
 

 

THE BUCHAREST UNIVERSITY OF ECONOMIC STUDIES 

Council for Doctoral Studies 

Economics and International Affairs Doctoral School 

 

 

 

 

 

POTENTIAL IMPACT OF THE TRANSATLANTIC TRADE AND 

INVESTMENT PARTNERSHIP ON THE INTEGRATED EU-US 

PHARMACEUTICAL MARKET 

 

DANIEL NAGEL 

 

 

 

Academic advisor: Professor PhD SORIN BURNETE 

 

 

 

 

 

 

 

 

 

 

Bucharest 2019



 

 

CONTENTS 

1 DOCTRINAL BASIS OF INTERNATIONAL TRADE    1 

1.1 Main schools of thought prior to globalization: the conventional theory  1 

1.1.1 Mercantilism          1 

1.1.2 Comparative Costs (Ricardian theory of comparative advantage)   2 

1.1.3 Factor Endowment (the Heckscher-Ohlin theorem)     6 

1.1.4 Imperfect Competition and Economies of Scale     10 

1.2 Globalization induced New Forms of Trade      15 

1.3 Comments and Conclusions        20 

2 FREE TRADE IN THEORY AND POLICY: CONTEMPORARY CHALLENGES 

            24 

2.1 Free trade in theory and policy: An overview     24 

2.2 Conventional theory fundamentals: hardly dampened by the elapsing of time 24 

2.2.1 Comparative advantage: A long-life concept      24 

2.2.2 Sources of comparative advantage: Still a controversial topic   26 

2.2.3 Keeping up with the times: Comparative advantage dynamics   27 

2.2.4 The relevance of conventional theory under globalization    29 

2.3 Former and contemporary enemies of free trade     31 

2.3.1 The root of resentment: Pre-industrial mercantilism     31 

2.3.2 Industrialization-driven nationalism: More fuel to the fire    33 

2.3.3 Further convulsions: Early 20th-century mercantilism    35 

2.3.4 First post-World War II decades: Decisive steps toward trade liberalization 36 

2.3.5 Industrialization of the developing world: nationalism rekindled   37 

2.3.6 A novel redoubtable enemy: Non-tariff barriers     38 

2.3.7 Protectionism and the second-best theory      38 

2.4 Comments and Conclusions        40 



 

 

3 INTERNATIONAL TRADE AND REGIONAL INTEGRATION   41 

3.1 International trade and regional integration: An overview    41 

3.2 Theory of economic integration and trade policy     41 

3.2.1 Economic integration: Theoretical and historical considerations   41 

3.2.2 Trade policy          43 

3.3 The evolution of international trade       45 

3.4 Formation of the multilateral trade system      48 

3.5 The surge in regionalism        52 

3.6 Transatlantic Integration: A Pinnacle of Trade Liberalization   56 

3.7 Comments and Conclusions        63 

4 THE FATE OF 21st-CENTURY MULTILATERALISM    65 

4.1 About the origins of multilateralism       65 

4.2 Why multilateralism has not endured       68 

4.3 Regional blocs’ protectionism: Cultivating free trade inside while erecting barriers vis-à-

vis the outside           70 

4.4 Multilateral negotiations: now moribund?      72 

4.5 Compatibility of preferential trade agreements with multilateral principles  75 

4.6 Three waves of preferential trade agreements in modern times   76 

4.7 Preferential Trade Agreements: A more expedient avenue?    79 

4.8 Preferential Trade Agreements: Stepping stones or stumbling blocks of multilateral trade 

liberalization?           82 

4.9 The WTO at a crossroads        84 

4.10 Comments and Conclusions        88 

5 CASE STUDY: THE EU’S SHIFT IN TRADE POLICY    90 

5.1 A change of direction following the turn of the millennium    90 

5.2 Objectives and research methodology      91 



 

 

5.3 Responding to the rise of global value chains and the public outcry for more transparency 

            91 

5.4 Forging bilateral relationships instead of blind faith in multilateralism  93 

5.5 Current bilateral and regional initiatives      94 

5.5.1 Opening doors to the Asia and the Pacific region     94 

5.5.2 Consolidation bonds with Latin America and the Caribbean    97 

5.5.3 Europe’s heterogenic neighborhood       98 

5.5.4 Landmark undertakings with North-American allies     99 

5.6 Comments and Conclusions        100 

6 TRANSATLANTIC TRADE WARS: THE UNITED STATES AND THE EUROPEAN 

UNION IN ENDLESS CONFRONTATION       102 

6.1 Transatlantic trade wars: An overview      102 

6.2 The bananas war: heated argument over privileged regime granted to former colonies 

            104 

6.3 The hormone beef case: beyond the TBT agreement     105 

6.4 Genetically Modified Organisms: genuine scientific evidence or disguised protectionism? 

            107 

6.5 Reigniting older hostilities: subsidies for aircraft production    109 

6.6 Harder times are looming        110 

6.7 Comments and Conclusions        111 

7 TRANSATLANTIC INTEGRATION: THE TTIP UNDER SCRUTINY  113 

7.1 The road toward a fully integrated transatlantic market: winding and potholed 113 

7.2 Objectives and research methodology      116 

7.3 TTIP in a nutshell: Structure and Substance      117 

7.4 Points of contention: The EU’s and US’ opposing positions during the negotiations 

            123 

7.4.1 Agriculture and foodstuffs        123 



 

 

7.4.2 Government procurement        127 

7.4.3 Investment and services        127 

7.4.4 ISDS           128 

7.4.5 Environment and labor        130 

7.4.6 IPR           130 

7.4.7 Industrial regulations, standards and conformity assessment procedures  131 

7.5 SWOT analysis         133 

7.5.1 Internal strengths         133 

7.5.2 Internal weaknesses         139 

7.5.3 External opportunities         146 

7.5.4 External threats         152 

7.5.5 Summary of SWOT analysis        159 

7.6 Comments and Conclusions        162 

8 CASE STUDY: POTENTIAL IMPACT OF THE TRANSATLANTIC TRADE AND 

INVESTMENT PARTNERSHIP ON THE INTEGRATED EU-US PHARMACEUTICAL 

MARKET           166 

8.1 The pharmaceutical industry: A truly transatlantic industry    166 

8.2 Objectives          170 

8.3 Research methodology        171 

8.3.1 The EU’s and the US’ pharmaceutical market: Common characteristics, noticeable 

differences and the opportunity of enhanced integration through TTIP   171 

8.3.2 Quantitative prediction: Potential impact of TTIP on trade and employment 172 

8.3.3 Survey: Prognosis of possible changes within the integrated EU-US pharmaceutical 

market in the wake of TTIP         175 

8.4 Results           176 

8.4.1 Common characteristics of the EU’s and the US’ pharmaceutical market  176 

8.4.2 Noticeable differences between the EU and US pharmaceutical market  187 



 

 

8.4.3 An ambitious pharma chapter in TTIP: Key NTBs and opportunities  191 

8.4.4 Quantitative prediction: Impact of TTIP on US and extra-EU trade in pharmaceuticals 

            203 

8.4.5 Quantitative prediction: Impact of TTIP on employment in the EU-28 and US 

pharmaceutical sector          217 

8.4.6 Survey: Prognosis of possible changes within the integrated EU-US pharmaceutical 

market in the wake of TTIP         220 

8.5 Comments and Conclusions        224 

8.5.1 An ambitious pharma chapter in TTIP      224 

8.5.2 Quantitative prediction: Impact of TTIP on US and extra-EU trade in pharmaceuticals 

            227 

8.5.3 Quantitative prediction: Impact of TTIP on employment in the EU-28 and US 

pharmaceutical sector          229 

8.5.4 Survey: Prognosis of possible changes within the integrated EU-US pharmaceutical 

market in the wake of TTIP         230 

9 BIBLIOGRAPHICAL REFERENCES      232 

10 APPENDIXES         262 

11 LIST OF ABBREVIATIONS        263 

12 LIST OF TABLES         265 

13 LIST OF FIGURES         268 

 

  



 

 

KEY WORDS 

Transatlantic Trade and Investment Partnership, TTIP, International trade, regionalism, 

preferential trade agreements, multilateralism, Doha Round, WTO, trade policy, free trade 

agreements, trade wars, SWOT, non-tariff barriers, regulatory convergence, pharmaceutical 

industry, patents, clinical trials, marketing approval, drug prices, trade in pharmaceuticals 

 

 

SUMMARY OF THE DOCTORAL THESIS 

Chapter 1 ‘DOCTRINAL BASIS OF INTERNATIONAL TRADE’ outlines the 

conceptual framework of this thesis. To be more precise, it revisits the main schools of thought 

prior to globalization (Mercantilism, Comparative Costs, Factor Endowment, Imperfect 

Competition and Economies of scale) as well as globalization-induced new forms of trade 

(International fragmentation of the production chain, Intra-firm trade). 

Besides, it shows that the principles of ‘Comparative Costs’ and ‘Factor Endowment’ are 

still pertinent today to explain the effects of the globalization process which has been unraveling 

the economic order of the past. Irrespectively, today’s globalized world is hardly characterized by 

sectorial specialization but intra-industry trade to a much larger extent. Large enterprises reaping 

on internal scale economies owing to an extended sales market, welfare gains through an 

enlarged selection of differentiated products and consumers benefiting from slashing prices 

attributed to the intensified competition in variants – all those aspects appear even more 

symptomatic for the highly intertwined economies of the present than the 1980s when the ‘new 

trading theory’ and its monopolistic competition models sprung up. Plummeting costs for 

transport, technological advances in digital communication technologies, falling tariff and 

investment barriers as well as the resolute opening of major NIEs – endowed with their abundant 

and cheap labor forces – has moreover reinforced a geographical fragmentation of the value chain 

according to cost considerations. Companies realize this by either awarding a foreign supplier 

with an outsourcing contract or launching their own subsidiaries abroad (intra-firm trade).  

Chapter 2 ‘FREE TRADE IN THEORY AND POLICY: AN OVERVIEW’ 

demonstrates that the intuitive power of the comparative advantage principle has remained 

unfaltering by the elapsing of time in spite of the commercial relations among nations being 

subject to numerous changes due to economic, technological and political factors. While 



 

 

international trade per se has provided a strong underpinning for nations’ industrial development 

in the West two centuries ago, the link between industry and trade also generated one highly 

disputable issue, namely whether industrial development would be fostered or hampered by 

unfettered trade. Discussions are not less animated today, when conventional theory is faced with 

additional challenges deriving from novel phenomena such as intra-firm trade, international 

expansion of firms through vertical integration or horizontal development, international trade in 

intermediary goods as well as labor and environmental issues. Due to the complexity of today’s 

international background, the new theories promote a more nuanced way of tackling freedom of 

trade. Perfect competition and constant returns to scale serve as pure theoretical assumptions and 

therefore are inappropriate to underlie international trade theory. Consequently, free trade is no 

longer viewed as the best of all possible policy options. The necessity of managed trade is 

derived, firstly, from the eternal desire of sovereign states to regulate this matter of utmost 

importance for their welfare, and secondly, the existence of market failures or distortions. If this 

is the case, additional trade barriers (tax-cum-subsidies) could be used to offset these distortions 

and thereby increase welfare. The important thing here is the trade-off: Even if we are faced with 

clear-cut cases of market failure in international trade, it will not follow that the optimal policy is 

restricting free trade. 

Chapter 3 ‘INTERNATIONAL TRADE AND REGIONAL INTEGRATION’ 

acquaints the reader with the theory of economic integration and trade policies. Having created 

this elemental understanding of the subject matter, it examines the surge of international trade in 

the aftermath of the Second World War concurring with the evolution of the multilateral trade 

system. Incidentally, it does not fail to illustrate the recent drawbacks of multilateralism, either. 

On this occasion, the main drivers of regionalism – exemplified by the European Union – were 

analyzed. As a mayor objective of Chapter 3, the pending transatlantic economic integration was 

scrutinized through the prism of both economic theory and historical development. It was 

ultimately demonstrated that economic integration will be no less lucrative on a transcontinental 

level than it used to be on a regional level. In fact, the conclusion of the Transatlantic Trade and 

Investment Partnership would mark a pinnacle of international trade liberalization process. 

Chapter 4 ‘THE FATE OF 21st-CENTURY MULTILATERALISM’ unveils that the 

surge of regional blocs has also entailed considerable drawbacks. Regional blocs cultivated free 

trade inside but remained protectionist vis-à-vis the outside, thereby impeding the progress of the 

multilateral trade system. Protectionism indeed rates among the preeminent causes for the 



 

 

stagnating liberalization process under the auspices of the WTO. But also the soaring number of 

WTO member states accompanied by their incompatible interests, the shifting balance of powers 

in the world economy, the ambitious agenda spanning over 20 diverse issues and in particular the 

single undertaking approach emerged as the Doha’s Round ‘stumbling blocks’. The utter dismay 

over the deadlock of the Doha Round has provoked countries to opt for alternative fora outside 

the WTO in their endeavor to expedite far-reaching trade liberalization. Chapter 4 shows that this 

urge for deeper integration and the unprecedented expansion of global production networks 

(whose effective operability strongly relies on the intergovernmental alignment of WTO+ and 

WTO-X policy areas) constitute one of the central root causes for the most recent wave of PTAs 

which has been gathering force over the course of the 21st century. It likewise emphasizes that 

the impact of ‘discriminatory liberalization’ is a contentious subject because PTAs are, depending 

on the perspective, either appreciated as ‘stepping stones’ or denounced as ‘stumbling blocks’ in 

the construction of the multilateral trade order.  

Anyway, the WTO is in desperate need of fundamental reform as its raison d'être is 

increasingly under critical scrutiny. On that note, it is recommended that a softening of the single 

undertaking approach must be at the heart of this reform. The WTO is furthermore well-advised 

to pursue critical mass agreements (CMAs) or plurilateral agreements (PAs) whenever a matter of 

sweeping trade liberalization is broadly but not necessarily in unison endorsed. This ability to 

move forward in negotiations without being held hostage by single members would bestow the 

much-needed dynamism upon the WTO. 

Chapter 5 ‘CASE STUDY: THE EU’S SHIFT IN TRADE POLICY’ explores the key 

motives for the European Commission’s latest update of its trade and investment strategy in 

October 2015 in form of ‘Trade for all’. It furthermore investigates the root causes for the EU’s 

mounting inclination towards preferential trade agreements, no longer having blind faith in 

multilateralism. The case study then bolsters this assertion by means of outlining the EU’s 

manifold current endeavors to forge PTAs all around the globe. The contextual structure of this 

Chapter facilitated to test the following hypothesis: The EU’s shift in trade policy represents an 

essential stepping stone toward a potential prospective Transatlantic Trade and Investment 

Partnership which would symbolize the crown jewels in the EU’s 21st-century network of 

preferential trade agreements.  

Chapter 6 ‘TRANSATLANTIC TRADE WARS: THE UNITED STATES AND 

THE EUROPEAN UNION IN ENDLESS CONFRONTATION’ exposes that – in spite of 

https://www.linguee.de/englisch-deutsch/uebersetzung/raison+d%27%C3%AAtre.html


 

 

their decisive contribution to the postwar trade liberalization process – the EU and the US have 

never quit being protectionist in certain sensitive domains where either of them fears succumbing 

to competition from abroad. These uncompetitive sectors then typically enjoy governmental 

protection through production subsidies, tariffs, quotas, minimum import prices, variable import 

levies and so forth. As a result, the trading relations between the two giants have become 

increasingly affected by confrontation. Resentments have inevitably multiplied over a number of 

products and services which, though important for one partner’s exports, would fall under the 

other’s protective tariffs or other types of non-tariff barriers. Chapter 6 illustrates this unresolved 

issue by revisiting some of the most prominent and partly ongoing transatlantic trade disputes 

(bananas war, hormone beef case, GMOs, aircraft subsidies, Trumpian steel tariffs). Thereby, it 

points out the dire need for an EU-US FTA as a vehicle to reciprocally lift remaining 

protectionist tariffs and dismantle regulatory barriers in order to avert future trade wars and 

replace confrontation with partnership 

Chapter 7 ‘TRANSATLANTIC INTEGRATION: THE TTIP UNDER SCRUTINY’ 

aims at investigating whether there are compelling motives for revitalizing negotiations on an 

EU-US trade and investment agreement, be it under the acronym TTIP or simply rebranded. To 

achieve this research objective, the following research methodology was applied. Firstly, the 

three pillars of the former negotiations and their main domains were delineated so as to lay the 

groundworks for an ensuing profound assessment.  

Secondly, the various points of contention – which impede the conclusion of a 

transatlantic trade and investment agreement – were determined, utilizing comparative analysis to 

pinpoint the EU’s and US’ opposing positions on diverse issues. It clearly unveiled that TTIP was 

put on hold not because it is a ‘bad thing’ but because of conflicts of interest that are hard to 

reconcile. The comparative analysis also showed that the divergent approaches towards risk 

management translate into a formidable dilemma with regard to finding common ground on a 

broad range of topics. One must suspect that one central prerequisite has not been met yet, 

namely mutual confidence in the counterpart’s unfamiliar regulatory philosophy. 

Thirdly, an exhaustive SWOT analysis was conducted which represents a popular tool in 

the business environment. To be precise, this powerful evaluation technique was slightly adapted 

to identify internal strengths and weaknesses of TTIP as well as external opportunities and threats 

to its potential future conclusion. The SWOT exercise, inter alia, drew on prospective analysis in 

order to forecast both the implications of external factors on the TTIP’s destiny and its likely 



 

 

transformations in terms of market organization and functioning, business consolidation, 

production and distribution efficiency, consumer satisfaction and regulation harmonization. The 

TTIP was also examined from a different angle in order to buttress the author’s line of 

argumentation. What are the ramifications of an easily conceivable scenario where the 

negotiations on a transatlantic trade and investment agreement will not be reinstated at some 

point in the future? Deploying this methodology, namely the antithesis, helped to investigate by 

implication whether and why a resumption of the bilateral talks culminating in the conclusion of 

an EU-US FTA is desirable after all.  

Transparency is not only crucial for dispute settlement but also for TTIP negotiations per 

se. The former conduct of negotiations behind closed doors fueled the suspicion that preference 

was given to corporate interests. The populace’s perception of ‘backroom deals’ insinuated that 

there was something to hide. This erstwhile lack of transparency is must be rectified (through e.g. 

public participation, disclosing negotiation objectives and progress reports, etc.) when both 

parties withdraw TTIP from its present deep freeze storage again. By the same token, discrediting 

NGOs should be demanded to lay bare their opaque sources of funding and denigrating claims. 

Notably, those opposing civil society groups put officials on the back foot from the very 

beginning of public discourse, who perspicuously struggled to debunk the potpourri of myths and 

misconceptions in articulate, persuasive language.  

Chapter 8 ‘CASE STUDY: POTENTIAL IMPACT OF THE TRANSATLANTIC 

TRADE AND INVESTMENT PARTNERSHIP ON THE INTEGRATED EU-US 

PHARMACEUTICAL MARKET’ demonstrates that the Transatlantic Trade and Investment 

Partnership would have a significant impact on the pharmaceutical industry, not least because the 

latter is truly a transatlantic industry. 

The pharmaceutical industry per se is tightly regulated since health authorities are 

accountable for ensuring the efficacy, safety and quality of medicines distributed in their 

jurisdictions. But while the EU and the US are cherished for their high regulatory standards in the 

pharmaceutical domain, their specific regulations are often incompatible with each other despite 

pursuing the same goals. EU-US trade in pharmaceuticals is consequentially considerably 

impeded by non-tariff barriers, bearing in mind the high degree of regulation on either side. With 

its special focus on regulatory alignment and envisaged vertical chapter dedicated to the 

pharmaceutical sector, a Transatlantic Trade and Investment Partnership could certainly remedy 

this situation. In spite of the enormous importance of the pharmaceutical industry to the EU and 



 

 

US economy, a profound and impartial assessment on pharmaceuticals-specific measures 

recommended for implementation within a potential EU-US FTA has hitherto not been available.  

All the more important it was to identify the most relevant regulatory divergences for the bilateral 

trade in pharmaceuticals, propose solutions as how to settle them and show the ensuing benefits 

for companies, health authorities and patients. This objective has now been attained by means of 

an exhaustive analysis on key areas to be targeted within an ambitious pharma chapter in TTIP. 

The latter encompass: Patents, clinical trials, marketing approval process, post-approval CMC 

changes, pricing and reimbursement policies across EU member states and enhanced regulatory 

cooperation. 

Quantitative research lied at the heart of this case study which is distinctive for its updated 

reference point and special focus on the pharmaceutical sector. First of all, previous impact 

analyses on TTIP are premised on the year 2017 as an anticipated reference point for its entry 

into force which, however, eventually failed to materialize. Leaving the intertemporal political 

ice age behind, Brussels and Washington have been busy preparing a relaunch of official trade 

talks since the Trump-Junker agreement in July 2018. Assuming that President Trump will push 

to conclude an EU-US FTA until the end of his first term for political gains, the year 2021 was 

taken as reference point for the treaty’s entry into force. Even more importantly, the few reliable 

of these earlier econometric studies on TTIP lack the much-needed finer graduation so as to do 

justice to the economically paramount pharmaceutical sector. Instead of merely yielding 

prognoses for the wider chemical sector, this case study delved deeper and focused exclusively 

on the pharmaceutical industry.  


