70 

B. CANADA 

                                                 
65 Id. at art. 5. 
66 Id. at art. 10. 
67 See Law of the People's Republic of China Against Unfair Competition, supra note 64, at art. 5 & 10. 
68 Id. 
69 Id. 
70 Id. 
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 Canada should be placed on the Priority Watchlist in 2019.71 The United States expressed 

concern over the renegotiations of NAFTA, Canada custom and border control efforts, heightened 

utility requirements for patents, and many other IP related concerns.72 Such concerns warranted 

placement on the 2018 Watch List.73 Canada’s efforts to minimize these IP related concerns have 

been virtually non-existent, therefore it is recommended that the USTR continue to conduct an 

Out-of-Cycle review on Canada in 2019.74   

1. NAFTA RENEGOTIATION 

 President Trump plans to renegotiate the terms of the North American Free Trade 

Agreement (NAFTA), which was signed by Canada, Mexico, and the United States on January 1, 

1994.75 Placement on the 2018 PWL was likely due to the Trump Administration's efforts to 

finalize a better deal for America.76 Trump plans on pushing back the renegotiation efforts to after 

the United State fall elections of 2018, although both Canada and Mexico are aggressively 

pressuring the Trump Administration to finalize an agreement prior to the fall elections.77 

Depending on the outcome of the newly negotiated NAFTA terms, it is very probable that Canada 

will soon spend another year on the PWL.78 

2. CUSTOMS AND BORDER CONTROL 

                                                 
71 See generally Damian Paletta, Trump Aims to Split Up NAFTA Negotiations, Deal with Canada and Mexico 

Separately, THE WASHINGTON POST (June 5, 2018), 

https://www.washingtonpost.com/news/business/wp/2018/06/05/trump-aims-to-split-up-nafta-negotiations-deal-

with-canada-and-mexico-separately/?noredirect=on&utm_term=.897882174ea8. 
72 See Special Report 2018, supra note 1. 
73 Id.  
74 Id. 
75 Id.  
76 Id.  
77 See Paletta, supra note 71. 
78 See Danielle Chiriguayo, Where Do NAFTA Renegotiations Stand?, MARKETPLACE (Apr. 10, 2018, 6:26 AM), 

https://www.marketplace.org/2018/04/10/economy/nafta-explained/where-do-nafta-negotiations-currently-stand. 
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 Canada enacted the Combatting Counterfeit Products Act in December 2014.79 Since the 

Act came into force, custom and border control agents have detained only 48 shipments as of 

2017.80 The United States saw more than 34,000 seizures and the EU saw approximately 63,000 

seizures in 2016.81 Canada’s effort to detain counterfeit goods is a joke.82 Despite various efforts 

by the United States to encourage an increase in border control, Canada has failed to put the Act 

into effect.83 Because of their half-hearted efforts, Canada is getting major backlash from those in 

the United States.84  

 Canadian counterfeit goods, including medicines, apparel and footwear, chemicals, 

automotive and aircraft parts make their way around the world.85 The United States encourages 

trading partners across the world to enforce adequate border control procedures in order to 

minimize counterfeit goods from being imported and exported.86 Counterfeiting harms not only 

patent and trademark holders, but consumers, legitimate producers, and governments.87  

  A United States District Court in Montana imposed a $34 million fine on Canada Drugs, 

a Canadian online pharmacy with selling counterfeit medications to Americans in 2018.88 A 

majority of online counterfeit drug pharmacies claim to be Canadian due to the lenient procedures 

in place in Canada.89 This Court decision should dis-incentivize such behavior in Canada, 

                                                 
79 See COMBATTING COUNTERFEIT PRODUCTS ACT (S.C. 2014, c. 32), http://laws-

lois.justice.gc.ca/eng/AnnualStatutes/2014_32/page-1.html. 
80See Dean Beeby, Border Counterfeit Customs, CBC NEWS (Mar. 22, 2018, 4:00 AM), 

https://www.cbc.ca/news/politics/border-counterfeit-customs-cbsa-white-house-trade-pirate-pacific-mall-1.4577505. 
81 Id. 
82 Id. 
83 Id.  
84 See generally Special Report 1989-2018, supra note 7. 
85 See Special Report 2018, supra note 1. 
86 Id. 
87 Id. 
88 Id. 
89 See Sally C. Pipes, Importing Drugs from Canada and the Danger of Counterfeits, NATIONAL REVIEW (May 4, 

2018, 6:30 AM), https://www.nationalreview.com/2018/05/importing-drugs-from-canada-danger-of-counterfeits/. 
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however, it is unlikely that such behavior will cease automatically.90 The USTR will need to 

continue to attack Canada for such behavior and continue to engage with officials in Canada to fix 

this growing problem.91 

3. UTILITY REQUIREMENT 

 Heightened utility requirements have negatively affected U.S. pharmaceutical 

companies.92 Under United States Patent Law, an invention is “useful” if it provides some 

identifiable benefit and is capable of use.93 Title 35 requires that an invention be patentable subject 

matter, novel, and non-obvious to be deemed patentable.94 In contrast, under the Canadian Patent 

Act, an invention needs to have a “scintilla of utility” as of the filing date of the patent application 

in order to be deemed patentable.95 

This heightened requirement, particularly in the pharmaceutical sector, has led to many 

patents being ruled unpatentable due to their failure to meet the utility requirement of Canadian 

Patent Law.96 For example, the U.S.-based pharmaceutical company Eli Lilly and Co. had their 

Canadian patents for ZYPREXA and STRATTERA invalidated due to this “heightened utility 

requirement.”97 Invalidation of such patents detrimentally affects U.S.-based pharmaceutical 

companies, especially those who hold U.S. patents on such drugs.98 Without a patent on these 

particular drugs, a generic company is able to make, use, and sell the drug for a much lower price 

                                                 
90 Id. 
91 Id. 
92 Id. 
93 See 35 U.S.C.S. §101. 
94 See 35 U.S.C.S. §102 & §103. 
95 Consolboard Inc. v. MacMillian Bloedel Ltd., 1 S.C.R 504, (S.C.C 1981).  
96 See Mark D. Penner, et al., Increased Utility Requirements in Canada? How the “Promise Doctrine” Has 

Challenged Patentees And What Can Be Done To Address These Challenges, 

https://www.fasken.com//media/479bf83c2d954de09a14bb2db6e280c2.ashx. 
97 Id. 
98 Id. 
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than Eli Lilly would, discouraging continued research and development of new drugs and 

disincentivizing American innovators, particularly in the pharmaceutical sector.99  

Canada needs to amend its utility requirement to more closely align with Title 35 of the 

United States Code or find a solution to this problem as it pertains to U.S. based pharmaceutical 

companies so that Canada provides adequate IP protection.100 Generic manufacturing and sale of 

U.S. patented drugs in Canada negatively impacts the IP sector and is a big concern on the 

USTR.101  

C. MALAYSIA 

 Malaysia was not placed on either watchlist in 2018.102 The USTR conducted an Out-of-

Cycle review of Malaysia to consider the extent to which Malaysia was providing adequate and 

effective protection and enforcement.103 It is likely that Malaysia will be placed on the 2019 

Watchlist after the USTR finishes their Out-of-Cycle review due to their failure to implement 

procedures to improve IP protection and improvement.104  

 The issuance of compulsory licenses raises serious concerns when trading partners with 

the U.S. unfairly issue, threaten to issue, or encourage others to issue licenses.105 Compulsory 

licenses allow the government to make, use, sell, or import medicine without the patent holder’s 

consent.106 In 2003, Malaysia was the first country to issue a compulsory license and was for anti-

                                                 
99 Id. 
100 See Jay Erstling, et al., Usefulness Varies by Country: The Utility Requirement of Patent Law in the United 

States, Europe and Canada, MITCHELL HAMLINE SCHOOL OF LAW (2012) 

https://open.mitchellhamline.edu/cgi/viewcontent.cgi?article=1242&context=facsch.  
101 Id.  
102 See Special Report 2018, supra note 1. 
103 Id. 
104 Id.  
105 See Special Report 2018, supra note 1, at 14. 
106World Trade Organization, Compulsory licensing of pharmaceuticals and TRIPS (Mar. 2018), 

https://www.wto.org/english/tratop_e/trips_e/public_health_faq_e.htm. 
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retroviral drugs.107 Since 2003, Malaysia has issued a compulsory license for multiple drugs.108 In 

2012 Gilead Sciences Inc. filed for the patent “Antiviral Compounds” and the patent was granted 

in 2016.109  Additionally, Malaysia approved a compulsory license for the Hepatitis-C treatment-

drug Sofosbuvir in September of 2017.110 This pharmaceutical patent does not expire until 2032.111  

 Malaysia continues to issue compulsory licenses for drugs and continue to send devastating 

signals to U.S. inventors and inventors around the world.112 It costs approximately $2.6 billion to 

get a drug to the market and this is why the pharmaceutical patents are so crucial for the 

pharmaceutical sector.113 A majority of the $2.6 billion is spent on research and development ("R 

& D").114 Granting compulsory licenses unfairly shifts the burden for funding of such R & D to 

American patients, because these patients are paying higher prices compared to those patients in 

countries with compulsory licenses.115 For example, the cost of Sofosbuvir in the U.S. is $71,300 

while the cost in Malaysia is approximately $273.116 While the median income in Malaysia is much 

lower than in the United States, the $2.6 billion to get Sofosbuvir to the market is astronomical.117 

The drug patent has roughly 10-15 years left, nearly half of the 20 year patent term.118  

 

IV. CONCLUSION 

                                                 
107 Disease Control Division Ministry of Health Malaysia, Ending Aids in Malaysia Myth or Reality? (2015), 

http://www.moh.gov.my/images/gallery/Report/Ending%20AIDS%20in%202020%20(Final_271115)_printed%20v

ersion.pdf. 
108 Id. 
109 See generally U.S. Patent No. 9,233,974 (Dec. 21, 2012). 
110 Id.  
111 Id. 
112 See generally Special Report 1989-2018, supra note 7.  
113 See Rick Mullen, Cost to Develop New Pharmaceutical Drug Now Exceeds 2.5 Billion, Chemical & Engineering 

News (Nov. 24, 2014), https://www.scientificamerican.com/article/cost-to-develop-new-pharmaceutical-drug-now-

exceeds-2-5b/. 
114 Id.  
115 See Special Report 2018, supra note 1.  
116 Catherine Saez, Malaysia Grants Compulsory Licence [sic] For Generic Sofosbuvir Despite Gilead Licence [sic], 

(Sept. 17, 2015), http://www.ip-watch.org/2017/09/15/malaysia-grants-compulsory-licence-generic-sofosbuvir-

despite-gilead-licence/. 
117 See Mullen, supra note 113 
118 See generally U.S. Patent No. 9,233,974 (Dec. 21, 2012). 
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 The results of the 2019 301 Special Report are unpredictable right now, however, it is likely 

that the USTR will make some major shifts in the PWL and WL. It is likely that China and Canada 

will remain on the PWL, Malaysia will be placed on the WL, and Thailand will be removed from 

the list. The Trump Administration has taken an aggressive approach at improving IP protection 

and enforcement around the world. These aggressive measures will ensure a greater future for the 

United States and IP stakeholders.  

  


