
H U M A N  P R O G R E S S :  S U S TA I N I N G  T H E  W A V E   |   I N N O V A T I O N  &  C R E A T I V I T Y  B A R O M E T E R  2 0 1 9  R E P O R T 1

HUMAN PROGRESS: 
SUSTAINING THE WAVE

GIPC INNOVATION & 
CREATIVITY ACCESS 
BAROMETER 2019



H U M A N  P R O G R E S S :  S U S TA I N I N G  T H E  W A V E   |   I N N O V A T I O N  &  C R E A T I V I T Y  B A R O M E T E R  2 0 1 9  R E P O R T 2

The Chamber’s Global Innovation Policy Center is working 
around the world to champion innovation and creativity 
through intellectual property standards that create jobs,  
save lives, advance global economic and cultural prosperity, 
and generate breakthrough solutions to global challenges.

The U.S. Chamber of Commerce is the world’s largest business 
federation representing the interests of more than 3 million 
businesses of all sizes, sectors, and regions, as well as state  
and local chambers and industry associations. 

This report was conducted by Pugatch Consilum (www.
pugatch-consilium.com), a boutique consultancy that provides 
evidence-based research, analysis, and intelligence on the 
fastest growing sectors of the knowledge economy. Authors of 
this report are Meir Pugatch and David Torstensson. 

Professor Meir Pugatch, Managing Director and Founder
Prof. Pugatch founded Pugatch Consilium in 2008. He 
specializes in intellectual property policy,management and 
exploitation of knowledge assets, technology transfer, market 
access, pharmacoeconomics and political economy of public 
health systems. He has extensive experience in economic 
and statistical modeling and indexing, valuation of assets and 
design of licensing agreements, and providing strategic advice 
to international institutions, multinational corporations, and 
SMEs from all sectors of the knowledge economy. In addition 
to his work at Pugatch Consilium, he is an IPKM Professor 
of Valorisation, Entrepreneurship and Management at the 
University of Maastricht in the Netherlands, as well as the 
Chair of the Health Systems Administration and Policy Division 
at the School of Public Health, University of Haifa in Israel. He 
is author and editor of an extensive number of publications 
and serves as a referee and editorial board member of 
numerous peer review journals.

David Torstensson, Partner
Dr. Torstensson specializes in innovation, tax and intellectual 
property policy, with a particular focus on the health care, 
information and communication technology and content 
industries. He has wide experience in policy and economic 
analysis, as well as data sampling and creation of strategic 
operational and advocacy plans. He is the author of a number 
of academic and commissioned reports and publications and 
is the co-author of all seven editions of the U.S. Chamber 
International IP Index.

Copyright © 2019 by the U.S. Chamber of Commerce. All rights reserved. No part of this work, covered by the copyrights 
herein, may be reproduced or copied in any form or by any means—graphic, electronic, or mechanical, including photocopying, 
recording, taping, or information and retrieval systems—without the permission of the Chamber. 



G L O B A L  I N N O V A T I O N  P O L I C Y  C E N T E R   |   U . S .  C H A M B E R  O F  C O M M E R C E 3

 T A B L E  O F  C O N T E N T S

1. FOREWORD ...........................................................................................................................................................................................................5

2. EXECUTIVE SUMMARY .....................................................................................................................................................................................6

3. INTRODUCTION AND ISSUE OVERVIEW .....................................................................................................................................................17

4.  INNOVATION AND CREATIVITY ACCESS BARRIERS—WHAT ARE THEY AND WHY DO THEY MATTER? ................................23

5. BAROMETER RESULTS ......................................................................................................................................................................................28

6.   COMPARE AND CONTRAST: MEASURING THE GAP BETWEEN GRANTED IP RIGHTS AND  
EFFECTIVE EXCLUSIVITY .................................................................................................................................................................................41

7.  POLICY IMPACT ANALYSIS:  ASSESSING THE COST OF ERECTING MARKET ENTRY BARRIERS FOR  
THE BIOPHARMACEUTICAL SECTOR: LIMITING AND DELAYING PATIENT ACCESS TO NEW MEDICINES  
AND TECHNOLOGIES .........................................................................................................................................................................................44

8. ECONOMY OVERVIEWS ...................................................................................................................................................................................49

APPENDIX: METHODOLOGY, SOURCES, AND INDICATORS EXPLAINED ..............................................................................................130

 T A B L E S  A N D  F I G U R E S

Table 1: Innovation and Creativity Access 
Barometer, cross-sectoral categories
Table 2: Innovation and Creativity Access 
Barometer, sector-specific categories
Table 3: 2019 Barometer economies by  
World Bank income group
Table 4: Number of oncology drugs available 
within two years of global launch, baseline  
55 drugs in total, 2012–16
Table 5: Barometer scores, % of available score, 
Category 3: Barriers and import restrictions: 
Creative works versus 2019 Index scores, % of 
available score, copyright-related indicators
Table 6: Barometer scores, % of available score, 
Category 4: Pricing, reimbursement, and access 
regulation to a national biopharmaceutical 
market, versus Index scores, % of available 
score, biopharmaceutical-related indicators

Figure 1: Global merchandise trade, total  
world exports, USD at current prices in  
millions, 1948–2018
Figure 2: High-technology exports (current 
USD), global total, 2000–16
Figure 3: Global total, charges for the use  
of IP, receipts (BoP, current USD)
Figure 4: Average tariff level, %, France, 
Germany, Italy, U.K., and the United States, 
1913–2007
Figure 5: 2019 Barometer, overall scores,  
% of available score
Figure 6: Average score, % of available score, 
Barometer lower half versus top half
Figure 7: Scores, % of available score, 
Category 1: Freedom of access to a national 
market—Localization requirements
Figure 8: Scores, % of available score, 
Category 2: Barriers to licensing and 
international technology transfer

Figure 9: Scores, % of available score, 
Category 3: Barriers and import restrictions: 
Creative works
Figure 10: Scores, % of available score, 
Category 4: Pricing, reimbursement, 
and access regulation to a national 
biopharmaceutical market
Figure 11: Historical trends in launch lags 
of innovative drugs, 1995–2008, selected 
economies
Figure 12: Availability of cancer drugs (new 
active substances), 2002–16, Japan versus 
global availability



H U M A N  P R O G R E S S :  S U S TA I N I N G  T H E  W A V E   |   I N N O V A T I O N  &  C R E A T I V I T Y  B A R O M E T E R  2 0 1 9  R E P O R T 4

10%0% 30% 40% 50% 60% 70% 80% 90%

US

Germany

Japan

UK

Italy

Australia

France

Canada

Mexico

South Korea

Saudi Arabia

Brazil

South Africa

Argentina

Turkey

India

Russia

Algeria

China

Indonesia

60.31%

40.43%

20% 100%

35.00%

28.81%

41.67%

92.73%

76.62%

26.82%

71.36%

70.48%

67.65%

10.00%

82.19%

77.75%

49.26%

82.88%

36.67%

28.69%

6.70%

6.67%

Overall 2019 GIPC Innovation and 
Creativity Access Barometer results,  
% of available score.

H U M A N  P R O G R E S S :  S U S TA I N I N G  T H E  W A V E   |   I N N O V A T I O N  &  C R E A T I V I T Y  B A R O M E T E R  2 0 1 9  R E P O R T 4



G L O B A L  I N N O V A T I O N  P O L I C Y  C E N T E R   |   U . S .  C H A M B E R  O F  C O M M E R C E 5

1 .  F O R E W O R D

The onset of the Industrial Revolution in the late 1700s launched a steep 
trajectory for innovation across diverse fields of technology, creating the 
conditions in the wealthiest nations for a true middle class. Cultural creativity 
flourished in this environment. Subsequently, the great rules-based, 
multilateral trade agreements of the 20th century helped build the legal 
infrastructure that let less-developed countries reach the world’s markets with 
their labor, commodities, and natural resources. Within this rules-based trade 
framework, numerous countries vaulted from lower-income to middle-income 
status, and for the first time in human history a global middle class emerged. 

The global middle class brings welcome challenges: Billions demand 
agency, representation, economic opportunity, and social and economic 
mobility. They want secure access to quality food, clean water, education, 
transportation, and technology. They expect advantages that have long been 
associated with high-income economies to become available on a global, 
equitable, and sustainable basis.

Delivering on these demands requires a sustained trajectory of innovation.

Innovative and creative output and access are inseparable and must go 
hand in hand. Across seven editions of the U.S. Chamber International IP 
Index, the Global Innovation Policy Center has measured the effectiveness of 
national intellectual property (IP) laws that play a critical role in determining 
a country’s capacity for innovative and creative output. This new Innovation 
and Creativity Access Barometer examines the flip side of the coin, assessing 
the policies that speed or impede citizen’s access to those new products, 
services, and technologies. Together, these two benchmarks tell a holistic 
story of the property rights and rule of law infrastructure that will determine 
innovative and creative success in a 21st century knowledge economy and 
the future of our global middle class.
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2 .  E X E C U T I V E  S U M M A R Y 

Introduction
Growth in international trade resulting from global accords put in place over the past seven decades has had 
enormous socioeconomic benefits, lifting millions out of poverty worldwide. Since the birth of the General Agreement 
on Tariffs and Trade (GATT) in 1947 or even the World Trade Organization (WTO) in 1995, economic activity has grown 
more complex and technologically sophisticated year by year. Those trade pacts created a legal infrastructure—and 
facilitated a logistical infrastructure—for trade in goods and, later, services; today’s economy similarly demands a legal 
and logistical infrastructure for trade in knowledge and ideas. 

The Ingenuity Access Barometer is a new tool by which to measure commercial access to innovative and creative 
works in a given market. Beginning with 20 leading economies (the G20 nations, plus Algeria), the Barometer consists 
of 16 indicators in four categories, measuring (1) localization requirements, (2) licensing and technology transfer, 
(3) creative works, and (4) biopharmaceutical products. The first two categories are cross-sectoral (i.e., they affect 
most if not all sectors of an economy); the second two categories are sector-specific, highlighting some of the most 
knowledge-intensive industries in today’s economy.

What the Barometer Measures
The Barometer evaluates policy measures that limit or prevent the availability of innovative or creative products, 
services, or technologies in a given market. These policies range from classic forms of protectionism favoring local 
producers, including so-called localization policies and local content requirements in public procurement, to more 
sector-specific barriers, including price controls for biopharmaceuticals and quotas for the importation, consumption, 
and distribution of creative works. For instance, tariffs on medicines and medical devices continue to make up a 
substantial portion of the total cost of an imported product in many emerging and developing markets despite the 
GATT and WTO agreements, respectively, which considerably lowered overall tariff barriers around the world.

Meanwhile, the innovative and creative sectors, while affected by tariffs like all industries, are particularly susceptible 
to the obstructive effects of non-tariff barriers. More economies around the world are shaping national economic and 
industrial policy around technology acquisition through the attempted localization of manufacturing, research and 
development, and innovation. Increasingly, market entry for innovative and creative work is being conditioned on a 
quid pro quo basis on the localization of technology, manufacturing, know-how, and/or capital investment.

1. Localization 

The Barometer measures policies that protect, favor, or stimulate domestic industries at the expense of those of other nations, 
including requirements for local ownership in some form of research, manufacturing, and commercialization capabilities.

2. Licensing and Technology Transfer

The Barometer quantifies government interventions that impose a centralized, “top-down” approach that seeks to 
mandate where and how licensing and technology transfer takes place.

3. Creative Content 

The Barometer assesses limitations and restrictions on the distribution of imported content, including quotas, local 
content requirements, and censorship. Movies, television, and radio here serve as a proxy for similar restrictions on 
other types of creative content.

4. Biopharmaceutical Innovations

Pricing and reimbursement policies in wide use by developed and developing economies alike are the most common 
set of barriers to the commercial availability of innovative medicines. These include direct price controls, regulation of 
national formularies, and international reference pricing, among others.
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Barometer Results

2019 BAROMETER, OVERALL SCORES, % OF AVAILABLE SCORE
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The results of the Barometer indicate that, across developed and developing markets alike, commercial availability of innovative 
and creative products, services, and technologies is impacted by barriers to access, especially on a sector-specific basis. 
Significant exceptions notwithstanding, the United States demonstrates the greatest overall openness to innovative and creative 
products, services, and technologies, achieving a 93% score across all four categories of the Barometer. Following at a notable 
10% deficit, Germany and Japan reveal key weaknesses in biopharmaceuticals masked by overall strength in the nonsectoral 
categories. Other developed economies, including the United Kingdom, Italy, Australia, France, and Canada, see their similar 
cross-sectoral strength seriously eroded by specific weaknesses in access to creative content and biopharmaceuticals.

Overall, there is a substantial divide—a nearly 50% difference in average scores—between the top and lower halves 
of the sampled economies in the Barometer. Where, ex-U.S., most developed countries perform well on localization, 
licensing, and tech transfer policies and underperform in sector-specific areas, developing and emerging markets are 
underperforming across the board on indicators that affect commercial access to innovative and creative work.
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SCORES, % OF AVAILABLE SCORE, CATEGORY 1: FREEDOM OF ACCESS TO A NATIONAL MARKET 
—LOCALIZATION REQUIREMENTS
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1. Localization

As with the overall scores, with respect to localization policies, there is a substantial discrepancy between the two 
halves of the country sample. Most of the developed economies assessed place few restrictions on foreign direct 
investment and do not condition market entry on the use of local content, domestic manufacturing, or technology 
sharing. Category 1 is the sole category for which the United States, penalized for restrictive “Buy American” 
procurement practices, fails to record a top score. Developing and emerging markets, meanwhile, drop off quickly, 
with only Brazil and Saudi Arabia scoring at or above 50%. Russia, China, Indonesia, and Algeria display industrial 
policies featuring highly coercive localization measures that put their score at or below 11%.
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SCORES, % OF AVAILABLE SCORE, CATEGORY 2: BARRIERS TO LICENSING AND INTERNATIONAL 
TECHNOLOGY TRANSFER
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2. Licensing and Technology Transfer

Most economies measured score well on Category 2, outperforming their overall results. The economies sampled 
achieved a mean score of 59%, the highest average score of the four categories of the Barometer. Most economies 
included do not intervene or directly interfere with international licensing and technology transfer activities; many do, 
however, have licensing registration requirements in place ranging from the straightforward (Japan, Argentina, Mexico) 
to the burdensome (France). The exception is provided by China and Indonesia: The Chinese government actively 
intervenes, reviews, and sets the terms for licensing activity within China. In general, licensing agreements must receive 
government approval prior to execution. In addition, China imposes restrictions on the rights of foreign IP owners to 
negotiate market-based contractual terms relating to the transfer of technology to China. Similarly, both licensing and 
technology transfer are highly regulated in Indonesia, with onerous registration and disclosure requirements in place.
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SCORES, % OF AVAILABLE SCORE, CATEGORY 3: BARRIERS AND IMPORT RESTRICTIONS: CREATIVE WORKS
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3. Creative Content

Scores on Category 3 reveal widely contrasting approaches to access to global content and efforts at cultural 
preservation and promotion. Here, economies that otherwise embrace rigid protectionism and import substitution 
policies, like Turkey (scoring 67%) and Russia (92%), are more open and liberal with the distribution, sale, and 
broadcasting of foreign works. Conversely, some of the most open and free economies, including all European Union 
(EU) Member States, Australia, and Canada, limit access to foreign creative works through significant quotas and local 
content requirements. France (25%) goes beyond already restrictive EU-wide parameters to reserve 60% of airtime for 
European content and 40% for strictly French programming. Canada (33%) and Australia (33%) have similarly detailed 
quotas and local content rules in place for television and radio broadcasters.
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SCORES, % OF AVAILABLE SCORE, CATEGORY 4: PRICING, REIMBURSEMENT, AND ACCESS REGULATION TO 
A NATIONAL BIOPHARMACEUTICAL MARKET
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4. Biopharmaceutical Innovations

Of the four categories measured by the Barometer, economies performed the worst on Category 4. Both developed 
high-income economies and emerging markets pursue policies that penalize innovation in favor of cost containment. 
Many economies also have in place either de jure or de facto price and government preferences for domestic 
biopharmaceutical manufacturers. Among a “basket of horribles,” policies widely employed in this sector include outright 
import bans, import quotas, high tariff rates, regulatory approval delays, local preferences, formulary restrictions for 
reimbursements, regulatory obscurity, and indirect or outright price controls. France (63%), Italy (56%), Germany (69%), 
and the United Kingdom (67%) all impose direct or indirect price controls on biopharmaceutical innovations. Similarly, 
Australia (48%), Canada (58%), and Korea (35%) all impose harsh price controls and cost-cutting tools. Russia (7%), 
Turkey (3%), and Indonesia (17%) deploy import substitution policies—mandatory localization permeates all aspects of 
pricing and reimbursement policymaking. Only the United States (96%) stands out for enabling market-based pricing—
and recent regulatory and legislative proposals have thrown that achievement into serious question.

For many markets, the combination of forced localization measures in Category 1 with the prevalence of market entry 
barriers in Category 4 severely restricts commercial availability of the latest lifesaving biopharmaceutical breakthroughs 
(see Section 7, Policy impact analysis). The imposition of strict pricing and reimbursement policies has a real and tangible 
impact on the availability of new, innovative medicines. Economies that utilize price controls, clawbacks, mandatory 
rebates, and other cost-cutting tools see fewer innovative products on the market. Patients are less likely to have access 
to the latest innovative medicines. Namely, looking at leading oncology products, within two years of global launch 
84% (46 of 55) were available in the United States, 56% in Canada, 40% in Japan, and only 7% in China.
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NUMBER OF ONCOLOGY DRUGS AVAILABLE WITHIN TWO YEARS OF GLOBAL LAUNCH,  
BASELINE 55 DRUGS IN TOTAL, 2012–161 

ECONOMY NUMBER OF PRODUCTS  
ON THE MARKET % OF PRODUCTS ON THE MARKET

U.S. 46 83.64%

Germany 42 76.36%

U.K. 38 69.09%

Canada 31 56.36%

France 29 52.73%

Italy 28 50.91%

Australia 23 41.82%

Japan 22 40.00%

Mexico 22 40.00%

South Korea 21 38.18%

Russia 16 29.09%

Brazil 12 21.82%

Turkey 6 10.91%

India 5 9.09%

China 4 7.27%
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Intellectual Property Protection versus Access
Intellectual property–intensive industries are becoming a bigger part of international trade flows and more central to 
economic development and growth. The United States Patent and Trademark Office has found that these industries 
account for 45 million American jobs and 38% of U.S. GDP; the European Patent Office and EU Intellectual Property 
Office found 82 million jobs, or nearly 40% of the European workforce, and 40% of GDP likewise attributable to the 
creation of intellectual property.

Since 2012 the U.S. Chamber of Commerce has produced an annual International IP Index (the Index), which benchmarks 
the IP environment in countries around the world. Correlating scores on the Index to socioeconomic outcomes shows a 
strong, positive relationship between intellectual property protection and economic activity. Altogether, a growing body 
of evidence suggests a positive link between the strengthening of intellectual property rights and economic growth and 
development, job creation, technology transfer, and increased rates of investment and innovation.

Many countries have recognized this reality and made intellectual property rights central to their economic 
development strategies. The Barometer shows, however, that these same countries have often undone a considerable 
share of the benefit from strong intellectual property policies by restricting their citizens’ access to the foreign 
products of intellectual property. For example, all EU Member States, Japan, the United Kingdom, Australia, and South 
Korea have consistently scored in the top quartile of the Index, yet those same countries score poorly on categories of 
the Barometer related to creative content and biopharmaceutical products. The United Kingdom, for instance, scores 
95% on Index copyright indicators and only 50% on creative content access indicators; Germany, 94% versus 67%; 
France, 89% versus 25%; Australia, 84% versus 33%; and South Korea, 75% versus 17%. Scores related to patent rights 
and access to innovative medicines, respectively, tell the same story: Germany scores 93% on patent rights versus 
69% on access barriers; the United Kingdom, 94% versus 67%; France, 92% versus 63%; and Japan, 90% versus 48%. 
These economies have laws in place that protect the intellectual property rights of foreign and domestic producers 
alike, but they fail to provide their citizens with access to resulting technological breakthroughs at the same level. 
Consumers are left with fewer choices and less ability to enjoy the latest technologies.
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BAROMETER SCORES, % OF AVAILABLE SCORE, CATEGORY 3: BARRIERS AND IMPORT RESTRICTIONS: 
CREATIVE WORKS VERSUS 2019 INDEX SCORES, % OF AVAILABLE SCORE, COPYRIGHT-RELATED INDICATORS2 

ECONOMY IP INDEX SCORE,  
COPYRIGHT-RELATED INDICATORS BAROMETER SCORES, CATEGORY 3

U.S. 96.84% 100.00%

U.K. 94.57% 50.00%

Germany 93.64% 66.67%

France 89.46% 25.00%

Australia 83.74% 33.33%

Japan 81.42% 100.00%

South Korea 75.00% 16.67%

Italy 74.11% 66.67%

Canada 65.84% 33.33%

Mexico 52.79% 83.33%

Turkey 39.42% 66.67%

South Africa 38.89% 33.33%

Russia 35.21% 91.67%

Saudi Arabia 34.58% 41.67%

Argentina 32.63% 8.33%

Brazil 32.47% 50.00%

China 32.21% 0.00%

India 26.95% 66.67%

Indonesia 26.16% 0.00%

Algeria 24.35% 16.67%
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BAROMETER SCORES, % OF AVAILABLE SCORE, CATEGORY 4: PRICING, REIMBURSEMENT, AND ACCESS 
REGULATION TO A NATIONAL BIOPHARMACEUTICAL MARKET, VERSUS 2019 INDEX SCORES, % OF 
AVAILABLE SCORE, BIOPHARMACEUTICAL RELATED INDICATORS3 

ECONOMY  INDEX SCORES, BIOPHARMACEUTICAL-
RELATED INDICATORS BAROMETER SCORES, CATEGORY 4

U.S. 95.78% 95.91%

U.K. 93.90% 67.27%

Germany 92.53% 69.09%

France 92.44% 63.18%

Japan 90.47% 47.50%

Italy 83.13% 56.48%

Australia 78.47% 47.95%

South Korea 78.06% 34.55%

Canada 65.78% 58.09%

Mexico 53.84% 22.50%

Turkey 45.81% 2.73%

China 45.31% 8.07%

Russia 43.50% 7.27%

Brazil 42.22% 17.95%

Saudi Arabia 40.34% 16.67%

Argentina 32.31% 25.00%

South Africa 31.81% 16.67%

India 27.59% 8.52%

Indonesia 24.78% 16.67%

Algeria 21.31% 0.00%
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Policy Impact Analysis: Patient Access
Biopharmaceutical market regulations are complex, technical, and highly dependent on the individual architecture and 
unique characteristics of a given national health system. Broadly speaking, the subset of policies that have a direct 
impact on patient access to innovative medicines can be categorized in three areas: (1) pricing, (2) reimbursement, 
and (3) procurement. A given economy’s approach to these three policy areas puts that market somewhere on a 
continuum between a policy orientation that prioritizes innovation and one that prioritizes cost containment. Pricing, 
reimbursement, and procurement policies have a direct impact on how, when, and what type of products patients 
in a given health system can access. Free pricing countries historically have a larger number of launched innovative 
drugs than countries with a more challenging pricing and reimbursement environment. In a 2007 study of Organization 
of Economic Cooperation and Development (OECD) and middle-income economies, those employing price controls 
suffered a 75% reduction in product launches compared with countries with no price controls; another study of 20 
economies measuring time to market showed launch lags of anywhere from one to eight years for 266 innovative 
drugs in those countries with more challenging regulatory and marketing approval processes. In these countries with 
historically long lag times—including Japan (eight-year delay), Australia (four years), Spain (six years), Turkey (six 
years), and Greece (four years)—even the arrival of global biopharmaceutical supply chains, integrated markets, and 
harmonized regulatory standards has not been enough to overcome long lag times as a consequence of the pricing 
regulatory and pricing and reimbursement environments in those markets.

HISTORICAL TRENDS IN LAUNCH LAGS OF INNOVATIVE DRUGS, 1995–2008, SELECTED ECONOMIES4*
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for 194 new molecules approved for marketing in the U.S./U.K. in 1984–95, and 266 new molecules approved for marketing in the U.S./U.K. in 1995–2008.



G L O B A L  I N N O V A T I O N  P O L I C Y  C E N T E R   |   U . S .  C H A M B E R  O F  C O M M E R C E 17

3 .  I N T R O D U C T I O N  A N D  I S S U E  O V E R V I E W

“Our economic system—based on individual freedom, private initiative, and free 
trade—has produced more human progress than any other in history. It is in all 
of our interests to preserve it, protect it, and strengthen it. We are reminding our 
trading partners that preserving individual freedom and restoring prosperity also 
requires free and fair trade in the marketplace. … When governments get too 
involved in trade, economic costs increase and political disputes multiply. Peace 
is threatened. … We must strengthen the boat of free markets and fair trade so it 
can lead the world to economic recovery and greater political stability.

—President Ronald Reagan, November 20, 1982

Free and fair trade has been at the heart of the global postwar economic miracle. In 1945 much of the world lay 
in economic ruin. Continental Europe was literally in rubble, with the devastation in central and eastern Europe 
particularly acute. World War II had cost the lives of approximately 80 million people, or some 4% of the global 
population, over half of which were civilians.5  The economic cost of the war was immense—the combined weight of 
the loss in life and destruction devastated whole economies and regions. 

The Allies’ postwar policies of rebuilding Europe and the global order included a strong and necessary focus on 
economic activity and establishing international institutions that would facilitate trade, development, and economic 
growth. Much of this thinking took place even before the end of the war. Already in the Atlantic Charter, signed by 
Britain and the United States in 1941, the principles of economic reconstruction and free trade were viewed as core 
principles. And much of the rationale behind the building of the international institutions that would make up the 
Bretton Woods system established in New Hampshire in 1944—the International Monetary Fund and the International 
Bank for Reconstruction and Development—was to ensure that a trade crisis such as that which precipitated the Great 
Depression did not occur again. The establishment of the General Agreement on Tariffs and Trade (GATT) in 1948 
was part of this thinking. Originally including only 23 economies, subsequent negotiating rounds expanded the GATT 
considerably; by the mid-1960s and the conclusion of the Kennedy Round, the number of contracting parties had 
almost tripled to 62. A similar expansion took place during the Tokyo Round, whereby the number of signatories grew 
to 102. Finally, at the conclusion of the Uruguay Round and the creation of the World Trade Organization (WTO), the 
number of contracting parties reached 123. Today, the WTO’s membership stands at 164, with an additional 23 states 
taking part as observers. 6 Each subsequent round of trade negotiations also brought with it an expansion of the remit 
of the agreement. Originally agreed as a mechanism for lowering tariffs, the GATT gradually included more issues, 
including antidumping measures. By 1994 and the conclusion of the Uruguay Round, the subjects covered included 
non-tariff measures, the protection of intellectual property, and dispute settlement.

This liberalization of trade and the opening of new markets to goods, services, and the flow of technology and 
information has been of tremendous value to the global economy. As Figure 1 shows, the growth in the value of global 
trade has been stupendous since the end of World War II. In 1948 the value of total global trade in goods was USD58 
billion in current dollars. In 2018 this figure stood at USD19 trillion.
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FIGURE 1: GLOBAL MERCHANDISE TRADE, TOTAL WORLD EXPORTS, USD AT CURRENT PRICES  
IN MILLIONS, 1948–20187
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This growth in global trade has had enormous socioeconomic benefits globally. Not only has the freer flow of goods 
and services around the world meant that consumers can purchase more and cheaper products, but trade has lifted 
millions out of poverty. The most notable example is China. With the market reforms instituted under the leadership 
of Deng Xiaoping during the 1980s and 1990s, China has moved from an economically underdeveloped poor nation 
to the second largest economy in the world. As a share of aggregate global GDP, China’s economy in 1990 was 
slightly larger than Sweden’s and constituted roughly 1.6% of global output.8 By 2017 China’s economic output was 
second only to the U.S. and made up over 15% of global GDP. Since the 1970s the Chinese economy has experienced 
a more than 10-fold increase in the size of its GDP and a vast improvement in living standards and expansion of 
personal wealth. Much of this growth can be attributed to China’s industrialization, membership in the WTO since 
2001, and increased participation in international trade. In just over one generation China has transformed itself from 
a primarily agrarian economy to a global exporting powerhouse. In 2017 China was the largest trading nation in the 
world—Chinese exports totaled USD2.22 trillion and its trade surplus was over USD400 billion.9 China’s growth and 
socioeconomic transformation has had a profound domestic impact, with hundreds of millions of Chinese lifted out of 
poverty to join a burgeoning global middle class.

The changing nature of trade—the growing importance of technology and 
intellectual property–based goods and services 
As economic activity around the world is growing more complex and technologically sophisticated, trade today 
is fundamentally different than it was in the 1950s or even 25 years ago, when the North American Free Trade 
Agreement and the WTO came into being. Trade in services, high-technology goods, and nontangible assets are 
becoming much more important within global trade flows and to national economic development. In 2017 the WTO 
estimated that the export of commercial services globally amounted to some USD5.3 trillion.10 And, as Figures 2 and 3 
show, the value of high-tech exports and receipts from IP assets (including licensing income) has doubled and tripled, 
respectively, since the turn of the century.
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FIGURE 2: HIGH-TECHNOLOGY EXPORTS (CURRENT USD), GLOBAL TOTAL, 2000–1611
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FIGURE 3: GLOBAL TOTAL, CHARGES FOR THE USE OF IP, RECEIPTS (BALANCE OF PAYMENTS, CURRENT USD)12
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This growing significance of trade in technology and IP-intensive industries has important repercussions for both 
the producers and users of these technologies—in other words, for all of us. There are both opportunities and 
challenges: Innovators have the opportunity to deliver new innovation and knowledge-based goods and services to 
global markets and reach billions of consumers. Consumers gain access to cutting-edge technology, and nations are 
enriched by the dissemination of knowledge and best practices. Regardless of whether these new technologies are 
produced or developed domestically, they have the capacity to improve citizens’ lives, enhance economic productivity, 
and contribute to growth.

On the other hand, from a national economic standpoint there is a perhaps natural tendency in many economies to 
focus on how technology acquisition can take place on more preferential terms. This includes erecting general and 
sector-specific market entry barriers and non-tariff barriers to trade. As Section 4 of this report details, such barriers 
range from everything from classical forms of trade protectionism that favor local producers, including so-called 
localization policies and local content requirements in public procurement, to more sector-specific barriers, including 
price controls for biopharmaceuticals and quotas for the importation, consumption, and distribution of creative works. 

The bottom-line effect of these barriers is to raise costs, limit opportunities to all trading partners, and cause all 
parties a loss in economic welfare. Both producers and consumers of high-tech, knowledge-based products and 
services suffer from a lack of fair and free market penetration, resulting in a lack of access to new products and 
innovations such as new medical technologies, the latest high-tech device, or an award-winning or blockbuster film. 

Quantifying market entry barriers: The GIPC Innovation and Creativity 
Access Barometer
Large trading partners, including the United States and the European Union (EU), keep detailed records of the major market 
entry trading barriers in place around the world. In the United States, the United States Trade Representative (USTR), the 
Department of Commerce, and the Department of State all independently and jointly provide thorough assessments of 
the international trading environment through the National Trade Estimate Report on Foreign Trade Barriers, Investment 
Climate Statements, and Country Commercial Guides. Similarly, the European Commission lists barriers to trade in its 
“Market Access Database.” Similarly, major international institutions track barriers to trade and foreign direct investment. 
For example, the OECD has developed an FDI (Foreign Direct Investment) Regulatory Restrictiveness Index, which 
measures the extent to which foreign direct investment is limited through “foreign equity limitations; screening or approval 
mechanisms; restrictions on the employment of foreigners as key personnel; and operational restrictions, e.g., restrictions 
on branching and on capital repatriation or on land ownership.”13 The WTO allows for the recording and tracking of trade 
disputes, the registration of non-tariff measures, and other trade-related information.

The GIPC Innovation and Creativity Access Barometer is a new tool dedicated to measuring the extent to which 
products, innovations, and creative works available in global trade are able to reach individual country markets. The 
Barometer seeks to translate the information tracked by all the above-listed institutions and all other relevant barriers 
to market entry into a quantifiable economy-to-economy comparison and index. In short, the overarching purpose 
of the Barometer is to empirically measure and quantify the policies employed by various economies that affect the 
availability of new products, innovations, and creative works in their individual markets. On this basis the innovation 
market entry environment in a given economy can be empirically benchmarked and compared with other economies. 

The Barometer—Methodological overview
The Barometer is an index that measures the market entry innovation and creativity access environment in 20 of 
the world’s largest and most important economies. Indices are highly acceptable statistical models that aim to 
benchmark performance against a predetermined standard of an economic, political, legal, scientific, social, or other 
nature. Significantly, an index is predetermined—the creator of the index determines the best practice or standard, 
evaluates performance vis-à-vis this standard, and assigns an overall score. As such, an index constitutes a “top-
down” approach to benchmarking the performance of a set of variables, whether it is in a country or otherwise. The 
Barometer is premised on the underlying assumption that free, fair, and nondiscriminatory access to a given market is 
intrinsically beneficial to all parties. 
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BASIC CONSTRUCTION 

The Barometer consists of 16 indicators and four separate categories. The indicators and categories are evenly 
divided between measuring the following:

1. Access barriers that are cross-sectoral—that is, they affect most, if not all, industries and sectors of an economy 

2. Access barriers that are sector-specific—that is, they target certain industries and sectors of an economy

Tables 1 and 2 list the 16 indicators included in the Barometer and the four categories used.

TABLE 1: INNOVATION AND CREATIVITY ACCESS BAROMETER, CROSS-SECTORAL CATEGORIES

Category 1:  Freedom of access to a national market— Localization requirements

1.  Import bans and/or substitution policies on foreign goods and/or services

2.  Manufacturing and/or local content requirements for accessing domestic market

3.  Technology transfer and/or divulging of proprietary technology and IP as requirement for accessing domestic market

4.  Local partnering requirement for market access 

5. Procurement preferences for local producers 

6. Bans on foreign ownership 

7. Barriers to digital trade and service provision

Category 2:  Barriers to licensing and international technology transfer

8.  Registration and disclosure requirements of licensing deals

9.  Direct governmental intervention in the setting of licensing terms

TABLE 2: INNOVATION AND CREATIVITY ACCESS BAROMETER, SECTOR-SPECIFIC CATEGORIES

Category 3:  Barriers and import restrictions: Creative works

10.  Quotas and/or distribution and screening barriers in place on foreign imports of creative works

11.  Local broadcasting quotas, discriminatory barriers to entry and/or local content requirements—television

12.  Local broadcasting quotas discriminatory barriers to entry and/or local content requirements—radio

Category 4:  Pricing, reimbursement and access regulation to a national biopharmaceutical market

13.  Overarching philosophy and direction of health and biopharmaceutical system: cost cutting versus recognizing and incorporating new products and innovation

14.  Pricing and reimbursement decision-making and process

15.  Biopharmaceutical specific procurement preferences

16.  Availability of new, innovative biopharmaceutical treatments and products

Each indicator can score values between 0 and 1, and the cumulative score of the Barometer ranges from a minimum 
of 0 to a maximum of 16.

A full explanation of the methodology used to build the Barometer and scoring system, and a description and 
definition of the indicators listed above, is provided in the Appendix.
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Economies included
The Barometer covers 20 economies: the 19 individual economies of the G20 and Algeria. Together, these economies 
are an effective representation of global trading practices and account for approximately 85% of global GDP and just 
under two-thirds of the world’s population.14 Table 3 shows the 20 economies included in the 2019 Barometer. 

TABLE 3: 2019 BAROMETER ECONOMIES BY WORLD BANK INCOME GROUP

LOWER-MIDDLE-INCOME 
ECONOMIES

UPPER-MIDDLE-INCOME 
ECONOMIES

HIGH-INCOME 
ECONOMIES

HIGH-INCOME 
OECD MEMBERS

India Algeria Argentina Australia

Indonesia Brazil Saudi Arabia Canada

China France

Mexico Germany

Russia Italy

South Africa Japan

Turkey South Korea

UK

United States

Source: World Bank (2018)
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4 .   I N N O V A T I O N  A N D  C R E A T I V I T Y 
A C C E S S  B A R R I E R S — W H A T  A R E  
T H E Y  A N D  W H Y  D O  T H E Y  M A T T E R ?

Barriers to market entry in the innovative and creative sectors
Market entry barriers can be understood as those restrictions, requirements, and/or limitations that directly or 
indirectly limit or prevent the availability of innovative or creative products, services, and technologies in a given 
market. These types of barriers range from everything from classical forms of trade protectionism that favor local 
producers, including so-called localization policies and local content requirements in public procurement, to more 
sector-specific barriers, including price controls for biopharmaceuticals and quotas for the importation, consumption, 
and distribution of creative works. The USTR provides a good working definition of these trade barriers: 

Trade barriers elude fixed definitions, but may be broadly defined as government laws, regulations, 
policies, or practices that either protect domestic goods and services from foreign competition, 
artificially stimulate exports of particular domestic goods and services, or fail to provide adequate 
and effective protection of intellectual property rights.15 

TARIFFS 

Traditionally, the biggest market entry barrier and obstruction to fair and free trade in most products has been tariffs. 
High tariffs on a given good or product imposes an obvious barrier to entry; all other things being equal, a higher 
cost means a less competitive product. For example, tariffs on medicines and medical devices in many emerging and 
developing markets make up a substantial proportion of the total cost of an imported product, thereby raising barriers 
to effective patient access—from a global macro perspective, the GATT and WTO agreements have made substantial 
contributions in lowering average tariff rates around the world. For example, as Figure 4 shows, average tariff levels 
for a sample of the world’s largest trading nations have steadily declined in the postwar period and today in the United 
States and Europe constitute a small proportion of historical rates. 
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FIGURE 4: AVERAGE TARIFF LEVEL, %, FRANCE, GERMANY, ITALY, U.K., AND THE UNITED STATES, 1913–200716
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The Barometer does not measure or benchmark tariffs.

NON-TARIFF BARRIERS

Non-tariff barriers to trade also present an obstacle to effective market entry. The innovative and creative sectors, 
while affected like all industries by tariffs, are particularly susceptible to the obstructive effects of non-tariff barriers. 
These barriers are the focus of the Barometer and make up the 16 indicators measured.

Non-tariff barriers are not new to international trade. Many of them contain the same characteristics as classical forms of 
protectionism. However, governments around the world are increasingly utilizing these barriers with a growing focus on 
technology acquisition. More economies around the world are shaping national economic and industrial policy around 
technology acquisition and the localization of manufacturing, research and development, and innovation. In a growing 
number of cases, access to a given market is conditioned on a quid pro quo basis, with requirements that technology, 
manufacturing, know-how, and/or capital investment will be transferred to local stakeholders by the innovator or creator 
whose products enter the market. These market entry barriers can be cross-sectoral or sector-specific.

The following subsection describes these barriers.

Cross-sectoral market entry barriers: Localization requirements and 
barriers to licensing and international technology transfer
The first two categories of the Barometer examine the existence of localization requirements and barriers to licensing 
and technology transfer.

LOCALIZATION REQUIREMENTS

Localization policies are those laws, rules, and measures taken by governments in order to build or increase a 
domestic economic capacity, either generally or in a given industry or area of economic activity, through requirements 
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imposed on foreign industry as a condition of market entry. The USTR defines “localization barriers to trade” as those 
“measures designed to protect, favor, or stimulate domestic industries, service providers, and/or intellectual property 
(IP) at the expense of goods, services, or IP from other countries.”17 These policies can vary from the general—for 
example, requiring majority local ownership of any incorporated entities for all industries—to the sector-specific—
similar mandates, but for specific industries. 

Why do economies seek to “localize”? Growing domestic industrial capacity is a natural objective, and it is in all 
economies’ own national interest.18 First, most obviously, developing industrial and economic domestic capacities is 
linked to the ability of a given economy to supply its population’s needs—both in actual terms and in providing a sense 
of national autonomy and independence. For many economies, self-sufficiency—particularly in strategic industries 
or sectors—is a high priority. Second, building local industries provides economies with a basis on which to compete 
regionally and globally; a strong local industry acts as a springboard for positioning a given economy or industry 
to compete in international markets, enhancing the appeal and production of local actors.19 Finally, and perhaps 
most importantly, efforts to grow a given economy’s domestic industrial capacity is an integral facet of economic 
and societal development. This is particularly pronounced for high-tech industries, for which developing a local and 
national high-tech capability is intrinsically linked with an economy’s level of economic development. Most economies 
wish to strengthen and grow the economic contribution of knowledge-intensive industries, innovation, and more 
sophisticated and technically complex manufacturing. Climbing the value chain not only grows national output but has 
numerous socioeconomic benefits, including the creation and diffusion of high-skilled human capital.   

Requirements for the use of local content and local preferences are employed at some time and in some form by 
virtually every country in the world. Typically, these requirements have been more pronounced for certain industries 
and sectors. For example, in many countries the oil and gas industry has historically been subject to varying 
requirements of localizing production, engaging local communities, and using local content or labor.20 Economies 
often seek to compel investment in and growth of local industrial activities through a wide range of policies, including 
rules, regulations, incentives, and sanctions, with the intended effect of localizing industrial research, development, 
and production. Such policies are aimed at domestic as well as foreign companies, with the idea that to sell in a given 
market, one should make in that market. 

Many economies also limit and restrict levels of foreign direct investment and equity ownership. These restrictions and 
limitations can vary from sector to sector and from economy to economy. The rules established by the GATT, the WTO, 
and OECD recommendations provide suggested guidance, but in practice there are no internationally agreed-on rules 
about what qualifies as a strategic sector or the specific circumstances when concerns over national security override 
existing international trade treaty obligations. (However, in the case of the WTO, section XXI of the GATT provides 
a set of general rules and principles for WTO members.) For the purposes of scoring, the Barometer distinguishes 
between restrictions and foreign investment review processes that most, if not all, economies have in place on strategic 
parts of the economy related to national defense and critical infrastructure. This includes industries and entities 
directly related to national security, defense suppliers and contractors, and infrastructure, including ports, railways, 
telecommunications, utilities, and the like. However, in some cases the concepts of “strategic sector” and “national 
security” have been extended to include many other noncritical parts of the economy. Many economies, for example, 
have extensive negative lists of sectors in which the government bans foreign investment or restricts equity ownership. 

Localization policies have increasingly targeted high-tech fields such as information and communications technologies 
(ICT), telecommunications, internet-based services, biopharmaceuticals, and the creative industries. Industrial policies 
for high-tech fields typically target three pillars of industrial capabilities:

 1. Manufacturing capabilities—production facilities and materials (e.g., active biopharmaceutical ingredients)

2. Research capabilities—including knowledge and know-how, and infrastructure

3. Commercial capabilities—including marketing, supply chains, and international trade platforms



H U M A N  P R O G R E S S :  S U S TA I N I N G  T H E  W A V E   |   I N N O V A T I O N  &  C R E A T I V I T Y  B A R O M E T E R  2 0 1 9  R E P O R T 26

BARRIERS TO LICENSING AND INTERNATIONAL TECHNOLOGY TRANSFER

New technologies can contribute to economic activity only if they are successfully developed into real-life, useful products 
that can be commercialized in the marketplace. A brilliant invention or technology that sits on the proverbial shelf is unlikely 
to be economically productive. Technology transfer and licensing are critical mechanisms for the orderly and efficient 
exchange of rights within a value/production chain among entities with necessary competencies for developing usable 
products and commercially available technologies. They also provide a significant and distinct contribution to the economic 
strength and well-being of the economies in which they take place. For universities and public research organizations, the 
transfer process entails providing public research institutions with access to commercial research funds, state-of-the-art 
equipment, and leading-edge technologies while allowing industry to benefit from the extensive knowledge and ingenuity 
of academic researchers. For less-developed economies, international licensing of technology can provide the basis for 
developing technology locally and building a more sophisticated absorptive capacity. Global technology flows and the 
commercialization of IP assets are thus crucial drivers of innovation. Through licensing, technology is transferred among 
actors (public and private) within a value chain and eventually to the public in the form of new products. In other words, 
licensing facilitates technology diffusion by making usable technologies and content widely available. However, licensing 
and technology transfer rely on a supportive and efficient regulatory environment and IP frameworks that minimize red tape, 
facilitate market-based partnerships, and uphold the integrity of partnerships. 

In developed and developing economies alike, many governments understand this and dedicate significant resources 
to enhancing innovation and technological development and transfer. Innovation-led growth is a strategic and, in many 
cases, existential goal for many economies. 

Notwithstanding, at a political level there seems to be a deep-seated bias in favor of coercing investment, localization, 
and technology transfer rather than attracting it. In many respects, economies are failing to provide the necessary 
regulatory framework and infrastructure to help incentivize and better facilitate domestic and cross-border licensing 
and technology transfer. And in many cases, as this report demonstrates, governments are actually doing the exact 
opposite and imposing new and additional hurdles and barriers. One of the most significant barriers that affects and 
impedes all facets of licensing and technology transfer—domestic and cross-border—is direct government intervention 
in the setting of licensing terms. Such intervention consists of a centralized, top-down approach that seeks to mandate 
when and how licensing and technology transfer takes place. These interventions can involve burdensome and costly 
administrative procedures or comprise legal rules and policies that discriminate against rights-holders. The manner and 
extent of this intervention will vary from economy to economy, but it often involves the mandatory disclosure and review 
of all licensing agreements by a government authority. Usually, this review includes the setting of contractual terms 
(including royalty rates) and, in some cases, licensors are coerced into sharing their technology with local partners.

Many economies also place extensive disclosure and registration requirements on licensing parties. Globally, a 
surprisingly large number of economies require licensors to record and register licensing agreements with national 
IP offices. The reasons for this requirement vary from the relatively innocuous, whereby registration and recording is 
a way of ensuring third-party awareness and clarity on legal licensing rights in case of future disputes, to the more 
intrusive, whereby registration requirements are part of a broader effort of governments to impose control and direct 
oversight of licensing terms. Registration requirements are not contingent on or related to an economy’s overall level 
of development; both developed OECD economies and emerging markets have these requirements in place.
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Sector-specific market entry barriers: Barriers and import restrictions for 
creative works and access regulation to a national biopharmaceutical market
The second two categories of the Barometer examine sector-specific barriers relating to creative works and the 
biopharmaceutical sector.

BARRIERS AND IMPORT RESTRICTIONS:  CREATIVE WORKS

Many economies actively limit the extent to which foreign creative works can be accessed, sold, and distributed within 
a given market. These limitations and restrictions include the following:

-  De jure laws, regulations, rules, official guidelines, and/or de facto practices that place quotas and/or 
distribution and screening barriers on the importation, distribution, and effective dissemination of foreign 
content, including motion pictures. 

-  De jure laws, regulations, rules, official guidelines, and/or de facto practices that place restrictions on 
the broadcasting of foreign content on television. This includes, but is not limited to, set quotas for local, 
domestically produced content (national, regional, and/or otherwise locally defined) and/or other restrictions 
on the broadcasting of foreign content on television.

-  De jure laws, regulations, rules, official guidelines, and/or de facto practices that place restrictions on the 
broadcasting of foreign content on radio. This includes, but is not limited to, set quotas for local, domestically 
produced content (national, regional, and/or otherwise locally defined) and/or other restrictions on the 
broadcasting of foreign content via radio.

Although not measured herein, similar restrictions are employed in a wide range of creative industries, such as news 
media, sports broadcasting, and publishing, to name just a few. Economies use many justifications for these policies. 
Some economies use restrictions on foreign content to protect and promote a domestic creative sector. Other 
economies argue that foreign content must be restricted on cultural and/or linguistic grounds as a way of preserving 
a domestic culture and language. In other economies, restrictions on foreign content are part of broader restrictions 
on political and social freedom. In these cases, all foreign content—regardless of whether it is nonfiction, fiction, 
entertainment, or news—is restricted, with government censors monitoring and regulating all flows of information 
within a given market. 

PRICING,  REIMBURSEMENT,  AND ACCESS REGULATION TO A NATIONAL 
BIOPHARMACEUTICAL MARKET

Pharmaceutical pricing and reimbursement (P&R) policies are perhaps the most common set of policies used by 
payers (government or private) to control the cost of biopharmaceuticals. In advanced health care systems, such as 
in Europe, most countries have highly technical measures in place. In emerging markets, such as Brazil and Mexico, 
public authorities set the price for biopharmaceuticals. While P&R policies differ substantially in how they have been 
formulated and implemented, they have broad similarities in the kinds of overall strategies that they use. Apart from 
direct price controls on biopharmaceuticals, the regulation of pharmacy remuneration and profits is common practice. 
Many payers have positive or negative reimbursement lists or national formularies. A positive list describes which 
medicines are to be reimbursed, while a negative list includes medicines that are not to be reimbursed. Many payers 
also have in place systems of internal reference pricing (i.e., setting a maximum reimbursement amount for a group of 
biopharmaceuticals that the payer defines as interchangeable). Many health systems also make use of international 
price referencing or comparisons to set the maximum price for a biopharmaceutical drug. 

The manner in which these P&R systems are designed and applied have an enormous impact on determining levels 
of market entry and the availability of medicines and new medical technologies in a given market. Section 7 provides 
a detailed case study analysis of pricing and reimbursement policies in a selection of economies from the Barometer 
and how these policies affect patient access to new medicines and technologies.
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5 .   B A R O M E T E R  R E S U LT S

While the GATT and WTO agreements greatly reduced barriers to trade, this report shows that fundamental 
restrictions and limitations on trade in innovative and creative works continue to exist. In many cases economies are, 
for all intents and purposes, effectively closed off; market entry is neither nondiscriminatory nor fair. As the results of 
the Barometer show, while these barriers are prevalent in emerging markets, mature, high-income OECD economies, 
including Japan, EU Member States, Canada, and Korea, have also erected substantial barriers to entry, particularly for 
certain high-technology sectors, including biopharmaceuticals and creative works. Figure 5 shows the overall results 
for the 2019 Barometer.

FIGURE 5: 2019 BAROMETER, OVERALL SCORES, % OF AVAILABLE SCORE
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To begin with, there is a substantial divide between the top half of the sampled economies in the Barometer and the 
lower half. Economies in the top half, overall, have achieved a considerably higher level of performance than those in 
the lower half. As Figure 6 shows, there is close to a 50 percentage point difference between the average score for 
the two halves of the sample.
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FIGURE 6: AVERAGE SCORE, % OF AVAILABLE SCORE, BAROMETER LOWER HALF VERSUS TOP HALF
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There are fundamental market entry challenges in all the economies scoring in the lower half of the Barometer. This is 
particularly acute in Indonesia, China, and Algeria, where the overall scores are at or below 10%. As the below discussion 
of the category-by-category results and Economy Overviews show, all three economies have embraced economic 
and industrial policies that are incompatible with open markets and nondiscriminatory free and fair trade. While not as 
extreme, Russia, India, and Turkey all have policies in place that actively discriminate against foreign entities and restrict 
access to their markets. Turkey and Russia have embraced import substitution policies with the goal of acquiring and 
localizing new technologies. Argentina, South Africa, Brazil, and Saudi Arabia round up the bottom half of the sample. 
While all four economies are generally more open to trade and investment than the other economies in the lower half of 
the sample, foreign entities still face substantial barriers to entry and a discriminatory market entry environment.

In the upper half, performance is mixed. The United States is the clear leader, performing close to 10 percentage 
points better than the economies immediately behind it. Even so, there are barriers to entry in the United States, 
including local content requirements in federal, state, and local procurement. Germany’s and Japan’s overall results 
suggest across-the-board strengths. However, this is not the case. Both economies’ performance would have 
been stronger were it not for a weaker-than-expected score on Category 4: Pricing, reimbursement, and access 
regulation to a national biopharmaceutical market. As is detailed below, the biopharmaceutical policy environment 
in both economies—Japan in particular—is moving away from a balanced approach toward biopharmaceutical cost 
containment to policies that increasingly impose rigid budget controls at the cost of supporting innovation.

The U.K., France, Italy, and Australia all perform quite well on the cross-sectoral categories. All are relatively open 
and free economies that allow foreign investment, ownership, and general access to their markets. In the sector-
specific categories, all economies have a weaker score than their overall level of performance would suggest. They 
all—to a lesser or greater degree—embrace policies that either de jure or de facto limit access to their markets. This 
includes imposing quotas and limitations on the distribution and broadcasting of foreign creative works as well as 
stringent pricing and reimbursement policies for biopharmaceuticals. Canada and Mexico present similar challenges 
and both have real weaknesses in their respective biopharmaceutical market entry environments as measured 
under Category 4. Canadian health authorities are implementing a policy reform initiative that would in effect align 
its biopharmaceutical pricing and reimbursement environment more with that of less-developed and lower-income 
economies. As a developed high-income OECD Member State, South Korea stands out for its score of under 50%. In 
addition to substantial challenges at the sector-specific level, Korea has closed off whole swathes of its economy to 
foreign investment and ownership. Its overall performance is closer to the overall score of Saudi Arabia and Brazil than 
of other high-income OECD economies. Stringent local content rules are in place for the distribution, screening, and 
broadcasting of creative works and the ownership and operation of domestic broadcasters and distributors. Korea 
also has one of the most restrictive P&R regimes in the world for biopharmaceuticals.
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Category 1: Freedom of access to a national market—Localization requirements
Figure 7 shows the results for Category 1. This category measures the extent to which an economy limits access to 
its domestic market through cross-sectoral rules and regulations, including restrictions on foreign investment and 
ownership and local preferencing.

FIGURE 7: SCORES, % OF AVAILABLE SCORE, CATEGORY 1: FREEDOM OF ACCESS TO A NATIONAL MARKET 
—LOCALIZATION REQUIREMENTS
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As with the overall scores, what stands out from the results for Category 1 is the discrepancy between the two halves 
of the economy sample. Most economies in the top half are relatively free, placing limited restrictions on foreign direct 
investment. The top economies do not condition market entry on the use of local content, domestic manufacturing 
requirements, or technology sharing. The United States’ score is hampered by local content requirements through 
various federal, state, and local “Buy American” procurement preferences as detailed below in its Economy Overview. 
Although some exemptions are in place for existing treaty obligations, Canada has in place similar provisions through 
the federal Canadian Content Policy and various provincial local content requirements, for example, in Ontario. Both 
South Korea and Mexico have limited foreign investment and ownership in nonstrategic sectors of the economy, 
including broadcasting and transportation services. Mexico has also established local content and procurement 
preferences that require the transfer of technology for certain sectors, including oil and gas exploration. 

One area of growing concern for all Barometer economies is barriers to digital trade. This is one area of the Barometer in 
which an increasing amount of activity is taking place in both the top and bottom halves of the Barometer. In the top half of 
the Barometer, the coming into force of the EU’s General Data Protection Regulation (GDPR) in May 2018 had a substantive 
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impact on data privacy practices globally. France, Germany, Italy, and the U.K. have all transposed and implemented the 
GDPR as well as their own national data privacy and protection rules. Passed into EU law in 2016, the GDPR sets standards 
for the protection of personal data in the world’s largest single market. The GDPR requires all entities and persons dealing 
with personal data and information (dubbed “data controllers” and “processors”) within a commercial and business context 
to have in place clear and defined procedures and processes for the protection of these data. This applies also to entities 
that data is being transferred to or within that are outside the EU. Article 45 of the regulation states that such transfers do 
not require any preapproval or authorization if an “adequate level of protection” is maintained for the data being transferred, 
as defined by the European Commission. At the time of research, the Commission had identified and recognized several 
jurisdictions as fulfilling that level of protection, even as “adequacy” under various protocols such as the EU-US Privacy 
Shield continued to be evaluated by the Court of Justice of the European Union (CJEU). Meanwhile, Articles 46 and 47 
provide an additional avenue of data transfer where no such recognition has been granted by the Commission if the 
relevant transferring entity provides appropriate safeguards. Failure to comply with the GDPR can result in substantial 
fines and damages of up to EUR20 million or 4% of total annual turnover. Deep uncertainty remains about how potential 
infringements and violations of these rules will be assessed and how the GDPR will be interpreted and enforced at the Data 
Protection Authority level. While there are no direct requirements under the GDPR for storing data locally, the potential size 
of the fines and damages in the event of a breach or infringement of the Regulation may work as a disincentive for entities 
either to process and collect data within the EU or to store and transfer such data outside the EU.

For the top half of the sample, six economies achieve a score of 92.86%. For the lower half of economies, only two—
Brazil and Saudi Arabia—achieve a score at or above 50%. Again, China, Algeria, Indonesia, and Russia stand out for 
their low scores. These are economies that, to a lesser or greater degree, have essentially closed off large sections 
of their economies from international competition and access. Instead, they have embraced protectionism, import 
substitution, and mandatory localization policies. 

Over the past 15 years, China has pursued an overarching approach to investment and innovation that both directly and 
indirectly requires mandatory localization and/or joint partnering with local entities; restricts foreign ownership (with bans 
for some industries); provides procurement preferences for domestic entities; and requires the transfer of proprietary 
technology to a local partner in order to access the market. Indeed, some of the most notable investment restrictions, 
import substitution policies, and mandatory localization policies in place worldwide are China’s “indigenous innovation” 
policies launched in the Plan for the Development of Science and Technology (2006–20). In 2014–15 the government 
launched a new industrial development strategy—“Made in China 2025”—that aims to encourage breakthrough 
innovations in 10 key sectors, including IT, robotics, aerospace, shipping, rail transport, vehicles, agricultural equipment, 
and biological medicines and medical devices. Key objectives of the plan include supporting Chinese firms to become 
more competitive and move up the value chain in production and innovation. The strategy sets the goal of raising 
domestic content of core components and materials to 40% by 2020 and 70% by 2025. The acquisition of technology—
either surreptitious or covert—is central to this plan and the overall sweep of Chinese industrial and economic policy. 
A range of policies, including public procurement laws, IP laws, mandatory technology standards, and technology 
transfer requirements, have been used to obtain foreign investment and know-how in a highly top-down and forced 
manner. Examples of such policies include joint ventures and technology transfer deals, whereby technology-intensive 
industries trade technology for market entry or government entities favor foreign suppliers that provide training services 
or transfer of know-how. Another example includes a specially reduced corporation tax of 15% (compared with 25%) for 
high-tech companies; foreign entities must transfer ownership of their IP to a local entity in order to qualify. Local content 
requirements are also in place for several industries, including in telecommunications and renewable energy. The Cyber 
Security Law and its implementing regulations mandate the use and purchase of domestic ICT products and services and 
impose restrictions on cross-border data flows and requirements to store and process data locally. Similar requirements 
are imposed through various antiterrorism laws and a broader push for ICT products and services to be “secure and 
controllable.” Barriers to digital trade manifest themselves through these and other localization policies, local data storage 
requirements, and procurement preferences. The net result is that China’s technology market remains largely closed off, 
with market entry controlled and highly restricted.

Likewise, for many years Algeria has imposed localization rules for how foreign firms may participate in the market and 
now actively pursues an import substitution policy. The stated objective of these rules is to reduce imports, encourage 
domestic production, and maximize technology transfer. These policies run across various sectors. Key measures include 
quantitative restrictions on imports when local production exists (for instance, on secondhand equipment for all sectors); a 
registration tax levied only on new imported vehicles as well as a requirement for car dealers to set up a domestic activity 
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of an industrial nature on top of the dealership, such as production of car parts, in order to keep their import license; and 
local content requirements in procurement for office equipment of up to 15% of tenders. Additional cross-sectoral policies 
in support of local sectors include national public procurement rules. Specifically, access to tenders for foreign bidders is 
greatly limited by Decree 10-36 (2010), which gives a 25% price preference to national producers. Foreign bidders are able 
to qualify as local if they partner with national companies that are majority owned by national residents—but qualifying 
national companies are limited and determined by a government-generated list and/or (under the 2011 Decree 11-98) or 
that have provided an investment plan cleared by the National Investment Development Agency. Moreover, some tenders 
are statutorily restricted to domestic bidders in the first stage, with foreign firms invited to bid only if the contract is not 
awarded to a local producer. Algeria also has in place very strict ownership limitations. Based on a pre-existing measure 
in the oil and gas sector, the 2009 Complementary Finance Law limits foreign investment to a minority stake (49% or 
below) in any industrial sector. The 2014 Financial Law extended 2009 rules to companies engaged only in importation 
(and not domestic manufacturing activities), which foreigners were previously allowed to own a 70% share. The rule was 
removed from the new Investment Law in August 2016 but was later reintroduced in the 2017 Finance Law. Despite some 
suggestions that these ownership restrictions would be eased, subsequent Finance Laws and other relevant legislation 
have not made any substantive changes to the 51-49 doctrine.

Like China and Algeria, Indonesia’s economic and industrial policy is centered on mandatory localization, widespread 
protectionism, and limiting foreign entities’ access to its market. Restrictions imposed by the Indonesian government 
include local manufacturing requirements, foreign ownership limitations (with bans for some industries), procurement 
preferences for domestic entities, and the forced transfer of proprietary technology to a local partner in order to access the 
market. While some target specific sectors, most of these policies are cross-sectoral and affect all major industries. In 2014 
Indonesia adopted a new industrial law (3/2014) aimed at fostering growth by developing local production capabilities. 
The law specifically targeted localization of production, use of domestic products, implementation of national standards, 
and greater power to restrict imports and exports. Also in 2014 a comprehensive trade law (7/2014) reiterated the top-
down approach to achieving investment, outlining the government’s broad powers to oversee trade in order to protect 
domestic interests. Protective measures in place range from requirements to partner with Indonesian companies to local 
content and technology transfer requirements; restrictions on imports and exports; and equity ownership limitations in 
certain sectors, including telecommunications, e-commerce, construction, and biopharmaceuticals. Presidential Decree 
No. 44/2016, commonly referred to as the “Negative Investment List,” sets out which sectors remain entirely closed 
to foreign investment, which sectors are open to 100% foreign ownership, and which sectors allow partial ownership. 
While some sectors have been opened up to some investment—most notably the film industry—others remain closed 
or open to only minority investment. This includes, for example, medical devices and logistics, for which investment 
and ownership is capped below a 50% equity holding. Local content requirements are pervasive and part and parcel 
of the broader policy environment, including for public sector procurement. Both Presidential Regulation 54/2010 and 
Presidential Regulation 38/2015 impose local content requirements on all government procurement. Further preferences 
are outlined in Regulation 02/M-IND/PER/1/2014 issued by the Ministry of Industry. Sector-specific requirements and 
percentages have been outlined for numerous industries. For the film industry, the 2009 Law on Film imposes a 60% 
local content requirement on the screening and showing of films. For telecommunications, there is a broad local content 
requirement for wireless devices of 30%–50% depending on the type of hardware. In place for several years in some 
cases, both explicit and de facto policies in support of local products are a lever actively used by the government vis-à-vis 
the biopharmaceutical industry. Decree 1010/2008 requires companies to set up a manufacturing plant in the country or 
partner with an existing local manufacturer, and thereby transfer know-how and other commercially sensitive information, 
in order to receive market authorization. In addition, products with patent expirations of more than five years (or off-patent 
products that have been imported into the country for more than five years) must be produced locally. Under Decree 
1799/2010 the manufacturing requirement was relaxed slightly, permitting domestic labeling and packaging activities 
to qualify as domestic production, but subsequent actions, including the local content policies as part of health system 
and procurement reforms, have created more uncertainty. While technology transfer has become a clear priority for the 
Indonesian government over the past several years, it has largely relied on restrictive and coercive measures to achieve 
this. In 2016 the Indonesian Parliament passed a new, wide-ranging patent law (Law 13 2016). While aiming to strengthen 
Indonesia’s innovation infrastructure and encourage more high-tech economic development through the creation and 
use of new technologies, overall the law did not improve what was already a challenging patenting environment. New 
restrictions on patentability for biopharmaceuticals were introduced together with provisions that expanded the potential 
use of parallel importation. More broadly, Article 20 of the law seemed to make the granting of a patent conditional on 
localizing manufacturing and/or R&D in Indonesia. Specifically, it mandated that all patent rights-holders “make” the 
patented product or process within Indonesia. Subsection (2) of this article stated that this production should support 
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Indonesia’s industrial and development policies, specifically the “transfer of technology, investment absorption and/or 
employment.” No further details were provided about the meaning or legal definition of “make” in this context. In July 
2018 long-awaited patent regulations were published that aimed to provide clarity on what Article 20 means in practice. 
On the one hand the regulations affirmed the meaning and intent of the original act that the “making” of a patent is an 
obligation on the part of a given rights-holder to make products or use processes in Indonesia and that this must support 
technology transfer, investment, and/or employment. However, Article 3 of the regulations allows patent holders to apply 
to postpone the production or use of the patent in Indonesia for up to five years. Article 6 also provides that this five-year 
postponement may be extended “with reasons.” At the time of research, it was not clear what this application process 
would look like, what the government authorities will accept as reasons for granting postponement, or how in practice 
rights-holders will be able to avoid these sweeping localization requirements. Regarding barriers to digital trade, over the 
past decade Indonesia has imposed a clear requirement for data to be stored locally. Laws and regulations, including Law 
No. 11 of 2008 (Electronic Information and Transactions) and subsequent amendments, Government Regulation No. 82 of 
2012, and Regulation No. 20 of 2016 regarding the Protection of Personal Data in an Electronic System (MOCI Regulation), 
require data service providers to store and manage data locally in Indonesia. Definitions of data providers and the types 
of data processed that necessitate local storage are broadly defined and include all data relating to the provision of a 
“public service.” Proposed amendments to these laws in 2018–19 would seek to narrow these definitions but retain the 
requirement of local storage for certain types of data. At the time of research, no final regulation had been announced.

In Russia, industrial and economic policy over the past decade has increasingly been driven by an effort to localize industrial 
production and R&D. Key policy initiatives include the Strategy for Innovative Development of the Russian Federation 
2020 (2020 Strategy), the State Coordination Program for the Development of Biotechnology (BIO 2020), the Strategy of 
Development of the Pharmaceutical and Medical Industries (Pharma 2020), the New Digital Society Strategy 2017–30, and 
the National Economic Security Strategy 2017. A major part of these efforts has been localization and import substitution 
policies that actively discriminate against foreign entities and favor domestic Russian companies. Federal Law No. 488-FZ 
(2014), “On Industrial Policy in the Russian Federation,” grants domestic products priority over foreign ones in government 
procurement by state and local authorities, as well as some state corporations. An implementing regulation, Government 
Decree No. 708, “On Special Investment Contracts for Selected Industries,” specifically restricts access to the public market 
for foreign products with local substitutes. The 2015 Decree No. 719, “On the Criteria for Inclusion of Industrial Products to 
Industrial Production, Which Has No Analogues Produced in Russia,” details specific requirements for products belonging 
to six sectors (machine tools, automotive, electrical goods, farm and food processing machinery, and other branches 
of mechanical engineering) to be defined as “local.” The criteria refer both to carrying out production of technological 
operations in Russia and to respecting thresholds of local content/value. For instance, car manufacturers have to carry out 
11 of 12 phases of production in Russia. While covering most parts of the economy, high-tech sectors such as aerospace 
and nuclear energy, nanotechnology, medical technologies, ICT, and alternative fuels have been targeted. There are also 
substantial local content requirements in place for the telecommunications sector and renewable energy. The requirements 
and intensity of these localization and import substitution policies have varied from sector to sector. Both the ICT and 
biopharmaceutical sectors have been especially targeted. Barriers to digital trade are substantial, with data localization 
requirements for technology companies in place since the mid-2010s. For example, the federal law “On Personal Data” (the 
Personal Data Law) introduced a local data storage requirement. Similarly, the “New Digital Society Strategy 2017–2030” 
approved in May 2017 contains a number of localization policies, including the location of databases and data within Russia 
and online payments to be made through Russian payment systems. Further restrictions have also been put in place for 
foreign ownership of online content providers through new legislation on video-on-demand. For biopharmaceuticals, 
industrial localization policies have fused with intellectual property policy and broader health policy on the pricing and 
procurement of medicines. The result is a highly challenging environment that targets the industry with requirements for 
local manufacturing, procurement preferences for locally produced products, local clinical trials and R&D requirements, and 
the use and threat of compulsory licenses and the overriding of IP rights as public health policy. Biopharmaceuticals are also 
one of the Russian government’s strategic innovation priorities under the 2020 Strategy. The stated objectives of prioritizing 
local biopharmaceutical innovation are to supply the Russian market with needed medicines, to contain pharmaceutical 
expenditure, to modernize the economy, and to bolster the country’s global competitiveness. Pharma 2020 includes clear 
targets for local production, including the production of 50%–70% of domestic drugs on the total pharmaceutical market, 
60% of the patented medicine market in terms of value, 85%–90% of the medicines on Russia’s Essential Drug List (EDL), and 
an increase in exports by eight times. In addition, the state-owned National Immunobiological Holding Company (Natimbio) 
plans to fully cover national demand for vaccines and anti-tuberculosis drugs by 2020, as well as 20% of HIV and hepatitis B 
and C treatments. One of the most established mandatory localization measures, in place since 2010, is the obligation by all 
companies, including foreign ones, to conduct local clinical trials in Russia as a condition for the registration of medicine. Only 
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products recognized as orphan drugs, for which international clinical trials have been held, can be registered without local 
trials. More broadly, Russian authorities, including members of the Russian Parliament (the Duma), the federal government, 
and the judiciary, are viewing compulsory licensing of biopharmaceuticals as a legitimate policy for achieving industrial and 
public finance goals. The Russian Federal Antimonopoly Service (FAS) has been particularly active. In 2016 the agency 
proposed a compulsory license scheme as a method to reduce prices of certain high-cost specialty medicines. According to 
the proposed amendments to the Competition Act and the Civil Code, “threats to the individual and the rights of citizens to 
health protection and medical care” would justify the issuing of compulsory licenses. In 2017 the head of FAS, Igor Artemyev, 
stated it was only a matter of time before the government would formally begin to use this tool. Finally, in 2018 the first court-
ordered biopharmaceutical compulsory license was issued. In July the Moscow Arbitration Court granted a compulsory 
license to local manufacturer Nativa for Celgene’s Revlimid. The compulsory license was for Celgene to license one of its 
patents for the production of a product in which a dependent patent was to be used by Nativa. Without a license the use of 
this patent would constitute infringement of Celgene’s patent. Critically, the court considered the lower cost of the product 
by Nativa to be economically advantageous. Nativa also has a number of other pending lawsuits involving similar “pending 
patents” against originator products, so the scope for the issuing of further licenses has now been heightened significantly.

Category 2: Barriers to licensing and international technology transfer
Figure 8 shows the results for Category 2. This category measures the extent to which an economy imposes barriers 
to the licensing and international transfer of technologies.

FIGURE 8: SCORES, % OF AVAILABLE SCORE, CATEGORY 2: BARRIERS TO LICENSING AND INTERNATIONAL 
TECHNOLOGY TRANSFER
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Most economies perform well on Category 2, achieving a higher score than their overall results. The economies 
sampled achieved a mean score of 58.75%, which is the highest average score on the four categories of the 
Barometer. Most economies included in the Barometer do not intervene or directly interfere with international 
licensing and technology transfer activities. Many, however, do have licensing registration requirements in place. 
These can be either relatively straightforward, such as in Japan, Argentina, and Mexico, or much more burdensome, 
such as in France, including requirements for submitting a complete licensing agreement.

As with Category 1, China and Indonesia stand out. 

Arguably, no economy is more concerned with technology transfer and generating domestic innovation than China. 
But China’s model has diverged from international standards through direct government intervention and the use of 
coercive licensing and other barriers. The Chinese government actively intervenes, reviews, and sets the commercial 
terms for licensing activity within and into China. In general, licensing agreements must receive government approval 
prior to execution. In addition, China imposes restrictions on the rights of foreign IP rights-holders to freely negotiate 
market-based contractual terms in licensing and other technology-related contracts concerning the transfer of 
technology to China. The Technology Import/Export Regulations involve discriminatory conditions for foreign 
licensors, including indemnification of Chinese licensees against third-party infringement and transfer of ownership 
of future improvements on a licensed technology to the licensee (whereas a Chinese IP owner is able to negotiate 
different terms), which restrict the ability of foreign companies to negotiate licensing and technology contracts on 
market terms and to fully commercialize their technology in China. Under the Joint Venture regime, licenses and tech 
transfer contracts cannot last more than 10 years, after which the licensee retains the right to use the transferred 
technology, although this might still be under a term of exclusivity. The Working Measures for Outbound Transfer 
of Intellectual Property Rights adopted in 2018 tighten the scrutiny on outbound transfer of technology and IP. In 
the context of standards setting, there is also a trend toward greater administrative involvement in determining 
patent licensing terms and the ability to secure relief from infringement. The National Security Law, Cybersecurity 
Law, Security Assessments for Network Products and Services, and several standards (e.g., secure and controllable 
standard) all have reviews of products that require disclosure of IP. 

Similarly, both licensing and technology transfer are highly regulated in Indonesia, with onerous registration and 
disclosure requirements in place. To be valid and legally recognized, licensing agreements for all major IP rights must 
be registered with the Indonesian IP authorities. As part of this registration process, rights-holders must submit the fully 
executed licensing contract. Unless registered with the relevant authorities, licensing agreements have no legal standing 
vis-à-vis third parties. For example, Article 79(2) of the 2016 Patent Act states that “where a licensing agreement is not 
recorded at the Directorate General … said licensing agreement will not have legal effects on a third party.” Even more 
onerously, all licensing agreements are subject to review by the Indonesian authorities. Article 78 of the Patent Act is 
quite clear that any licensing agreement should not adversely affect the Indonesia economy or the national interest, or 
“contain restrictions which obstruct the ability of the Indonesian people to master and develop technology in general and 
in connection with the Patented Invention in particular.” Failure to fulfil these criteria will result in the authorities refusing 
registration and thereby rendering the agreement legally void and unenforceable versus third parties. Finally, unlike most 
other jurisdictions, Indonesia requires the registration of licensing agreements with respect to trade secrets. Despite 
the confidential nature of this form of IP protection, the licensing and licensed transfer of trade secrets are subject to 
the same requirements as all other IP rights, including registration and official publication. As discussed under Category 
1, the changes to the Patent Law and 2018 Patent Regulations impose a sweeping localization and technology transfer 
requirement, making the granting of a patent conditional on localizing manufacturing and/or R&D in Indonesia. The 
Indonesian government has a history of issuing compulsory licenses on biopharmaceutical patents. Since the mid-2000s 
it has issued nine “government use” licenses that override existing pharmaceutical patents, primarily for hepatitis and 
HIV drugs. These licenses allow the government to exploit existing patent-protected products in the event of threats to 
national security or an urgent public need. The manner in which these licenses were issued appears to contradict Article 
31 of the TRIPS Agreement. First, the issuing of these licenses took place without engaging the relevant rights-holders 
on an alternative solution or obtaining their authorization. Second, the issuing of the licenses was conducted on a group 
basis as opposed to an individual basis as required by TRIPS.
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Category 3: Barriers and import restrictions: Creative works
Figure 9 shows the results for Category 3. This category measures the extent to which foreign creative works can  
be accessed, sold, and distributed within a given market.

FIGURE 9: SCORES, % OF AVAILABLE SCORE, CATEGORY 3: BARRIERS AND IMPORT RESTRICTIONS:  
CREATIVE WORKS
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There is a wide mix of performance in the results for Category 3. Economies that otherwise embrace rigid protectionist 
and import substitution policies, like Turkey and Russia, are much more open and liberal with the distribution, sale, 
and broadcasting of foreign works. Conversely, some of the otherwise most open and free economies included in 
the Barometer, such as all EU Member States, Australia, and Canada, impose a raft of quotas and local content 
requirements on foreign creative works. For example, under Directive 2010/13/EU, “Audiovisual Media Services 
Directive,” audiovisual broadcasters in all EU Member States are required to allocate, first, “a majority proportion of 
their transmission time” to the broadcasting of European content and, second, at least 10% of transmission time or 
10% of their programming budgets to works produced by entities “independent of broadcasters.” Amendments to the 
directive that were enacted in 2018 further restrict the dissemination of foreign content by imposing similar obligations 
in the online space. Under these new amendments, online content providers must dedicate a minimum of 30% of their 
online offerings to European content. Many Member States, including France, have gone beyond these requirements to 
impose even stricter content rules. French television broadcasters are required to dedicate 60% of airtime to European 
content and 40% to French programming. Similar requirements are in place for radio broadcasting. Depending on 
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the type of music, time of day, and station, these quotas range from 35% to 60%. French cinemas must also dedicate 
a set period of time (five weeks per quarter) to the screening of French motion pictures. Similarly, both Canada and 
Australia have detailed quotas and local content rules in place for television and radio broadcasters. The Canadian 
Radio-television and Telecommunications Commission (CRTC) imposes mandatory requirements for the broadcasting 
of Canadian content and investment in Canadian-produced content. Quotas vary depending on the broadcasting 
medium, style of content broadcast, and broadcasting language. For large English-language television broadcasting, 
the CRTC imposes a 50% Exhibition Quota for primetime viewing and a 30% Canadian Programming Expenditure 
obligation with other broadcasters facing a 35% daytime Canadian content quota. Similar requirements are in place 
for radio broadcasting, for which content quotas range from 7% to 65% depending on the style of music and language 
broadcast. Like their television counterparts, radio broadcasters must also contribute a percentage of their annual 
revenues to the production of Canadian content. In Australia, under the Broadcasting Services Bill 1992 and derived 
regulations (Australian Content Standard), a majority of programming on broadcast television must be Australian in 
origin. Specifically, 55% of all content broadcast between the hours of 6 a.m. and midnight must be local. There are 
also detailed specifications and requirements on local programming for different types of content, including children’s 
television. Radio broadcasting is also subject to quotas. The Commercial Radio Broadcast Code of Practice stipulates 
minimum broadcasting quotas of Australian content. These quotas range from not less than 5% to 25% depending on 
the format of service and style of broadcast. 

Indonesia and China stand out, again, for the restrictions and local content policies in place in both economies, with 
both achieving a score of 0 for Category 3.

The creative sector in general and specifically the importation, distribution, and broadcasting of creative works is 
heavily regulated in Indonesia, with local content requirements, censorship, and preferences in place. The 2009 Film 
Law imposes a 60% local content requirement on the screening of motion pictures. Historically, the Indonesian film 
industry has been heavily shielded from foreign competition. Until 2016 there was a near universal ban on foreign 
investment in most audiovisual-related industries. The latest iteration of the foreign investment restrictions list—the 
2016 Presidential Decree No. 44/2016—opened the film industry to some investment and full foreign ownership in 
certain segments. Broadcasting is heavily regulated, with local content requirements in place. Both Law 32/2002 
(Broadcasting Law) and the programming standards guide for broadcasters (Standar Program Siaran) stipulate local 
content requirements ranging from 10% to 60% for television and radio. 

Likewise, the media market in China is highly regulated; the state censors and reviews all aspects of media, 
technology, and public life, including foreign content. Chinese law imposes both direct and indirect limitations on 
the distribution, screening, and broadcasting of foreign creative works. This censorship and restrictions on foreign 
content have also been extended to the internet and online streaming, which is continuously monitored for subversive 
behavior and content. Regarding motion pictures, the Chinese government imposes importation and distribution 
quotas on the number of foreign films that can be screened and distributed under a revenue-sharing scheme with 
the foreign partner. In a Memorandum of Understanding between the United States and China in 2012, China agreed 
to allow 34 motion pictures per year to be imported and screened under a revenue-sharing agreement. Under this 
agreement, American entities are guaranteed 25% of gross box office receipts. News reports suggest that, while 
the total number of films allowed to be imported and distributed in a given year under these terms has exceeded 
34, access to the Chinese film market remains highly restricted and controlled. Regarding broadcasting—television, 
radio, and online streaming—Chinese censors and media regulators have imposed varying quotas and limits on the 
amount of foreign content allowed. The 1997 State Council Order No. 228 imposes strict censorship requirements 
on all broadcast content in China, including foreign material. The order gives the state regulator broad and sweeping 
authority to review and censor all content broadcast in China and determine the ratio of foreign to domestic content 
broadcast. Since 1997 authorities have taken several actions against foreign content, including the imposition of 
quotas, blackouts, and outright bans. In September 2018 the government announced further limitations for broadcast 
television, including a proposed foreign content limit of 30% for all hours of the day and a complete ban during 
primetime hours. This follows a similar 30% limit imposed on online video streaming in 2014.
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Category 4: Pricing, reimbursement, and access regulation to a national 
biopharmaceutical market
Figure 10 shows the results for Category 4. This category measures the extent to which national biopharmaceutical 
regulations, including pricing and reimbursement policies, limit the entry of innovative medicines to a domestic market.

FIGURE 10: SCORES, % OF AVAILABLE SCORE, CATEGORY 4: PRICING, REIMBURSEMENT, AND ACCESS 
REGULATION TO A NATIONAL BIOPHARMACEUTICAL MARKET
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Of the four categories measured by the Barometer, economies performed the worst in Category 4. Developed, 
high-income economies and emerging markets alike utilize policies that emphasize cost controls over recognizing 
and rewarding innovation. Many economies also have in place either de jure or de facto price and procurement 
preferences for domestic biopharmaceutical manufacturers. Although the measures tend to be somewhat less 
extreme, the problem is far less defensible in the wealthiest nations of the G20 than in their emerging market 
counterparts. Strict price controls and other cost-cutting tools are in place and widely used in many OECD economies. 
In Europe, France, Italy, Germany, and the U.K. all impose direct or indirect controls on the price of biopharmaceuticals. 
Access to national health systems is also restricted through the use of reimbursement limits, health technology and 
cost-effectiveness assessments, and reference pricing. Similarly, Australia, Canada, and Korea all impose harsh 
price controls and cost-cutting tools. Only the United States stands out for being the sole economy included in 
the Barometer that does not impose direct national price controls. Although here too, this may be changing. Over 
the course of 2018–19 the Trump administration has introduced several measures aimed at lowering the cost of 
prescription medicines. In February 2018 the Council of Economic Advisers released Reforming Biopharmaceutical 
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Pricing at Home and Abroad, an analysis of the global biopharmaceutical market. A few months later the Department 
of Health and Human Services also announced a set of reforms in the blueprint document American Patients First. 
And in October 2018 the administration announced a plan to build an “International Pricing Index.” This index would 
seek to align Medicare payments for physician-administered drugs under the program with the prevailing prices in 14 
countries, some of which have a significantly lower purchasing power (e.g., Greece, Czech Republic) than the United 
States. Given the experiences of other countries and the use of international reference pricing, it is more likely than not 
that the introduction of such a mechanism on the American market would have a deep and negative impact on long-
term innovation and R&D. One of the strongest drivers of biopharmaceutical innovation in the United States has been 
the existence of a relatively free market in the pricing of biopharmaceuticals. 

As is detailed below in a selection of case studies in Section 7, the imposition of strict pricing and reimbursement 
policies has a real and tangible impact on the availability of new, innovative drugs and medical technologies. 
Economies that impose price controls, clawbacks, mandatory rebates, and other cost-cutting tools see fewer 
innovative products on the market. Patients are less likely to access the latest drugs and medical technologies. The 
results of Indicator 16 of the Barometer illustrate this very clearly. As Table 4 shows, of the 15 economies for which 
data are available, economies with a weaker performance on Category 4 tend also to have lower levels of availability 
of new oncology products. Of the 55 oncology products available within two years of global launch examined, the 
highest number, 46 (84%), were on the market in the United States. Despite their considerable market size, large 
biopharmaceutical markets such as Japan, China, and India see substantially less availability of innovative products.

The poor example set by these wealthy markets is carried to its logical conclusion elsewhere. For instance, in 
Algeria the biopharmaceutical market has been targeted with sector-specific localization requirements over the past 
decade. This is in part a response to government targets set in 2010–11 to achieve domestic production of 70% of the 
biopharmaceutical market. The most stringent localization policies that target medicines are outright import bans and 
quotas placed on biopharmaceutical products. Restrictions on drug imports have been in place since October 2008 
and have been further expanded since then. To date, 357 products have been listed as excluded from import, with 
restrictions in place for others. Drugs and active pharmaceutical ingredients (APIs) that are not locally manufactured 
are subject to annual import quotas. Recurrent delays in approving such quotas also disrupt supplies of local 
manufacturers, undermining their business continuity and viability. Regarding pricing and reimbursement policies, 
both the overarching philosophy of the health system and the methodology used to set prices and determine which 
products are included on formularies are characterized by local preferencing and minimizing overall spending. Algeria 
lacks a clear regulatory framework for biopharmaceuticals. Since the 1990s policy and regulatory changes have been 
carried out through government notes, circulars, and instructions, creating a highly complex policy framework. Product 
registration is not streamlined and approval times are long—the process entails additional regulatory requirements for 
foreign products. Product registration rules require that a registration dossier be pre-authorized before being accepted 
for review, with no specific deadline in place. In addition, price negotiations must take place at the time of market 
authorization and must be done with two different bodies separately, the Price Committee of the Ministry of Health and 
the Reimbursement Committee under the Ministry of Labor. Evidence suggests that, in practice, the Ministry of Labor 
tends to set lower prices than the Ministry of Health, resulting in a drawn-out process that delays market authorization. 
Branded drugs tend to be authorized for registration only if a generic equivalent does not exist and if their prices do not 
exceed the reference price by more than 25%. Even in these cases, authorization delays have been registered, as in 
the case of immunotherapy treatments. Overall, there are few mechanisms for rewarding and incentivizing innovation 
within the current health and biopharmaceutical policy system. Pricing policies focus primarily on cost containment 
and strong preferences are in place for local manufacturers. Since 2015 prices of innovative drugs (i.e., drugs with no 
generic competitor) have been determined by international referencing, on the basis of the lowest prices from a list 
of five or six European economies. When a generic version exists, reference prices based on the cheaper generics, 
plus therapeutic reference prices for certain categories, apply. The Economic Committee of the Ministry of Health 
has traditionally conducted drug price assessments, although the National Drug Authority is expected to take on this 
responsibility once fully operational. Regarding reimbursement, local production considerations tend to override price 
in the decision whether to add products to the public reimbursement list. In principle, reimbursement is granted to 
products that either bring new medical benefits or are cheaper than existing listed products. However, local new drugs 
are likely to be added to the list even if they do not meet either of these two criteria. The government is reportedly 
working on a new biopharmaceutical reimbursement mechanism. Tools considered to better allocate drug spending 
include conditional reimbursement and risk-sharing agreements. Along these lines, the 2017 Budget Law introduced 
risk-sharing agreements as a tool to rationalize drug spending for innovative drugs. 
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Similarly, Russia, Turkey, and Indonesia target the biopharmaceutical sector with import substitution policies. Mandatory 
localization or mandatory technology transfer permeates all aspects of pricing and reimbursement policymaking. In 
Russia, tendering and procurement practices are heavily tilted toward local companies. In 2015 the Russian government 
adopted Resolution No. 1289, “On Restrictions and Conditions of Access of Foreign Essential Medicines to State 
and Municipal Tenders,” which introduces a direct import ban within the procurement system. This regulation has 
subsequently been revised and additional local preferences have been introduced, including a markup of up to 25% for 
local products. Moreover, state tenders have awarded sole supplier status to several state-run manufacturers. In 2016 
the Turkish Medicines and Medical Devices Agency began implementing an import substitution plan whereby drugs that 
have at least one local generic or therapeutic equivalent are required to localize their production by 2018 or be excluded 
from public reimbursement. An Import and Transfer Commission has been set up to manage the process and evaluate 
commitments by drug producers. The Turkish government moved ahead with this policy in early 2018. Over 40 medicines 
were identified and delisted from reimbursement in February 2018 by the Turkish Social Security Institution. In Indonesia, 
Decree 1010/2008 requires companies to set up a manufacturing plant in the country or partner with an existing local 
manufacturer, and thereby transfer know-how and other commercially sensitive information, in order to receive market 
authorization. In addition, products with patent expirations of more than five years (or off-patent products that have been 
imported into the country for more than five years) must be produced locally.

TABLE 4: NUMBER OF ONCOLOGY DRUGS AVAILABLE WITHIN TWO YEARS OF GLOBAL LAUNCH,  
BASELINE 55 DRUGS IN TOTAL, 2012–1621 

ECONOMY NUMBER OF PRODUCTS  
ON THE MARKET % OF PRODUCTS ON THE MARKET

U.S. 46 83.64%

Germany 42 76.36%

U.K. 38 69.09%

Canada 31 56.36%

France 29 52.73%

Italy 28 50.91%

Australia 23 41.82%

Japan 22 40.00%

Mexico 22 40.00%

South Korea 21 38.18%

Russia 16 29.09%

Brazil 12 21.82%

Turkey 6 10.91%

India 5 9.09%

China 4 7.27%
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6 .  C O M PA R E  A N D  C O N T R A S T : 
M E A S U R I N G  T H E  G A P  B E T W E E N 
G R A N T E D  I P  R I G H T S  A N D  E F F E C T I V E 
E X C L U S I V I T Y

IP rights and economic development
As discussed in Section 3, IP-intensive industries and knowledge-based products are becoming a bigger part of 
international trade flows and more central to global economic development and growth. In the United States and European 
Union, IP-intensive industries make up a growing share of national economic output. In a 2012 study, the Economics and 
Statistics Administration and the U.S. Patent and Trademark Office (USPTO) found that IP-intensive industries make a large 
contribution to American GDP and employment. In total, these industries directly and indirectly account for over 40 million 
jobs or 27% of total employment.22 Similarly, the European Patent Office (EPO) and EU Intellectual Property Office have 
found that the European economy is heavily dependent on IP-intensive industries. In the latest of two studies carried out 
since 2013, they find that over 40% of the EU’s economic activity is generated by IP-intensive industries.23 And these 
industries employ 82 million people, accounting for almost 40% of employment in the EU.

Since 2012 the U.S. Chamber of Commerce has produced an annual International IP Index (the Index), which benchmarks 
the IP environment in economies around the world. The Index examines an economy’s IP framework across eight 
categories of indicators—patents, copyrights, trademarks, trade secrets and market entry, commercialization of IP assets, 
enforcement, systemic efficiency, and membership of international treaties—to create a snapshot of an economy’s IP 
system. Since 2015 the Index has also included a Statistical Annex that investigates the correlation—or the statistical 
likelihood of two variables occurring together—between the strength of national IP environments, as measured by the 
Index scores, and different types of economic activity, including rates of R&D spending, innovation, technology creation, 
and creativity. Overall, these annexes—which have grown from measuring 15 economic variables in 2015 to 29 variables 
in 2019—show a strong, positive relationship between IP protection and economic activity. In this sense, IP protection is 
a critical instrument for economies seeking to enhance access to innovation, grow domestic innovative output, and enjoy 
the dynamic growth benefits of an innovation-based economy. Legal rights convey security to innovators and creators, 
enabling investment and resulting in new products; commercial terms determine access to the resulting technologies.

The findings of the Index and the Annex are echoed by broader academic and social scientific research. Over the past 
two decades, a number of empirical studies have been published on the positive and cumulative economic effects 
of intellectual property rights (IPRs). In particular, a growing body of evidence suggests a positive link between the 
strengthening of IPRs and economic growth and development, job creation, technology transfer, and increased rates 
of investment and innovation. For example, comparing WTO members (i.e., signatories to the TRIPS Agreement) with 
nonmembers, a 2003 OECD study found that, overall, IPRs tend to have a positive impact on FDI, with WTO members 
generally enjoying higher levels of FDI than nonmembers.24 The authors found that, with the exception of least 
developed countries, which may not yet have implemented the TRIPS Agreement due to transition period allowances, 
WTO members have higher levels of FDI than nonmembers. The study’s author, Léger, used regression analysis to 
determine that IP protection is one of the most influential factors on innovation in both developing and industrialized 
countries.25 Similarly, the OECD’s Cavazos et al. looked at R&D expenditure and technology transfer as well as FDI and 
found that a 1% change in the strength of a national IP environment (based on a statistical index) is associated with a 
2.8% increase in FDI in-flows, a 2% increase in service imports, and a 0.7% increase in domestic R&D.26

Many economies have increasingly understood this and are making IP rights central to their future economic 
development. This is particularly true for economies that aspire to develop innovation and high-tech industries for job 
creation and growth. In a global knowledge economy, countries that previously built the infrastructure for goods trade 
are increasingly understanding the need to create a parallel infrastructure for knowledge and ideas. Notwithstanding 
some challenges in certain areas of IP protection, of the 20 economies included in the Barometer, all EU Member 
States, the United States, Japan, the U.K., Australia, and Korea have consistently scored in the top quartile of the 
Index since the first editions. Indeed, in the 2019 edition of the Index, the U.K., Germany, France, and Japan are ranked 
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in the top 10. Yet comparing their Index scores with the overall performance on the Barometer reveals a considerable 
gap between IP rights and protection granted to rights-holders and the ability to actually use these rights through fair 
and nondiscriminatory access to a domestic market. This discrepancy is particularly pronounced for Categories 3 and 
4 of the Barometer, which relate to market entry for creative works and biopharmaceuticals. While many economies 
provide relevant protections through copyright law, patent law, and additional biopharmaceutical-specific IP rights, 
rights-holders are not always able to exercise these rights given the market entry restrictions imposed through market 
entry quotas, discrimination, price controls, and other barriers to entry. IP rights enable output; market openness 
determines access. Tables 5 and 6 compare the Index scores for copyright-related indicators and biopharmaceutical-
related indicators for the 20 economies sampled in the Barometer with their Barometer scores on Categories 3 and 4.

TABLE 5: BAROMETER SCORES, % OF AVAILABLE SCORE, CATEGORY 3: BARRIERS AND IMPORT RESTRICTIONS: 
CREATIVE WORKS VERSUS 2019 INDEX SCORES, % OF AVAILABLE SCORE, COPYRIGHT-RELATED INDICATORS27 

ECONOMY IP INDEX SCORE,  
COPYRIGHT-RELATED INDICATORS BAROMETER SCORES, CATEGORY 3

U.S. 96.84% 100.00%

U.K. 94.57% 50.00%

Germany 93.64% 66.67%

France 89.46% 25.00%

Australia 83.74% 33.33%

Japan 81.42% 100.00%

South Korea 75.00% 16.67%

Italy 74.11% 66.67%

Canada 65.84% 33.33%

Mexico 52.79% 83.33%

Turkey 39.42% 66.67%

South Africa 38.89% 33.33%

Russia 35.21% 91.67%

Saudi Arabia 34.58% 41.67%

Argentina 32.63% 8.33%

Brazil 32.47% 50.00%

China 32.21% 0.00%

India 26.95% 66.67%

Indonesia 26.16% 0.00%

Algeria 24.35% 16.67%

As Table 5 shows, many economies have substantial discrepancies between the protection of IP rights for creative 
works available and enforced versus the ability of rights-holders to bring their work to a given domestic market on 
commercial terms. For example, the U.K., Germany, France, Australia, and South Korea all provide strong levels of 
copyright protection as measured by the Index. The U.K. and Germany achieve near-perfect Index scores, with 94.57% 
and 93.64%, respectively. Yet looking at the market entry environment for creative works as measured by Category 3 on 
the Barometer, both economies are substantially behind, scoring 50% and 66.67%, respectively. This discrepancy is even 
more pronounced for France, Australia, and Korea, all of which have a substantial gap of between 50% and 65% between 
the availability of copyright protection and the actual ability of rights-holders to use their rights and access the market.
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It is a similar picture in the biopharmaceutical sector. Table 6 compares the 2019 Index scores for biopharmaceutical-
related indicators for the 20 economies sampled in the Barometer with their Barometer scores on Category 4.

TABLE 6: BAROMETER SCORES, % OF AVAILABLE SCORE, CATEGORY 4: PRICING, REIMBURSEMENT, AND 
ACCESS REGULATION TO A NATIONAL BIOPHARMACEUTICAL MARKET, VERSUS 2019 INDEX SCORES, % OF 
AVAILABLE SCORE, BIOPHARMACEUTICAL-RELATED INDICATORS28

ECONOMY  INDEX SCORES, BIOPHARMACEUTICAL-
RELATED INDICATORS BAROMETER SCORES, CATEGORY 4

U.S. 95.78% 95.91%

U.K. 93.90% 67.27%

Germany 92.53% 69.09%

France 92.44% 63.18%

Japan 90.47% 47.50%

Italy 83.13% 56.48%

Australia 78.47% 47.95%

South Korea 78.06% 34.55%

Canada 65.78% 58.09%

Mexico 53.84% 22.50%

Turkey 45.81% 2.73%

China 45.31% 8.07%

Russia 43.50% 7.27%

Brazil 42.22% 17.95%

Saudi Arabia 40.34% 16.67%

Argentina 32.31% 25.00%

South Africa 31.81% 16.67%

India 27.59% 8.52%

Indonesia 24.78% 16.67%

Algeria 21.31% 0.00%

As with Category 3 and creative works, a large discrepancy exists between the protection of biopharmaceutical IP rights 
available and enforced versus the ability of a rights-holder to fairly and freely use that right through accessing a given 
domestic market. For example, the U.K., Germany, France, and Japan all achieve an Index score for biopharmaceutical-
related indicators of over 90%. Yet on the Barometer the performance is notably weaker, with a 23%–43% gap between 
the availability of IP protection and the actual ability of rights-holders to access the market. This gap is also substantial for 
Australia, Korea, and Italy, which, while scoring lower on the Index, show a similar gap of between 26% and 43%.

What are the consequences of this gap? 

The most direct consequence of restricting fair and free market entry is limits on the availability of new products and 
innovation in a given market. Consumers are left with fewer choices and less ability to enjoy the latest technologies 
and, in the case of biopharmaceuticals, new and innovative medicines. As the following section demonstrates, the 
imposition of pricing and reimbursement policies that narrowly focus on cutting costs at the expense of innovative 
treatments has a real and tangible impact on the availability of new, innovative drugs and medical technologies. 
Economies that impose price controls, clawbacks, mandatory rebates, and other cost-cutting tools see fewer 
innovative products on the market, and patients are less likely to access the latest drugs and medical technologies. 
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7.  P O L I C Y  I M PA C T  A N A LY S I S :  H O W 
M A R K E T  E N T R Y  B A R R I E R S  F O R  T H E 
B I O P H A R M A C E U T I C A L  S E C T O R  L I M I T 
A N D  D E L A Y  PA T I E N T  A C C E S S  T O  N E W 
M E D I C I N E S  A N D  T E C H N O L O G I E S

Biopharmaceutical market entry policies: What are they and why do  
they matter?
Apart from the rules and standards relating to the market registration and/or importation of a medicine and medical 
technology, biopharmaceutical market entry policies are those sets of instruments and mechanisms used by regulators 
and payers (government or private) to set and control the cost of biopharmaceuticals. Biopharmaceutical market 
entry policies are incredibly complex, technical, and highly dependent on the individual architecture and unique 
characteristics of a given national health system. But, broadly speaking, the most commonly used sets of policies that 
have a direct impact on the market entry environment can be categorized as taking place in three reasonably distinct 
areas: pricing, reimbursement, and procurement and tendering practices. 

PRICING

Pricing policies generally consist of (1) direct price controls, in which drug prices are controlled and set by a 
governmental authority; and (2) indirect price controls, in which public and private payers impose other forms of price 
control, including, for example, limits on profits and statutory discounts, rebates, and clawbacks. Under the latter 
schemes, manufacturers—usually research-based manufacturers as opposed to generic manufacturers—are obligated 
to “repay” public payers a percentage of any agreed budgetary overspend either for a specific product or, more 
broadly, for an entire swathe of the industry. The most commonly used forms of price control methodologies used 
include the following: 

1.  Price comparisons and benchmarking through international or external reference pricing, in which the price of 
a given product is set and compared to the price in a basket of economies 

2.  Therapeutic group or internal reference pricing, in which the price of a product is set and compared to 
existing products within the same therapeutic group 

Some health systems also carry out a pharmacoeconomic evaluation to determine the “value” of a given product on 
which to base price recommendations. Prices can be reset annually, quarterly, or on an ad hoc basis. In addition, many 
health systems impose mandatory price cuts. These cuts can be predetermined or occur on an ad hoc basis. They can 
apply to all products provided on a given formulary, a subset of products, or a certain class of drugs. 

REIMBURSEMENT 

In addition to setting and controlling prices, reimbursement evaluation also represents a second important barrier to 
free and fair market entry. Many payers (whether public or private) have an elaborate evaluation to determine whether 
a product should be included on a given formulary and what the rate of reimbursement should be. In a growing number 
of health systems, the reimbursement process often involves a pharmacoeconomic or health technology assessment 
(HTA) evaluation that assesses a given product’s cost-effectiveness. Depending on the design and function of the HTA 
body and the underlying assessment methodology used, this assessment can include a cost-effectiveness threshold 
and benchmark to assess the cost-effectiveness of new products through quality-adjusted life-years (QALYs). A QALY is 
a kind of matrix that measures the value of a given product on the basis of two dimensions: the life-years that are added 
to the patient due to the use of a given product and the quality of life experienced during these years.
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PROCUREMENT AND TENDERING

Finally, procurement and tendering practices have a substantial impact on levels of free and fair market entry. 
Biopharmaceutical procurement and tendering is part of an overall process of planning, purchasing, storing, and 
distributing medicines. At its most basic level, pharmaceutical procurement is about making sure that hospitals, health 
centers, health professionals, and patients all have access to the right type of drugs, in the right quantities, at the right 
place and time that they are needed. Whether through general rules governing all public procurement or specific 
rules only for biopharmaceuticals, many economies limit foreign participation in public tenders and/or provide higher 
margins for domestic manufacturers. 

The impact of biopharmaceutical market entry policies
Pricing, reimbursement, and procurement policies have a direct impact on how, when, and what type of products 
patients in a given health system can access. While it is a broad generalization of a very complex and technical field, it 
is helpful to conceptualize the biopharmaceutical policy environment in a given health system as falling somewhere on 
a philosophical continuum between systems that do the following: 

1. Seek to eliminate barriers to the introduction and utilization of new products and technologies. 

2. Focus solely on cost containment with regard for access to new products and innovation as a subsidiary concern.

Most health systems fall somewhere in between these two points. Still, there are distinct differences in the ways health 
systems approach the management of biopharmaceuticals and the adoption and use of new medicines and medical 
technologies that suggest the direction toward which they lean. From an academic and policy analysis perspective, 
this is a field of growing interest. Over the past two decades, A number of studies have addressed the impact of cost 
containment-prioritization decisions on the availability and use of new products and technologies.

Several studies examining the availability of innovative drugs show a clear and distinct disparity between economies 
with market entry and regulatory environments that seek to strike a balance between maintaining financial stability 
and rewarding innovation and economies that are more restrictive with a primary concern of cost control.

For instance, a 2008 study by the National Bureau of Economic Research that examined drug launches suggested 
that free-pricing countries historically have a larger number of launched innovative drugs than countries with a more 
challenging P&R environment. For the period examined, Germany29 and the United States had a larger number of 
launched drugs for innovative drugs subclasses (88 and 86, respectively) than Japan, Portugal, and France, which 
all had in place strict price regulations and saw fewer molecules launched (53, 62, and 69, respectively).30 Similarly, 
statistical modeling investigating the impact of price controls on product launches in several OECD and middle-income 
economies found that price controls (and other supply-side controls) have a significant impact on potential product 
entry, reducing the likelihood of entry by roughly 75% compared with a market having no price controls.31 

These findings have been supported by other studies. For example, a larger 2010 study conducted by researchers 
at the London School of Economics and Political Science examining historical trends in launch lags of 495 innovative 
drugs in 20 economies suggested that economies with a more challenging regulatory and market entry environments 
experience longer delays in accessing innovative drugs. Figure 11 shows the time lags in market entry for two of the 
time periods studied, 1984–95 and 1995–2008.
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FIGURE 11: HISTORICAL TRENDS IN LAUNCH LAGS OF INNOVATIVE DRUGS, 1995–2008, SELECTED ECONOMIES32*
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*Mean launch lag refers to the average time (in years) between first global launch (indicated by first sales in the IMS database) and first sales in a given 
economy, for 266 new molecules approved for marketing in the U.S./U.K. in 1995–2008.

As Figure 11 shows, access in markets like Japan, Australia, Spain, Turkey, and Greece has consistently lagged other 
markets. Historically, much of this lag has been attributable to the global trading environment and a lack of truly global 
biopharmaceutical supply chains. However, significant residual access lags persisted even as supply chains became 
more integrated, national biopharmaceutical markets became less dependent on national/regional suppliers, and 
regulatory standards became harmonized and centralized (for example through the advent of the International Council for 
Harmonisation of Technical Requirements for Pharmaceuticals for Human Use and bodies such as the European Medicines 
Agency). That access barriers and relative lag times remain despite the improved supply chain and regulatory environment 
is the consequence of the restrictive pricing regulatory and pricing and reimbursement systems in use in those markets. For 
example, Japan maintained the longest lag time of all economies examined, at a full 7.9 years in the time period 1995–2008. 
Much of this lag can be attributed to the unique characteristics of the Japanese regulatory environment, including the 
requirement for local clinical trials that was abolished only in the early to mid-2000s and the challenging pricing environment.

While these academic studies focus on the long-term historical launch and drug availability record, launch lags and 
differences in product availability between varied markets are still common today. Notwithstanding global regulatory 
harmonization and improved access to global biopharmaceutical supply, these lags in availability can be even more 
pronounced. This is particularly the case for more technically complex and innovative drugs, including those for 
oncology and rare diseases. Just like the long-term historical record, the most recent launch and availability data 
strongly suggest that economies with a more challenging biopharmaceutical market entry environment will see lower 
levels of product penetration and drug availability for patients.

For example, several economy-specific examples show lower levels of product availability whether through sales or 
through reimbursement listing. 

In Australia, for instance, there are both considerable gaps in product availability on the public Pharmaceutical 
Benefits Scheme (PBS) formulary as well as long lags between market authorization and reimbursement listing. A 2018 
study found that only 46% of all drugs registered in Australia between 2012 and 2017 were reimbursed (with a similar 
share for first-in-class drugs).33 And, on average, the reimbursement evaluation for the products studied took 426 
days—considerably longer than the OECD average for this time period. 

Similar results have been found for Canada. A 2019 study by Innovative Medicines Canada and the Pharmaceutical 
Research and Manufacturers of America and carried out by Ernst & Young found that, of 243 innovative drugs (i.e., new 
active substances) launched globally between January 2011 and June 2018, only 119 (49%) were launched in Canada.34 These 
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findings are supported by additional studies. For example, a 2016 report conducted by IMS Health Canada for Innovative 
Medicines Canada shows how Canadian patients have access to fewer innovative treatments than patients in other OECD 
economies.35 The study finds that there are long lags between market authorization and inclusion for public reimbursement. 
On average for the period studied (2010–14), it took 449 days from market authorization to reimbursement. Looking at access 
across all Canadian provinces—formulary and reimbursement decisions are taken provincially in Canada—the study finds 
that only 37% of drugs were reimbursed and available to 80% or more of the population. There were particular gaps 
in availability for more advanced treatments, including cancer medicines and biologic products. Only 59% of cancer 
medicines were available to 80% or more of the population. For new biologics this ratio was even lower, at 23%.  

Some economies do provide a system of recognizing and rewarding new biopharmaceutical and medical innovation 
through price premiums. For example, France, Germany, and Japan, all within their pricing and/or reimbursement 
evaluation process, examine the relative innovativeness of a given product. As is detailed below in the Economy 
Overviews, a price premium (often in the form of an exemption from statutory price cuts) is available for all countries 
if an assessed high level of innovation is found. Unfortunately, the available evidence suggests that such a level of 
innovation is seldom found, and the net effect is that innovative products are not actually rewarded. 

In Germany, for example, available evidence suggests that only a small proportion of assessed products are assessed 
as providing a “major additional” therapeutic benefit. For example, a 2013 McKinsey assessment found that almost half 
of the products assessed (49%) were judged as having the two lowest ratings: “no additional benefit proven” or “the 
benefit is less than those of the comparator.”36 Similarly, a 2017 academic study published in Value in Health found that 
only 16 of the 61 products assessed (26.2%) between 2011 and 2016 received the highest therapeutic benefit rating.37  

Similarly, in France all innovative medicines that have been approved for market must undergo a pharmacoeconomic 
and HTA evaluation by the Haute Autorité de Sante (HAS). The purpose of the assessment conducted by the 
HTA authority is to determine whether a given product should be included in the statutory health insurance (SHI) 
reimbursement list, rate of reimbursement, and price. HAS conducts two separate evaluations of the drug’s benefit 
compared with existing treatments: the clinical benefit (Service Médical Rendu [SMR]) and improvement in actual 
clinical benefit (Amélioration du service médical rendu [ASMR]). Both the SMR and ASMR rating affect the price and 
level of reimbursement for a given product. Relatively few products are rated as achieving a high ASMR rating and 
showing a “major clinical improvement.” For example, between January 2016 and August 2018, no ASMR I ratings 
were granted and only three ASMR II ratings were awarded.38 There is also a long-standing and elaborate system 
of clawbacks and mandatory rebates depending on sales volume and growth. Furthermore, the reimbursement and 
evaluation process is marred by long delays and is longer than in many other European countries. Industry data 
suggest that France has an average time frame between marketing authorization and reimbursement decision of 500 
days.39 This compares with 119 days in Germany and 171 in Switzerland—the two best performers in Europe.

In Japan, too, innovators face substantial challenges regarding the analysis of relative levels of innovation and 
associated pricing benefits. Historically, Japan’s biopharmaceutical market has had high barriers to entry. Japanese 
drug regulations mandated a local clinical trials requirement as part of the drug approval process. Market entry was 
also restricted through a system of price controls and systematic price cuts. The result of these barriers was that the 
market was in many ways closed off for foreign products. New medicines took longer to reach Japanese patients than in 
any other developed OECD market. Japanese policymakers, patient groups, and other stakeholders recognized these 
barriers and the access lag it was causing. During the late 2000s and mid-2010s, Japan introduced several measures to 
reduce these barriers and improve product access and availability. Chief among these was the elimination of much of 
the local clinical trials requirement, acceptance of International Council for Harmonisation of Technical Requirements for 
Pharmaceuticals for Human Use (ICH) standards on the recognition of international trials data, and key changes to the 
pricing and reimbursement system with a greater emphasis on innovative products. The centerpiece of the latter was 
a greater focus on recognizing innovation through the introduction of the Price Maintenance Premium (PMP) program, 
accelerating all relevant approval timelines and introducing additional price premiums based on levels of innovation 
(including through the Sakigaki program). The PMP program limited the impact of cost control mechanisms in place, 
which mandated a cut in prices every two years. Together, these reforms marked a paradigm shift and seemed to 
suggest that the biopharmaceutical policy environment in Japan had fundamentally changed. In 2016–17 many of these 
positive reforms were rolled back.40 To begin with, the eligibility criteria for receiving the PMP were tightened, with 
the number of companies eligible reduced. A new points-based system was introduced that provides an advantage to 
products developed or first launched in Japan.41 As a result, the number of innovative drugs receiving a PMP has fallen 
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dramatically.42 Furthermore, only products by companies scoring within the top quartile are granted a full PMP, while 
other innovative drugs by companies with lower scores receive only 80%–90% of the PMP. What had until now been 
biennial price cuts of 5%–7% will now instead be imposed annually beginning in 2021, although industry reports suggest 
that cuts took place both in 2018 and 2019. New ad hoc substantial price cuts were also introduced for fast-selling 
costly products that exceed expected sales volume—the so-called “huge seller” rule. Under this rule an innovative 
drug with sales of JPY35 billion or higher will be subject to a price review on a quarterly basis and a price reduction 
using the biannual revision formula. Furthermore, innovative drugs with annual sales between JPY100 billion and 150 
billion may be subject to an immediate price cut between 25% and 50% depending on how much their projected sales 
volume outpaces initial estimates. Finally, a new HTA procedure is set to be implemented and become an integral part 
of the pricing and reimbursement process.43 A pilot program has been in place since 2016, and announcements on the 
assessment process suggest that the main criteria to be used is a QALY threshold of JPY5 million. Products that exceed 
this threshold will see a stepwise reduction in their price premiums of up to 90%. The result of these long-standing 
challenges in the Japanese market is that Japanese patients have less access to innovative treatments and gain access 
to new medicines much later than patients in other high-income OECD economies. Figure 12 shows the availability of 
new cancer drugs in Japan between 2002 and 2016. 

FIGURE 12: AVAILABILITY OF CANCER DRUGS (NEW ACTIVE SUBSTANCES), 2002–16, JAPAN VERSUS 
GLOBAL AVAILABILITY44
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As Figure 12 shows, the availability of new cancer drugs in Japan has consistently lagged first global launch. Since 
2002 Japanese patients have, on average, had access to only 43% of new cancer treatments launched over this 
15-year time period. During the two five-year periods, this percentage availability virtually stood flat, at 39.29% and 
38.46%, respectively. Only in the last time period studied did the number and percentage of new drugs available 
increase to 50.19%. It is not unreasonable to deduce that the regulatory and P&R reforms introduced and finalized 
during the mid-2010s have been a driving factor in this rise and improvement in the availability of new cancer 
treatments. There is a real risk that the recent reforms introduced by the Japanese health authorities will have a 
negative impact and roll back these positive numbers to their long-term lower averages.
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8 .  E C O N O M Y  O V E R V I E W S 

Introduction
This section provides an overview and analysis of each individual economy’s score on all 16 indicators included in 
the Barometer. 

In addition to the total score and overall rank vis-à-vis the other economies included in the Barometer, each economy 
overview includes two figures. The first figure displays each economy’s performances on the four different categories, 
relative to the average score overall and compared to the top three performers for each of the four categories of the 
Barometer. The second figure provides each economy’s overall score compared with the average overall score for 
all twenty economies, as well as in relation to the average score for the top three performers. Specific challenges, 
debates, and issues relating to the most important recent developments under each category are then discussed in 
more detail in a separate sub-section titled “Spotlight on the national market entry environment.” 
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A L G E R I A  C O N T I N U E D 

STRENGTHS AND WEAKNESSES

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS

• No wholesale restrictions on digital trade •  Difficult localization policies in place with import substitution bans and local 
ownership requirements 

• Registration requirements in place for licensing deals   
• Local content requirements and quotas in place for content and creative works
•  Few mechanisms for rewarding biopharmaceutical innovation; P&R policies focused 

on cost containment only, with strong preferences for local manufacturers 

INDICATOR SCORES

INDICATOR SCORE INDICATOR SCORE

Category 1:  Freedom of access to a national market —Localization 
requirements 0.50 Category 3: Barriers and import restrictions: Creative works 0.50

1. Import bans and/or substitution policies on foreign goods and/or services 0.00 10.  Quotas and/or distribution and screening barriers in place on foreign 
imports of creative works 0.50

2.  Manufacturing and/or local content requirements for accessing the 
domestic market 0.00 11.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—television 0.00

3.  Technology transfer and/or divulging of proprietary technology and IP 
as a requirement for accessing the domestic market 0.00 12.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—radio 0.00

4. Local partnering requirement for market entry 0.00 Category 4:  Pricing, reimbursement, and access regulation to a 
national biopharmaceutical market 0.00

5. Procurement preferences for local producers 0.00
13.  Overarching philosophy and direction of health and 

biopharmaceutical system: cost cutting versus recognizing and 
incorporating new products and innovation

0.00

6. Bans on foreign ownership 0.00 14. Pricing and reimbursement decision-making and process 0.00

7. Barriers to digital trade and service provision 0.50 15. Biopharmaceutical-specific procurement preferences 0.00

Category 2:  Barriers to licensing and international technology transfer 0.50 16.  Availability of new, innovative biopharmaceutical treatments  
and products N/A

8. Registration and disclosure requirements of licensing deals 0.25

9. Direct governmental intervention in the setting of licensing terms 0.25

TOTAL: 1.50
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A L G E R I A  C O N T I N U E D 

Spotlight on the National Market Access Environment

CATEGORY 1 :  FREEDOM OF ACCESS TO A NATIONAL MARKET – 
LOCALIZATION REQUIREMENTS

The Algerian government has for many years imposed localization rules for how foreign firms may participate in 
the market and now actively pursues an import substitution policy. The stated objective of these rules is to reduce 
imports, encourage domestic production, and maximize technology transfer. These policies run across various 
sectors. Key measures include quantitative restrictions on imports when local production exists (for instance, 
on second-hand equipment for all sectors); a registration tax levied only on new imported vehicles as well as a 
requirement for car dealers to set up a broader domestic activity of an industrial nature in addition to the dealership, 
such as production of car parts, in order to keep their import license; and local content requirements in procurement 
for office equipment of up to 15% of tenders. Additional cross-sectoral policies in support of local sectors include 
national public procurement rules. Specifically, access to tenders for foreign bidders is greatly limited by Decree 10-36 
(2010), which gives a 25% price preference to national producers. Foreign bidders are able to qualify as local if they 
partner with national companies that are majority owned by national residents—but qualifying national companies are 
limited and determined by a government-generated list and/or (under the 2011 Decree 11-98) or that have provided 
an investment plan cleared by the National Investment Development Agency. Moreover, some tenders are statutorily 
restricted to domestic bidders in the first stage, with foreign firms invited to bid only if the contract is not awarded to a 
local producer. Algeria also has in place very strict ownership limitations. On the basis of a pre-existing measure in the 
oil and gas sector, the 2009 Complementary Finance Law limits foreign investment to a minority stake (49% or below) 
in any industrial sector. The 2014 Finance Law extended 2009 rules to companies engaged only in importation (and 
not domestic manufacturing activities), in which foreigners were previously allowed to own a 70% share. The rule was 
removed from the new Investment Law in August 2016 but was later reintroduced in the 2017 Finance Law. Despite 
some suggestions that these ownership restrictions would be eased, subsequent finance laws and other relevant 
legislation have not made any substantive changes to the 51-49 doctrine.

CATEGORY 2:  BARRIERS TO LICENSING AND INTERNATIONAL TECHNOLOGY 
TRANSFER

There are no direct restrictions on licensing technology transfer to Algeria. However, existing ownership restrictions 
limiting foreign investment to a minority stake (49% or below) does de facto restrict the ability for rights-holders 
to transfer technology and IP into Algeria, given that no fully owned subsidiary may be established. Licensing 
agreements must be registered with the relevant Algerian authorities, although this process is not overly burdensome. 
These authorities also reserve the right to, for some sectors and industries, intervene and stipulate contractual terms. 
There is also a direct and indirect review mechanism of all business dealings between Algerian and foreign entities 
through domiciliation requirements and contractual review by the National Investment Development Agency (Agence 
Nationale de Développement de l’Investissement).

CATEGORY 3:  BARRIERS AND IMPORT RESTRICTIONS:  CREATIVE WORKS

The creative sector in Algeria is heavily regulated through Loi n° 11-03. The law provides the Ministry of Culture with 
the powers to control the sector by issuing visas and authorizations for operating cinemas. The law also creates 
a special censorship commission (established under Executive Decree 13-277 of 2013) responsible for approving 
all movies intended for distribution in Algeria. While there are no direct quotas for importation or screen time for 
foreign content, reports suggest that, of some 400 cinemas in Algeria, less than 5% are operational, and featured 
motion pictures are sometimes decades old. Algerian television and radio broadcasters are obliged to allocate a 
set percentage of airtime to local content. Under Article 48 Law No. 14-04, “The Audiovisual Act,” all providers of 
“audiovisual communication services” must ensure compliance with fixed program quotas of at least 60% for locally 
produced programs. There are also broadcasting limitations on imported foreign programming.
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A L G E R I A  C O N T I N U E D 

CATEGORY 4:  PRICING,  REIMBURSEMENT AND ACCESS REGULATION TO A 
NATIONAL BIOPHARMACEUTICAL MARKET

In addition to those requirements in place for all industries and sectors of the economy, the Algerian 
biopharmaceutical market has been targeted with sector-specific localization requirements over the past decade. 
This is in part a response to government targets set in 2010–11 to achieve domestic production of 70% of the 
biopharmaceutical market. As discussed under Category 1, for all industrial priority sectors with a strong national 
consumption base, a strategy aimed at replacing imports with local production is being pursued. The most stringent 
localization policies that target medicines are outright import bans and quotas placed on biopharmaceutical products. 
Restrictions on drug imports have been in place since October 2008 and have been further expanded since then. 
To date, 357 products have been listed as excluded from import, with restrictions in place for others. Drugs and APIs 
that are not locally manufactured are subject to annual import quotas. Recurrent delays in approving such quotas also 
disrupt supplies of local manufacturers, undermining their business continuity and viability. 

Regarding pricing and reimbursement policies, both the overarching philosophy of the health system and the 
methodology used to set prices and determine which products are included on formularies are characterized by local 
preferencing and minimizing overall spending. Algeria lacks a clear regulatory framework for biopharmaceuticals. 
Since the 1990s, policy and regulatory changes have been carried out through government notes, circulars, and 
instructions, creating a highly complex policy framework. Product registration is not streamlined, approval times are 
long—the process entails additional regulatory requirements for foreign products. Product registration rules require 
that a registration dossier be pre-authorized before being accepted for review, with no specific deadline in place. In 
addition, price negotiations must take place at the time of market authorization and must be done with two different 
bodies separately, the Price Committee of the Ministry of Health and the Reimbursement Committee under the Ministry 
of Labor. Evidence suggests that, in practice, the Ministry of Labor tends to set lower prices than the Ministry of Health, 
resulting in a drawn-out process that delays market authorization. Branded drugs tend to be authorized for registration 
only if a generic equivalent does not exist, and if their prices do not exceed the reference price by more than 25%. Even 
in these cases, authorization delays have been registered, as in the case of immunotherapy treatments. 

Overall, there are few mechanisms for rewarding and incentivizing innovation within the current health and 
biopharmaceutical policy system. Pricing policies focus primarily on cost containment and strong preferences are in 
place for local manufacturers. Since 2015 prices of innovative drugs (i.e., drugs with no generic competitor) have been 
determined by international referencing, on the basis of the lowest prices from a list of five or six European countries. 
When a generic version exists, reference prices are based on the cheaper generics, and therapeutic reference prices 
for certain categories apply. The Economic Committee of the Ministry of Health has traditionally conducted drug price 
assessments, although the National Drug Authority is expected to take on this responsibility once fully operational. 
Regarding reimbursement, local production considerations tend to override price in the decision of whether to 
add products to the public reimbursement list. In principle, reimbursement is granted to products that either bring 
new medical benefits or are cheaper than existing listed products. However, local new drugs are likely to be added 
to the list even if they do not meet either of these two criteria. The government is reportedly working on a new 
biopharmaceutical reimbursement mechanism. Tools considered to better allocate drug spending include conditional 
reimbursement and risk-sharing agreements. Along these lines, the 2017 Budget Law introduced risk-sharing 
agreements as a tool to rationalize drug spending for innovative drugs.
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A R G E N T I N A  C O N T I N U E D 

STRENGTHS AND WEAKNESSES

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS

•  No overarching localization policy in place: industrial and economic policy is not 
centered on mandatory localization requirements

•  Relative freedom of investment and ownership
•  No direct government intervention and approval process for licensing activity

•  Local content requirements and procurement preferences in place across sectors, 
but the creative sector is heavily targeted

•  Importation, distribution, and broadcasting of creative works heavily regulated, with 
local content requirements and preferences in place

•  Strong focus on cost control and minimizing overall biopharmaceutical spending within 
the health system—no real program of rewarding or recognizing levels of innovation 

INDICATOR SCORES

INDICATOR SCORE INDICATOR SCORE

Category 1:  Freedom of access to a national market —Localization 
requirements 2.50 Category 3: Barriers and import restrictions: Creative works 0.25

1. Import bans and/or substitution policies on foreign goods and/or services 1.00 10.  Quotas and/or distribution and screening barriers in place on foreign 
imports of creative works 0.25

2.  Manufacturing and/or local content requirements for accessing the 
domestic market 0.25 11.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—television 0.00

3.  Technology transfer and/or divulging of proprietary technology and IP 
as a requirement for accessing the domestic market 0.25 12.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—radio 0.00

4. Local partnering requirement for market entry 0.00 Category 4:  Pricing, reimbursement, and access regulation to a 
national biopharmaceutical market 0.75

5. Procurement preferences for local producers 0.00
13.  Overarching philosophy and direction of health and 

biopharmaceutical system: cost cutting versus recognizing and 
incorporating new products and innovation

0.25

6. Bans on foreign ownership 0.50 14. Pricing and reimbursement decision-making and process 0.25

7. Barriers to digital trade and service provision 0.50 15. Biopharmaceutical-specific procurement preferences 0.25

Category 2:  Barriers to licensing and international technology transfer 1.75 16.  Availability of new, innovative biopharmaceutical treatments  
and products N/A

8. Registration and disclosure requirements of licensing deals 0.75

9. Direct governmental intervention in the setting of licensing terms 1.00

TOTAL: 5.25
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A R G E N T I N A  C O N T I N U E D 

Spotlight on the National Market Access Environment

CATEGORY 1 :  FREEDOM OF ACCESS TO A NATIONAL MARKET – 
LOCALIZATION REQUIREMENTS

Unlike many of the economies included in the Barometer, Argentinian industrial and economic policy is not centered 
on mandatory localization requirements. There are no significant or systematic import substitution policies or 
bans in place. Foreign investment is relatively free, with some restrictions on full foreign ownership for certain 
industries. Instead, market entry barriers manifest themselves through local content requirements and domestic 
procurement preferences. Law 27,437 of 2018 established a new “Buy Argentina” (Compre Argentino) regime for 
national procurement. The law provides national price preferences (up to 7% higher) for local industry for most 
central government procurement. There are also local partnering and potential technology transfer requirements 
for public contracts with an estimated value of less than 240 million pesos. In addition, Law 27,328 on public–
private partnerships contains a “Buy Argentina” clause mandating at least 33% local content for every project. 
There are further local content requirements at the provincial level targeting specific industries, including the 
telecommunications infrastructure. With respect to digital trade, the requirements for cross-border transfers in 
Argentina are complex and uncertainty remains over how the existing regulatory regime under Regulation No. 60-
E/2016 will function in practice.

CATEGORY 2:  BARRIERS TO LICENSING AND INTERNATIONAL TECHNOLOGY 
TRANSFER

There are no direct restrictions on licensing activity or international technology transfer unless it is with a public 
institution, such as a national research institute or university. The Argentinean government does not generally 
directly intervene and/or set the contractual terms and conditions of a given licensing deal. Per Resolution 117/2014, 
registration of IP licenses and technology transfer agreements is voluntary and aimed only at providing greater 
juridical certainty, notably regarding the date the agreement is executed. Yet, registration does entail some tax 
advantages. As per Article 93 of the Income Tax Law, registration allows the licensee to deduct royalties paid to the 
licensor as business expenses as part of calculating income tax liability. Also, the licensee will benefit from a lower tax 
withholding rate of between 21% and 28% (which can be lowered to as little as 10% if a double taxation agreement is 
in place with the licensor’s country of origin) instead of 31.5%. According to Article 8 of Law 22,426, upon registration 
companies need to provide information on the relevant technology or brand, the number of staff employed by the 
recipient, and an estimate of the payments to be made.

CATEGORY 3:  BARRIERS AND IMPORT RESTRICTIONS:  CREATIVE WORKS

The creative sector in general and specifically the importation, distribution, and broadcasting of creative works is 
heavily regulated in Argentina, with local content requirements and preferences in place. There are restrictions in 
place on the distribution, screening, and manufacture of foreign motion pictures. Imported foreign motion pictures 
also face high customs duties. Argentinean television and radio broadcasters are obliged to allocate a set percentage 
of airtime to local content. The 2009 Media Law (Ley de Medios), amended in 2015, includes a local content or 
advertising requirement for television broadcasting of at least 60%. For radio broadcasting, this requirement is higher, 
at 70%, with specific percentage requirements of local content in place for news production (50%) and music (30%). 
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A R G E N T I N A  C O N T I N U E D 

CATEGORY 4:  PRICING,  REIMBURSEMENT AND ACCESS REGULATION TO A 
NATIONAL BIOPHARMACEUTICAL MARKET

Overall, there is a strong focus on cost control and minimizing overall biopharmaceutical spending within the 
Argentinean health system. There is no real program of rewarding or recognizing levels of innovation through price 
premiums or other incentives. Argentina’s biopharmaceutical policy environment has been shaped in large measure 
by the economic crisis of the early 2000s, with a national drug policy introduced in 2002. This established an essential 
drugs list and a public program for the provision of medicines: Remediar. The Remediar program provides ambulatory 
drugs at no cost and biopharmaceuticals for specific disease categories, including HIV/AIDS, sexually transmitted 
diseases, and a limited range of oncology products. Current drug regulations encourage the use and proliferation 
of low-cost non-generic copied drugs, “similar” (similares). Argentina (like many Latin American countries) has three 
drug classifications: (1) innovative or original, (2) generics, and (3) similars. Category I drugs are used as reference 
drugs for both generics and similars. The crucial difference between similars and generics is that the latter undergo 
bioequivalence testing and the former do not. They simply need to contain the same active ingredient, concentration, 
pharmaceutical form, and dosage, but can differ in size, shape, packaging, and period of activity. For example, while 
under Provision 9222 of August 2017 a strict timeline is provided for the submission of bioequivalence studies, it 
applies for only a limited number of laboratories and APIs, while under Provision 8870 of July 2017 all products that 
contain one of 13 listed APIs are exempt from bioequivalence studies. Since the Ministry of Health does not impose a 
program of pre-qualification of bidders (relying instead on the drug regulator ANMAT for quality control), there is a high 
risk that substandard products will enter the pharmaceutical supply chain. With respect to pricing and reimbursement 
methodology and comparisons, historically strict indirect price controls have been in place through price freezes, 
price cuts, and caps on price growth together with a reimbursement system that favors national products (including 
similars) and biosimilar products. This system requires health insurance agents to prefer locally produced products 
over imported products, including substituting biological products with locally produced biosimilars. Both Law 27,437 
of 2018 and Law 27,328 on public–private partnerships provide local preferences for domestic producers, including for 
biopharmaceutical manufacturers.
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A U S T R A L I A  C O N T I N U E D 

STRENGTHS AND WEAKNESSES

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS

•  Relatively free and open economy 
•  No mandatory localization requirements, significant or systematic import 

substitution policies, or bans in place
•  Government does not intervene or impose direct restrictions on licensing activity for 

IP rights or international technology transfer 

•  Quotas and local content requirements in place for television and radio broadcasting 
•  Strong focus on cost control and minimizing overall biopharmaceutical spending 
•  Recognizing and paying for innovation not a central feature of the 

biopharmaceutical health policy environment—result is many innovative products 
are not listed on the PBS and not available to Australian patients 

INDICATOR SCORES

INDICATOR SCORE INDICATOR SCORE

Category 1:  Freedom of access to a national market —Localization 
requirements 6.50 Category 3: Barriers and import restrictions: Creative works 1.00

1. Import bans and/or substitution policies on foreign goods and/or services 1.00 10.  Quotas and/or distribution and screening barriers in place on foreign 
imports of creative works 1.00

2.  Manufacturing and/or local content requirements for accessing the 
domestic market 1.00 11.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—television 0.00

3.  Technology transfer and/or divulging of proprietary technology and IP 
as a requirement for accessing the domestic market 1.00 12.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—radio 0.00

4. Local partnering requirement for market entry 1.00 Category 4:  Pricing, reimbursement, and access regulation to a 
national biopharmaceutical market 1.92

5. Procurement preferences for local producers 0.50
13.  Overarching philosophy and direction of health and 

biopharmaceutical system: cost cutting versus recognizing and 
incorporating new products and innovation

0.25

6. Bans on foreign ownership 1.00 14. Pricing and reimbursement decision-making and process 0.25

7. Barriers to digital trade and service provision 1.00 15. Biopharmaceutical-specific procurement preferences 1.00

Category 2:  Barriers to licensing and international technology 
transfer 2.00 16.  Availability of new, innovative biopharmaceutical treatments and 

products 0.42

8. Registration and disclosure requirements of licensing deals 1.00

9. Direct governmental intervention in the setting of licensing terms 1.00

TOTAL: 11.42
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A U S T R A L I A  C O N T I N U E D 

Spotlight on the National Market Access Environment

CATEGORY 1 :  FREEDOM OF ACCESS TO A NATIONAL MARKET – 
LOCALIZATION REQUIREMENTS

Australia is a relatively free and open economy. There are no mandatory localization requirements, significant or 
systematic import substitution policies, or bans in place. Foreign investment is relatively free, with registration 
requirements in place for only some sectors of the economy, such as the media. There are no set and standardized 
procurement preferences at the central government level. However, since 2017, the Department of Finance’s 
Commonwealth Procurement Rules—the rules and regulations that govern all central government procurement—
have included an “economic benefits test.” Specifically, sub-section 4.7 of the Rules states that procuring “officials 
are required to consider the economic benefit of the procurement to the Australian economy.” In the accompanying 
guidance to these changes, the department outlines examples of what constitutes an “economic benefit.” This 
guidance mentions everything from job creation to more effective use of resources, to the transfer of technology and 
know-how to Australia. It is unclear what, if any, effect these new rules have had on government procurement from 
foreign entities. The Rules also contain clear provisions that the procurement framework remains nondiscriminatory. 
More explicit local procurement preferences are in place at the state and territorial levels. For example, both Victoria 
and South Australia use weighting for local content when evaluating tenders. Price preferences for domestically 
produced goods (including those produced in New Zealand) are used in Western Australia. With respect to barriers 
to digital trade, Australian federal law does not impose any local data storage requirements or significant hurdles to 
cross-border data transfer. Under the Privacy Act and subsequent amendments, including the Privacy Amendment 
(Notifiable Data Breaches) Act 2017, cross-border data transfers are subject to a similar level of privacy as that 
stipulated under Australian law. Moreover, Australia is a member of the APEC Cross-Border Privacy Rules (CBPR) 
System, a government-backed data privacy certification that companies can join to demonstrate compliance with 
internationally recognized data privacy protections.

CATEGORY 2:  BARRIERS TO LICENSING AND INTERNATIONAL TECHNOLOGY 
TRANSFER

The Australian government does not intervene or impose direct restrictions on licensing activity for IP rights or 
international technology transfer. While it is possible to register licensing agreements with the relevant IP authorities, it 
is not a legal requirement. 

CATEGORY 3:  BARRIERS AND IMPORT RESTRICTIONS:  CREATIVE WORKS

Australian law does not impose restrictions or market entry barriers on the importation, distribution, or screening of 
creative works. There are no quotas on the number of foreign motion pictures allowed to be imported or screened 
in a given year. There are, however, quotas and local content requirements in place for both television and radio 
broadcasting. Under the Broadcasting Services Bill 1992 and derived regulations (Australian Content Standard), a 
majority of programming on broadcast television must be Australian in origin. Specifically, 55% of all content broadcast 
between the hours of 6 a.m. and midnight must be local. There are also detailed specifications and requirements on 
local programming for different types of content, including children’s television. Radio broadcasting is also subject 
to quotas. The Commercial Radio Broadcast Code of Practice stipulates minimum broadcasting quotas of Australian 
content. These quotas range from 5% to 25% depending on the format of service and style of broadcast. There are 
also certain local content requirements focusing on local news broadcasting, community service announcements, and 
local weather. 
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A U S T R A L I A  C O N T I N U E D 

CATEGORY 4:  PRICING,  REIMBURSEMENT AND ACCESS REGULATION TO A 
NATIONAL BIOPHARMACEUTICAL MARKET

There is a strong focus on cost control and minimizing overall biopharmaceutical spending within an Australian 
health system that fails to prioritize investment in innovation. (The 2017 Strategic Agreement between the Australian 
government and Medicines Australia does have the potential to empower innovation by limiting subsequent price 
cuts if a new product qualifies as a “new presentation.”) Overall, the pricing and reimbursement system for innovative 
medicines is highly restrictive and is increasingly geared toward cutting costs. Under the statutory pricing system, 
innovative products are subject to price reductions of 25% upon the market entry of a follow-on product. Additionally, 
innovative products included in the Pharmaceutical Benefits Scheme (PBS) are subject to additional adjustments by 
the Department of Health as well as to further downward price pressure from the therapeutic group reference pricing 
system, which is based on the lowest priced product in the group. On top of this systematic downward pressure 
on prices, the Australian government in 2015 introduced the PBS Access and Sustainability Package (PASP), which 
included a requirement for a 5% price reduction to all drugs listed in the PBS on their fifth-year anniversary of listing 
(excluding drugs with generic products in the market), effective from April 1, 2016, and applied each year until 2020. 
The PASP also raised the number of times that a PBS medicine’s price can change, from three to six times a year, 
and has also applied the price reductions for a given product on combinations that include said product. The 2017 
Strategic Agreement between the Australian government and Medicines Australia extended the 5% price reduction to 
all drugs listed in the PBS for five years for an additional two years (until 2022, inclusive), and introduced an additional 
10% price reduction to medicines listed on the PBS for 10 years and a 5% price reduction to medicines listed on the 
PBS for 15 years. The new Strategic Agreement also increased the mandatory price reduction for an innovative drug 
upon the market entry of a follow-on product, from 16% to 25%. The PBS reimbursement process is equally focused 
on cost. In 2011 seven medicines were not listed on the PBS, citing cost considerations. Similarly, the HTA process is 
long and drawn out, with the relevant authority (Pharmaceutical Benefits Advisory Committee, or PBAC) rejecting a 
high percentage of applications during the first round of review. The end result is that many innovative products are 
not listed on the PBS and, in effect, are not available to Australian patients. For example, of the 55 oncology products 
available within two years of global launch examined in Indicator 16 of the Barometer, Australian patients had access to 
only 23, or 42%. This compares with 42 of the 55 products available in Germany (76%) and 46 in the United States (84%).
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B R A Z I L  C O N T I N U E D 

STRENGTHS AND WEAKNESSES

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS

•  Positive reform and roll-back of long-standing import substitution policies for the 
automotive sector in 2018

•  Reduced direct government intervention in licensing and technology transfer activity 

•  Substantial market entry barriers through localization requirements and 
procurement preferences 

•  Public procurement preferences in place cross-sectorally, with preferential margins 
of up to 25% 

•  Direct and indirect limitations on the distribution, screening, and broadcasting of 
foreign creative works

•  Strong focus on minimizing overall biopharmaceutical spending and favoring local 
producers 

•  Despite being a large and fast-growing biopharmaceutical market, many innovative 
products not available to Brazilian patients

INDICATOR SCORES

INDICATOR SCORE INDICATOR SCORE

Category 1:  Freedom of access to a national market —Localization 
requirements 3.75 Category 3: Barriers and import restrictions: Creative works 1.50

1. Import bans and/or substitution policies on foreign goods and/or services 1.00 10.  Quotas and/or distribution and screening barriers in place on foreign 
imports of creative works 0.50

2.  Manufacturing and/or local content requirements for accessing the 
domestic market 0.00 11.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—television 0.00

3.  Technology transfer and/or divulging of proprietary technology and IP 
as a requirement for accessing the domestic market 0.75 12.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—radio 1.00

4. Local partnering requirement for market entry 1.00 Category 4:  Pricing, reimbursement, and access regulation to a 
national biopharmaceutical market 0.72

5. Procurement preferences for local producers 0.00
13.  Overarching philosophy and direction of health and 

biopharmaceutical system: cost cutting versus recognizing and 
incorporating new products and innovation

0.25

6. Bans on foreign ownership 0.75 14. Pricing and reimbursement decision-making and process 0.25

7. Barriers to digital trade and service provision 0.25 15. Biopharmaceutical-specific procurement preferences 0.00

Category 2:  Barriers to licensing and international technology 
transfer 0.05 16.  Availability of new, innovative biopharmaceutical treatments and 

products 0.22

8. Registration and disclosure requirements of licensing deals 0.00

9. Direct governmental intervention in the setting of licensing terms 0.05

TOTAL: 6.47
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B R A Z I L  C O N T I N U E D 

Spotlight on the National Market Access Environment

CATEGORY 1 :  FREEDOM OF ACCESS TO A NATIONAL MARKET – 
LOCALIZATION REQUIREMENTS

Brazil actively limits access to its domestic market through various barriers, localization requirements, and 
procurement preferences. Local content requirements have been a central part of Brazilian industrial policy, with 
the automobile, oil and gas, telecommunications, and ICT industries all historically subject to varying percentages 
of local production. The automotive industry has historically faced some of the highest levels of protectionism, with, 
in effect, an import substitution policy in place dating back to the 1950s. These requirements have been largely 
eliminated following a 2017–18 WTO ruling and the subsequent introduction of a new set of incentives and industrial 
policies for the automotive sector, Rota 2030. Although local content requirements have been reduced in recent 
years, the oil and gas sector still faces local content requirements of between 18% and 40% for offshore exploration 
and development and 50% for onshore. Public procurement preferences are in place cross-sectorally, with varying 
rates of preferences depending on the industry and type of tender. Under the 2010 Law 12.349 (the Buy Brazilian 
Act), preferential margins of up to 25% were introduced for all public procurement. There are additional incentives in 
place and local content requirements for telecommunications and the procurement of information technology goods 
and services. The biopharmaceutical sector has also been subject to indirect localization requirements through the 
Partnerships for Productive Development (PDPs). These public–private partnerships aim to further biopharmaceutical 
R&D and technology transfer into Brazil by offering exclusive market entry to the Brazilian public health system, 
Sistema Único de Saúde (SUS). The SUS constitutes roughly 50% of purchasing power within the Brazilian health care 
market. With respect to barriers to digital trade, several new laws and policies have been introduced over the past few 
years, including the 2014 Marco Civil and 2018 Law 13,709 2018 (General Data Protection Law). While neither one of 
these imposed any local data storage requirements, proposals have been put forward requiring service providers to 
store data locally in Brazil. Moreover, there have been examples of individual ministries and government departments 
imposing local storage requirements on service providers within government tenders and procurement policy.

CATEGORY 2:  BARRIERS TO LICENSING AND INTERNATIONAL TECHNOLOGY 
TRANSFER

Historically, the Brazilian government has actively intervened and set the commercial terms of licensing activity 
within and into Brazil through burdensome regulatory and formal requirements. For example, to become effective 
and binding on third parties, licensing agreements were required to be published in the Brazilian Patent Office’s 
(INPI’s) Official Gazette. Agreements were also required to be approved by the INPI, with limitations on fees and 
payments between the contracting parties. Exclusive licensing agreements were subject to more onerous publication 
requirements than non-exclusive licenses, making this process more time consuming. However, in 2017, the INPI 
announced through Rule 70 that the agency would no longer take an active role in framing and approving licensing 
agreements. Instead, the new rule suggests that the agency would operate as an agency of recording. Unfortunately, 
the rules that accompanied the administration of the INPI’s new recording process remain bureaucratic and 
burdensome, with the Brazilian government retaining the right to review sensitive aspects of all licensing agreements. 
For instance, under Rule 199, complete licensing contracts must be submitted to the INPI. Contracting parties are also 
required to submit the total value of a licensing agreement and issued invoices. 

CATEGORY 3:  BARRIERS AND IMPORT RESTRICTIONS:  CREATIVE WORKS

The media market in Brazil is highly regulated, with quotas and restrictions in place on foreign content. Brazilian 
media law imposes both direct and indirect limitations on the distribution, screening, and broadcasting of foreign 
creative works. The 2011 Law 12,485 on audiovisual broadcasting requires that 80% of terrestrial broadcast television 
content be of local Brazilian origin. The law also specifies a set number of primetime hours (3.5 hours per week) that 
must be of Brazilian origin and the percentage of this domestic content that must be independently produced in 
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Brazil. All forms of foreign audiovisual content are taxed at a higher rate than domestically produced content, both 
directly and indirectly through various levies. Moreover, foreign audiovisual works must be printed locally in Brazil 
prior to distribution and broadcasting. Radio programming is also heavily regulated, although the relevant primary 
and secondary legislation (Law 4,177 of 1962 and Regulation 52,795 of 1963) do not include domestic programming 
quotas. Instead, requirements are in place for the broadcasting of local and national news and political advertising in 
conjunction with a general election.

CATEGORY 4:  PRICING,  REIMBURSEMENT AND ACCESS REGULATION TO A 
NATIONAL BIOPHARMACEUTICAL MARKET

Overall, there is a strong focus on cost control, minimizing overall biopharmaceutical spending and favoring local 
producers within the Brazilian health system. Rewarding innovation is not a central feature of the overarching policy 
environment. Prices for patented medicines are regulated by the Câmara de Regulação do Mercado de Medicamentos. 
Drugs are priced based on relative innovativeness through an HTA process. Within this process there is a mechanism 
for recognizing and rewarding innovation. Specifically, new products are defined as either Category I (better than 
comparators) or Category II (no/little benefit compared with existing therapy). Category I products are judged on 
therapeutic improvement, relative cost, and side effects. However, very few products are judged as falling into Category 
I. International reference pricing is used extensively and is calculated on the lowest average ex-manufacturing price of 
the biopharmaceutical product within a specific group of countries. Countries included are Australia, Canada, Spain, the 
United States, France, Greece, Italy, New Zealand, and Portugal, as well as the country of origin of the drug. In addition, 
there is a separate price calculation for “exceptional medicines,” to which a “Coefficient Adequacy Price” (Coeficiente de 
Adequação de Preço), or CAP, is applied. The CAP is calculated comparing Brazil’s GDP with the GDP of the selected 
reference country. There are also significant procurement preferences in place for local producers, including barriers to 
entry to the national health system, SUS, under the PDP model. As mentioned in the discussion above under Category 
1, since 2010 the Brazilian government has granted general price preferences for locally manufactured products and 
services in public tenders. This includes the purchase of biopharmaceutical products. Industry sources suggest that 
locally produced medicines receive, on average, a 25% price preference in government tenders. The end result is that, 
despite being one of the largest and fastest-growing biopharmaceutical markets in the world, many innovative products 
are not available to Brazilian patients. For example, of the 55 oncology products available within two years of global 
launch examined in Indicator 16 of the Barometer, Brazilian patients had access to only 12, or 22%. This compares with 
42 of the 55 products available in Germany (76%) and 46 in the United States (84%).  
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STRENGTHS AND WEAKNESSES

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS

•  Relatively free and open economy 
•  No mandatory localization requirements, significant or systematic import 

substitution policies, or bans in place
•  Canadian government does not intervene or impose direct restrictions on licensing 

activity for IP rights or international technology transfer

•  Ownership restrictions in place for certain industries
•  Local content requirements in place at the provincial level for mass transit buses
•  Mandatory quotas and detailed local content requirements for both television and 

radio broadcasting
•  Focus on cost control and minimizing overall biopharmaceutical spending 
•  Canadian patients currently have access to lower levels of new, innovative 

biopharmaceutical products than in other comparable markets
•  Amendments made to the PMPRB in 2019 will exacerbate an already challenging 

market entry environment and make it even less likely Canadian patients can access 
new medical innovation 

INDICATOR SCORES

INDICATOR SCORE INDICATOR SCORE

Category 1:  Freedom of access to a national market —Localization 
requirements 5.50 Category 3: Barriers and import restrictions: Creative works 1.00

1. Import bans and/or substitution policies on foreign goods and/or services 1.00 10.  Quotas and/or distribution and screening barriers in place on foreign 
imports of creative works 1.00

2.  Manufacturing and/or local content requirements for accessing the 
domestic market 0.75 11.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—television 0.00

3.  Technology transfer and/or divulging of proprietary technology and IP 
as a requirement for accessing the domestic market 1.00 12.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—radio 0.00

4. Local partnering requirement for market entry 1.00 Category 4:  Pricing, reimbursement, and access regulation to a 
national biopharmaceutical market 2.32

5. Procurement preferences for local producers 0.50
13.  Overarching philosophy and direction of health and 

biopharmaceutical system: cost cutting versus recognizing and 
incorporating new products and innovation

0.38

6. Bans on foreign ownership 0.75 14. Pricing and reimbursement decision-making and process 0.38

7. Barriers to digital trade and service provision 0.50 15. Biopharmaceutical-specific procurement preferences 1.00

Category 2:  Barriers to licensing and international technology 
transfer 2.00 16.  Availability of new, innovative biopharmaceutical treatments and 

products 0.56

8. Registration and disclosure requirements of licensing deals 1.00

9. Direct governmental intervention in the setting of licensing terms 1.00

TOTAL: 10.82
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Spotlight on the National Market Access Environment

CATEGORY 1 :  FREEDOM OF ACCESS TO A NATIONAL MARKET – 
LOCALIZATION REQUIREMENTS

Canada is a relatively free and open economy. There are no mandatory localization requirements or significant 
or systematic import substitution policies in place. Foreign investment is relatively free, but with some important 
exceptions. Specifically, there are ownership restrictions in place for certain industries, including telecommunications-
related industries such as cable television. Some local content requirements are in place at both the federal and 
provincial levels. At the federal level, the Canadian Content Policy limits bidding on specific tenders to Canadian 
vendors. The policy, however, is not relevant for most government procurement, as it does not apply to procurement 
subject to any international trade agreement to which Canada is a contracting party. At the provincial level, since 
2008, Ontario has had in place a local content requirement of 50% for the procurement of public mass transit buses. 
This requirement has been reduced to 25% following the coming into force of the Comprehensive Economic and Trade 
Agreement between Canada and the European Union. With respect to barriers to digital trade, Canadian federal law 
does not impose any local data storage requirements or significant hurdles to cross-border data transfer. Under the 
2000 Personal Information Protection and Electronic Documents Act, cross-border data transfers are subject to a 
similar level of privacy as that stipulated under Canadian federal law. In contrast, at the provincial level, both in British 
Columbia and Nova Scotia, relevant provincial laws do require service providers to store government-related personal 
data collected within Canada.

CATEGORY 2:  BARRIERS TO LICENSING AND INTERNATIONAL TECHNOLOGY 
TRANSFER

The Canadian government does not intervene or impose direct restrictions on licensing activity for IP rights or 
international technology transfer. While it is possible to register licensing agreements with the relevant IP authorities, it 
is not a legal requirement.  

CATEGORY 3:  BARRIERS AND IMPORT RESTRICTIONS:  CREATIVE WORKS

Canadian law does not impose restrictions or market entry barriers on the importation, distribution, or screening of 
creative works. There are no quotas on the number of foreign motion pictures allowed to be imported or screened in a 
given year. There are, however, mandatory quotas and detailed local content requirements in place for both television 
and radio broadcasting. The CRTC imposes mandatory requirements for the broadcasting of Canadian content and 
investment in Canadian-produced content. Quotas vary depending on the broadcasting medium, style of content 
broadcast, and broadcasting language. For large English-language television broadcasting, the CRTC imposes a 
50% Exhibition Quota for primetime viewing and a 30% Canadian Programming Expenditure obligation, with other 
broadcasters facing a 35% daytime Canadian content quota. Similar requirements are in place for radio broadcasting, 
for which content quotas range from 7% to 65% depending on the style of music and language broadcast. Like 
their television counterparts, radio broadcasters must also contribute a percentage of their annual revenues to the 
production of Canadian content.
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CATEGORY 4:  PRICING,  REIMBURSEMENT AND ACCESS REGULATION TO A 
NATIONAL BIOPHARMACEUTICAL MARKET

Overall, there is a strong focus on cost control and minimizing overall biopharmaceutical spending within the Canadian 
health system. Canada has in place a traditional single-payer model, tax-funded national health insurance program 
(Medicare). The central government sets insurance standards through the Canada Health Act, and provincial and 
territorial health insurance plans implement this law, offering actual coverage and medical services. Consequently, 
downward cost pressure on biopharmaceuticals is exerted at both the federal and provincial levels. With respect to 
pricing and reimbursement policies for biopharmaceuticals, pricing review takes place at the national level, whereas 
formularies and decisions on reimbursement take place at the individual provincial/territorial level. At the national 
level, the Patented Medicine Prices Review Board (PMPRB) monitors and sets the price of patented medicines, judging 
whether a price is “excessive” for new and existing patented drugs. PMPRB uses a two-step process to set and review 
prices for new patented drug products: (1) the scientific review and (2) the price review. The purpose of the scientific 
review process is to establish the “level of therapeutic improvement of a patented drug product.” There are four 
categories of therapeutic improvement, ranging from “Breakthrough” to “Slight or No Improvement.” The level of 
therapeutic improvement is used to determine if a price is judged as being excessive. Different price comparisons and 
methodologies are made depending on the assessed level of therapeutic improvement. These include comparisons 
based on international reference pricing as well as internal reference pricing through therapeutic class comparisons. 
Overall, relatively few products are assessed as having Breakthrough status, with the majority assessed at the lowest 
level of therapeutic improvement. For example, at the time of research, the latest available annual report published 
by the PMPRB was for 2017. Out of 80 products reviewed, only one was assessed as having achieved Breakthrough 
status. Most products for which the review process had been completed were assessed as having a therapeutic level 
of Slight or No Improvement. The net impact of these policies is that Canadian patients currently have access to lower 
levels of new, innovative biopharmaceutical products than other comparable markets. For example, of the 55 oncology 
products available within two years of global launch examined in Indicator 16 of the Barometer, Canadian patients had 
access to only 31, or 56%. This compares with 42 of the 55 products available in Germany (76%) and 46 in the United 
States (84%). In August 2019 Health Canada announced reforms of the PMPRB’s evaluation methodology. Specifically, 
these reforms include changes to the group of countries used for price comparisons. The proposal expands the 
size of the group and removes the United States and Switzerland. The amendments add Australia, Belgium, Japan, 
the Netherlands, Norway, Korea, and Spain as new comparator countries. Given the strict price controls in place in 
these new countries and the removal of the United States and Switzerland, these changes are more likely than not to 
substantially lower the overall price comparisons and thus the overall biopharmaceutical price level in Canada. These 
changes will exacerbate what is already a challenging market entry environment and make it less likely that Canadian 
patients can access new, innovative biopharmaceutical treatments and products. Without these changes, Canada’s 
score on indicators 13 and 14 would be 0.5 for each indicator. Should these proposals be fully implemented and come 
into effect, Canada’s score will be reduced to 0.25 for both indicators. In the meantime, Canada’s score on indicators 
13 and 14 has been assessed at 0.38 for each indicator, the halfway point between 0.5 and 0.25.
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STRENGTHS AND WEAKNESSES

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS

•  Chinese engagement on key market entry areas through trade negotiations with the 
United States

•  Overall sweep of Chinese industrial and economic policy is the acquisition of  
foreign technology 

•  Range of policies, including public procurement laws, IP laws, mandatory 
technology standards Joint Venture laws, and technology transfer requirements, 
have been used to obtain foreign investment and know-how in a highly top-down 
and forced manner

•  Direct government intervention in licensing agreements and requirements of 
technology transfer as a basis for market entry

•  Chinese law imposes both direct and indirect limitations on the distribution, 
screening, and broadcasting of foreign creative works 

•  Overall, a strong focus on cost control, minimizing overall biopharmaceutical 
spending, and local preferencing within the Chinese health system 

INDICATOR SCORES

INDICATOR SCORE INDICATOR SCORE

Category 1:  Freedom of access to a national market —Localization 
requirements 0.75 Category 3: Barriers and import restrictions: Creative works 0.00

1. Import bans and/or substitution policies on foreign goods and/or services 0.50 10.  Quotas and/or distribution and screening barriers in place on foreign 
imports of creative works 0.00

2.  Manufacturing and/or local content requirements for accessing the 
domestic market 0.25 11.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—television 0.00

3.  Technology transfer and/or divulging of proprietary technology and IP 
as a requirement for accessing the domestic market 0.00 12.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—radio 0.00

4. Local partnering requirement for market entry 0.00 Category 4:  Pricing, reimbursement, and access regulation to a 
national biopharmaceutical market 0.32

5. Procurement preferences for local producers 0.00
13.  Overarching philosophy and direction of health and 

biopharmaceutical system: cost cutting versus recognizing and 
incorporating new products and innovation

0.00

6. Bans on foreign ownership 0.00 14. Pricing and reimbursement decision-making and process 0.00

7. Barriers to digital trade and service provision 0.00 15. Biopharmaceutical-specific procurement preferences 0.25

Category 2:  Barriers to licensing and international technology 
transfer 0.00 16.  Availability of new, innovative biopharmaceutical treatments and 

products 0.07

8. Registration and disclosure requirements of licensing deals 0.00

9. Direct governmental intervention in the setting of licensing terms 0.00

TOTAL: 1.07
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Spotlight on the National Market Access Environment

CATEGORY 1 :  FREEDOM OF ACCESS TO A NATIONAL MARKET – 
LOCALIZATION REQUIREMENTS

China has pursued an overarching approach to investment and innovation that directly and indirectly requires mandatory 
localization and/or joint partnering with local entities, restricts or bans foreign ownership, provides procurement 
preferences for domestic entities, and requires transfer of proprietary technology to a local partner in order to access 
the market. Indeed, some of the most notable investment restrictions, import substitutions, and mandatory localization 
policies worldwide are China’s “indigenous innovation” policies launched in the Plan for the Development of Science and 
Technology (2006–20). In 2014–15 the government launched a new industrial development strategy—“Made in China 
2025”—that aims to encourage breakthrough innovations in 10 key sectors, including IT, robotics, aerospace, shipping, 
rail transport, vehicles, agricultural equipment, and biological medicines and medical devices. Key objectives include 
making Chinese firms more competitive and move up the value chain in production and innovation. The strategy sets a 
goal of raising domestic content of core components and materials to 40% by 2020 and 70% by 2025. Central to this plan 
and the overall sweep of Chinese industrial and economic policy is the acquisition of technology—surreptitious or overt.

A range of policies, including public procurement laws, IP laws, mandatory technology standards, and technology 
transfer requirements, have been used to obtain foreign investment and know-how in a highly top-down and forced 
manner. Examples of such policies include joint ventures and technology transfer deals, whereby technology-intensive 
industries trade technology for market entry or government entities must favor foreign suppliers that provide training 
services or transfer of know-how. For instance, foreign entities must transfer ownership of their IP to a local entity in order 
to qualify for a specially reduced corporation tax of 15% (compared with 25%) for high-tech companies. Local content 
requirements are in place for industries including telecommunications and renewable energy. The Cyber Security Law 
and its implementing regulations mandate the use and purchase of domestic ICT products and services and impose 
restrictions on cross-border data flows with requirements to store and process data locally. Similar requirements 
are imposed through various antiterrorism laws and a broader push for ICT products and services to be “secure and 
controllable.” Barriers to digital trade manifest themselves through these and other localization policies, local data 
storage requirements, and procurement preferences. The net result is that China’s technology market remains largely 
closed off, with market entry controlled and highly restricted.

CATEGORY 2:  BARRIERS TO LICENSING AND INTERNATIONAL TECHNOLOGY 
TRANSFER

The Chinese government actively intervenes, reviews, and sets commercial terms for licensing activity within 
and into China. In general, licensing agreements require government approval prior to execution. China imposes 
restrictions on the rights of foreign IP rights-holders to freely negotiate market-based contractual terms in licensing 
and other technology-related contracts concerning the transfer of technology to China. The Technology Import/
Export Regulations involve discriminatory conditions for foreign licensors, including indemnification of Chinese 
licensees against third-party infringement and transfer of ownership of future improvements on a licensed technology 
to the licensee (whereas a Chinese IP owner is able to negotiate different terms), which restrict the ability of foreign 
companies to negotiate licensing and technology contracts on market terms and to fully commercialize their 
technology in China. Under the Joint Venture regime, licenses and tech transfer contracts are limited to 10 years, after 
which the licensee retains the right to use the transferred technology, even if it remains under a term of exclusivity. 
Meanwhile, Working Measures for Outbound Transfer of Intellectual Property Rights adopted in 2018 tighten 
scrutiny of outbound transfer of technology and IP. In the context of standards setting, there is greater administrative 
involvement in determining patent licensing terms and the ability to secure relief from infringement. The National 
Security Law, Cybersecurity Law, Security Assessments for Network Products and Services, and standards such as the 
secure and controllable standard) all require disclosure of IP.  
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CATEGORY 3:  BARRIERS AND IMPORT RESTRICTIONS:  CREATIVE WORKS

The media market in China is highly regulated. The state censors and reviews all aspects of media, technology, and public life, 
including foreign content. Chinese law imposes direct and indirect limitations on distribution, screening, and broadcasting of 
foreign creative works. Censorship and limits on foreign content have been extended to the internet and online streaming, which 
is continuously monitored for subversive behavior and content. The Chinese government imposes importation and distribution 
quotas on the number of foreign films that can be screened and distributed under a revenue-sharing scheme with a foreign 
partner. In a 2012 Memorandum of Understanding between the United States and China, China agreed to allow 34 motion 
pictures per year to be imported and screened under a revenue-sharing agreement. Under this agreement, American entities are 
guaranteed 25% of gross box office receipts. News reports suggest that, while the total number of films allowed to be imported 
and distributed in a given year under these terms has exceeded 34, access to the Chinese film market remains highly restricted 
and controlled. Regarding broadcasting—television, radio, and online streaming—Chinese censors and media regulators have 
imposed varying quotas and limits on the amount of foreign content allowed. The 1997 State Council Order No. 228 imposes 
strictly censors all broadcast content in China, including foreign material. The order gives the state regulator broad and sweeping 
authority to review and censor all content broadcast in China and determine the ratio of foreign to domestic content. Since 1997, 
actions against foreign content have included the imposition of quotas, blackouts, and outright bans. The latest announced 
limitations in September 2018 for broadcast television include a proposed foreign content limit of 30% for all hours of the 
day and a complete ban during primetime hours. This follows a similar 30% limit imposed on online video streaming in 2014.

CATEGORY 4:  PRICING,  REIMBURSEMENT AND ACCESS REGULATION TO A 
NATIONAL BIOPHARMACEUTICAL MARKET

Overall, there is a strong focus on cost control and local preferences within the Chinese health system. 
Biopharmaceutical policy is fragmented, with responsibilities divided between central and provincial governments. 
Access to medicines is primarily determined through two major national drug formularies: the Essential Drugs 
List (EDL) and the larger National Reimbursement Drug List (NRDL). Since the 2008-09 reform, all provinces and 
health insurers are expected to fully provide and reimburse products included on the EDL. In practice, coverage 
and reimbursement levels vary. It is not mandatory to fully cover all products on the larger and older NRDL. These 
formularies are seldom updated. The NRDL was updated in 2017-18, the first time since 2009.

The reimbursement process itself, including evaluation and addition of products to a formulary, is non-transparent. As part 
of the wider health reform package in 2008–09, biopharmaceutical tendering and procurement practices fundamentally 
changed. Prior to 2008 largely regional and localized drug procurement and tendering had in most provinces been 
contracted out to wholesalers and distributors. Hospitals and health clinics used prescribing practices and income 
from drug sales to supplement their relatively low levels of central government funding. Markups of 15% were the norm. 
Today, procurement is still regional, but much of it runs through a centralized online drug tendering system. Bidding 
is to take place once per year, with wholesalers and distributors effectively cut out of the tendering process. Crucially, 
hospitals no longer have a direct relationship with wholesalers or distributors. Instead, contracting is done directly 
with manufacturers that are responsible for distribution either themselves or through pre-qualified distributors. In 2015 
the National Health and Family Planning Council issued new guidelines on public hospital procurement, introducing a 
spending cap for drugs (not more than 25% of their operating costs) as well as a ban on markups or profits.

Aggressive provincial level focus on price has proliferated substandard medicines in the biopharmaceutical supply 
chain. A focus on quality assurance and control was part of the health reform effort, with the original policy document 
on procurement, “Opinion on Strengthening the Centralized Procurement of Drugs by Medical Institutions,” co-drafted 
by the Chinese drug regulatory authorities (then the SFDA), the Chinese Ministry of Health, and other government 
stakeholders. This document suggested that procurement should be guided by the principle “quality first, price 
reasonable.” The Chinese FDA also introduced tougher measures for ensuring good manufacturing practice (GMP) 
and enforcement. But quality standards, including bioequivalence testing of generic drugs and standards of good 
manufacturing practices, remain unevenly enforced. Currently, Chinese patients have less access to new, innovative 
biopharmaceutical products than other markets. For example, of the 55 oncology products examined in Indicator 16 of 
the Barometer, within two years of global launch Chinese patients had access to only four, or 7%.
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STRENGTHS AND WEAKNESSES

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS

•  France is a relatively free and open economy 
•  There are no mandatory localization requirements, significant or systematic import 

substitution policies, or bans in place 
•  Foreign investment is relatively free, with the French government reserving the right 

of reviewing proposed investment only on the grounds of national security 
•  No set and standardized procurement preferences at the central government level
•  Some positive announcements to speed up the reimbursement process for 

medicines and some allowance for modest price increases for innovative products

•  Uncertainty over how potential violations of GDPR rules will be assessed  
and enforced

•  Registration requirements for licensing agreements
•  Both EU and French law impose quotas and local content requirements for both 

television and radio broadcasting
•  Growing emphasis on cost cutting through clawbacks and mandatory rebates
•  Long biopharmaceutical P&R process and infrequent recognition of innovation 

through ASMR and SMR rating system
•  Result is French patients have reduced access to innovative products

INDICATOR SCORES

INDICATOR SCORE INDICATOR SCORE

Category 1:  Freedom of access to a national market —Localization 
requirements 6.50 Category 3: Barriers and import restrictions: Creative works 0.75

1. Import bans and/or substitution policies on foreign goods and/or services 1.00 10.  Quotas and/or distribution and screening barriers in place on foreign 
imports of creative works 0.75

2.  Manufacturing and/or local content requirements for accessing the 
domestic market 1.00 11.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—television 0.00

3.  Technology transfer and/or divulging of proprietary technology and IP 
as a requirement for accessing the domestic market 1.00 12.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—radio 0.00

4. Local partnering requirement for market entry 1.00 Category 4:  Pricing, reimbursement, and access regulation to a 
national biopharmaceutical market 2.53

5. Procurement preferences for local producers 0.00
13.  Overarching philosophy and direction of health and 

biopharmaceutical system: cost cutting versus recognizing and 
incorporating new products and innovation

0.50

6. Bans on foreign ownership 1.00 14. Pricing and reimbursement decision-making and process 0.50

7. Barriers to digital trade and service provision 0.50 15. Biopharmaceutical-specific procurement preferences 1.00

Category 2:  Barriers to licensing and international technology 
transfer 1.50 16.  Availability of new, innovative biopharmaceutical treatments and 

products 0.53

8. Registration and disclosure requirements of licensing deals 0.50

9. Direct governmental intervention in the setting of licensing terms 1.00

TOTAL: 11.28
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Spotlight on the National Market Access Environment

CATEGORY 1 :  FREEDOM OF ACCESS TO A NATIONAL MARKET – 
LOCALIZATION REQUIREMENTS

France is a relatively free and open economy. There are no mandatory localization requirements, significant or 
systematic import substitution policies, or bans in place. Foreign investment is relatively free, with the French 
government reserving the right of reviewing proposed investment only on the grounds of national security. There are no 
set and standardized procurement preferences at the central government level. With respect to barriers to digital trade, 
the coming into force of the GDPR in May 2018 is having a substantive impact on data privacy practices globally. Passed 
into EU law in 2016, the GDPR sets standards for the protection of personal data in the world’s largest single market. 
The GDPR requires all entities and persons dealing with personal data and information (dubbed “data controllers” and 
“processors”) within a commercial and business context to have in place clear and defined procedures and processes 
for the protection of these data. This applies also to entities that data is being transferred to or within that are outside 
the EU. Article 45 of the regulation states that such transfers do not require any preapproval or authorization if an 
“adequate level of protection” is maintained for the data being transferred, as defined by the European Commission. 
At the time of research, the Commission had identified and recognized several jurisdictions as fulfilling that level of 
protection. Meanwhile, Articles 46 and 47 provide an additional avenue of data transfer where no such recognition has 
been granted by the Commission if the relevant transferring entity provides appropriate safeguards. Failure to comply 
with the GDPR can result in substantial fines and damages of up to EUR20 million or 4% of total annual turnover. Deep 
uncertainty remains about how potential infringements and violations of these rules will be assessed and how the 
GDPR will be enforced. While there are no direct requirements under the GDPR for storing data locally, the potential 
size of the fine and damages in the event of a breach or infringement of the regulation may work as a disincentive for 
entities either to process and collect data within the EU or to store and transfer such data outside of the EU. At the 
national level, French law and administrative regulations do impose some local storage requirements. For example, 
health records, restricted public sector data, and public archival records are to be primarily stored within France. France 
has transposed the GDPR into its national law through the French Data Protection Act of 2018.

CATEGORY 2:  BARRIERS TO LICENSING AND INTERNATIONAL TECHNOLOGY 
TRANSFER

The French government does not intervene or impose direct restrictions on licensing activity for IP rights or 
international technology transfer. French law does, however, require the registration of licensing agreements to be 
held effective against third parties for most major forms of IP rights, including patents, trademarks, and design rights. 
For example, Article L613-9 of the Intellectual Property Code clearly states that, “to have effect against others, all acts 
assigning or modifying rights deriving from a patent application or a patent must be entered in a register, known as the 
National Patent Register, kept by the National Institute of Industrial Property.” Unlike many other jurisdictions, French 
IP authorities do require the submission of a signed contract by both the licensor and the licensee (or their designated 
parties). It is possible to submit an extract or truncated version of the licensing agreement. 

CATEGORY 3:  BARRIERS AND IMPORT RESTRICTIONS:  CREATIVE WORKS

While French law does not impose restrictions or market entry barriers on the importation and distribution of foreign 
films, French cinemas must dedicate a set period of time (five weeks per quarter) to the screening of French motion 
pictures. More broadly, both EU and French law impose quotas and local content requirements for both television and 
radio broadcasting. Under Directive 2010/13/EU, “Audiovisual Media Services Directive,” audiovisual broadcasters 
in all EU Member States are required to allocate, first, “a majority proportion of their transmission time” to the 
broadcasting of European content and, second, at least 10% of transmission time or 10% of their programming budgets 
to works produced by “independent broadcasters.” Amendments to the directive that were enacted in 2018 further 
restrict content by imposing similar obligations in the online space. Under these new amendments, online content 
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providers must dedicate a minimum of 30% of their online offerings to European content. Many Member States, 
including France, have gone beyond these requirements and imposed even stricter content rules. French television 
broadcasters are required to dedicate 60% of airtime to European content and 40% to French programming. Similar 
requirements are in place for radio broadcasting. Depending on the type of music, time of day, and station, these 
quotas range from 35% to 60%.

CATEGORY 4:  PRICING,  REIMBURSEMENT AND ACCESS REGULATION TO A 
NATIONAL BIOPHARMACEUTICAL MARKET

Like all EU Member States, France has in place a highly complex and sophisticated P&R review process for 
biopharmaceuticals. While there is an emphasis on containing cost and growth of biopharmaceutical spending, 
although not frequently utilized, there is also a theoretical scope for recognizing and rewarding innovation. All 
innovative medicines that have been approved for market must undergo a pharmacoeconomic and HTA evaluation 
by the HAS. The purpose of the assessment conducted by the HTA authority is to determine whether a given product 
should be included in the SHI’s reimbursement list, rate of reimbursement, and price. HAS conducts two separate 
evaluations of the drug’s benefit compared with existing treatments: the clinical benefit (SMR) and improvement 
in actual clinical benefit (ASMR). Both the SMR and ASMR rating affect the price and level of reimbursement for a 
given product. Relatively few products are rated as achieving a high ASMR rating and showing a “major clinical 
improvement.” Consequently, few new products are awarded an innovation premium. For example, between 
January 2016 and August 2018, no ASMR I ratings were granted and only three ASMR II ratings were awarded. 
There is also a long-standing and elaborate system of clawbacks and mandatory rebates depending on sales 
volume and growth. Furthermore, the reimbursement and evaluation process is marred by long delays and is longer 
than in many other European countries. Industry data suggest that France has an average timeframe between 
marketing authorization and reimbursement decision of 500 days. This compares with 119 days in Germany 
and 171 in Switzerland, the two best performers in Europe. The result is that French patients have less access to 
innovative treatments than in other markets. For instance, out of 121 innovative products approved by the European 
Medicines Agency (EMA) between 2015 and 2017, only 60% were available through public reimbursement in France 
in 2018. This compares with the U.K. and Germany, which were at 86% and 88%, respectively. Some positive 
announcements were made in 2018, with a commitment by the French authorities to speed up the reimbursement 
evaluation process and timelines as well as some allowance for modest price increases for innovative products. 
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STRENGTHS AND WEAKNESSES

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS

•  Germany is a relatively free and open economy 
•  No mandatory localization requirements, significant or systematic import 

substitution policies, or bans in place 
•  Relatively free foreign investment 
•  No set and standardized procurement preferences at the central government level
•  German government does not intervene or impose direct restrictions on licensing 

activity for IP rights or international technology transfer

•  Uncertainty over how potential violations of GDPR rules will be assessed and enforced
•  EU law impose quotas and local content requirements for television and online 

broadcasting
•  Growing emphasis on cost cutting through mandatory rebates and de facto  

price freezes
•  Infrequent recognition of innovation through therapeutic benefit rating system

INDICATOR SCORES

INDICATOR SCORE INDICATOR SCORE

Category 1:  Freedom of access to a national market —Localization 
requirements 6.50 Category 3: Barriers and import restrictions: Creative works 2.00

1. Import bans and/or substitution policies on foreign goods and/or services 1.00 10.  Quotas and/or distribution and screening barriers in place on foreign 
imports of creative works 1.00

2.  Manufacturing and/or local content requirements for accessing the 
domestic market 1.00 11.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—television 0.00

3.  Technology transfer and/or divulging of proprietary technology and IP 
as a requirement for accessing the domestic market 1.00 12.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—radio 1.00

4. Local partnering requirement for market entry 1.00 Category 4:  Pricing, reimbursement, and access regulation to a 
national biopharmaceutical market 2.76

5. Procurement preferences for local producers 1.00
13.  Overarching philosophy and direction of health and 

biopharmaceutical system: cost cutting versus recognizing and 
incorporating new products and innovation

0.50

6. Bans on foreign ownership 1.00 14. Pricing and reimbursement decision-making and process 0.50

7. Barriers to digital trade and service provision 0.50 15. Biopharmaceutical-specific procurement preferences 1.00

Category 2:  Barriers to licensing and international technology 
transfer 2.00 16.  Availability of new, innovative biopharmaceutical treatments and 

products 0.76

8. Registration and disclosure requirements of licensing deals 1.00

9. Direct governmental intervention in the setting of licensing terms 1.00

TOTAL: 13.26
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Spotlight on the National Market Access Environment

CATEGORY 1 :  FREEDOM OF ACCESS TO A NATIONAL MARKET – 
LOCALIZATION REQUIREMENTS

Germany is a relatively free and open economy. There are no mandatory localization requirements, significant or 
systematic import substitution policies, or bans in place. Foreign investment is relatively free, with the German 
government reserving the right of reviewing proposed investment on the grounds of national security and maintaining 
public order. There are no set and standardized procurement preferences at the central government level. With respect 
to barriers to digital trade, the coming into force of the GDPR in May 2018 is having a substantive impact on data privacy 
practices globally. Passed into EU law in 2016, the GDPR sets standards for the protection of personal data in the 
world’s largest single market. The GDPR requires all entities and persons dealing with personal data and information 
(dubbed “data controllers” and “processors”) within a commercial and business context to have in place clear and 
defined procedures and processes for the protection of these data. This applies also to entities that data is being 
transferred to or within that are outside the EU. Article 45 of the regulation states that such transfers do not require 
any preapproval or authorization if an “adequate level of protection” is maintained for the data being transferred, as 
defined by the European Commission. At the time of research, the Commission had identified and recognized several 
jurisdictions as fulfilling that level of protection. Meanwhile, Articles 46 and 47 provide an additional avenue of data 
transfer where no such recognition has been granted by the Commission if the relevant transferring entity provides 
appropriate safeguards. Failure to comply with the GDPR can result in substantial fines and damages of up to EUR20 
million or 4% of total annual turnover. Deep uncertainty remains about how potential infringements and violations of 
these rules will be assessed and how the GDPR will be enforced. While there are no direct requirements under the 
GDPR for storing data locally, the potential size of the fine and damages in the event of a breach or infringement of 
the regulation may work as a disincentive for entities either to process and collect data within the EU or to store and 
transfer such data outside of the EU. At both the federal and state (Länder) levels, German law and administrative 
regulations do impose some local data storage requirements. For example, records relating to business transactions 
(invoices, payroll accounts, tax and accounting records) are required by federal law to be maintained in Germany. At the 
state level, laws in Brandenburg and Berlin require local data storage for various public records. 

CATEGORY 2:  BARRIERS TO LICENSING AND INTERNATIONAL TECHNOLOGY 
TRANSFER

The German government does not intervene or impose direct restrictions on licensing activity for IP rights or international 
technology transfer. German law does not require the registration of licensing agreements. Contracts for the licensing of 
patents, trademarks, and other forms of IP rights can be executed freely and are governed by relevant contract law.

CATEGORY 3:  BARRIERS AND IMPORT RESTRICTIONS:  CREATIVE WORKS

German law does not impose restrictions or market entry barriers on the importation, distribution, or screening of 
creative works. There are no quotas on the number of foreign motion pictures allowed to be imported or screened in 
a given year. There are, however, quotas and local content requirements in place for television and online streaming. 
Under Directive 2010/13/EU, “Audiovisual Media Services Directive,” audiovisual broadcasters in all EU Member 
States are required to allocate, first, “a majority proportion of their transmission time” to the broadcasting of European 
content and second, at least 10% of transmission time or 10% of their programming budgets to works produced 
by “independent broadcasters.” Amendments to the directive that were enacted in 2018 further restrict content 
by imposing similar obligations in the online space. Under these new amendments, online content providers must 
dedicate a minimum of 30% of their online offerings to European content. German law does not impose any quotas on 
foreign content with respect to radio broadcasting. The Interstate Broadcasting Agreement (Rundfunkstaatsvertrag) 
does not impose quotas or foreign content restrictions on radio broadcasters.
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CATEGORY 4:  PRICING,  REIMBURSEMENT AND ACCESS REGULATION TO A 
NATIONAL BIOPHARMACEUTICAL MARKET

Traditionally, Germany has had in place a “free pricing model” for its biopharmaceutical market. Manufacturers 
of new, innovative products entering the market were able to decide and set their own prices relatively freely. 
In 2011 this changed with the coming into force of the Arzneimittelmarktneuordnungsgesetz (AMNOG) law. This 
law retained an element of free pricing but introduced a national process whereby all new, innovative products 
introduced onto the German retail market undergo an assessment of the drug’s therapeutic benefit over existing 
treatments. This process is overseen by the German drug regulatory authority, Gemeinsamer Bundesausschuss, 
with the HTA usually carried out by the German national HTA authority, Institut für Qualität und Wirtschaftlichkeit 
im Gesundheitswesen). Therapeutic benefit is assessed on a scale of 1 to 6, from “major additional benefit” to “no 
additional benefit proven” and “the benefit is less than those of the comparator.” The price of innovative drugs 
that demonstrate added therapeutic benefit is set through negotiations between the manufacturer and the health 
insurance funds. Innovation price premiums are available for products that receive the highest therapeutic benefit 
assessment. However, available evidence suggests that only a small proportion of products are assessed as 
providing a “major additional” therapeutic benefit. For example, a 2013 McKinsey assessment found that almost half 
of the products assessed (49%) were judged as having the two lowest ratings: “no additional benefit proven” or “the 
benefit is less than those of the comparator.” Similarly, a 2017 academic study published in Value in Health found 
that only 16 of the 61 products assessed (26.2%) between 2011 and 2016 received the highest therapeutic benefit 
rating. In addition to the therapeutic benefits test, a national price freeze and mandatory rebate system are in place. 
Industry reports suggest that the AMNOG reforms have had a negative impact on product launches in Germany. 
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STRENGTHS AND WEAKNESSES

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS

•  No real restrictions on the importation, distribution, or screening of creative works 
•  No quotas on the number of foreign motion pictures allowed to be imported or 

screened in a given year 
•  No limitations or restrictions on foreign content broadcast over television

•  Actively limits access to its domestic market through various barriers, localization 
requirements, and procurement preferences 

•  Local content requirements intensified in past few years as part of the “Make in 
India” campaign

•  Previously used compulsory licensing for commercial and non-emergency situations
•  Onerous registration requirements for licensing and technology transfer 
•  Highly fragmented health and biopharmaceutical system—limited focus on 

recognizing innovation
•  Pricing and reimbursement framework involving widespread and arbitrary price controls
•  Biopharmaceutical-specific procurement preferences and local content 

requirements in place

INDICATOR SCORES

INDICATOR SCORE INDICATOR SCORE

Category 1:  Freedom of access to a national market —Localization 
requirements 2.00 Category 3: Barriers and import restrictions: Creative works 2.00

1. Import bans and/or substitution policies on foreign goods and/or services 0.75 10.  Quotas and/or distribution and screening barriers in place on foreign 
imports of creative works 1.00

2.  Manufacturing and/or local content requirements for accessing the 
domestic market 0.50 11.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—television 1.00

3.  Technology transfer and/or divulging of proprietary technology and IP 
as a requirement for accessing the domestic market 0.25 12.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—radio 0.00

4. Local partnering requirement for market entry 0.25 Category 4:  Pricing, reimbursement, and access regulation to a 
national biopharmaceutical market 0.34

5. Procurement preferences for local producers 0.00
13.  Overarching philosophy and direction of health and 

biopharmaceutical system: cost cutting versus recognizing and 
incorporating new products and innovation

0.25

6. Bans on foreign ownership 0.25 14. Pricing and reimbursement decision-making and process 0.00

7. Barriers to digital trade and service provision 0.00 15. Biopharmaceutical-specific procurement preferences 0.00

Category 2:  Barriers to licensing and international technology 
transfer 0.25 16.  Availability of new, innovative biopharmaceutical treatments and 

products 0.09

8. Registration and disclosure requirements of licensing deals 0.00

9. Direct governmental intervention in the setting of licensing terms 0.25

TOTAL: 4.59
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Spotlight on the National Market Access Environment

CATEGORY 1 :  FREEDOM OF ACCESS TO A NATIONAL MARKET – 
LOCALIZATION REQUIREMENTS

India actively limits access to its domestic market through various barriers, localization requirements, and procurement 
preferences. De facto import substitution policies have been in place on solar panels in the past. Following a WTO ruling in 
2016, India committed to removing any solar panel preferences and measures found inconsistent with its WTO commitments. 
Local content requirements have intensified in recent years with the “Make in India” campaign. Government agencies, 
including the Department for Promotion of Industry and Internal Trade (DPIIT), the Ministry of Electronics and Information 
Technology, and the Ministry of Chemicals and Fertilizers, have issued orders specifying the amount of local content required 
for public procurement. In May 2019, DPIIT issued a revised order, “Public Procurement (Preference to Make in India),” 
specifying that procedures and standards applied to all central government purchases should provide preference to local 
suppliers and minimize the use of foreign vendors. The order reiterates that minimum content levels should be 50% with 
a margin of purchase preference for local suppliers of 20%. These procurement and local content requirements are also 
being used as a route to acquire proprietary technologies. Under the May DPIIT order, an exemption from the local content 
requirement has been provided on the basis of transferring proprietary technologies to a local partner. Specifically, paragraph 
13 permits an exemption if there is an agreement to transfer technology and build and develop a local capacity. Foreign 
investment is heavily restricted, with government approval and/or foreign ownership restrictions and partnership requirements 
in place for industries ranging from media and the audiovisual sector to insurance, banking, food retail and trading. 

Indian compulsory licensing legislation and the issuing of such licenses for biopharmaceuticals outside of public 
emergencies discriminates against innovative companies (predominantly foreign companies) to advantage domestic 
manufacturers. India allows for compulsory licensing of biopharmaceuticals outside the scope of the TRIPS Agreement, and 
in 2012 issued a compulsory license for the local production of Bayer’s cancer drug, Nexavar, on grounds of cost and lack of 
local manufacturing of the product. Since 2012 the Indian government has considered issuing several additional compulsory 
licenses, although to date none have been issued. With respect to digital barriers to trade, India has over the past decade 
issued several policies that would place restrictions on digital trade, requiring service providers to store data locally and 
restricting cross-border data transfers. Currently, the most severe data storage restrictions relate to payments services. In 
April 2018 the Indian central bank, the Reserve Bank of India (RBI), issued the “Notification on Storage of Payment System 
Data (Data Storage Requirement),” requiring all payment service providers to store relevant Indian payment and transaction 
data locally in India within six months of the date of the notice. At the time of research, the only further clarification that had 
been issued by the RBI was a new “FAQ” section on the bank’s website about “Storage of Payment System Data” issued 
in June 2019. Under this section, the bank reiterated that all payment transaction data generated in India should be 
stored in India. Such data would be allowed to be processed outside of India but are required to be returned to India for 
permanent storage within 24 hours of the transaction, with the data records stored abroad to be permanently deleted.

CATEGORY 2:  BARRIERS TO LICENSING AND INTERNATIONAL TECHNOLOGY 
TRANSFER

Both licensing and technology transfer are highly regulated, with onerous registration and disclosure requirements. 
Registration of patent licenses is mandatory under the Patent Act. Articles 68 and 69 outline the basis and requirements of 
registration. As part of these requirements, rights-holders must submit all details of a given licensing agreement, including 
the fully executed contract. Contract details and commercially sensitive information will be kept confidential only upon 
request from the registering parties. Failure to register a license may result in the agreement being null and void. Specifically, 
Indian case law suggests that licenses not registered in the prescribed manner are invalid. For example, in the 2009 National 
Research Development ... v M/S Abs Plastics Limited, the Delhi High Court held the issue to be clear cut: “It is obvious that 
since this license agreement between the parties was not a registered agreement, this had no validity in the eyes of law.” 
Further, Form 27 for patents requires that patent holders annually provide information on the extent to which a granted patent 
has been worked by patentees and licensees, including documentation of the patent’s value and commercial scale. Publication 
of Form 27 takes place at the authority’s discretion, and fines for noncompliance remain high. The Indian government 
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has in the past actively intervened in the licensing of technologies through, for example, the issuing of a compulsory 
licensing for a patent-protected biopharmaceutical product in 2012 and active discussion of such steps in the future. 

CATEGORY 3:  BARRIERS AND IMPORT RESTRICTIONS:  CREATIVE WORKS

Indian law does not restrict the importation, distribution, or screening of creative works. There are no quotas on the number 
of foreign films allowed to be imported or screened in a given year. Similarly, neither the Cable Television Networks 
(Regulation) Act nor the Cable Television Networks Rules limit or restrict foreign content broadcast over television. The 
Indian government does retain ultimate control over programming and content through Article 5 of the act, which clearly 
states, “No person shall transmit or re-transmit through a cable service any programme unless such programme is in 
conformity with the prescribed programme code.” This has been further defined under the networks rules, but neither law 
nor the relevant definitions of programming includes an inherent bias or quota on foreign content. Radio broadcasting in 
India is regulated by the Ministry of Information and Broadcasting, which has developed programming standards through 
broadcast codes, advisories, and licensing contracts. The broadcasting contracts (Grant of Permission Agreement) for “FM 
Radio Broadcasting Service” and “Establish, Maintain and Operate Community Radio Station (FM)” both contain a 50% 
local content requirement. Clause 11 of the former stipulates the broadcaster “shall ensure that at least fifty percent (50%) of 
the programmes broadcast by it are produced in India.” Clause 5 of the latter states, “At least 50% of content shall be 
generated with the participation of the local community, for which the station has been set up.” 

CATEGORY 4:  PRICING,  REIMBURSEMENT AND ACCESS REGULATION TO A 
NATIONAL BIOPHARMACEUTICAL MARKET

India’s health care system is highly fragmented, with services provided and paid for at both the central and state levels. 
Only about one-third of the population has health insurance, with the remainder relying either on private providers 
and out-of-pocket payments or the over-stretched public health system. As a percentage of GDP, India allocates a 
relatively small percentage to health expenditure, at 3.66% of GDP, according to the World Bank. With respect to 
national biopharmaceutical policies, the fragmentation of the health system results in a lack of systemic control and 
oversight for biopharmaceuticals. India’s drug regulations have not been developed in a centralized and deliberate fashion. 
At the central government level, regulation and responsibility for pharmaceuticals are divided between several agencies 
and ministries, with the Central Drugs Standard Control being the most important as the drug regulatory authority. 
Other regulatory functions—such as overseeing drug manufacturing, sales, and distribution—have been delegated to 
the state level. The result is wide disparity in the quality and safety of medicines throughout India; some states have 
adequate regulatory capabilities while others are lacking. The lack of consistency in quality control has led to a number 
of substandard drugs entering the pharmaceutical supply chain. A 2007 OECD study estimated that 75% of the world’s 
total supply of counterfeit and/or substandard drugs came from India.45 In 2007 Indian vaccines were banned from the 
WHO’s pre-qualification list over quality concerns and a track record of poor manufacturing practices. The pricing and 
reimbursement framework involves widespread and arbitrary price controls. The Drug Price Control Order of 2013 
(applied to both originator and follow-on products) fixes the prices of 348 essential drugs nationwide in the National List 
of Essential Medicines and gives the National Pharmaceutical Pricing Authority power to cut prices of drugs outside 
the list. In 2014–15 price controls were extended to over 120 unlisted products, including anti-diabetic, cardiovascular, 
and oncology treatments. Overall, the pricing process is non-transparent with limited public insight into how, and on 
what basis, pricing decisions are made. Furthermore, there are also formal procurement preferences in place for local 
producers. Implementing local content requirements in the Make in India campaign, the Department of Pharmaceuticals 
in January 2019 issued Order 31026, “Public Procurement (Preference to Make in India) Order, 2017—Notifying Provisions 
about Pharmaceutical Formulations to the Order.” Paragraph 3 states that “purchase preference shall be provided by 
all Government Procuring Entities to local suppliers of Pharmaceutical Formulations in various dosage forms, as per the 
minimum local content prescribed in this order.” The order further specifies that formulations manufactured in India need to 
have a minimum local content level of 75% for 2018–19, rising to 90% by 2023–25. For formulations manufactured outside 
of India, this local content requirement is set at 10% for 2018–19, rising to 40% by 2023–25. Indian patients have access 
to fewer innovative biopharmaceutical products than other markets. For example, of the 55 oncology products available 
within two years of global launch examined in Indicator 16 of the Barometer, Indian patients had access to only five, or 9%. 
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STRENGTHS AND WEAKNESSES

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS

•  2018 patent regulations provide potential relief from general technology transfer 
and localization requirement of 2016 Patent Act

•  Economic and industrial policy centered on mandatory localization, widespread 
protectionism, and limiting foreign entities access to the Indonesian market

•  Protective measures in place spanning from requirements to partner with 
Indonesian companies to local content and technology transfer requirements, 
restrictions on imports and exports, and equity ownership limitations

•  Notwithstanding waiver provision (see “Key areas of strength”), localization 
requirements were strengthened in 2016 patent law and upheld in 2018 patent 
regulations to include requirement for technology transfer of all patented 
technologies and processes in Indonesia

•  Significant barriers in place for licensing and commercialization of IP assets, 
including technology transfer

•  Importation, distribution, and broadcasting of creative works heavily regulated,  
with local content requirements, censorship, and preferences in place

•  2009 film law imposes a 60% local content requirement on the screening of  
motion pictures

•  Overall focus of the health and biopharmaceutical system is cost—limited 
recognition of innovation 

INDICATOR SCORES

INDICATOR SCORE INDICATOR SCORE

Category 1:  Freedom of access to a national market —Localization 
requirements 0.50 Category 3: Barriers and import restrictions: Creative works 0.00

1. Import bans and/or substitution policies on foreign goods and/or services 0.00 10.  Quotas and/or distribution and screening barriers in place on foreign 
imports of creative works 0.00

2.  Manufacturing and/or local content requirements for accessing the 
domestic market 0.00 11.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—television 0.00

3.  Technology transfer and/or divulging of proprietary technology and IP 
as a requirement for accessing the domestic market 0.00 12.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—radio 0.00

4. Local partnering requirement for market entry 0.25 Category 4:  Pricing, reimbursement, and access regulation to a 
national biopharmaceutical market 0.50

5. Procurement preferences for local producers 0.00
13.  Overarching philosophy and direction of health and 

biopharmaceutical system: cost cutting versus recognizing and 
incorporating new products and innovation

0.25

6. Bans on foreign ownership 0.25 14. Pricing and reimbursement decision-making and process 0.25

7. Barriers to digital trade and service provision 0.00 15. Biopharmaceutical-specific procurement preferences 0.00

Category 2:  Barriers to licensing and international technology 
transfer 0.00 16.  Availability of new, innovative biopharmaceutical treatments and 

products NA

8. Registration and disclosure requirements of licensing deals 0.00

9. Direct governmental intervention in the setting of licensing terms 0.00

TOTAL: 1.00
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I N D O N E S I A  C O N T I N U E D 

Spotlight on the National Market Access Environment

CATEGORY 1 :  FREEDOM OF ACCESS TO A NATIONAL MARKET – 
LOCALIZATION REQUIREMENTS

Indonesian economic and industrial policy is centered on mandatory localization, widespread protectionism, and limited 
foreign access to the market. Restrictions include local manufacturing requirements, foreign ownership limitations or 
bans, procurement preferences for domestic entities, and the forced transfer of proprietary technology to a local partner 
in order to access the market. Most of these policies affect all major industries. In 2014 a new industrial law (3/2014) aimed 
at fostering growth by developing local production capabilities specifically targeted localization of production, use of 
domestic products, implementation of national standards, and greater power to restrict imports and exports. Another 2014 
trade law (7/2014) reiterated the top-down approach to achieving investment, outlining the government’s broad powers to 
oversee trade to promote domestic interests. Protective measures range from local partner requirements to local content 
and technology transfer requirements; restrictions on imports and exports; and equity ownership limitations in certain 
sectors, including telecommunications, e-commerce, construction, and pharmaceuticals. Presidential Decree No. 44/2016, 
or the “Negative Investment List,” enumerates sectors entirely closed or partially open to foreign investment. While some 
sectors have been opened up to some investment—most notably the film industry—others remain closed or open to only 
minority investment. This includes, for example, medical devices and logistics, for which investment and ownership 
is capped below a 50% equity holding. Local content requirements are pervasive and part and parcel of the broader 
policy environment, including for public sector procurement. Both Presidential Regulation 54/2010 and Presidential 
Regulation 38/2015 impose local content requirements on all government procurement. Further preferences are outlined in 
Regulation 02/M-IND/PER/1/2014 issued by the Ministry of Industry. Sector-specific requirements and percentages have been 
outlined for numerous industries. For the film industry, the 2009 Law on Film imposes a 60% local content requirement on 
the screening and showing of films. For telecommunications, there is a broad local content requirement for wireless devices 
of 30%–50% depending on the type of hardware. For the biopharmaceutical industry, Decree 1010/2008 requires companies 
to set up a manufacturing plant in the country or partner with an existing local manufacturer, and thereby transfer know-how 
and other commercially sensitive information, in order to receive market authorization. In addition, products with patent 
expirations of more than five years (or off-patent products that have been imported into the country for more than five years) 
must be produced locally. Under Decree 1799/2010 the manufacturing requirement was relaxed slightly, permitting domestic 
labeling and packaging activities to qualify as domestic production, but subsequent actions, including the local content 
policies as part of health system and procurement reforms, have created more uncertainty. The Indonesian government 
has clearly prioritized technology transfer, largely relying on restrictive and coercive measures. In 2016 the Indonesian 
Parliament (People’s Representative Council) passed a new wide-ranging patent law (Law 13 2016) that among other things 
seemed through Article 20 to make the granting of a patent conditional on localizing manufacturing and/or R&D in Indonesia. 
Specifically, it mandated that all patent rights-holders “make” the patented product or process within Indonesia. Sub-section 
(2) of this article stated that this production should support Indonesia’s industrial and development policies, specifically 
the “transfer of technology, investment absorption and/or employment.” In July 2018 long-awaited patent regulations were 
published that aimed to provide clarity on what Article 20 means in practice. On one hand, the regulations affirmed the intent 
of the original act to create an obligation on the part of a rights-holder to make products or use processes in Indonesia. 
On a more positive note, the regulations do provide the possibility of indefinitely postponing these requirements. Article 3 
allows patent holders to apply to postpone the production or use of the patent in Indonesia for up to five years. Article 
6 also provides that this postponement may be extended “with reasons.” At time of research, it was not clear what this 
application process would look like, what the government authorities will accept as reasons for granting postponement, or 
how in practice rights-holders will be able to avoid these sweeping localization requirements. Regarding barriers to digital 
trade, over the past decade Indonesia has imposed a clear requirement for data to be stored locally. Laws and regulations 
including Law No. 11 of 2008 (Electronic Information and Transactions) and subsequent amendments, Government Regulation 
No. 82 of 2012, and Regulation No. 20 of 2016 regarding the Protection of Personal Data in an Electronic System (MOCI 
Regulation), require data service providers to store and manage data locally in Indonesia. Definitions of data providers and 
the types of data that necessitate local storage are not narrowly defined but include all data relating to the provision of a 
“public service.” Proposed amendments to these laws in 2018–19 would seek to narrow these definitions but retain the 
requirement of local storage for certain types of data. At the time of research, no final regulation had been announced.
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CATEGORY 2:  BARRIERS TO LICENSING AND INTERNATIONAL TECHNOLOGY 
TRANSFER

Licensing and technology transfer are highly regulated in Indonesia, with onerous registration and disclosure requirements. For all major 
IP rights, to be valid and legally recognized a fully executed licensing contract must be registered with the Indonesian IP authorities or 
have no legal standing vis-à-vis third parties. For example, Article 79(2) of the 2016 Patent Act states that “where a licensing agreement 
is not recorded at the Directorate General … said licensing agreement will not have legal effects on a third party.” Even more onerously, 
all licensing agreements are subject to review by the Indonesian authorities. Article 78 of the Patent Act is quite clear that any licensing 
agreement should not “contain restrictions which obstruct the ability of the Indonesian people to master and develop technology in 
general and in connection with the Patented Invention in particular.” Finally, unlike most other jurisdictions, Indonesia requires the 
registration of licensing agreements with respect to trade secrets. As discussed under Category 1, the changes to the patent law and 
2018 regulations impose a sweeping localization and technology transfer requirement, making the granting of a patent conditional on 
localizing manufacturing and/or R&D in Indonesia. The Indonesian government also has a tradition of issuing compulsory licenses on 
biopharmaceutical patents. Since the mid-2000s it has issued nine “government use” licenses that override existing pharmaceutical 
patents, primarily for hepatitis and HIV drugs. These licenses allow the government to exploit existing patent-protected products in the 
event of threats to national security or an urgent public need. The manner in which these licenses were issued appears to contradict Article 
31 of the TRIPS Agreement, since they took place without engaging the relevant rights-holders on an alternative solution or obtaining their 
authorization. Second, the issuing of the licenses was conducted on a group basis as opposed to an individual basis as required by TRIPS. 

CATEGORY 3:  BARRIERS AND IMPORT RESTRICTIONS:  CREATIVE WORKS

The creative sector in general, and specifically the importation, distribution, and broadcasting of creative works, is heavily regulated 
in Indonesia, with local content requirements, censorship, and preferences in place. As mentioned, the 2009 Film Law imposes 
a 60% local content requirement on the screening of motion pictures. Historically, the film industry has been heavily shielded 
from foreign competition. Until 2016 there was a near universal ban on foreign investment in most audiovisual-related industries. 
The latest iteration of the foreign investment restrictions list—the 2016 Presidential Decree No. 44/2016—opened the film 
industry to some investment and full foreign ownership in certain segments. Broadcasting is heavily regulated, with local content 
requirements in place. Both Law 32/2002 (Broadcasting Law) and the programming standards guide for broadcasters (Standar 
Program Siaran) stipulate local content requirements ranging from 10% to 60% for television and radio. News reports suggest the 
government is looking into drafting a new broadcasting law. At the time of research no new law had been introduced or passed. 

CATEGORY 4:  PRICING,  REIMBURSEMENT AND ACCESS REGULATION TO A 
NATIONAL BIOPHARMACEUTICAL MARKET

Like many emerging markets, Indonesia’s health system remains under-developed. A flagship initiative of the current administration 
has been the introduction of universal health care coverage and investment in Indonesia’s health infrastructure. In January 2014 the 
government launched a compulsory national health insurance system (JKN) aimed at providing basic care for the entire population 
through a new social security agency (BPJS). The overall focus of the health system in general is cost containment. The JKN aims 
to provide essential medicines free at the point of use and dramatically improve access to care, including biopharmaceuticals. 
National formularies are established through the National Essential Medicines List (DOEN) and the National Formulary (FORNAS). 
The vast majority of medicines on these two formularies are off-patent generic products. The process for listing medicines on 
the national formularies is unclear, and stakeholder engagement is limited. Cost and local production capacity appear to be 
overriding factors in whether a product is listed on the formulary and at what price. Procurement preferences are in place for 
locally produced products through general government procurement preferences and policies targeting biopharmaceutical 
manufacturers. Multiple challenges exist for innovative products that are included in the formulary and marketed in Indonesia. 
No clear methodology exists for their addition to the list or how long they will remain listed. Once listed, they cannot be sold 
for more than a 50% margin. Indonesia also suffers from high levels of counterfeit and substandard medicines. Despite the 
establishment of a National Anti-Counterfeiting Task Force and recent efforts by the Indonesian government to control the 
distribution of fake products, counterfeit medicines continue to represent a significant problem in Indonesia, notably for higher-
margin, patented drugs. Estimates by the International Pharmaceutical Manufacturers Group in Indonesia estimate counterfeit 
medicines make up 10% of the overall market, with a value of about USD200 million. Others have estimated that the total cost 
of the counterfeit drugs market to the Indonesian government between 2005 and 2010 has been significant, at USD4.75 billion. 
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STRENGTHS AND WEAKNESSES

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS

•  A relatively free and open economy 
•  No mandatory localization requirements, significant or systematic import 

substitution policies, or bans in place 
•  Foreign investment relatively free 
•  No set and standardized procurement preferences at the central government level

•  Uncertainty over how potential violations of GDPR rules will be assessed and enforced
•  EU law imposes quotas and local content requirements for television and  

online broadcasting
•  Growing emphasis on cost cutting through mandatory rebates and de facto price freezes
•  Price cuts and so-called “pay-backs” have been in place for years and have been 

aggressively applied

INDICATOR SCORES

INDICATOR SCORE INDICATOR SCORE

Category 1:  Freedom of access to a national market —Localization 
requirements 6.50 Category 3: Barriers and import restrictions: Creative works 2.00

1. Import bans and/or substitution policies on foreign goods and/or services 1.00 10.  Quotas and/or distribution and screening barriers in place on foreign 
imports of creative works 1.00

2.  Manufacturing and/or local content requirements for accessing the 
domestic market 1.00 11.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—television 0.00

3.  Technology transfer and/or divulging of proprietary technology and IP 
as a requirement for accessing the domestic market 1.00 12.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—radio 1.00

4. Local partnering requirement for market entry 1.00 Category 4:  Pricing, reimbursement, and access regulation to a 
national biopharmaceutical market 2.26

5. Procurement preferences for local producers 1.00
13.  Overarching philosophy and direction of health and 

biopharmaceutical system: cost cutting versus recognizing and 
incorporating new products and innovation

0.50

6. Bans on foreign ownership 1.00 14. Pricing and reimbursement decision-making and process 0.25

7. Barriers to digital trade and service provision 0.50 15. Biopharmaceutical-specific procurement preferences 1.00

Category 2:  Barriers to licensing and international technology 
transfer 1.50 16.  Availability of new, innovative biopharmaceutical treatments and 

products 0.51

8. Registration and disclosure requirements of licensing deals 0.05

9. Direct governmental intervention in the setting of licensing terms 1.00

TOTAL: 12.26
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Spotlight on the National Market Access Environment

CATEGORY 1 :  FREEDOM OF ACCESS TO A NATIONAL MARKET – 
LOCALIZATION REQUIREMENTS

Italy is a relatively free and open economy. There are no mandatory localization requirements, significant or systematic 
import substitution policies, or bans in place. Foreign investment is relatively free, with the Italian government 
reserving the right of reviewing and vetoing proposed investment only through the 2012 “Golden Power Law.” The 
law provides the government the right to block or amend proposes transactions on the grounds of national interest. 
The law applies only to a subset of strategic sectors, including defense and national security, critical infrastructure, 
telecommunications, nuclear and space technologies, and other sensitive sectors. Legal analysis suggests that, 
between 2012 and 2018, the Italian government had intervened and attached conditions in only a handful of 
transactions. No transaction has been vetoed, and most cases (five out of six) in which the government did intervene 
related to national defense and security. There are no set and standardized procurement preferences at the central 
government level. With respect to barriers to digital trade, the coming into force of the GDPR in May 2018 is having 
a substantive impact on data privacy practices globally. Passed into EU law in 2016, the GDPR sets standards for the 
protection of personal data in the world’s largest single market. The GDPR requires all entities and persons dealing 
with personal data and information (dubbed “data controllers” and “processors”) within a commercial and business 
context to have in place clear and defined procedures and processes for the protection of these data. This applies 
also to entities that data is being transferred to or within that are outside the EU. Article 45 of the regulation states 
that such transfers do not require any preapproval or authorization if an “adequate level of protection” is maintained 
for the data being transferred, as defined by the European Commission. At the time of research, the Commission 
had identified and recognized several jurisdictions as fulfilling that level of protection. Meanwhile, Articles 46 and 47 
provide an additional avenue of data transfer where no such recognition has been granted by the Commission if the 
relevant transferring entity provides appropriate safeguards. Failure to comply with the GDPR can result in substantial 
fines and damages of up to EUR 20 million or 4% of total annual turnover. Deep uncertainty remains over how potential 
infringements and violations of these rules will be assessed and how the GDPR will be enforced. While there are no 
direct requirements under the GDPR for storing data locally, the potential size of the fine and damages in the event 
of a breach or infringement of the regulation may work as a disincentive for entities either to process and collect data 
within the EU or to store and transfer such data outside the EU.

CATEGORY 2:  BARRIERS TO LICENSING AND INTERNATIONAL TECHNOLOGY 
TRANSFER

The Italian government does not intervene or impose direct restrictions on licensing activity for IP rights or 
international technology transfer. Italian law does, however, require the registration of licensing agreements to be 
held effective against third parties for most major forms of IP rights, including patents, trademarks, and design rights. 
According to Article 138 of the Italian Industrial Property Code (Legislative Decree No. 30 of February 10, 2005), any 
deed that establishes, modifies, or transfers rights concerning industrial property titles must be made public through 
registration at the Italian Patent and Trademark Office; this includes licensing agreements. 

CATEGORY 3:  BARRIERS AND IMPORT RESTRICTIONS:  CREATIVE WORKS

Italian law does not impose restrictions or market entry barriers on the importation, distribution, or screening of creative 
works. There are no quotas on the number of foreign motion pictures allowed to be imported or screened in a given 
year. There are, however, quotas and local content requirements in place for television and online streaming. Under 
Directive 2010/13/EU, “Audiovisual Media Services Directive,” audiovisual broadcasters in all EU Member States 
are required to allocate, first, “a majority proportion of their transmission time” to the broadcasting of European 
content and, second, at least 10% of transmission time or 10% of their programming budgets to works produced by 
“independent broadcasters.” Amendments to the directive that were enacted in 2018 further restrict content by 
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imposing similar obligations in the online space. Under these new amendments, online content providers must dedicate 
a minimum of 30% of their online offerings to European content. Amendments in December 2017 to Italy’s broadcasting 
laws (Decree 204, December 2017, Riforma delle disposizioni legislative in materia di promozione delle opere europee 
e italiane da parte dei fornitori di servizi di media audiovisivi) increased quotas for television from 50.01% in 2018 to 
53% in 2019, to 56% in 2020, and to 60% in 2021. With respect to radio, there are no quotas in place. There have been 
proposals to introduce a radio quota in the past. Most recently, in 2019, Alessandro Morelli, a member of the Italian 
Parliament’s Lower House, introduced draft legislation that would impose a 33% quota for domestically produced Italian 
music. At the time of research, no action had been taken by the Italian government on this proposal. 

CATEGORY 4:  PRICING,  REIMBURSEMENT AND ACCESS REGULATION TO A 
NATIONAL BIOPHARMACEUTICAL MARKET

The Italian health system is a publicly funded universal national health service (Servizio Sanitario Nazionale). The 
system is administered regionally, but the central government sets overall policy, including for biopharmaceuticals. 
Historically, Italy has had one of the more restrictive pricing and reimbursement systems in Europe. Cost has been a 
primary guidepost for the system, with only limited room for recognizing innovation. Budget targets set by the central 
government have tied pharmaceutical expenditure to overall levels of health expenditure. Italy operates a national 
formulary, the Prontuario Farmaceutico Nazionale. The Italian drug regulatory authority, Agenzia Italiana del Farmaco 
(AIFA), oversees pricing and reimbursement and the administration of the pharmaceutical systems. AIFA negotiates 
directly with manufacturers on rates of reimbursement and the price of a product. Price cuts and so-called “pay-backs” 
have been in place for years and have been aggressively applied. Under this scheme, manufacturers can choose 
to pay back a given percentage of spending on their products or accept a unilateral cut in prices. Cost containment 
policies have also targeted internal reference pricing whereby products are grouped together and compared based 
on therapeutic equivalence, including comparisons between products under exclusivity and follow-on products as 
well as products with different active ingredients. There is some scope for recognizing innovation within the health 
system, with a specific budget, the Innovative Drug Fund, allocated for innovative treatments. In 2018 this fund had 
an allocated budget of EUR1 billion. The AIFA has also developed and is applying a new algorithm to measure and 
quantify rates of innovation. Preliminary research suggests that only one-third of product indications reviewed in 
2018 under the new guidelines were determined to fulfill the three core criteria of “maximum therapeutic benefit,” 
“maximum” level of “unmet therapeutic need,” and the highest level of “quality of evidence.” The reimbursement and 
evaluation process is marred by delays and is longer than in many other European countries. Industry data suggest 
that Italy has an average timeframe between marketing authorization and reimbursement decision of 402 days. This 
compares with 119 days in Germany and 171 in Switzerland, the two best performers. The result is that Italian patients 
have less access to innovative treatments than in other markets. For example, of the 55 oncology products available 
within two years of global launch examined in Indicator 16 of the Barometer, Italian patients had access to only 28, 
or 51%. This compares with 42 of the 55 products available in Germany (76%) and 46 in the United States (84%). 

I T A LY  C O N T I N U E D 
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STRENGTHS AND WEAKNESSES

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS

•  A relatively free and open economy 
•  No mandatory localization requirements, significant or systematic import 

substitution policies, or bans in place 
•  Japanese government does not intervene or impose direct restrictions on licensing 

activity for IP rights or international technology transfer
•  Japanese law does not impose restrictions or market entry barriers on the 

importation, distribution, or screening of creative works 
•  No quotas on the number of foreign motion pictures allowed to be imported or 

screened in a given year 
•  No local content quotas on television or radio broadcasting

•  Licensing registration requirements in place for exclusive licenses 
•  Rolling back of positive pro-innovation biopharmaceutical reforms 
•  Eligibility criteria for receiving price premiums have tightened—number of 

companies eligible reduced
•  Biennial price cuts have become annual—imposed on more companies
•  New price cuts on high selling products—up to 25%–50%
•  New HTA process to be implemented—focus is solely on QALY and budget threshold

INDICATOR SCORES

INDICATOR SCORE INDICATOR SCORE

Category 1:  Freedom of access to a national market —Localization 
requirements 6.50 Category 3: Barriers and import restrictions: Creative works 3.00

1. Import bans and/or substitution policies on foreign goods and/or services 1.00 10.  Quotas and/or distribution and screening barriers in place on foreign 
imports of creative works 1.00

2.  Manufacturing and/or local content requirements for accessing the 
domestic market 1.00 11.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—television 1.00

3.  Technology transfer and/or divulging of proprietary technology and IP 
as a requirement for accessing the domestic market 1.00 12.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—radio 1.00

4. Local partnering requirement for market entry 1.00 Category 4:  Pricing, reimbursement, and access regulation to a 
national biopharmaceutical market 1.90

5. Procurement preferences for local producers 1.00
13.  Overarching philosophy and direction of health and 

biopharmaceutical system: cost cutting versus recognizing and 
incorporating new products and innovation

0.25

6. Bans on foreign ownership 0.75 14. Pricing and reimbursement decision-making and process 0.25

7. Barriers to digital trade and service provision 0.75 15. Biopharmaceutical-specific procurement preferences 1.00

Category 2:  Barriers to licensing and international technology 
transfer 1.75 16.  Availability of new, innovative biopharmaceutical treatments and 

products 0.40

8. Registration and disclosure requirements of licensing deals 0.75

9. Direct governmental intervention in the setting of licensing terms 1.00

TOTAL: 13.15
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Spotlight on the National Market Access Environment

CATEGORY 1 :  FREEDOM OF ACCESS TO A NATIONAL MARKET – 
LOCALIZATION REQUIREMENTS

Japan is a relatively free and open economy. There are no mandatory localization requirements, significant or 
systematic import substitution policies, or bans in place. Foreign investment is relatively free. Like many other 
economies, the Japanese government reserves the right to review and veto foreign investment in strategic sectors 
including defense, critical infrastructure, and telecommunications. Unlike most other economies, Japan also reserves 
the right to review and veto foreign investment in non-strategic sectors including leather manufacturing and forestry. 
With respect to barriers to digital trade, there are no general localization requirements for data storage. Since 
2005 Japan has had in place a detailed and comprehensive data privacy law in the Act for Protection of Personal 
Information, which was amended and updated in 2017. Cross-border data transfer is allowed. However, transfers 
require either the consent of the individual’s data being transferred or an equivalency test. Organizations that have 
an equivalent level of protection to that in effect in Japan and/or are transferring data to a country designated as 
having the required level of protection are exempt from the consent requirement. Overall, Japanese cross-border 
data requirements are modeled on GDPR standards developed in the European Union. At the time of research, the 
relevant regulatory authority, the Personal Information Protection Commission, has recognized the APEC CBPR System 
as an approved transfer mechanism, although it has not separately released a list of jurisdictions with a designated 
equivalent level of protection, except for the EU–Japan Adequacy Decision.

CATEGORY 2:  BARRIERS TO LICENSING AND INTERNATIONAL TECHNOLOGY 
TRANSFER

The Japanese government does not intervene or impose direct restrictions on licensing activity for IP rights or 
international technology transfer. Japanese law imposes different registration requirements depending on the type of 
exclusivity attached to the license. Exclusive licenses are required to be registered to be held effective against third 
parties for most major forms of IP rights, including patents and trademarks. In contrast, non-exclusive licenses are not 
required to be registered to be held valid against third parties. When registering a licensing agreement, the entire 
contract does not need to be deposited, as it is possible to register only an abstract of the agreement. 

CATEGORY 3:  BARRIERS AND IMPORT RESTRICTIONS:  CREATIVE WORKS

Japanese law does not impose restrictions or market entry barriers on the importation, distribution, or screening of 
creative works. There are no quotas on the number of foreign motion pictures allowed to be imported or screened in a 
given year. Japan does not impose local content quotas on television or radio broadcasting through the Broadcast Act 
or Radio Law. The national broadcaster NHK, (Nippon Hōsō Kyōkai, Japan Broadcasting Corporation) is not stipulated 
to set aside a defined proportion of its programming to Japanese content. The Broadcast Act does not set quotas or 
percentages on foreign versus domestic content; the law simply states that NHK should provide broadcasting services 
that satisfy the “needs of the public,” including suitable domestic and regional content.
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CATEGORY 4:  PRICING,  REIMBURSEMENT AND ACCESS REGULATION TO A 
NATIONAL BIOPHARMACEUTICAL MARKET

Historically, Japan’s biopharmaceutical market has had high barriers to entry. Japanese drug regulations mandated 
a local clinical trials requirement as part of the drug approval process. Market entry was also restricted through a 
system of price controls and systematic price cuts. The result of these barriers was that the market was in many ways 
closed off for foreign products. New medicines took longer to reach Japanese patients than in any other developed 
OECD market. Between the mid-1980s and mid-1990s, this launch lag was estimated at over 12 years. By the mid-
2000s this had declined to just under eight years, still longer than other major markets. Japanese policymakers, 
patient groups, and other stakeholders recognized these barriers and the access lag it was causing. During the late 
2000s and mid-2010s, Japan introduced several measures to reduce these barriers and improve product access 
and availability. Chief among these was the elimination of much of the local clinical trials requirement, acceptance 
of ICH standards on the recognition of international trials data, and key changes to the pricing and reimbursement 
system. The centerpiece of the latter was a greater focus on recognizing innovation through the introduction of 
the PMP program, accelerating all relevant approval timelines and introducing additional price premiums based on 
levels of innovation (including through the Sakigaki program). The PMP program limited the impact of cost control 
mechanisms in place, which mandated a cut in prices every two years. Additional reforms aimed to improve and 
expand the uptake of generic medicines within the health system. Unlike the United States and many other OECD 
economies, the prescription of generic and follow-on products make up only a small proportion of overall volume 
of medicines dispensed in Japan. Together these reforms marked a paradigm shift and seemed to suggest that 
the biopharmaceutical policy environment in Japan had fundamentally changed. In 2016–17 many of these positive 
reforms were rolled back. To begin with, the eligibility criteria for receiving the PMP were tightened, with the 
number of companies eligible reduced. A new points-based system was introduced that provides an advantage to 
products developed or first launched in Japan. As a result, the number of innovative drugs receiving a PMP has fallen 
dramatically. Furthermore, only products by companies scoring within the top quartile are granted a full PMP, while 
other innovative drugs by companies with lower scores receive only 80%–90% of the PMP. What had until now been 
biennial price cuts of 5%–7% will instead be imposed annually beginning in 2021, although industry reports suggest 
that cuts took place both in 2018 and 2019. New ad hoc substantial price cuts were also introduced for fast-selling 
costly products that exceed expected sales volume—the so-called “huge seller” rule. Under this rule, an innovative 
drug with sales of JPY35 billion or higher will be subject to a price review on a quarterly basis and a price reduction 
using the biannual revision formula. Furthermore, innovative drugs with annual sales between JPY100 billion and 150 
billion may be subject to an immediate price cut between 25% and 50% depending on how much their projected sales 
volume outpaces initial estimates. Finally, a new HTA procedure is set to be implemented and become an integral 
part of the pricing and reimbursement process. A pilot program has been in place since 2016, and announcements 
on the assessment process suggest that the main criteria to be used is a QALY threshold of JPY5 million. Products 
that exceed this threshold will see a stepwise reduction in their price premiums of up to 90%. The result of 
these long-standing challenges in the Japanese market is that Japanese patients have less access to innovative 
treatments than in other high-income OECD economies. For example, of the 55 oncology products available within 
two years of global launch examined in Indicator 16 of the Barometer, Japanese patients had access to only 22, 
or 40%. This compares with 42 of the 55 products available in Germany (76%) and 46 in the United States (84%).  

J A PA N  C O N T I N U E D 
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M E X I C O  C O N T I N U E D 

STRENGTHS AND WEAKNESSES

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS

•  A fairly free and open economy 
•  No mandatory localization requirements, significant or systematic import 

substitution policies, or bans in place 
•  No general localization requirements for data storage
•  Mexican government does not intervene or impose direct restrictions on licensing 

activity for IP rights or international technology transfer
•  Mexican law does not impose restrictions or market entry barriers on the 

importation, distribution, or screening of creative works 
•  No quotas on the number of foreign motion pictures allowed to be imported or 

screened in a given year 
•  No direct local content quotas on television or radio broadcasting
•  COFEPRIS reforms have reduced the official target for approval time for drugs already 

approved in the United States, Canada, and Europe from 360 days to 60 days

•  Local content and technology transfer requirements in place for energy sector 
•  Procurement preferences—cross-sectoral, up to 15% margin for Mexican suppliers
•  Registration of licenses with IMPI required for license to have effect against third parties 
•  Federal Telecommunications and Broadcasting Law provides higher advertising 

quotas for broadcasting of domestic content
•  Biopharmaceutical P&R system limits and slows down access to new medicines 
•  Reimbursement of biopharmaceuticals strict, with long delays and time lags 

between market authorization and reimbursement 
•  Mexican patients face high practical barriers to accessing medicines—have less 

access to innovative treatments than other high-income OECD economies

INDICATOR SCORES

INDICATOR SCORE INDICATOR SCORE

Category 1:  Freedom of access to a national market —Localization 
requirements 4.50 Category 3: Barriers and import restrictions: Creative works 2.50

1. Import bans and/or substitution policies on foreign goods and/or services 1.00 10.  Quotas and/or distribution and screening barriers in place on foreign 
imports of creative works 1.00

2.  Manufacturing and/or local content requirements for accessing the 
domestic market 0.75 11.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—television 0.75

3.  Technology transfer and/or divulging of proprietary technology and IP 
as a requirement for accessing the domestic market 0.50 12.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—radio 0.75

4. Local partnering requirement for market entry 1.00 Category 4:  Pricing, reimbursement, and access regulation to a 
national biopharmaceutical market 0.90

5. Procurement preferences for local producers 0.25
13.  Overarching philosophy and direction of health and 

biopharmaceutical system: cost cutting versus recognizing and 
incorporating new products and innovation

0.00

6. Bans on foreign ownership 0.50 14. Pricing and reimbursement decision-making and process 0.25

7. Barriers to digital trade and service provision 0.50 15. Biopharmaceutical-specific procurement preferences 0.25

Category 2:  Barriers to licensing and international technology 
transfer 1.75 16.  Availability of new, innovative biopharmaceutical treatments and 

products 0.40

8. Registration and disclosure requirements of licensing deals 0.75

9. Direct governmental intervention in the setting of licensing terms 1.00

TOTAL: 9.65
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M E X I C O  C O N T I N U E D 

Spotlight on the National Market Access Environment

CATEGORY 1 :  FREEDOM OF ACCESS TO A NATIONAL MARKET – 
LOCALIZATION REQUIREMENTS

Freedom of access to a national market—Localization requirements Mexico is a fairly free and open economy imposing no 
mandatory localization requirements, significant or systematic import substitution policies or bans. Foreign investment is 
mostly free, with restrictions in place for sectors deemed strategic, including energy and hydrocarbons, telecommunications 
and broadcasting, and national currency minting. Mexico also limits investment and ownership in transportation services, 
logistics, and certain types of real estate. Local content and technology transfer requirements are in place for the energy 
sector. Specifically, the 2014 Law on Hydrocarbons (Ley de Hidrocarburos) and subsequent amendments and implementing 
regulations require a set percentage of local content for all exploration and production of oil and gas. These requirements 
vary from 3% to 38% depending on the location and type of exploration and production. More technically complex offshore 
deep (and ultra-deep) water exploration and production have a lower local content requirement than onshore activities. 
The Mexican government uses five criteria to evaluate whether the local content requirement is being met, one of which 
is the transfer of technology. There are no local partnering requirements outside of industries and sectors that cap foreign 
ownership and investment. Mexican law does, however, stipulate local hiring and requires that 90% of a company’s staff 
be Mexican. Procurement preferences are in place through the Law on Public Sector Procurement, Leases and Services 
(LAASSP), the Law on Public Works and Related Services (LOPSRM), and the relevant legislation and regulations guiding 
strategic sectors, including the oil and gas industry. There are three types of government tenders: national bidding closed 
to foreign entities, bidding open to foreign entities under the terms of an existing trade agreement, and open international 
bidding. Higher margins of up to 15% are available to Mexican bids even when bidding is open to international entities. WTO 
data suggest that the majority of government procurement is via national bidding. In 2015, 34.9% of Mexican federal public 
contracts were awarded through national bidding, 25% through international bidding, and the remainder through direct 
awards. With respect to barriers to digital trade, there are no general localization requirements for data storage. Since 2010 
Mexico has had a detailed and comprehensive data privacy law in the Federal Law for the Protection of Personal Information 
Held by Private Entities, its relevant implementing regulations, and the 2017 General Law for the Protection of Personal 
Data Held by Public Governmental Entities. Cross-border data transfer is allowed both within a data controller’s corporate 
group as well as to third parties processing the data. Transfers require the explicit consent through the issuing of a Privacy 
Notice of the individual whose data is transferred. The data controller’s legal responsibility for the original data collected and 
transferred does not end with a transfer but remains with the data controller. Liability for potential damages from the transfer 
of data from a data controller to a third party is guided by the principle that any third-party that processes the data acquires 
the same legal responsibilities and liability as the original data controller. These requirements apply to both domestic 
Mexican and international transfers. Mexico has recognized the APEC CBPR System as a legal transfer mechanism, 
and industry reports suggest that, while onerous, the Mexican rules related to data transfer have not imposed a significant 
burden or barrier to providing digital services. However, existing general government procurement preferences and higher 
margins for local suppliers act as a substantial barrier to digital trade and effectively discriminate against foreign entities.

CATEGORY 2:  BARRIERS TO LICENSING AND INTERNATIONAL TECHNOLOGY 
TRANSFER

The Mexican government does not intervene or impose direct restrictions on licensing activity or international 
technology transfer. The registration of licenses with the Mexican Institute of Industrial Property (IMPI) is required for 
the license to have effect against third parties. Local legal analysis suggests that the registration process is not overly 
burdensome and that it is possible to submit a shorter version of the licensing contract with confidential information 
omitted. For trademarks, there is a strict usage requirement in place whereby if a given mark is not used, and a certificate 
of usage not deposited with the IMPI, within three years from the date of registration the registration and protection 
of the mark will automatically lapse. The exception to this rule is when a licensee can assert that usage of the relevant 
trademark was taking place through the control of the original owner. Under such cases, the relevant provisions 
protecting such licensing arrangements under the North American Free Trade Agreement (NAFTA) take precedence. 
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M E X I C O  C O N T I N U E D 

CATEGORY 3:  BARRIERS AND IMPORT RESTRICTIONS:  CREATIVE WORKS

Mexican law does not impose restrictions or market entry barriers on the importation, distribution, or screening of 
creative works. There are no quotas on the number of foreign motion pictures allowed to be imported or screened in a 
given year. Likewise, Mexico does not impose direct local content quotas on television or radio broadcasting. However, 
the 2014 Federal Telecommunications and Broadcasting Law does provide incentives for the broadcasting of domestic 
Mexican-produced content. Specifically, Articles 247 and 248 allow broadcasters that dedicate a minimum of 20% of 
their programming to “domestic productions” and/or “independent domestic productions” to increase the amount of 
broadcasting time allocated to advertising by 2%–5% from 18% of total transmission time for television and 40% for radio.

CATEGORY 4:  PRICING,  REIMBURSEMENT AND ACCESS REGULATION TO A 
NATIONAL BIOPHARMACEUTICAL MARKET

The Mexican health system consists of several different public insurers and providers for different parts of the population, based 
on employment status. Formal sector, private sector and government employees and their families are covered either by the 
Mexican Social Security Institute (Instituto Mexicano del Seguro Social, or IMSS) or the Institute of Social Services and Security for 
Civil Servants (Instituto de Seguridad y Servicios Sociales de los Trabajadores del Estado). Additional insurers provide coverage for 
sector-specific employees and their families—for example, SEDENA and SEMAR (army and navy) and PEMEX (the state oil 
company). In 2004 the Mexican Congress approved a new insurance scheme—the Sistema de Protección Social en Salud 
(commonly known as Seguro Popular)—aimed at reducing health inequalities and achieving universal coverage.  Policies have been 
introduced over the past decade targeting biopharmaceutical innovation and the regulatory environment with the view of increasing 
Mexico’s attractiveness to biopharmaceutical product launches and improving patient access to new products and innovation. 
The drug regulatory authority Comisión Federal para la Protección contra Riesgos Sanitarios (COFEPRIS) has reduced the official 
target for approval time for drugs already approved in the United States, Canada, and Europe from 360 days to 60 days. In 2014 
the agency cut the pre-approval time for clinical trials from three months to one month, hoping to boost clinical research activity. 
In practice, industry reports suggest that the approval time has been longer and often closer to one year, particularly for biologics 
and biotechnology products. Still, while levels of product approval and penetration remain behind the largest biopharmaceutical 
markets in the world and product availability is not as fast as in the United States and EU, the reforms and speedier approvals 
by COFEPRIS have significantly reduced existing backlogs. For most Mexican patients, however, access bottlenecks remain. 

Mexico’s current pricing and reimbursement system limits and slows access to new medicines and technologies relative to other 
G-20 markets. Mexico has strict price controls in place with maximum retail prices for patented medicines capped by the Secretaría 
de Economía (mainly for the private sector). Mexico uses an international reference pricing system calculated on the basis of the 
average ex-factory price of the previous quarter in the six largest markets for a given product globally. Procurement preferences are 
in place in line with the LAASSP, the LOPSRM, and the relevant legislation and regulations described above. Public reimbursement 
of biopharmaceuticals is marked by long delays between market authorization, listing for public reimbursement, and practical 
availability to patients. All public institutions and insurance schemes are governed by a National Formulary (Cuadro Básico y 
Catálogo de Medicamientos), which is set by the Comisión Interinstitucional del Cuadro Básico de Insumos del Sector Salud of the 
Consejo de Salubridad General. This institute sets first, second, and third lines of treatment for all publicly reimbursed medicines. 
Most of the medicines are off-patent, and there generally are very few new products added every year. Authorized products are 
then evaluated for reimbursement by the Consejo de Salubridad General based on a cost-effectiveness analysis. Products are then 
reviewed a second time within each of the insurance bodies, which maintain different drug formularies and standards of care. While 
coverage of many basic medicines and technologies is in place, public reimbursement for newer, innovative technologies is not 
common. Comparing approvals by COFEPRIS (2011–15) to listings on both the Cuadro Básico and major public formularies managed 
by IMSS and Seguro Popular shows a relatively small share of new products available to patients through public reimbursement. 
This lack of insurance mechanisms in place providing coverage for medicines and new medical technologies has resulted in a high 
concentration of biopharmaceutical expenditure in out-of-pocket health spending. Mexico has persistently had one of the highest 
rates of out-of-pocket spending of all OECD economies, with the bulk of this spending concentrated on biopharmaceuticals. In 2017, 
as a percentage of total national expenditure on health, out-of-pocket spending constituted 41.3%, second highest of all OECD 
economies and more than double the OECD average of 20.6%. The result is that Mexican patients face high practical barriers to 
accessing biopharmaceutical treatment and have less access to innovative treatments than in other OECD economies. For example, 
of the 55 oncology products available within two years of global launch examined in Indicator 16 of the Barometer, Mexican 
patients had access to only 22, or 40%. 
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STRENGTHS AND WEAKNESSES

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS

•  Russian law does not impose quantitative restrictions on the importation, 
distribution, or screening of creative works 

•  No quotas on the number of foreign motion pictures allowed to be imported or 
screened in a given year 

•  Russian industrial and economic policy over the past decade has increasingly been 
driven by an effort to localize industrial production and R&D 

•  Localization and import substitution policies actively discriminate against foreign 
entities and favor domestic Russian companies  

•  Increasingly punitive localization requirements targeting ICT and biopharmaceutical sector
•  Data localization requirements for technology companies are in place and have 

intensified over the past few years 
•  For biopharmaceuticals, industrial localization policies have fused together with IP 

policy and broader health policy on the pricing and procurement of medicines 
•  Russian government through FAS intervenes and imposes restrictions on licensing 

activity for IP rights and international technology transfer
•  Overall, Russian biopharmaceutical policy is heavily tilted toward cost control, 

localization of biopharmaceutical production, and import substitution with little 
regard for levels of innovation

INDICATOR SCORES

INDICATOR SCORE INDICATOR SCORE

Category 1:  Freedom of access to a national market —Localization 
requirements 0.75 Category 3: Barriers and import restrictions: Creative works 2.75

1. Import bans and/or substitution policies on foreign goods and/or services 0.00 10.  Quotas and/or distribution and screening barriers in place on foreign 
imports of creative works 0.75

2.  Manufacturing and/or local content requirements for accessing the 
domestic market 0.00 11.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—television 1.00

3.  Technology transfer and/or divulging of proprietary technology and IP 
as a requirement for accessing the domestic market 0.00 12.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—radio 1.00

4. Local partnering requirement for market entry 0.50 Category 4:  Pricing, reimbursement, and access regulation to a 
national biopharmaceutical market 0.29

5. Procurement preferences for local producers 0.00
13.  Overarching philosophy and direction of health and 

biopharmaceutical system: cost cutting versus recognizing and 
incorporating new products and innovation

0.00

6. Bans on foreign ownership 0.25 14. Pricing and reimbursement decision-making and process 0.00

7. Barriers to digital trade and service provision 0.00 15. Biopharmaceutical-specific procurement preferences 0.00

Category 2:  Barriers to licensing and international technology 
transfer 0.50 16.  Availability of new, innovative biopharmaceutical treatments and 

products 0.29

8. Registration and disclosure requirements of licensing deals 0.50

9. Direct governmental intervention in the setting of licensing terms 0.00

TOTAL: 4.29
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Spotlight on the National Market Access Environment

CATEGORY 1 :  FREEDOM OF ACCESS TO A NATIONAL MARKET – 
LOCALIZATION REQUIREMENTS

Russian industrial policy is increasingly used to localize industrial production and R&D and discriminate against foreign entities. Key initiatives include 
the Strategy for Innovative Development of the Russian Federation 2020 (2020 Strategy), the State Coordination Program for the Development 
of Biotechnology (BIO 2020), the Strategy of Development of the Pharmaceutical and Medical Industries (Pharma 2020), the New Digital 
Society Strategy 2017–30, and the National Economic Security Strategy 2017. Federal Law No. 488-FZ (2014), “On Industrial Policy in the Russian 
Federation,” prioritizes domestic over foreign products in government procurement by state and local authorities, as well as some state corporations. 
An implementing regulation, Government Decree No. 708, “On Special Investment Contracts for Selected Industries,” specifically restricts access 
to the public market for foreign products that have local substitutes. The 2015 Decree No. 719, “On the Criteria for Inclusion of Industrial Products to 
Industrial Production, Which Has No Analogues Produced in Russia,” details specific requirements for products in industrial sectors to be defined 
as “local.” The criteria refer both to technological operations in Russia and to thresholds for local content/value. For instance, car manufacturers 
must carry out 11 of 12 phases of production in Russia. While covering most parts of the economy, high-tech sectors such as aerospace and nuclear 
energy, nanotechnology, medical technologies, ICT, and alternative fuels have been targeted. There are also substantial local content requirements 
in place for the telecommunications sector and renewable energy. The ICT and biopharmaceutical sectors have been especially targeted. Barriers 
to digital trade are substantial, with data localization requirements for technology companies in place since the mid-2010s. For example, the federal 
law “On Personal Data” (the Personal Data Law) introduced a local data storage requirement. Similarly, the “New Digital Society Strategy 2017–2030” 
approved in May 2017 contains several localization policies, including the location of databases and data within Russia and online payments to 
be made through Russian payment systems. Further restrictions govern foreign ownership of online content providers through new legislation on 
video-on-demand. For biopharmaceuticals, localization policies have fused with intellectual property policy and broader health policy on the pricing 
and procurement of medicines. The industry faces requirements for local manufacturing, procurement preferences for locally produced products, 
local clinical trials and R&D requirements, along with the use and threat of compulsory licenses and the overriding of IP rights as public health policy. 
Biopharmaceuticals are one of the Russian government’s strategic innovation priorities under the 2020 Strategy. Pharma 2020 includes clear targets 
for local production, including 50%–70% of domestic drugs on the total pharmaceutical market, 60% of patented medicine market in terms of value 
by local companies, 85%–90% of the medicines on Russia’s EDL, and an eight times increase in exports. In addition, the state-owned National 
Immunobiological Holding Company (Natimbio) plans to fully supply national demand for vaccines and anti-tuberculosis drugs by 2020, as well as 
20% of HIV and hepatitis B and C treatments. One of the most established mandatory localization measures, in place since 2010, is the obligation by 
all companies, including foreign ones, to conduct local clinical trials in Russia as a condition for market approval. Only products recognized as orphan 
drugs, for which international clinical trials have been held, can be registered without local trials. Russian authorities view compulsory licensing as 
a legitimate policy for achieving industrial and public finance goals. In 2016 the FAS proposed a compulsory license scheme as a method to reduce 
prices of certain high-cost specialty medicines. According to the proposed amendments to the Competition Act and the Civil Code, “threats to the 
individual and the rights of citizens to health protection and medical care” would justify the issuing of compulsory licenses. In 2017 the head of FAS, 
Igor Artemyev, stated it was only a matter of time before the government would formally begin to use this tool. Finally, in 2018, the first court-ordered 
biopharmaceutical compulsory license was issued. In July, the Moscow Arbitration Court granted a compulsory license to local manufacturer Nativa 
for Celgene’s Revlimid. The compulsory license was for Celgene to license one of its patents to produce a product in which a dependent patent was 
to be used by Nativa. Without a license, the use of this patent would constitute infringement of Celgene’s patent. Critically, the court considered the 
lower cost of the product by Nativa to be economically advantageous. Nativa also has a number of other pending lawsuits against originator products 
involving similar pending patents, and so the scope for the issuing of further licenses has now been heightened significantly. compulsory license 
was issued. In July, the Moscow Arbitration Court granted a compulsory license to local manufacturer Nativa for Celgene’s Revlimid. The compulsory 
license was for Celgene to license one of its patents to produce a product in which a dependent patent was to be used by Nativa. 
Without a license, the use of this patent would constitute infringement of Celgene’s patent. Critically, the court considered the lower cost 
of the product by Nativa to be economically advantageous. Nativa also has a number of other pending lawsuits involving similar pending 
patents against originator products, and so the scope for the issuing of further licenses has now been heightened significantly.

CATEGORY 2:  BARRIERS TO LICENSING AND INTERNATIONAL TECHNOLOGY 
TRANSFER

The Russian government intervenes and imposes restrictions on licensing activity for IP rights and international technology transfer. The Russian 
anti-competition authority, the FAS narrowly interprets abuse of dominance in order to insert itself into licensing and distribution deals, reviewing 
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and altering the terms of the agreement. Registration of all licensing transactions for registered IP rights is required, without which contracts are 
practically unenforceable. Local legal analysis suggests an unregistered licensing deal will generally not be legally enforceable and respected.  

CATEGORY 3:  BARRIERS AND IMPORT RESTRICTIONS:  CREATIVE WORKS

Russian law does not put quotas on the importation, distribution, or screening of creative works. However, since 2017, the Ministry 
of Culture has intervened and rescheduled the theatrical release of foreign motion pictures so as not to conflict and/or coincide with 
the release of domestically produced Russian feature films. The Minister of Culture, Vladimir Medinsky, has been quoted in press reports 
as supporting the need for further protectionism. In 2016 the minister stated that, “without harsh protectionist measures for local cinema, 
for local production companies, we won’t be able to build an industry and protect our market from Hollywood and other similar products.” 
Russia does not impose direct local content quotas on television or radio broadcasting. No set local content quotas or preferences are 
prescribed in the main laws regulating the mass media and broadcasting sectors, including Law No. 2124-1, “On Mass Media”; Law No. 
126-FZ, “On Communications”; and Law No. 149-FZ, “On Information, Informational Technologies and Protection of Information.” Article 
54 of the mass media law states clearly and unequivocally that “citizens of the Russian Federation shall be guaranteed unimpeded access 
to reports and materials of foreign mass media.” Nevertheless, foreign ownership of mass media and broadcasting entities, is effectively 
banned. Until 2014 foreign entities were allowed up to a 50% stake in Russian broadcasting and media companies. The current maximum 
equity holding for foreigners and foreign entities is 20%, which also applies to online streaming in the form of video-on-demand services.

CATEGORY 4:  PRICING,  REIMBURSEMENT AND ACCESS REGULATION TO A 
NATIONAL BIOPHARMACEUTICAL MARKET

Since the late 1990s, the health care system in Russia has been largely decentralized and insurance based. The federal government 
has reclaimed governance of the system, including regulation of drug prices on the EDL. Regions are responsible for the provision 
of services and medicines under most publicly funded health care programs, and reimbursement rates vary significantly. The 
system remains overwhelmingly public, with 95% of polyclinics, hospitals, and research centers falling under federal, regional, 
or municipal control. Private medical entities are concentrated in urban areas and in certain specialties. While regulations stipulate 
that provision of drugs should be free of charge under certain conditions (for in-hospital treatment and for essential drugs), often 
this is not the case. Russia has persistently high out-of-pocket health spending, particularly for biopharmaceuticals. Since 2000 
out-of-pocket spending (as a percentage of total national expenditure on health) has risen from 30.2% to 40.5% in 2017, more 
than double the average for OECD Member States. Furthermore, Russia has significant problems with the quality and regulation 
of its biopharmaceutical market. Estimates suggest that substandard medicines and counterfeits account for a high proportion 
of the total Russian drug supply. Although international-standard GMP requirements are obligatory, enforcement remains weak, 
with poor compliance by local industry. Overall, Russian biopharmaceutical policy is heavily tilted toward cost control, localization 
of biopharmaceutical production, and import substitution, with little regard for levels of innovation. Prices of medicines included 
in the EDL are subject to control by the government on three levels (manufacturer, wholesaler, and pharmacy prices) and by a 
process of registration of maximum manufacturer price and by wholesaler and pharmacy markup limitations. The EDL is the 
basis for reimbursement in the hospital segment and the reference for regional formularies, and is updated infrequently, limiting 
reimbursement for medicines recently approved for market. Resolution 979, “On Amendments to Resolution N.865,” adopted in 
2015, introduced a step-down pricing system establishing that maximum selling prices for generics and biosimilars cannot exceed, 
respectively, 80% and 90% of the reference drug. An additional 5% reduction of maximum selling price applies only to second 
and subsequent imported generics and biosimilars. Further revisions took place in 2018, with the coming into effect of a new 
biopharmaceutical pricing methodology. Specifically, international price comparisons will be made based on the lowest available 
price in a revised group of countries. Tendering and procurement practices are heavily tilted toward local companies. In 2015 
the Russian government adopted Resolution No. 1289, “On Restrictions and Conditions of Access of Foreign Essential Medicines 
to State and Municipal Tenders,” which introduces a direct import ban within the procurement system. Access to state purchases 
of imported medicines will not be allowed when at least two generics produced within the Eurasian Economic Union (EEU) are 
available. Foreign manufacturers will be able to participate in a public tender only if fewer than two bids from EEU manufacturers 
have been submitted. Additional local preferences have been introduced, including a markup of up to 25% for local products, 
and state tenders have awarded sole supplier status to several state-run manufacturers. Decree 1125/2015 made the state-owned 
“National Immunobiological Holding Company” the sole provider of immunobiological products for state needs for the period 
2015–17. Russian patients have less access to innovative treatments than in other high-income economies. Of 55 oncology products 
examined in Indicator 16 of the Barometer, Russian patients had access to only 16, or 29.09%, within two years of global launch. 
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STRENGTHS AND WEAKNESSES

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS

•  Relatively open to foreign investment 
•  Vision 2030 offers opportunity to open and liberalize Saudi economy further
•  Motion picture entertainment sector being opened up after 30-year ban 

•  Government imposes foreign ownership restrictions, local partnering requirements, 
and domestic procurement preferences, and increasingly focuses on technology 
transfer and localization of manufacturing and R&D activities and growing use of 
mandatory local content requirements

•  Increasing local content a key tenant of Vision 2030 and applies horizontally to all 
industrial and service value chains

•  Revised Cloud Computing Regulatory Framework still restricts cross-border transfers 
for certain types of data, including public sector–sensitive data

•  Both the Patent Act and Trademark Act require the registration of a “contractual 
license” for it to be valid against third parties

•  All mass media subject to censorship, state approval, and oversight 
•  Saudi biopharmaceutical policy environment characterized by a strong focus on cost 

control, localizing production, and increasing levels of local content

INDICATOR SCORES

INDICATOR SCORE INDICATOR SCORE

Category 1:  Freedom of access to a national market —Localization 
requirements 3.50 Category 3: Barriers and import restrictions: Creative works 0.00

1. Import bans and/or substitution policies on foreign goods and/or services 1.00 10.  Quotas and/or distribution and screening barriers in place on foreign 
imports of creative works 0.00

2.  Manufacturing and/or local content requirements for accessing the 
domestic market 0.50 11.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—television 0.00

3.  Technology transfer and/or divulging of proprietary technology and IP 
as a requirement for accessing the domestic market 0.50 12.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—radio 0.00

4. Local partnering requirement for market entry 0.25 Category 4:  Pricing, reimbursement, and access regulation to a 
national biopharmaceutical market 0.00

5. Procurement preferences for local producers 0.00
13.  Overarching philosophy and direction of health and 

biopharmaceutical system: cost cutting versus recognizing and 
incorporating new products and innovation

0.00

6. Bans on foreign ownership 0.50 14. Pricing and reimbursement decision-making and process 0.00

7. Barriers to digital trade and service provision 0.75 15. Biopharmaceutical-specific procurement preferences 0.00

Category 2:  Barriers to licensing and international technology 
transfer 1.00 16.  Availability of new, innovative biopharmaceutical treatments and 

products 0.00

8. Registration and disclosure requirements of licensing deals 0.50

9. Direct governmental intervention in the setting of licensing terms 0.50

TOTAL: 6.25



H U M A N  P R O G R E S S :  S U S TA I N I N G  T H E  W A V E   |   I N N O V A T I O N  &  C R E A T I V I T Y  B A R O M E T E R  2 0 1 9  R E P O R T 108

S A U D I  A R A B I A  C O N T I N U E D 

Spotlight on the National Market Access Environment

CATEGORY 1 :  FREEDOM OF ACCESS TO A NATIONAL MARKET – 
LOCALIZATION REQUIREMENTS

The Kingdom of Saudi Arabia has a partially free and open economy. Foreign investment is generally welcome, but 
foreign ownership restrictions, local partnering requirements, and domestic procurement preferences are in place, and 
there is an increased focus on technology transfer, localization of manufacturing and R&D activities, and a growing use 
of mandatory local content requirements. In 2016 the Saudi government published plans for a long-term restructuring of 
its economy, Vision 2030. This is an ambitious long-term blueprint aimed at diversifying the Saudi economy by opening 
even further to investment; encouraging innovation, competition, and public–private-partnerships; privatizing government 
services including health care; and supporting national enterprise. The Vision was accompanied by the document National 
Transformation Program 2020, which helps translate the Vision into more detailed programs for all Saudi ministries and 
agencies. Increasing local content is a key tenant of Vision 2030 and applies horizontally to all industrial and service 
value chains. One of the key goals is to localize more than SAR270 billion of content by 2020. Specific targets include 
the localization and transfer of technology in building and construction mining and advanced materials, health, energy, 
information and communication, water, oil and gas, and transport and logistics. The government has set a target of 
achieving 125 localized and developed technologies in targeted sectors. In procurement, the goal is to increase the level 
of local content to reach 50% of total expenditure (up from 36%). While encouraging and developing the use of local 
content requirements is a key tenant of the Vision, local content policies have been in place in Saudi Arabia for years. 
Many of these have targeted the petrochemical industry. In 2015 the state oil giant Saudi Aramco introduced the in-
Kingdom Total Value Add (IKTVA) program. A key feature of this program is the goal of 70% local content production by the 
year 2021, including high-tech supplies such as turbines. Outside the petrochemical industry, local content requirements 
are applied chiefly through government procurement policies that favor local vendors. For example, foreign suppliers 
are required to subcontract 30% of any government contract to firms that are majority owned by Saudi nationals. There 
is also a general 10% price preference in favor of local products. One area in which foreign entities are being subject to 
local spending requirements is through offsets for government procurement. There is a formal requirement of a 40% 
offset for foreign companies with a government contract above USD107 million. While mostly limited to the defense sector, 
in 2016 the offset requirement was applied to a health care tender, and reports of its possible increased use across all 
types of procurement have spread. Since 2014 the Saudi Arabian General Investment Authority (SAGIA), the investment 
agency, has measured the impact of foreign investment to the economy. Firms that are found not to contribute to the local 
economy—including in terms of transfer and localization of technological know-how—can see their operating licenses 
revoked. Foreign ownership and investment are restricted or banned in many parts of the economy, including in the 
petrochemical industry, defense, health care services, and fishing. Regarding barriers to digital trade, while there are no 
general data localization or storage requirements, the revised Cloud Computing Regulatory Framework (issued in March 
2019 by the Communications and Information Technology Commission) does restrict cross-border transfers for certain 
types of data, including public sector–sensitive data. Finally, Saudi Arabia has had a long-standing policy of requiring the 
hiring of Saudi nationals as part of international investments. The Nitaqat Program classifies companies into four groups 
depending on their achieved share of Saudi workers and provides incentives or penalties accordingly.

CATEGORY 2:  BARRIERS TO LICENSING AND INTERNATIONAL TECHNOLOGY 
TRANSFER

Both the Patent Act and Trademark Act require the registration of a “contractual license” to be valid against third 
parties. Patent Act Article 21 explicitly states that “a license contract shall not be valid vis-à-vis a third party unless 
the specified fee is paid and it is registered in the records of the Directorate.” Significantly, detailed contractual terms 
must be disclosed during the registration process, and the Saudi authorities reserve the right to amend any concluded 
licensing contract. Article 22 of the Patent Act states, “The Directorate may instruct the parties to the license 
contract to amend it in order to prevent abusing the right in the protection document or any other negative effect on 
competition or the acquisition of technology and its dissemination.” Local legal analysis suggests that, while the Saudi 
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authorities do retain the right to instruct parties to alter the terms of the licensing agreement, there is no evidence that 
licensing terms are frequently redefined or that government intervention takes place regularly or forms part of broader 
Saudi industrial policy.  

CATEGORY 3:  BARRIERS AND IMPORT RESTRICTIONS:  CREATIVE WORKS

Saudi law does not impose quantitative restrictions on the importation, distribution, or screening of creative works. 
There are no quotas on the number of foreign motion pictures allowed to be imported or screened in a given year. 
However, until 2018, there were no functioning cinemas in the Kingdom. The public screening of film had been banned 
since the 1980s. All mass media in Saudi Arabia is subject to censorship and state approval and oversight. The Ministry 
of Media (formerly Information and Culture) oversees all content broadcast and printed within the Kingdom. There is 
limited freedom of the press and broadcasting. Strict laws are in place that criminalize any activity that undermines the 
state, national security, and/or Islamic law. State media is controlled through the Saudi Broadcasting Authority, which 
runs state television and radio. While there are no set broadcasting quotas for either television or radio, all broadcast 
content is subject to review by the Ministry of Media and the General Commission for Audio and Visual Media. The 
General Commission’s “Executive Regulations for the Audio-Visual Media System, 2018” includes the objective of 
increasing the level of local content broadcast in Saudi Arabia, but there are no quotas defined.

CATEGORY 4:  PRICING,  REIMBURSEMENT AND ACCESS REGULATION TO A 
NATIONAL BIOPHARMACEUTICAL MARKET

Overall, the Saudi biopharmaceutical policy environment is characterized by a strong focus on cost control, localizing 
production, and increasing levels of local content. Both Vision 2030 and National Transformation Program 2020 (NTP) 
introduce targets for the health system and biopharmaceutical sector. Of note is that one of the key targets of the 
NTP includes a goal of doubling the value of local biopharmaceutical manufacturing to 40% by 2020. There is also 
a target of doubling the contribution of the biopharmaceutical sector to 1.96% of non-oil GDP, up from 2016 levels of 
0.98%. Current procurement practices are designed to provide markups and preferences to local producers. Locally 
manufactured products can win a tender even if the price submitted is up to 10% higher than the lowest submitted 
price. Preferential treatment is also granted to foreign companies that manufacture locally, both in tenders and in 
the ability to distribute and sell their products in Saudi Arabia, while imported products must be distributed and sold 
through a local distributor. The Saudi Food and Drug Authority (SFDA) is responsible for the registration and market 
authorization of biopharmaceutical products as well as pricing and reimbursement decisions. In 2016 the SFDA 
introduced two new regulatory pathways for accelerated market approval for products that have been approved 
in either the United States or the EU or by relevant authorities in both jurisdictions. These reforms aim to cut down 
approval times to 30–60 days, improving market entry and the availability of biopharmaceutical products to Saudi 
patients. Existing pricing and reimbursement policies focus primarily on cost. External international reference pricing 
is the primary tool used for setting the price of new products. Price comparisons are made to a group of 30 countries, 
including neighboring countries with substantially lower levels of per capita income, such as Egypt and Algeria. Price 
calculations are based on the lowest possible price. Locally produced generic drugs are provided a higher price 
than imported drugs. More broadly, Saudi Arabia is part of a regional Gulf Cooperation Council (GCC) initiative, the 
“GCC Price Harmonisation Process,” which seeks to, in effect, unify the price of drugs across the GCC region. When 
reviewing GCC pricing information, Saudi Arabia will currently reduce prices to the lowest possible price in the region. 
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STRENGTHS AND WEAKNESSES

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS

•  Relatively open to foreign investment
•  Licensing registration relatively straight forward
•  No quotas on the importation of motion pictures

•  Growing use of mandatory local content requirements—requirements range from 
10% to 100% depending on the industry

•  Government objective of achieving a level of 75% local procurement
•  South African government reserves broad powers to intervene and set the terms of 

technology transfer
•  Strict local content requirements in place for both television and radio broadcasting
•  Broadcast content quotas range from 35% minimum up to 80% depending on the 

medium, type of content, and broadcaster
•  Biopharmaceutical policy environment characterized by a strong focus on cost 

control, localizing production, and increasing levels of local content  

INDICATOR SCORES

INDICATOR SCORE INDICATOR SCORE

Category 1:  Freedom of access to a national market —Localization 
requirements 3.00 Category 3: Barriers and import restrictions: Creative works 1.00

1. Import bans and/or substitution policies on foreign goods and/or services 0.25 10.  Quotas and/or distribution and screening barriers in place on foreign 
imports of creative works 1.00

2.  Manufacturing and/or local content requirements for accessing the 
domestic market 0.00 11.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—television 0.00

3.  Technology transfer and/or divulging of proprietary technology and IP 
as a requirement for accessing the domestic market 0.50 12.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—radio 0.00

4. Local partnering requirement for market entry 0.50 Category 4:  Pricing, reimbursement, and access regulation to a 
national biopharmaceutical market 0.50

5. Procurement preferences for local producers 0.00
13.  Overarching philosophy and direction of health and 

biopharmaceutical system: cost cutting versus recognizing and 
incorporating new products and innovation

0.25

6. Bans on foreign ownership 1.00 14. Pricing and reimbursement decision-making and process 0.25

7. Barriers to digital trade and service provision 0.75 15. Biopharmaceutical-specific procurement preferences 0.00

Category 2:  Barriers to licensing and international technology 
transfer 1.00 16.  Availability of new, innovative biopharmaceutical treatments and 

products NA

8. Registration and disclosure requirements of licensing deals 0.75

9. Direct governmental intervention in the setting of licensing terms 0.25

TOTAL: 5.50
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Spotlight on the National Market Access Environment

CATEGORY 1 :  FREEDOM OF ACCESS TO A NATIONAL MARKET – 
LOCALIZATION REQUIREMENTS

South Africa has a partially free and open economy. Foreign investment is generally welcome, notwithstanding foreign 
ownership restrictions, de facto local partnering requirements, and domestic procurement preferences. There is growing use 
of mandatory local content requirements and an increased focus on technology transfer and localization of manufacturing 
and R&D activities. These policies are both general and industry and sector-specific. For example, South Africa has long-
standing local content requirements for sectors including broadcasting. Significant local content requirements have been in 
place for public procurement since 2011 in a host of specially designated sectors, such as automotive (buses), set-top boxes, 
clothing, and furniture. Local content requirements range from 10% to 100% by industry. For pharmaceuticals, the threshold 
is 70% of local content in terms of volume for Oral Solid Dosage tenders and 50% of value for Family Planning Tender. 
More generally, the National Industrial Participation Programme (NIP) has been in place since the late 2000s, providing 
that foreign suppliers awarded government contracts sign an obligation agreement within a month of signing a contract 
with the procuring entity, committing to local economic activities. The ultimate purpose of the NIP is to build local capacity 
and partnering between local South African companies and international industry leaders. South African industrial and 
economic policy is largely guided by central planning and targets through Industrial Policy Action Plans (IPAPs) designed by 
the Department of Trade and Industry. These IPAPs place a heavy emphasis on localization and increasing the local content 
produced and procured in South Africa. Past IPAPs have confirmed the government’s objective (first outlined in the 2014 
five-year plan, Medium Term Strategic Framework) of achieving a level of 75% local procurement. Furthermore, the IPAPs 
place a heavy emphasis on the transfer of technologies from international rights-holders to local companies. There are 
also other sector-specific initiatives. For example, in 2014 the Department of Science and Technology adopted a new bio-
economy strategy document targeting the life sciences sector. A central part of this policy document was to strengthen local 
research, development, and innovation capabilities with a view to increasing the local manufacture of active pharmaceutical 
ingredients, vaccines, and biologics. The document set a target that within a decade 25% of current pharmaceuticals and 
20% of vaccine imports should be replaced by local production. Foreign investment and market entry are also affected 
by the Broad-Based Black Economic Empowerment (B-BBEE) program, an affirmative action program that scores firms 
according to their promotion of historically disadvantaged South Africans. B-BBEE requirements play an important role 
in public procurement and have been used to provide advantages to local bidders. These rules have intensified, with a 
stronger emphasis placed on B-BBEE ownership. For example, in 2018 new B-BBEE rules and quotas were announced 
for the mining sector. Under these rules, mining rights-holders must increase the level of B-BBEE ownership to 30% from 
the current level of 26%. Regarding barriers to digital trade, the Protection of Personal Information Act 2013 and other 
relevant legislation does not require the storage of data locally in South Africa. Cross-border transfers of data are allowed 
if existing corporate rules and/or the laws of the country into which the transfer is taking place have an equivalent standard 
of protection as in South Africa. Transfers are also allowed when consent is given by the data subject.

CATEGORY 2:  BARRIERS TO LICENSING AND INTERNATIONAL TECHNOLOGY 
TRANSFER

Under existing technology transfer and licensing laws, the South African government reserves broad powers to intervene 
and set the terms of licensing and technology transfer. South Africa introduced a national technology transfer framework 
in 2008. The Intellectual Property Rights from Publicly Financed Research and Development Act established the 
parameters by which publicly funded research can be commercialized and, crucially, where ownership over the generated 
IP resides. The stated purpose of the act has been to stimulate research and the commercialization of publicly funded 
research. Broadly speaking, the act and its accompanying regulations establish the principle that the recipient will 
retain IP generated through publicly funded research. However, Section 11 of the act imposes a raft of restrictions on 
licensing transactions, including reserving the right for the South African government to directly intervene and cancel 
agreements. It also contains several localization components and ill-defined restrictions and geographical limitations on 
the use of the licensed technology. The registration of licensing contracts involving IP rights is not mandated by relevant 
IP law, but local legal analysis suggests that registration of licensing agreements is advisable to assert rights vis-à-vis 
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third parties. The Trademarks Act explicitly allows for the registration of licensing agreements and such relationships. 
There are no requirements for the submission of any confidential information or contractual terms with such an application.

CATEGORY 3:  BARRIERS AND IMPORT RESTRICTIONS:  CREATIVE WORKS

South African law does not impose quantitative restrictions on the importation, distribution, or screening of creative works. 
There are no quotas on the number of foreign motion pictures allowed to be imported or screened in a given year. However, 
strict local content requirements are in place for both television and radio broadcasting. The Independent Communications 
Authority of South Africa (ICASA) regulates and sets local content quotas for all content broadcast in South Africa. The 2016 
ICASA Regulations on Local Television Content establish quotas and local content requirements for broadcast television. 
Depending on type (public, commercial, and community), all television broadcasters must allocate a minimum percentage 
of transmission time to local South African content. These quotas range from a minimum of 45% of weekly programming for 
commercial broadcasters to 65% for public and community broadcasters. There are further set percentages on local content 
depending on the type of content. Public broadcasters must ensure that 35% of dramas broadcast are South African and that 
80% of current affairs programming is dedicated to South African current affairs. Other local content requirements in place for 
programming range from 15% to 40% depending on the type of programming and broadcaster. Similar requirements cover 
radio broadcasting. The 2016 ICASA Regulations on South African Music set quotas and local content requirements for 
sound broadcasts. Depending on their type (public sound, commercial sound, and community sound), all radio broadcasters 
must allocate a minimum percentage of transmission time to local South African content. These quotas range from a 
minimum of 35% for commercial broadcasters to 70% for public broadcasters to 80% for community broadcasters. At the 
2017 54th National Conference of the African National Congress, the conference report called for an expansion of local 
content requirements to the “entire broadcasting landscape,” which should include a minimum local content quota of 70%.

CATEGORY 4:  PRICING,  REIMBURSEMENT AND ACCESS REGULATION TO A 
NATIONAL BIOPHARMACEUTICAL MARKET

Overall, the South African biopharmaceutical policy environment is characterized by a strong focus on cost control, localizing 
production, and increasing levels of local content. In 2014 the Department of Science and Technology adopted a new 
bio-economy strategy document targeting the life sciences sector to strengthen local research, development, and innovation 
capabilities with a view to increasing the local manufacture of active pharmaceutical ingredients, vaccines, and biologics. The 
strategy envisions greater private investment in R&D and production, particularly in the areas of biosimilars and bioprocessing 
technology platforms, as well as creating public–private partnerships for the production of APIs needed for anti-retroviral 
drugs and for vaccines, such that these may replace imported versions in the medium term. The document sets as a target 
that, within a decade, 25% of current pharmaceuticals and 20% of vaccine imports should be replaced by local production. To 
reach these objectives, the government has continued to pursue local content and localization policies. In order to participate 
in public tenders, stringent local content requirements have specifically been in place for certain biopharmaceuticals since 
2012–13. Currently, the threshold is set at 70% of local content in terms of volume for Oral Solid Dosage tenders, which have 
typically represented a large portion of public tenders for biopharmaceuticals, and 50% in terms of value for Family Planning 
tenders. De facto local content requirements are also in place. For example, tenders for anti-retrovirals, recognized as one of 
the strategic priorities in the NIP, tend to require a certain percentage of volume from domestic manufacturers. A referencing 
pricing system favors low-cost drugs and generic substitution policies. Since 2005 biopharmaceutical prices have 
been capped at a rate in line with inflation, which for imported medicines is typically considered to be undervalue in relation 
to the exchange rate. On top of this, in 2015 a de facto external referencing price mechanism was introduced for innovative 
drugs. Innovative manufacturers will have to provide the price of their drugs in Australia, New Zealand, Spain, and Canada 
(or, if not present in these markets, in all the countries in which they are sold) and the Department of Health will reportedly 
request companies to forgo annual price increases if the price applied in South Africa is higher than these reference prices. 
In addition, as of 2003 and based on implementation of the 1997 Medicines Act, automatic generic substitution is permitted 
by pharmacists. Since 2014 pharmacists receive higher markups for dispensing generics than innovative products. Historically, 
the South African drug regulatory environment has been marred by exceptionally long delays in approving and registering new 
products. The former drug regulatory authority, the Medicines Control Council, struggled with long backlogs of up to 3,000 days. 
In 2018 the Council was replaced with a new drug regulatory authority, the South African Health Products Regulatory Authority.  

S O U T H  A F R I C A  C O N T I N U E D 
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STRENGTHS AND WEAKNESSES

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS

•  No economy-wide mandatory localization requirements, significant or systematic 
import substitution policies, or bans in place

•  Restrictions on foreign ownership and bans on investment in media and 
broadcasting and related industries 

•  Korea imposes several direct and indirect requirements that result in significant 
barriers to foreign entities wishing to access the digital market

•  Registration of executed licensing agreements mandatory in Korea
•  Korean Fair Trade Commission actively intervenes and sets contractual terms in 

licensing deals
•  Motion picture screening quota applied—mandates that domestic Korean films be 

shown at least 73 days a year 
•  Strict local content requirements and ownership restrictions in place for both 

television and radio broadcasting—Korean content to constitute between 25% and 
80% of programming

•  Biopharmaceutical policy environment characterized by a strong focus on drastic 
cost containment, with limited recognition for levels of innovation and a growing 
focus on localization

•  Mandatory price cuts have been instituted through a therapeutic reference pricing 
system that places innovative and generic drugs in the same baskets

•  Price preferences for locally developed innovative drugs 

INDICATOR SCORES

INDICATOR SCORE INDICATOR SCORE

Category 1:  Freedom of access to a national market —Localization 
requirements 5.25 Category 3: Barriers and import restrictions: Creative works 0.50

1. Import bans and/or substitution policies on foreign goods and/or services 1.00 10.  Quotas and/or distribution and screening barriers in place on foreign 
imports of creative works 0.50

2.  Manufacturing and/or local content requirements for accessing the 
domestic market 1.00 11.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—television 0.00

3.  Technology transfer and/or divulging of proprietary technology and IP 
as a requirement for accessing the domestic market 1.00 12.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—radio 0.00

4. Local partnering requirement for market entry 0.75 Category 4:  Pricing, reimbursement, and access regulation to a 
national biopharmaceutical market 1.38

5. Procurement preferences for local producers 0.75
13.  Overarching philosophy and direction of health and 

biopharmaceutical system: cost cutting versus recognizing and 
incorporating new products and innovation

0.00

6. Bans on foreign ownership 0.50 14. Pricing and reimbursement decision-making and process 0.00

7. Barriers to digital trade and service provision 0.25 15. Biopharmaceutical-specific procurement preferences 1.00

Category 2:  Barriers to licensing and international technology 
transfer 0.75 16.  Availability of new, innovative biopharmaceutical treatments and 

products 0.38

8. Registration and disclosure requirements of licensing deals 0.25

9. Direct governmental intervention in the setting of licensing terms 0.50

TOTAL: 7.88
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Spotlight on the National Market Access Environment

CATEGORY 1 :  FREEDOM OF ACCESS TO A NATIONAL MARKET – 
LOCALIZATION REQUIREMENTS

South Korea is a relatively open economy. There are no economy-wide mandatory localization requirements, significant 
or systematic import substitution policies, or bans in place. There are, however, restrictions to foreign investment, 
with some sectors of the economy completely closed off. This includes nuclear power generation and television and 
radio broadcasting. For many other sectors, foreign investment is capped at a minority ownership amount. Like in 
many other economies, many of these sectors, including power generation, telecommunications, and other critical 
infrastructure, are of strategic importance. Unlike many economies, Korea restricts ownership and bans investment in 
media and broadcasting and related industries, including news agencies, publishing, meat production and distribution, 
satellite transmission, and aviation. With respect to barriers to digital trade, Korea imposes several direct and indirect 
requirements that result in significant barriers to foreign entities wishing to access the market. Relevant legislation, 
including the Personal Information Protection Act 2011, allows cross-border data transfers, but the conditions for 
consent and disclosure requirements are high. Local storage requirements are in place under the 2015 Promotion of 
Cloud Computing and Protection of Users Act. Specifically, non-binding guidelines issued under this law include a 
requirement that public sector data be stored on servers and networks physically separated from non–public sector 
data. This requirement effectively limits potential service providers to Korean entities. There are also further sector-
specific data transfer and storage restrictions in place for financial services, satellite mapping, and payment services.

CATEGORY 2:  BARRIERS TO LICENSING AND INTERNATIONAL TECHNOLOGY 
TRANSFER

The registration of executed licensing agreements is mandatory in Korea. Articles 1010 of the Patent Act and 56 
of the Trademark Act state that registration with the Korean Intellectual Property Office is required for the grant or 
transfer of exclusive licenses to come into effect, even though the licensor and the licensee have executed a contract. 
An unregistered exclusive license may still have the effect of a non-exclusive license. However, non-exclusive 
licensees have no legal standing or right to initiate infringement procedures against third parties unless the licensees 
are registered. The registration procedure is reportedly burdensome and requires the disclosure of the IP license 
contract. In 2016 the Korean Fair Trade Commission (KFTC) issued updated “Guidelines on the Unfair Exercise of IP 
Rights.” Overall, the guidelines view the “abuse of licensing” as an exceptional occurrence, including in the licensing 
of standard essential patents (SEPs), and limit its application. However, a major KFTC decision (as part of a wider 
effort by KFTC to target what it sees as abusive behavior by SEP holders) in late 2016 has introduced a great deal of 
uncertainty for patent owners regarding future interpretation of the guidelines. In December 2016 the KFTC issued 
a ruling fining one SEP holder, Qualcomm, a record amount globally—1.03 trillion won (about USD 900 million)—for 
what it considered unfair business practices (not on so-called FRAND terms: fair, reasonable, and non-discriminatory) 
in patent licensing and modem chip sales. KFTC also required Qualcomm to negotiate licenses with competitors and 
amend terms/renegotiate with chip users/device makers. Overall, the KFTC decision suggests an unprecedented 
approach to regulating SEP licensing, including the requirement to make available a subset of patents requested by 
a licensee as well as the assumption that FRAND principles must apply not only to the central licensing agreement 
but also to any subsequent or related cross-licensing agreements. In addition, in the adjudication of disputes over 
licensing agreements, the KFTC’s interpretation of FRAND appears to put the onus on the SEP holder, rather than 
on the licensee, to establish a FRAND defense. Overall, the decision against Qualcomm indicates a heavy-handed 
approach to dictating the scope of licensing that does not adequately recognize the value of SEPs in technology 
markets and creates an uncertain environment for patent holders (particularly foreign patent holders) in Korea.
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CATEGORY 3:  BARRIERS AND IMPORT RESTRICTIONS:  CREATIVE WORKS

Korean law does not impose quantitative restrictions on the importation of creative works. There are no quotas on 
the number of foreign motion pictures allowed to be imported in a given year. However, there is a screening quota 
applied that mandates that domestic Korean films be shown at least 73 days a year on any given screen. There are also 
strict local content requirements and ownership restrictions in place for both television and radio broadcasting, with 
restrictions on the amount of foreign content that can be broadcast, ranging from 20% to 50% depending on the type 
of broadcasting platform and entity. Additional restrictions apply to the maximum percentage of content that can be 
imported and transmitted from one single foreign source. Overall, the environment is highly restrictive, with substantial 
barriers erected to foreign content.

CATEGORY 4:  PRICING,  REIMBURSEMENT AND ACCESS REGULATION TO A 
NATIONAL BIOPHARMACEUTICAL MARKET

Overall, the Korean biopharmaceutical policy environment is characterized by a focus on drastic cost containment, 
with limited recognition for levels of innovation and a growing focus on localization. Korea has in place a strict 
pricing and reimbursement system applicable primarily to innovative products. Mandatory price cuts have been 
instituted through a therapeutic reference pricing system that places innovative and generic drugs in the same 
baskets, with prices set based on the average price in the basket. The innovative or therapeutic value of a 
given product is not factored into the price. This system is complemented by other measures, including rebates 
associated with price-volume agreements. Moreover, inclusion for reimbursement is dually determined by a 
ruling of cost-effectiveness by the Health Insurance Review and Assessment Service and price negotiations 
with the National Health Insurance Corporation. Korea has also introduced several changes to its pricing and 
reimbursement policies that favor local manufacturers and penalize foreign companies. The 2016 “Reform Plan 
for Reimbursement Prices of Biopharmaceuticals and Global Innovative Pharmaceuticals” grants price preference 
to locally developed innovative drugs. The plan increases by 10% the prices of biosimilars tested in local trials 
and developed by companies designated as innovative (mostly Korean) or jointly developed with a Korean firm. 
Only a small proportion of drugs designated as innovative are by foreign companies, although many more invest 
in local clinical trials. Companies designated as innovative receive special tax benefits, preferential governmental 
research funding, and postponement of drug price discounts. As a result of such punitive measures, the price 
of new drugs in Korea was 45% of the OECD average of 2014. The net result of these policies is that Korean 
patients face high practical barriers to accessing biopharmaceutical treatment and have less access to innovative 
treatments than in other high-income OECD economies. For example, of the 55 oncology products available within 
two years of global launch examined in Indicator 16 of the Barometer, Korean patients had access to only 21, or 
38.18%. This compares with 42 of the 55 products available in Germany (76%) and 46 in the United States (84%).   
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STRENGTHS AND WEAKNESSES

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS

•  Turkish law does not impose quantitative restrictions on the importation of  
creative works 

•  No quotas on the number of foreign motion pictures allowed to be imported or 
screened in a given year

•  Turkish industrial and economic policy focused on localization and import 
substitution policies that actively discriminate against foreign entities 

•  In 2016 the Turkish Medicines and Medical Devices Agency began implementing 
an import substitution plan whereby drugs that have at least one local generic or 
therapeutic equivalent are required to localize their production

•  Over 40 medicines identified and delisted from reimbursement in February 2018  
by the Turkish Social Security Institution

•  Since 2002, under the procurement law, domestically manufactured products 
afforded a 15% price advantage in tenders

•  Turkish laws place onerous requirements, including local data storage, on  
service providers 

•  Sector-specific data storage requirements in place on payment service providers 
and banking and financial services providers

•  Since 2010 Turkey has not recognized biopharmaceutical GMP certificates issued by 
non-Turkish authorities 

INDICATOR SCORES

INDICATOR SCORE INDICATOR SCORE

Category 1:  Freedom of access to a national market —Localization 
requirements 1.50 Category 3: Barriers and import restrictions: Creative works 2.00

1. Import bans and/or substitution policies on foreign goods and/or services 0.00 10.  Quotas and/or distribution and screening barriers in place on foreign 
imports of creative works 1.00

2.  Manufacturing and/or local content requirements for accessing the 
domestic market 0.00 11.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—television 0.50

3.  Technology transfer and/or divulging of proprietary technology and IP 
as a requirement for accessing the domestic market 0.25 12.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—radio 0.50

4. Local partnering requirement for market entry 0.25 Category 4:  Pricing, reimbursement, and access regulation to a 
national biopharmaceutical market 0.11

5. Procurement preferences for local producers 0.00
13.  Overarching philosophy and direction of health and 

biopharmaceutical system: cost cutting versus recognizing and 
incorporating new products and innovation

0.00

6. Bans on foreign ownership 0.75 14. Pricing and reimbursement decision-making and process 0.00

7. Barriers to digital trade and service provision 0.25 15. Biopharmaceutical-specific procurement preferences 0.00

Category 2:  Barriers to licensing and international technology 
transfer 1.00 16.  Availability of new, innovative biopharmaceutical treatments and 

products 0.11

8. Registration and disclosure requirements of licensing deals 0.50

9. Direct governmental intervention in the setting of licensing terms 0.50

TOTAL: 4.61
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Spotlight on the National Market Access Environment

CATEGORY 1 :  FREEDOM OF ACCESS TO A NATIONAL MARKET – 
LOCALIZATION REQUIREMENTS

Turkish industrial and economic policy over the past two decades has increasingly been driven by an effort to localize 
industrial production and R&D. A major part of these efforts has been localization and import substitution policies that 
actively discriminate against foreign entities and favor domestic Turkish companies. The biopharmaceutical sector is 
one sector that has been targeted with these policies, with Turkish industrial policy focused on minimizing national 
dependence on biopharmaceutical imports. In November 2014 the Turkish prime minister presented the objectives of 
covering 60% of national demand for pharmaceuticals and 20% for medical devices with local production, as well as 
increasing clinical research by 25%. In 2016 the Turkish Medicines and Medical Devices Agency began implementing 
an import substitution plan whereby drugs that have at least one local generic or therapeutic equivalent are required 
to localize their production by 2018 or be excluded from public reimbursement. An Import and Transfer Commission 
has been set up to manage the process and evaluate commitments by drug producers. The Turkish government moved 
ahead with this policy in early 2018. Over 40 medicines were identified and delisted from reimbursement in February 
2018 by the Turkish Social Security Institution. Moreover, the government actively uses public procurement policies 
as a form of incentivizing localization and discriminating against foreign bidders. Since 2002, under Article 63 of the 
procurement law, domestically manufactured products are afforded a 15% price advantage in tenders. For several 
years there was some uncertainty as to what constituted a “local” product. In 2014 the threshold for being considered 
a local product was explicitly defined and raised as part of Decree 2014/35. In order to obtain a “Domestic Goods 
Certificate,” and in so doing qualify for the price preference, all companies operating in Turkey, including foreign firms, 
must make domestic investments of at least 51% of the contract value. Moreover, this investment must include major 
parts of the production process (i.e., not only the final stages). Also, any certificate applicants operating under a joint 
venture must comprise only domestic partners. In addition, since 2015 all government ministries have had the option to 
apply “Industrial Cooperation” (civil offset) clauses for public procurement contracts. Regarding digital barriers to trade, 
Turkish laws place onerous requirements, including local data storage, on service providers. Sector-specific data storage 
requirements are in place on payment service providers and banking and financial services providers. Cross-border 
transfers are allowed under the Law on the Protection of Personal Data. However, such transfers can take place only after 
explicit consent has been obtained from the data subject or the country to which data is being transferred to provides an 
equivalent level of protection as in Turkey. The relevant regulatory authority, the Personal Data Protection Board, had at 
the time of research not issued a list of jurisdictions where such an equivalent standard of protection exists.

CATEGORY 2:  BARRIERS TO LICENSING AND INTERNATIONAL TECHNOLOGY 
TRANSFER

Registration of licenses is not mandatory or required by Turkish IP law. However, local legal analysis suggests that the 
registration of licensing agreements is the best way of ensuring legal certainty vis-à-vis third parties. While the Turkish 
government does not actively intervene in licensing activity, as described under Category 1, increasing pressure is 
being put on foreign entities to localize production and transfer technology into Turkey. In addition, the 2016 new 
Industrial Property Law (No. 6769) creates uncertainty by broadening the scope and grounds for the overriding of a 
patent and issuing of a compulsory license. Article 29 of the law expands the basis for issuing compulsory licenses 
to cases in which a third party claims that the patented invention is not meeting the needs of the national market. 
The language lacks details or definition of what “needs of the market” are, and risks being interpreted overly widely, 
creating a great deal of uncertainty for patent holders.
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CATEGORY 3:  BARRIERS AND IMPORT RESTRICTIONS:  CREATIVE WORKS

Turkish law does not impose quantitative restrictions on the importation of creative works. There are no quotas on 
the number of foreign motion pictures allowed to be imported or screened in a given year. In early 2019 amendments 
were passed to the Law on Evaluation, Classification and Promotion of Motion Pictures. Local legal analysis and 
media reports suggest that these amendments will introduce a more rigorous and aggressive form of censorship 
and review of motion pictures prior to being released in Turkey. Some content requirements are in place for both 
television and radio broadcasting. Specifically, Law 6112, “On the Establishment of Radio and Television Enterprises 
and Their Media Services,” and Law 28103, “On The Procedures and Principles of Media Services,” stipulate that 
5% of radio and television broadcasts should dedicate one hour of their weekly programming to domestic Turkish 
cultural programming, including Turkish art and folk music. There are also content requirements in place for children’s 
programming whereby 40% of children’s programming and 20% of cartoons broadcast must be in the Turkish 
language. There is no requirement that they be domestically produced. Finally, there is a requirement on terrestrial 
television broadcasters that they dedicate a proportion of their programming time to European works

CATEGORY 4:  PRICING,  REIMBURSEMENT AND ACCESS REGULATION TO A 
NATIONAL BIOPHARMACEUTICAL MARKET

Overall, the Turkish biopharmaceutical policy environment is characterized by drastic cost containment (with limited 
recognition for levels of innovation), import substitution, and an emphasis on local production through mandatory 
localization. As mentioned under Category 1, since 2016 Turkey has pursued an import substitution plan whereby 
drugs that have at least one local generic or therapeutic equivalent are required to localize their production or 
be excluded from public reimbursement. Since May 2016 the Turkish Medicines and Medical Devices Agency has 
applied new criteria for accelerated registration that prioritizes drugs involving domestic technology transfer and 
local trials. Specifically, to access this process, at least 10% of the total number of patients involved in global Phase 
III clinical trials must be from Turkey or the bioequivalence study must be conducted in Turkey. Moreover, industry 
reports suggest that, to qualify, companies must commit to a retail and public sale price and to estimate the number 
of products that will be sold. Companies also must commit to enter the market within six months after receiving 
market approval. On the market approval side, there are substantial, discriminatory barriers to entering the market. 
Since 2010 Turkey has not recognized GMP certificates issued by non-Turkish authorities such as the United States 
FDA or EU’s EMA. Consequently, companies must include a GMP certificate from the Turkish Ministry of Health 
for all pharmaceutical products—including those manufactured abroad. The certification requirement translates 
into a substantial administrative burden for foreign companies (for instance, most documents are in Turkish only) 
compared with local manufacturers, which are periodically visited by GMP inspectors (and receive “site-based” 
checks, compared with “product-based” checks for foreign manufacturers). Furthermore, the Ministry of Health does 
not possess enough technical expertise and resources to carry out on-site checks in a timely manner, particularly 
for foreign manufacturing sites. Industry reports suggest these checks take, on average, over two years despite a 
government commitment to carry out the approval process within 210 days of submission (per Article 6 of the licensing 
regulation). Parallel submission of GMP inspection and marketing approval applications is allowed only for priority 
medicines filling unmet medical needs. Adding a further burden on inspectors, since 2016 the inspection requirement 
has also applied retroactively to products authorized before 2010. Regarding the pricing and reimbursement 
process, this is driven primarily by cost considerations and does not include a recognition or evaluation of levels 
of innovation. Until 2017 reference prices were calculated based on a fixed and outdated euro–lira exchange rate 
(2009 valuation), despite the fact that the Turkish lira had devalued by more than 50% compared with the euro 
since 2009. Under the current government pricing system, innovative drugs are subject to social security discounts 
that are higher than for generics (41% versus 28%). The net result of these policies is that Turkish patients have less 
access to innovative treatments than in other OECD economies. For example, of the 55 oncology products available 
within two years of global launch examined in Indicator 16 of the Barometer, Turkish patients had access to only 6, 
or 10.91%. This compares with 42 of the 55 products available in Germany (76%) and 46 in the United States (84%).  
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STRENGTHS AND WEAKNESSES

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS

•  A relatively free and open economy 
•  No mandatory localization requirements, significant or systematic import 

substitution policies, or bans in place 
•  Foreign investment relatively free 
•  No set and standardized procurement preferences at the central government level
•  U.K. government does not intervene or impose direct restrictions on licensing 

activity for IP rights or international technology transfer

•  Uncertainty over Brexit and any subsequent change in the U.K.’s market entry and 
trading environment

•  EU and U.K. law impose quotas and local content requirements for television and 
public service radio broadcasting

•  Growing emphasis on cost cutting within NHS through mandatory payments above 
allowable growth rate under new Voluntary Scheme for Branded Medicines Pricing 
and Access

•  HTA process through NICE fails to recommend a high proportion of appraised 
products 

•  NICE benchmarks for cost-effectiveness evaluation have remained the same since 
early 2000s

INDICATOR SCORES

INDICATOR SCORE INDICATOR SCORE

Category 1:  Freedom of access to a national market —Localization 
requirements 6.50 Category 3: Barriers and import restrictions: Creative works 1.50

1. Import bans and/or substitution policies on foreign goods and/or services 1.00 10.  Quotas and/or distribution and screening barriers in place on foreign 
imports of creative works 1.00

2.  Manufacturing and/or local content requirements for accessing the 
domestic market 1.00 11.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—television 0.00

3.  Technology transfer and/or divulging of proprietary technology and IP 
as a requirement for accessing the domestic market 1.00 12.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—radio 0.50

4. Local partnering requirement for market entry 1.00 Category 4:  Pricing, reimbursement, and access regulation to a 
national biopharmaceutical market 2.69

5. Procurement preferences for local producers 1.00
13.  Overarching philosophy and direction of health and 

biopharmaceutical system: cost cutting versus recognizing and 
incorporating new products and innovation

0.50

6. Bans on foreign ownership 1.00 14. Pricing and reimbursement decision-making and process 0.50

7. Barriers to digital trade and service provision 0.50 15. Biopharmaceutical-specific procurement preferences 1.00

Category 2:  Barriers to licensing and international technology 
transfer 1.75 16.  Availability of new, innovative biopharmaceutical treatments and 

products 0.69

8. Registration and disclosure requirements of licensing deals 0.75

9. Direct governmental intervention in the setting of licensing terms 1.00

TOTAL: 4.61
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Spotlight on the National Market Access Environment

CATEGORY 1 :  FREEDOM OF ACCESS TO A NATIONAL MARKET – 
LOCALIZATION REQUIREMENTS

The U.K. is a relatively free and open economy. There are no mandatory localization requirements, significant or 
systematic import substitution policies, or bans in place. Foreign investment is relatively free, with restrictions in place 
only on the grounds of national security. Foreign ownership is limited in defense-related companies, and the British 
government reserves the right to review and intervene in foreign investment and mergers and acquisitions involving 
defense and national security-related entities. There are no set and standardized procurement preferences at the 
central government level. With respect to barriers to digital trade, the coming into force of the GDPR in May 2018 is 
having a substantive impact on data privacy practices globally. Passed into EU law in 2016, the GDPR sets standards 
for the protection of personal data in the world’s largest single market. The GDPR requires all entities and persons 
dealing with personal data and information (dubbed “data controllers” and “processors”) within a commercial and 
business context to have in place clear and defined procedures and processes for the protection of these data. This 
applies also to entities that data is being transferred to or within that are outside the EU. Article 45 of the regulation 
states that such transfers do not require any preapproval or authorization if an “adequate level of protection” is 
maintained for the data being transferred, as defined by the European Commission. At the time of research, the 
Commission had identified and recognized several jurisdictions as fulfilling that level of protection. Moreover, 
Articles 46 and 47 provide an additional avenue of data transfer where no such recognition has been granted by the 
Commission if the relevant transferring entity provides appropriate safeguards. Failure to comply with the GDPR can 
result in substantial fines and damages of up to EUR20 million or 4% of total annual turnover. Deep uncertainty remains 
about how potential infringements and violations of these rules will be assessed and how the GDPR will be enforced. 
While there are no direct requirements under the GDPR for storing data locally, the potential size of any fine and 
damages if an entity is found in breach of its GDPR obligations may work as a disincentive for entities either to process 
and collect data within the EU or to store and transfer such data outside of the EU. At the national level, the U.K. has 
adopted the Data Protection Act 2018, which implements the GDPR. 

CATEGORY 2:  BARRIERS TO LICENSING AND INTERNATIONAL TECHNOLOGY 
TRANSFER

The British government does not intervene or impose direct restrictions on licensing activity for IP rights or 
international technology transfer. It is not mandatory under British law for licensing agreements to be registered with 
the IP authorities. However, local legal analysis suggests that, while the registration of licenses is not required by 
either the Patents Act or the Trade Marks Act, it is advisable to do so as a way of notifying third parties and putting the 
licensee in a stronger position in potential infringement proceedings. 

CATEGORY 3:  BARRIERS AND IMPORT RESTRICTIONS:  CREATIVE WORKS

The 1985 Films Act and related legislation do not impose restrictions or market entry barriers on the importation 
and distribution of foreign films within the U.K. With respect to television broadcasting, both EU and British law 
impose quotas and local content requirements on public and commercial broadcasting. Under Directive 2010/13/EU, 
“Audiovisual Media Services Directive,” audiovisual broadcasters in all EU Member States are required to allocate, 
first, “a majority proportion of their transmission time” to the broadcasting of European content and, second, at least 
10% of transmission time or 10% of their programming budgets to works produced by “independent broadcasters.” 
Amendments to the directive that were enacted in 2018 further restrict content by imposing similar obligations in 
the online space. Under these new amendments, online content providers must dedicate a minimum of 30% of 
their online offerings to European content. The U.K. has transposed the directive into British law, and there are also 
standalone U.K.-specific laws and regulations on radio and television broadcasting. The Office of Communications 
(Ofcom) is the relevant British regulatory authority and has issued numerous rules and guidance on the programming 
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responsibilities of radio and television broadcasters. Ofcom in 2010 issued specific guidelines for broadcasters in 
the Audiovisual Media Services Directive. These guidelines confirm the requirements of the directive that a majority 
of transmission time be “devoted to European programming.” The 2003 Communications Act details the domestic 
programming quotas and requirements radio and television broadcasters must fulfill. Under the Act broadcasters are 
required to allocate a proportion of their broadcasting programming and transmission time to independently produced 
programming, original programming, and regional programming. The exact requirements vary by type of broadcaster. 
Regional programming is defined as programming made outside the M25 area (greater London) but within the United 
Kingdom. There are similar requirements in place for local programming for commercial radio broadcasting. This 
includes the provision of local news and other relevant local programming. With respect to public service television 
and radio broadcasting, Ofcom requires the British Broadcasting Corporation (BBC) to dedicate a proportion of its 
transmission time to U.K.-produced content. Specifically, the BBC’s 2017 Operating License requires that 60%–90%, 
depending on the BBC channel and time of day, of BBC television transmission time be “original productions, 
commissioned by the BBC for UK audiences.” Similarly, these rules require BBC radio stations to dedicate a substantial 
quota to British music. Radio 1 and Radio 2 are required to dedicate 45% and 40%, respectively, of daytime music to 
“United Kingdom acts.” 

CATEGORY 4:  PRICING,  REIMBURSEMENT AND ACCESS REGULATION TO A 
NATIONAL BIOPHARMACEUTICAL MARKET

The U.K. health system is centered on the National Health Service (NHS), a single-payer, free at the point of use, 
health service provider introduced after World War II. The NHS is a fully taxpayer-funded public health system 
charged with the administration and provision of health services across all parts of the U.K. The organization 
and provision of services differ across the U.K. with Scotland, Northern Ireland, and Wales, through devolution, 
making their own health policy decisions. NHS England is governed directly by the U.K. government. Regarding 
biopharmaceutical policy, unlike most European countries, the U.K. does not have in place direct price controls 
for most biopharmaceuticals. Instead, the U.K.’s primary system of price regulation is indirect, governed by the 
Voluntary Scheme for Branded Medicines Pricing and Access 2019–2023, which replaces the Pharmaceutical Price 
Regulation Scheme. (There is also a separate Statutory Scheme whereby manufacturers not willing to participate 
in the Voluntary Scheme have their products priced directly by the Department of Health.) Under the Voluntary 
Scheme, price negotiations take place between the Department of Health and manufacturers. Free pricing is 
allowed during the first 36 months for “New Active Substances.” While not directly setting prices, indirect controls 
are in place through limitations on a manufacturers’ rate of profits. The Voluntary Scheme further sets limits on the 
amount of allowable sales growth under an “Affordability Mechanism.” Sales growth in excess of this mechanism 
is subject to a repayment plan directly to the Department of Health. With respect to reimbursement evaluation, 
since the early 2000s, the U.K. has had in place a system of HTA overseen by the National Institute for Health and 
Care Clinical Excellence (NICE). NICE appraises new biopharmaceutical products and provides recommendations 
on whether a product should be reimbursed and the extent of availability to patients through the NHS. Industry 
reports suggest that roughly 40% of the products appraised by NICE since 2000 have not been recommended for 
full use within the NHS in line with the marketing authorization application. For oncology treatments, this percentage 
was lower, with over 60% not recommended in line with the marketing authorization. Like many HTA bodies, NICE 
utilizes a cost-effectiveness threshold and benchmark to assess the cost-effectiveness of new products through 
QALYs. A QALY is a kind of matrix that measures the value of a given product based on two dimensions: the life-
years that are added to the patient due to the use of a given product and the quality of life experienced during 
these years. NICE has used the same cost-effectiveness threshold of GBP20,000–GBP30,000 per QALY since 
it became operational in the early 2000s. In order to address the high rate of NICE rejections for new cancer 
treatments, the U.K. in 2011 introduced a Cancer Drugs Fund to provide dedicated funding for new, innovative 
oncology treatments. In July 2016 the fund was fundamentally revamped, with a fixed budget introduced and all 
decisions for reimbursement to be made by NICE. Looking at access to new medicines, British patients have less 
access to innovative treatments than in the highest-performing high-income OECD economies. For example, of the 
55 oncology products available within two years of global launch examined in Indicator 16 of the Barometer, British 
patients had access to only 38, or 69%. This compares with 46 of the 55 products available in the United States (84%). 
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STRENGTHS AND WEAKNESSES

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS

•  A relatively free and open economy
•  No mandatory localization requirements, significant or systematic import 

substitution policies, or bans in place 
•  Foreign investment relatively free
•  United States government does not intervene or impose direct restrictions on 

licensing activity for IP rights or international technology transfer
•  No quotas on the number of foreign motion pictures allowed to be imported or 

screened in a given year 
•  No quotas or percentages imposed in terms of the allocation of foreign- versus 

American-produced content on American television and radio broadcasting
•  Biopharmaceutical market predominantly market based—federal government does 

not impose national price controls

•  Imposes local content and procurement preferences at both the federal and  
state level 

•  Buy American provisions included in federal and state laws
•  Introduction of an International Pricing Index for biopharmaceuticals risks having  

a deep and negative impact on long-term innovation and R&D

INDICATOR SCORES

INDICATOR SCORE INDICATOR SCORE

Category 1:  Freedom of access to a national market —Localization 
requirements 6.00 Category 3: Barriers and import restrictions: Creative works 3.00

1. Import bans and/or substitution policies on foreign goods and/or services 1.00 10.  Quotas and/or distribution and screening barriers in place on foreign 
imports of creative works 1.00

2.  Manufacturing and/or local content requirements for accessing the 
domestic market 0.75 11.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—television 1.00

3.  Technology transfer and/or divulging of proprietary technology and IP 
as a requirement for accessing the domestic market 1.00 12.  Local broadcasting quotas, discriminatory barriers to entry, and/or 

local content requirements—radio 1.00

4. Local partnering requirement for market entry 1.00 Category 4:  Pricing, reimbursement, and access regulation to a 
national biopharmaceutical market 1.00

5. Procurement preferences for local producers 0.50
13.  Overarching philosophy and direction of health and 

biopharmaceutical system: cost cutting versus recognizing and 
incorporating new products and innovation

1.00

6. Bans on foreign ownership 0.75 14. Pricing and reimbursement decision-making and process 1.00

7. Barriers to digital trade and service provision 1.00 15. Biopharmaceutical-specific procurement preferences 1.00

Category 2:  Barriers to licensing and international technology 
transfer 2.00 16.  Availability of new, innovative biopharmaceutical treatments and 

products 0.84

8. Registration and disclosure requirements of licensing deals 1.00

9. Direct governmental intervention in the setting of licensing terms 1.00

TOTAL: 14.84
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Spotlight on the National Market Access Environment

CATEGORY 1 :  FREEDOM OF ACCESS TO A NATIONAL MARKET – 
LOCALIZATION REQUIREMENTS

The United States is a relatively free and open economy. There are no mandatory localization requirements, significant 
or systematic import substitution policies, or bans in place. Foreign investment is relatively free. The United States 
limits foreign investment in aviation with a cap of 25% equity holdings. Historically, ownership restrictions have been 
in place also for broadcasting and media. However, over the past half-decade, the relevant regulatory authority, the 
Federal Communications Commission (FCC), has relaxed these limitations and allowed increasing levels of foreign 
ownership up to and including 100% equity holdings. Some restrictions are also in place on the grounds of national 
security or pertaining to foreign acquisition of certain types of technical information. Foreign investment screening is 
overseen by the Committee on Foreign Investment in the United States (CFIUS), an interagency body housed within 
the United States Treasury Department. Historically, CFIUS has focused its activities on investments pertaining to 
defense or national security installations. In 2018 CFIUS’s authority and legal obligations were expanded through 
the Foreign Investment Risk Review Modernization Act. Regarding procurement and local content requirements, the 
United States imposes local content and procurement preferences at both the federal and state levels. “Buy American” 
provisions are included in federal and state laws. For example, under the American Recovery and Reinvestment Act 
2009 and United States Code titles 23 and 49, the Federal Aviation Administration, Federal Highway Administration, 
Federal Railroad Administration, National Railroad Passenger Corporation, and Federal Transit Administration are 
all subject to local content requirements of up to 100%. Specifically, this relates to the release of funds to purchasing 
entities (federal, state, and local) in their procurement of manufactured goods, steel, and/or iron. Moreover, many 
states have in place separate provisions and preferences for both domestic and state-level procurement. Regarding 
barriers to digital trade, the United States has no comprehensive data privacy law akin to the EU’s GDPR. Data 
protection and privacy requirements are spread out over several federal laws and regulations, including the Health 
Information Portability and Accountability Act for health care and the Gramm Leach Bliley Act for financial institutions. 
The Department of Health and Human Services, the FCC, and the Federal Trade Commission each have authority over 
various aspects of data security and privacy. Some states, including California, which in 2018 passed the Consumer 
Privacy Act, have introduced local data privacy laws that pose a high risk of regulatory fragmentation that could create 
a drag on the digital economy in the United States. Overall, there are no excessive burdens on the transfer of data 
within the United States or to other countries. The United States does not impose local data storage requirements.

CATEGORY 2:  BARRIERS TO LICENSING AND INTERNATIONAL TECHNOLOGY 
TRANSFER

The United States government does not intervene or impose direct restrictions on licensing activity for IP rights 
or international technology transfer. Registration of licenses with the United States Patent and Trademark Office is 
allowed but not required.  

CATEGORY 3:  BARRIERS AND IMPORT RESTRICTIONS:  CREATIVE WORKS

The United States does not impose restrictions or market entry barriers on the importation, screening, and distribution 
of foreign films. There are no quotas on the number of foreign motion pictures allowed to be imported or screened 
in a given year. Similarly, there are no quotas or percentages imposed in terms of the allocation of foreign- versus 
American-produced content on American television and radio broadcasting. Relevant mass media and broadcasting 
laws, including the Communications Act 1934 and the Telecommunications Act 1996, do not impose or require quotas 
on foreign content. The FCC does not directly regulate or review content broadcast on television or radio. The FCC 
does adhere to two core principles of broadcasting standards: the “public interest standard” and “localism.” Both the 
public interest standard and concept of localism were established through the Communicants Act and run through 
the history of the provision of broadcasting services in the United States. The FCC is charged with interpreting and 
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enforcing that broadcasting standards should serve the “public interest, convenience and necessity.” With respect 
to localism, the FCC has traditionally required that broadcasters be based in the communities they are serving and 
provide levels of local news coverage and community broadcasts.

CATEGORY 4:  PRICING,  REIMBURSEMENT AND ACCESS REGULATION TO A 
NATIONAL BIOPHARMACEUTICAL MARKET

Health care in the United States is based on a health insurance model principally managed via private funding and 
on private delivery. Private insurance is primarily arranged and sponsored by employers. According to the Kaiser 
Family Foundation46, about 50% of the American population is covered by employer-sponsored insurance, and about 
7% is covered by individual, non-group insurance. Health care facilities, including hospitals and clinics, are mainly 
privately owned and operated. The elderly, low income, military personnel, and public sector employees are eligible 
for public coverage of health care (either full or subsidized) via Medicare, Medicaid, and other programs that are run 
by the federal and state governments. The biopharmaceutical market is predominantly market based. Private payers, 
including insurers, managed care organizations, and pharmaceutical benefit managers, aggregate various health plans 
and purchase biopharmaceuticals on behalf of the members. Private payers often employ formularies, differential cost 
sharing (including tiered copayments), and other methods to influence prescribing practices. In doing so, they can 
negotiate discounted prices from biopharmaceutical manufacturers and pharmacies. Individual hospitals and other 
health care institutions are also increasingly using formularies to manage costs. The federal government does not 
currently impose national price controls on biopharmaceuticals. Over the course of 2018–19 the Trump administration 
has introduced several reform initiatives aimed at lowering the cost of prescription medicines. In February 2018 the 
Council of Economic Advisers released Reforming Biopharmaceutical Pricing at Home and Abroad, an analysis of the 
global biopharmaceutical market. A few months later the Department of Health and Human Services also announced 
a set of reforms in the blueprint document American Patients First. And in October 2018 the administration announced 
a plan to build an “International Pricing Index.” This index would seek to align Medicare payments under the program 
for physician-administered drugs with the prevailing prices in 14 countries, some of which have a significantly lower 
purchasing power (e.g., Greece, Czech Republic) than the United States. Given the experiences of other countries and 
the use of international reference pricing, it is more likely than not that the introduction of such a mechanism on the 
American market would have a deep and negative impact on long-term innovation and R&D. It is worth noting that one 
of the strongest drivers of biopharmaceutical innovation in the United States has been the existence of a relatively 
free market in the pricing of biopharmaceuticals. While the price of prescription medicines is a hot button issue for the 
public and elected representatives, the overall context of biopharmaceutical pricing and health care access is often 
overlooked. To begin with, one fact often ignored in this debate is that, as a proportion of overall health care spending, 
expenditure on prescription drugs represents a relatively small share of health care spending in the United States, 
at about 12% of total expenditure, according to the OECD (https://data.oecd.org/healthres/pharmaceutical-spending.
htm). Similarly, the United States has by far the highest availability of new and innovative products, being the first 
country of launch for most new medicines. For example, looking at the availability of new molecular entities (NMEs) in 
different countries between 2008 and 2014, IMS Health found that, (https://pharmaceuticalcommerce.com/latest-news/
us-pharma-market-will-top-377-billion-in-2014-up-11-13/) out of 154 NMEs introduced, 104 were available in the United 
States; the second highest penetration rate was in Germany, where 82 products had been introduced, 22 fewer than 
in the United States. A similar ratio is found in more recent data between 2012 and 2016, measured in Indicator 16 of 
the Barometer. Of the 55 oncology products available within two years of global launch examined, 46 (84%) were on 
the market in the United States. This compares with 38 (69%) available in the U.K., 42 (76%) in Germany, 31 (56%) in 
Canada, and only 22 (40%) in Japan. These are all economies that, on a per capita income basis and level of health 
system development, are comparable to the United States but that impose biopharmaceutical price controls and 
varying degrees of cost cutting through their health system. Similarly, looking specifically at the 16 countries used in 
the Department of Health’s International Pricing Index proposal, the U.S. Chamber of Commerce has noted that, over 
the past seven years, 32 fewer drugs were available for the treatment of cancer in these countries.
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The Barometer consists of 16 indicators and four separate categories. The indicators and categories are evenly 
divided between measuring the following:

i)  Market entry barriers that are cross-sectoral—that is, they affect most, if not all, industries and sectors of the economy 

ii) Market entry barriers that are sector-specific—that is, they target certain industries and sectors of the economy

The two tables below list the 16 indicators included in the Barometer and the four categories used.

CROSS-SECTORAL CATEGORIES

Category 1:  Freedom of access to a national market— Localization requirements

1.  Import bans and/or substitution policies on foreign goods and/or services

2.  Manufacturing and/or local content requirements for accessing domestic market

3.  Technology transfer and/or divulging of proprietary technology and IP as requirement for accessing domestic market

4.  Local partnering requirement for market access 

5. Procurement preferences for local producers 

6. Bans on foreign ownership 

7. Barriers to digital trade and service provision

Category 2:  Barriers to licensing and international technology transfer

8.  Registration and disclosure requirements of licensing deals

9.  Direct governmental intervention in the setting of licensing terms

SECTOR-SPECIFIC CATEGORIES

Category 3:  Barriers and import restrictions: Creative works

10.  Quotas and/or distribution and screening barriers in place on foreign imports of creative works

11.  Local broadcasting quotas, discriminatory barriers to entry and/or local content requirements—television

12.  Local broadcasting quotas discriminatory barriers to entry and/or local content requirements—radio

Category 4:  Pricing, reimbursement and access regulation to a national biopharmaceutical market

13.  Overarching philosophy and direction of health and biopharmaceutical system: cost cutting versus recognizing and incorporating new products and innovation

14.  Pricing and reimbursement decision-making and process

15.  Biopharmaceutical specific procurement preferences

16.  Availability of new, innovative biopharmaceutical treatments and products
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Scoring methodology 
Each indicator can score a value between 0 and 1, and the cumulative score of the Barometer ranges from a minimum 
of 0 to a maximum of 16. Indicators can be scored using two distinct methods: numerical and mixed. 

Numerical indicators are those indicators that are based on a quantitative source and compared to a baseline used. 
The score for each economy on this indicator is calculated by dividing the quantitative score for each economy by the 
relevant baseline using the numerical formula “n quantitative score / the baseline used.” The Barometer includes only 
one numerical indicator, Indicator 16, which measures the percentage availability of innovative oncology medicines 
within two years of global launch for 55 innovative products launched between 2012 and 2016. 

Most indicators that make up the Barometer are mixed indicators. The final score for these indicators is based on an 
even split between the following: 

i) Primary and/or secondary legislation (regulation), relevant rules, and guidelines in place 

ii)  The actual application and enforcement of the relevant primary and/or secondary legislation, rules,  
and guidelines in place 

The use of mixed indicators provides flexibility when scoring and allows the Barometer to more effectively 
accommodate “gray areas” in economy performance for a given indicator. Specifically, it is possible to assign a partial 
score, rather than only a 0 or 1. There are five possible scores available within a mixed indicator: 0, 0.25, 0.5, 0.75, 
and 1. The range of scores available for mixed indicators means that greater nuance can be used when individual 
indicators are scored; the practical end-result is that economies can receive partial scores for an indicator, which in 
some cases are a better approximation of their given reality. 

Sources
Scoring in the Barometer is based on both qualitative and quantitative evidence. In order to provide as complete a 
picture of an economy’s market entry environment as possible, this evidence is drawn from a wide range of sources. 
All sources used are publicly available and are freely available and accessible to all. The following is an outline of the 
different types of sources used. 

Government 

Sources from government branches and agencies include the following:

• Primary legislation

• Secondary legislation (regulation) from executive, legislative, and administrative bodies 

•  Reports, rules, and published guidelines from government agencies (and where relevant, parliamentary 
committees), in particular government institutions dealing with foreign investment rules and restrictions 

• Internal departmental guidelines, assessment protocols, and policies 

Legal 

Sources from judicial authorities and legal practitioners include the following:

• Court cases and decisions

• Legal opinions written by judges

• Legal analysis and opinions written by legal practitioners
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International institutions and third parties

Sources from international institutions and third parties include the following:

•  Data, studies, and analysis from international organizations such as the OECD, WTO, International Monetary 
Fund (IMF), United Nations Conference on Trade and Development (UNCTAD), and World Intellectual 
Property Organization (WIPO)

• Publicly available reports, studies, and government submissions by industry organizations

• Reports from NGOs and consumer organizations

Academic 

Academic sources include the following:

• Academic journals

• Legal journals

News

News sources include the following:

• Newspapers 

• News websites

• Trade press

Indicators explained
This section explains how each indicator in the Barometer is measured and scored. 

Cross-sectoral categories

Category 1: Freedom of access to a national market—Localization requirements 

1. Import bans and/or substitution policies on foreign goods and/or services—The extent to which a given economy 
has in place de jure laws, regulations, rules, and official guidelines, and/or de facto practices that (1) ban the 
importation of foreign goods and service on grounds of industrial and economic policy and/or (2) actively seek to 
replace imported goods and services with domestically produced goods and services through import substitution. 
This is a mixed indicator.

2. Manufacturing and/or local content requirements for accessing the domestic market—The extent to which a given 
economy has in place de jure laws, regulations, rules, and official guidelines, and/or de facto practices that condition 
access to a domestic market on the establishment of a local manufacturing capacity and/or the use of local content. 
This is a mixed indicator.

3. Technology transfer and/or divulging of proprietary technology and IP as a requirement for accessing the 
domestic market—The extent to which a given economy has in place de jure laws, regulations, rules, and official 
guidelines, and/or de facto practices that condition access to a domestic market on the transfer of proprietary 
technology and IP assets. This is a mixed indicator.

4. Local partnering requirement for market entry—The extent to which a given economy has in place de jure laws, 
regulations, rules, and official guidelines, and/or de facto practices that require partnering with a local entity for access 
to a domestic market. This is a mixed indicator.
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5. Procurement preferences for local producers—The extent to which a given economy has in place de jure 
laws, regulations, rules, and official guidelines, and/or de facto practices that give preferences to local producers 
of goods and services. Examples of such preferences include, but are not limited to, higher prices paid to local 
vendors, tendering preferences for local vendors, and restrictions on foreign vendors’ ability to participate in public 
procurement. This is a mixed indicator. 

6. Bans on foreign ownership—The extent to which a given economy has in place de jure laws, regulations, rules, 
and official guidelines, and/or de facto practices that ban and/or limit foreign ownership and equity stakes in national 
entities. This is a mixed indicator. 

7. Barriers to digital trade and service provision—The extent to which a given economy has in place de jure laws, 
regulations, rules, and official guidelines, and/or de facto practices that place restrictions on foreign entities ability 
to collect, trade in, and provide digital data services. Such restrictions include, but are not limited to, limitations and 
restrictions on cross-border data transfer and/or data localization. This is a mixed indicator. 

Category 2: Barriers to licensing and international technology transfer

8. Registration and disclosure requirements of licensing deals—The extent to which licensing agreements must be 
registered and/or disclosed with relevant authorities to carry legal effect. This is a mixed indicator.

9. Direct governmental intervention in the setting of licensing terms—The extent to which the relevant authorities 
directly intervene and set licensing terms between licensee and licensor. This can be done through, for example, 
governmental preapproval for any licensing agreement between two parties as well as government intervention in the 
setting of licensing terms, including royalty rates. This is a mixed indicator.

Sector-specific categories
Category 3: Barriers and import restrictions: Creative works 

10. Quotas and/or distribution and screening barriers in place on foreign imports of creative works—The extent 
to which a given economy has in place de jure laws, regulations, rules, and official guidelines, and/or de facto 
practices that place quotas and/or distribution and screening barriers on the importation, distribution, and effective 
dissemination of foreign content including motion pictures. This is a mixed indicator.

11. Local broadcasting quotas, discriminatory barriers to entry, and/or local content requirements—television—The 
extent to which a given economy has in place de jure laws, regulations, rules, and official guidelines, and/or de facto 
practices that place restrictions on the broadcasting of foreign content on television. This includes, but is not limited 
to, set quotas for local, domestically produced content (national, regional, and/or otherwise locally defined) and/or 
other restrictions on the broadcasting of foreign content on television. This is a mixed indicator.

12. Local broadcasting quotas, discriminatory barriers to entry, and/or local content requirements—radio—The 
extent to which a given economy has in place de jure laws, regulations, rules, and official guidelines, and/or de facto 
practices that place restrictions on the broadcasting of foreign content on the radio. This includes, but is not limited to, 
set quotas for local, domestically produced content (national, regional, and or otherwise locally defined) and/or other 
restrictions on the broadcasting of foreign content on radio. This is a mixed indicator.

Category 4: Pricing, reimbursement, and access regulation to a national biopharmaceutical market 

13. Overarching philosophy and direction of health and biopharmaceutical system: cost cutting versus recognizing 
and incorporating new products and biopharmaceutical innovation—The extent to which a given economy’s health 
and biopharmaceutical system (including de jure laws, regulations, rules, and official guidelines, and/or de facto 
practices) is geared toward cost cutting (regardless of pricing and reimbursement system and methodology used) 
versus recognizing and incorporating new products and biopharmaceutical innovation. The latter can be defined, 
for example, through market-based pricing or appropriate recognition of innovation within an economy’s pricing and 
reimbursement system and decision-making process. This is a mixed indicator. 
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14. Pricing and reimbursement decision-making and process—The extent to which a given economy’s pricing and 
reimbursement process and decision-making (1) is transparent, (2) follows due process, and (3) comparisons are made 
on the basis of reaching the lowest possible price or rate of reimbursement or retains and makes comparisons that 
retains and values the level of innovation. This is a mixed indicator.

15. Biopharmaceutical-specific procurement preferences—The extent to which the procurement of biopharmaceutical 
products (including de jure laws, regulations, rules, and official guidelines, and/or de facto procurement practices) 
by public and/or private payers gives preferences to local manufacturers. Examples of such preferences include, 
but are not limited to, higher prices paid to local manufacturers, tendering preferences for local manufacturers, and 
restrictions on foreign vendors’ ability to participate in public procurement. This is a mixed indicator.

16. Availability of new, innovative biopharmaceutical treatments and products—The extent to which new cancer 
medicines are made available on the domestic market within two years of global launch between 2012 and 201647. This 
is a numerical indicator.
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