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Abstract
Background
The proliferation of International Investment Agreements (IIAs), as the result of globalization, has been identified as one of the factors contributing to policy inertia or chill on meaningful public health policy action. Health safeguards, i.e., specific clauses to protect the State’s right to regulate, have been increasingly included in IIAs to protect health policy. However, an in-depth understanding of the processes involved in the diffusion of health safeguards in IIAs globally and the factors acting as barriers and facilitators for their uptake is still lacking. In this context, the present study intends to fill this research gap by analysing the uptake of health safeguards in the context of Uruguay, a developing Latin American country. The objectives were to: (i) examine the evolution of the inclusion of health safeguards in the Bilateral Investment Treaties (BITs) signed by Uruguay until 2024, (ii) analyse how Uruguay has approached BITs after the Philip Morris ISDS case, (iii) explore Uruguayan stakeholders’ perspectives on the inclusion of health safeguards in BITs, (iv) identify barriers and facilitators for the uptake of health safeguards in the BITs.

Results
Documentary analysis of the BITs signed by Uruguay showed an ascending trend in the inclusion of health safeguards, reaching 100% since 2010. Interviews with key stakeholders suggested that health safeguards diffused from abroad through transnational transfer networks. While Uruguay has not faced challenges in including health safeguards in recent BITs, the renegotiation of old generation BIT agreements with developed countries has proven to be difficult. A wide range of factors that act as facilitators and barriers for the inclusion for health safeguards in the BITs were identified, which were related to both the national and intergovernmental levels.

Conclusions
Results contribute to the understanding of the factors that influence the evolution of the interface between investment agreements and public health policy by analysing the adoption of health safeguards in BITs. Strong recommendations from international organizations to renegotiate old generation BITs may contribute to overcoming the existing power dynamics and support developing countries in the protection of their regulatory space.
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Background
Addressing the commercial determinants of health, defined as “strategies and approaches used by the private sector to promote products and choices that are detrimental to health” [1], through regulatory actions has been identified as a priority to achieve the sustainable development goals [2]. However, the implementation of transformative and effective policies remains scarce worldwide [3]. The proliferation of International Investment Agreements (IIAs), as the result of globalization, has been identified as one of the factors contributing to this policy inertia or chill on meaningful public health policy action [4–7].
Bilateral investment treaties (BITs), the most common form of IIAs, are treaties signed by two States to promote and protect cross-border investments [8]. They provide a series of protections to foreign investors under international law, including fair and equitable treatment and the right to obtain compensation in case of direct and indirect expropriation [9]. A key feature of most BITs is the inclusion of an Investor-State dispute settlement (ISDS) mechanism which enables investors to use a form of private international arbitration to pursue compensation from States if governments implement measures that infringe the dispositions of the treaties [10]. This mechanism has been used to challenge health policy measures globally, such as taxation, health insurance, water provision, environmental protection, and anti-tobacco regulations [11, 12].
The BITs signed in the 90s and beginning of 2000s, usually regarded as old generation BITs, included few provisions to protect the states’ regulatory and policy space, i.e., their ability to regulate, the scope and content of the policies and the mechanisms they can use to design and implement policies for achieving certain objective [13]. Three key mechanisms explain this potential negative effect of BITs. First, IIAs can limit the range of policy options available to governments for protecting and promoting health [14]. For example, shifting from public to private provision of health care services as a consequence of the implementation of a BIT can increase inequities with respect to access [15]. Further, provisions protecting patents for medicines can weaken national pharmaceutical policies [16]. Second, BITs can generate regulatory chill: out of fear of capital fright or ISDS cases, governments can alter, modify, or fail to enact effective public health policies [4, 5, 17]. This effect can extend beyond the country directly involved in an ISDS case, as other governments may delay or avoid introducing health policies while awaiting the outcome of similar cases elsewhere [18]. Third, ISDS mechanisms can also enable a high level of industry influence on national health policies by providing them with a strategy to require open participation in decision making [19].
In the wake of a growing number of ISDS cases, new generation BITs emerged in the decade of 2010s to protect the States right to regulate [13]. These BITs include more detailed and precise clauses [20]. One of their innovations has been the inclusion of health safeguards, i.e., specific clauses to protect the State’s right to regulate [14]. Health safeguards can be classified in three main groups: defensive, neutral, and progressive [21]. Defensive clauses intend to shield regulatory and policy space through the inclusion of clause-specific clarifications, exclusions and exceptions. Meanwhile, neutral clauses intend to respect and avoid the erosion of existing health policies. More recently, progressive clauses have emerged as an innovation to impose health-related obligations to foreign investors. This type of safeguards has been used in developing countries such as Brazil and Bangladesh [21, 22].
Recognizing the threat to health of IIAs, the United Nations Trade and Development (formerly known as UNCTAD) and the World Health Organization (WHO) have identified the protection of health policy within IIAs as a priority [13, 15]. Previous studies have analysed the inclusion of health safeguards in BITs [6, 14, 21, 23–25]. However, an in-depth understanding of the processes involved in the diffusion of health safeguards in BITs globally and the factors acting as barriers and facilitators for their uptake is still lacking. In this context, the present study intends to fill this research gap by analysing the uptake of health safeguards in the context of Uruguay, a developing Latin American country.
Study context and objectives
This study focuses on Uruguay, a small developing country located in the southeastern region of South America, between Argentina and Brazil. It has a population of 3,444,263 inhabitants and an area of 176,215km2 [26]. With a gross domestic product (GDP) of 23,090 US dollars per capita, it is categorized as a high-income country [27]. It stands out in the region by its low inequality (Gini index = 0.408), high human development index (HDI = 0.809) and political stability [28, 29]. Although Uruguay is classified as a high-income country based on GDP, it remains behind high-income nations in Europe, North America, and Oceania in key areas such as industrialization, infrastructure development, and labour market conditions [30]. As a result, it is generally categorized as a developing country or a developing market economy rather than a fully developed nation [30]. This distinction reflects structural economic challenges, including a reliance on primary industries, less advanced manufacturing sectors, and gaps in technological innovation and infrastructure compared to more industrialized economies.
Foreign direct investment has played an important role in the growth of the Uruguayan economy, contributing to the development and strengthening of its productive structure [31]. The country has made numerous efforts to attract foreign investors and is regarded as one of the least restrictive developing countries for foreign investment [32]. According to the most recent data, in 2023 foreign direct investment corresponded to 3.7% of the GDP (3,551 million US dollars) [33].
As part of the efforts to attract direct foreign investment, Uruguay approved an investment law in 1998, which declares national and foreign investment of national interest and establishes equitable treatment for foreign investors [34]. In addition, IIAs have been one of the strategies implemented by the country to attract foreign investment. It currently has 32 IIAs in effect with 34 developed and developing countries [35], including BITs with the most relevant countries in terms of direct foreign investment between 2022 and 2023: Spain, Finland, Switzerland, USA, Netherlands, Singapore, Canada, Germany [32, 33, 35].
Compared to other Latin American countries, Uruguay has limited experience with ISDS: it has only faced five ISDS cases, four of which have been decided in favour of the State and one is still pending [11]. Despite its relative limited experience with arbitration, the country has faced a high-profile case relevant for health public policy. Uruguay, recognized as a global leader in tobacco control [36], introduced in 2008 a new policy banning different presentations per brand families and mandating health warnings to occupy at least 80% of the package [37]. In response, in 2010, Philip Morris (PM) started an ISDS case against Uruguay claiming that the act constituted a form of indirect expropriation, allegedly infringing the dispositions of the Switzerland-Uruguay BIT (1988) [11]. In 2016, the tribunal dismissed all claims and ordered Philip Morris to pay the trial’s and Uruguay’s legal costs [38]. Considering that governments’ approach to BITs may be shaped by their experience with arbitration [4, 39], this high-profile ISDS case could have influenced the country’s approach to BITs. Previous research has shown that the case introduced policy chill to the anti-tobacco regulation in the country [4, 40]. However, no information has been published on its potential influence on IIAs and particularly the inclusion of health safeguards.
In this context, the objectives of the present work were to: (i) examine the evolution of the inclusion of health safeguards in the BITs signed by Uruguay until 2024, (ii) analyse how Uruguay has approached BITs after the Philip Morris ISDS case, (iii) explore Uruguayan stakeholders’ perspectives on the inclusion of health safeguards in BITs, (iv) identify barriers and facilitators for the uptake of health safeguards in the BITs.

Theoretical framework
The research draws on the diffusion of innovations theory [41]. The uptake of health safeguards in BIT is conceptualized as a policy innovation, i.e., “a novel practice used for policy design and development that result in better problem solving of complex issues” [42]. The diffusion of innovation theory is complemented with insights from theories of policy learning [43, 44], as well as international negotiation theories to account for the fact that BITs are the result of the negotiation between two countries [45, 46].
The theoretical framework suggests that the inclusion of health safeguards, has been gradually adopted by states as a consequence of a diffusion process, i.e., it has been communicated through communication channels over time among states. Therefore, the uptake of the innovation by a State is influenced by: (i) a national network of agents, including State agencies, State officials, and civil society organizations; (ii) internal determinants of policy arrangements, i.e., internal factors of a country that determine willingness to adopt a policy innovation and the characteristics of the implemented public policies, including socio-economic characteristics and institutional structures [41, 46, 47]; (iii) international networks through which diffusion occurs, including State-State interactions, international organizations and transnational bodies [43, 48]; (iv) intergovernmental negotiations between states, which are influenced by power and authority dynamics [46, 49]. This framework recognizes that the decision to adopt health safeguards within a BIT involves negotiation on two levels. First, the national level, where primarily the domestic governance dynamic needs to be investigated (in terms of actors, interests, ideas and discourse, and institutions). Second, on the intergovernmental level, where the negotiation process and the power dynamic between states become highly relevant [46].
Examining the uptake of health safeguards in the Uruguayan context enables the understanding of how diffusion took place in a global context and to identify factors that have acted as barriers and facilitators. Results are expected to provide insights to support the development of resources and tools to support the uptake of strong health safeguards in IIAs.


Methods
The present study uses a combination of documentary analysis and semi-structured interviews with key stakeholders related to BITs in Uruguay. The study was approved by the ethics committee of the School of Chemistry of Universidad de la República (Uruguay) (Protocol Number 101900-000149-23).
Documentary analysis
All the BITs signed by Uruguay were extracted from the Electronic Database of Investment Treaties (EDIT), a free and comprehensive repository of full-text investment treaties developed by the University of Bern and the University of Ottawa [50]. The Spanish version of the treaty was used in the analysis, which was extracted from the website of the Uruguayan government. For each of the treaties, a search for words related to health was performed using the search tool of the software (or manually if the treaty was only available as a scanned document). Drawing on Thow et al. [21], only explicit references to health were considered. The following Spanish words were considered: salud, sanidad, sanitaria/sanitario (health, sanitary in English, respectively). The clauses including health-related words were extracted and manually classified using the framework developed by Thow et al. [21]. The detailed type and intent of the clauses were analysed with support from an investment law colleague, and changes over time were examined.

Interviews with key stakeholders
Seven semi-structured interviews with key stakeholders were conducted: 6 individual interviews and one group interview with four people. Thus, a total of ten participants were involved in the research. The criterion for inclusion was having worked, either currently or in the past, as a government official in Uruguayan institutions related to international investment agreements.
Potential participants were identified through official government documents available online and an active snowball recruitment process. Participants were asked to provide the contact details of other people that they considered useful to interview. Active snowball sampling has been recommended for policy research with key stakeholders due to the tight networks of actors and the professional nature of the study (Bell, 2009). Three potential participants were contacted by email but did not respond to the invitation. No new information was gained after the fifth interview and the snowballing did not identify additional key informants.
A semi-structured interview guide was developed by the research team to address the research objectives and exploring themes identified in the theoretical framework (Supplementary Material Table 1). Six interviews were conducted in person and one through the Zoom platform. The interviews were conducted in Spanish and lasted between 19 and 49 min (Mean = 36.4 min, SD = 11.2 min). Participants provided written informed consent. The interviews were audio recorded and verbatim transcribed with the assistance of the software Whisper [51].
The interview transcripts were analysed in Spanish using content analysis based on inductive-deductive coding with the assistance of the open-source software Taguette [52]. An initial coding frame was developed by one of the researchers after repeatedly reading the interviews. The coding frame was revised by a second researcher and changes were agreed by consensus. Codes with overlapping content were merged into categories considering the postulates of the theoretical framework. Categories and quotes within each category were selected and translated to English by one of the researchers, fluent in Spanish and English, and back-translated by a second researcher, also fluent in both languages, to ensure accuracy and consistency. They are identified by a participant number.


Results
Inclusion of health safeguards in the BITs signed by Uruguay
Uruguay has signed a total of 39 BITs with 35 countries between 1985 and 2022. Almost half of them (n = 18, 46%) were signed in the 1990s (Fig. 1). The number of BITs has decreased since the early 2000s, with only 5 treaties signed in the last 15 years (2010–2024). Only one of those BITs (Australia, 2019) is a renegotiation of an older treaty.
References to health were present in 14 treaties (36%). Except for four treaties, all the BITs signed before 1997 did not include any reference to health. In the early 2000s, an ascending trend in the percentage of BITs including references to health was observed, reaching 100% since 2010 (Fig. 1). The treaties differed in the number of clauses with references to health, ranging from one to five. Earlier treaties contained only one reference to health, whereas the 5 treaties signed from 2010 included multiple references (three to five).
[image: ]
Fig. 1Number of Bilateral Investment Treaties (BITs) signed by Uruguay, and number and percentage of BITs including health safeguards over time, 1985–2024


Table 1 shows an overview of the different types of health-related clauses included in the BITs signed by Uruguay. The clauses correspond to two of the three typologies identified by Thow et al. [21]: defensive (i.e., they shield health policy space) and neutral (i.e., they manage the boundaries between investment and health). No progressive clauses imposing health-related obligations to investors were identified. Examples of clauses within each of the typologies included in the BITs signed by Uruguay are presented in Supplementary Material Table 2.
Table 1Types of health-related clauses included in the bilateral investment treaties (BITs) signed by Uruguay


	Typology
	Category of health-related clause
	Type of health-related clause
	Definition
	BITs where the clause is included

	Defensive (shield-type)
	Clause-specific clarifications
	Health-related measures are not discriminatory to foreign investors
	Health-related activities are excluded from the provisions of the BIT related to national treatment to foreign investors and most favoured nation
	Germany (1987)

	 	 	Health-related measures are not performance requirements to foreign investors
	Requirements for foreign investors to comply with certain behaviours in the health sector regarding the establishment, expansion, management, conduct, operation, sale or other disposition of an investment are not performance requirements
	Mexico (2003), USA (2005), Chile (2010)

	 	 	Non-discriminatory health-related measures are not indirect expropriation
	Explicitly recognizes that non-discriminatory health-related measures shall not be regarded as a form or indirect expropriation
	USA (2005), India (2009), Korea (2009), Chile (2010), Japan (2015), United Arab Emirates (2018), Australia (2019), Turkey (2022)

	 	Exceptions
	Health-related general exceptions to the dispositions of the BIT
	The dispositions of the BIT shall not prevent a party from implementing non-discriminatory health measures
	Canada (1997), Japan (2015), United Arab Emirates (2018), Australia (2019), Turkey (2022)

	 	 	Health sector reservations
	Activities related to the health sector are not included within the provisions of the BIT
	Netherlands (1988), Switzerland (1988), Poland (1991), Canada (1997), Mexico (2003), Chile (2010), Japan (2015)

	Neutral
	Preventing erosion of existing level of health protection
	BIT objectives compatible with public health
	The BIT specifies that its objectives should be compatible with public health
	USA (2005), Korea (2009), Japan (2015), United Arab Emirates (2018), Australia (2019), Turkey (2022)

	 	 	Health-related measures shall not be relaxed
	The BIT specifies that parties shall not encourage foreign investors by relaxing health-related measures
	Japan (2015)

	 	Coordination across policy sectors
	Health is included in the definition of specific laws
	The definition of labour or environmental laws included in the BIT includes a specific reference to health
	USA (2005)

	 	 	Tribunals can appoint health experts
	The BIT provides a procedure to allow the tribunal to appoint health experts in ISDS disputes
	Mexico (2003), USA (2005), Chile (2010)




All the treaties including health safeguards included at least one defensive clause. Two categories of defensive health-related clauses were found: (i) clause-specific clarifications that protect the right to regulate (n = 10), and (ii) exceptions that excuse acts otherwise inconsistent with the treaties’ provisions (n = 10). The most frequent type of clause-specific clarification posited that non-discriminatory health-related measures do not constitute an indirect expropriation and therefore do not entail the obligation to compensate foreign investors. This type of defensive health safeguard was found in eight BITs, including all the BITs signed since 2010 (Table 1). The specification that health-related measures are not performance requirements to foreign investors was present in 3 BITS signed between 2003 and 2010. Meanwhile, clarifications on the exclusion of health-related activities from the provisions of the BIT related to national treatment to foreign investors and most favoured nation was found in only one of the oldest BITs (Table 1). Regarding exceptions to the provisions of the BITs, general exceptions specifying that BIT shall not prevent a party from implementing non-discriminatory health measures were identified in five of the BITs, including the four most recent treaties. Meanwhile, 5 treaties, signed between 1988 and 2015, included health sector reservations, specifying that activities related to the health sector are not included within the provisions of the BIT.
Neutral health-related clauses were identified in eight BITs. These clauses are mainly included in the preamble and intend to prevent erosion of the existing level of health protection (Table 1). The most common type of clause, included in six treaties, specifies that the objectives of the BIT are compatible with public health. The rest of the neutral health-related clauses were less frequent (Table 1).


Stakeholders’ perspectives on the inclusion of health safeguards in the BITs
Uruguay’s general approach to IIAs and health safeguards
Attracting foreign investment was described by interviewees as an essential part of the economic development strategy of the country. BITs have been used as a tool to attract foreign investment by providing clear and stable conditions to investors.Uruguay is a recipient of investments. They are very necessary for the growth of the economy, so this is one of the factors that we cannot lose sight of (ID5).
Uruguay has always been a country that provides guarantees in terms of protection to those who come to make a bet for the country and this has not changed. For me the most important thing, it has not changed over the years…Uruguay has always defended foreign investment, Uruguay, regardless of who has been in government, has always bet on attracting investments (ID10).


Two Ministries are involved in the development of BITs: the Ministry of Foreign Affairs and the Ministry of Economy. The Ministry of Foreign Affairs is usually in charge of identifying potential countries of interest and accompanying the negotiations from a diplomatic point of view. Meanwhile, the Ministry of Economy leads the technical analysis of the treaties and the negotiations. Other Ministries and governmental organizations are only involved when consultations on specific topics are required. The Ministry of Health is usually not involved; the data suggest that the organization is not perceived to have authority on trade and investment matters, even when those are related to safeguarding public health.We [Ministry of Foreign Affairs] identify priorities in terms of which countries we are interested in starting this exercise with. What we also do is the diplomatic accompaniment of that negotiation. We help in everything related to the articulation with the countries with which we are negotiating with, on the one hand. Once the negotiation is concluded, we take care of the coordination of the final stage of the agreement, which has to do with identifying opportunities for signing and so on (ID1).
From a technical and political point of view, the Ministry of Economy is responsible for negotiating the substance of the agreements. Sometimes political decisions are taken at a different level through presidential visits, because the Chancellor visits a country, but in general the methodology is that we are asked if we have a real interest in initiating a negotiation and in general, we are listened to (ID1).
You always need to consult with those who know more about certain topics. For example, in intellectual property, I always consult with the intellectual property people (ID3) .


According to the interviewees, Uruguay currently only signs BITs when concrete or potential investments are involved. This criterion, together with the fact that BITs with the most relevant countries in terms of foreign investment in the country are already in place, explains why only a limited number of treaties have been signed in the last 15 years.The first thing we analyse is whether there is a real interest in negotiating these agreements. In general, Uruguay is a country that receives investments, so what we analyse is whether there are investments here by the counterpart or potential investments (ID3).
The reference criterion [for signing BITs] is the economic and commercial importance of that partner, of that country, both in terms of trade and investment (ID5).
The investment we are considering has to be of a size that the political level considers adequate to give them that certainty. If not, we do not negotiate, right? (ID1)
Uruguay was looking for a solid base of investment agreements and, little by little, we have reached a very reasonable limit [in terms of number of countries], having BITs with the main countries of interest (ID10).


Although Uruguay does not have a template to elaborate BITs, the country always requires specific clauses in the treaties to minimize potential negative economic consequences and protect the right to regulate. The interviewees emphasized the importance of providing certainties to foreign investors while preserving the right to implement public policies for health, environmental or security reasons. For this purpose, the interviewees referred to provisions granting general exceptions and clause-specific clarifications (e.g., related to the most favoured nation treatment or indirect expropriations).The priorities are to generate an environment that provides certainties for investors and for us, as a country to have regulatory freedom (ID1).
We don’t have a specific template. What we do have are specific clauses that we always propose (ID3).
All the agreements include the right to regulate and then there are exceptions that are basic, that are included in all the agreements for health matters, for environmental matters, security exceptions… Uruguay is now making emphasis on having these exceptions (ID8).
The text should explicitly say any measure that may be contrary to the agreement, if it is implemented for health-related matters, there is no responsibility on the State. The text clearly states that the State has a wide margin to freely regulate on these matters without violating the dispositions of the treaty (ID1).
Also, in relation to expropriations we put a special clause that says that health-related measures do not imply an indirect expropriation (ID2).


The Uruguayan approach to the inclusion of health-related clauses was described as a shield to protect the right to regulate and minimize potential negative economic consequences. Three of the interviewees stated that progressive clauses were not necessary given that the country has clear national regulations that both national and foreign investors should comply with. Two of them indicated that progressive clauses are sometimes used as a means to introduce restrictions to foreign investors in an attempt to protect domestic industries.In other words, what we are trying to do, let’s say, is to prevent damage, right? (ID1)
We put emphasis on exceptions and clarifications so that the State can freely regulate in some areas without an investor coming to initiate a dispute. Even if you win, it implies a cost for the State [the ISDS case], so we make it explicit in the text [that health-related measures do not constitute violations to the BIT] (ID2).
As long as these standards are clearly established in the national regulations, I do not know how far it is necessary [to include health-related obligations to investors in the BIT] (ID6).
Many times, and this concerns us, these clauses are included for introducing restrictions and not to achieve the objective [of preserving health] (ID5).


In relation to ISDS, interviewees stated that Uruguay has a flexible position and accepts different alternatives. ISDS procedures were described as a positive approach from a diplomatic point of view as they enable the prevention of conflicts with other states.We have always been very open to the issue of dispute settlement. We have always admitted ICSID, UNCITRAL is admitted too, apart from domestic courts (ID6).
Normally we accept to have, for example, an ad hoc international tribunal that is formed at the time the dispute arises. Of course, first we ask for consultations, don’t we? I mean, first they have to go to consultations, but if we do not agree, well, we accept ICSID or UNCITRAL (ID2).
For us it is important that when disputes arise, they are encapsulated in the procedure they have and that they do not become a conflict between states (ID5).


Two of the interviewees recognized disadvantages of allowing ISDS in the BITs but highlighted that it would not be feasible for the country to change the approach it has used until now. This was primarily because changes in the approach to ISDS could be perceived by foreign investors as a sign of instability of the political and economic environment.I think it is not a decision you can make at this stage of the game. I think the problem would have been if Uruguay, after decades of accepting a form of dispute settlement and a certain scope for dispute settlement, decided to take a step backwards, it would give an Argentine-style signal and that would be very bad for the country in terms of stability… I wonder if 30 years ago should we have done things differently, but I don’t think it would be a good thing for the country to change its position now (ID10).
You can be more cautious, you can always find ways to limit actions or to give more guarantees to the State or to reserve space for action for the state, but I believe that a categorical change in Uruguay would not be good (ID7).



Uptake of health safeguards in Uruguay
According to the interviewees, health safeguards started to be included in the BITs signed by Uruguay after other countries faced ISDS cases. These negative experiences raised awareness of the potential negative consequences of BITs at the international level, leading to policy learning and innovation in treaty text. Health-related clauses were discussed in the context of broader changes in treaty design, which implied more detailed clauses and clarifications.Since the early 2000s, international lawsuits started to take place. Companies started to take countries to ICSID or CITRAL and countries started to win or lose, depending on the case. So then it was said, well, these treaties that the chancelleries tell you to sign when there is nothing else, they are not so innocuous (ID1).
It became clear at the global level that these agreements are not innocuous, they do have risks, and the greatest risks are for the State (ID4).
The case of the vulture funds in Argentina, which involved 900 lawsuits more or less, had a great influence [in the uptake of health safeguards]. But it was something happening at a global level (ID2).


The technical staff of the Ministry of Economy was identified as the key internal actor responsible for introducing health safeguards in the country, which were part of a broader innovation related to treaty design. According to the interviewees’ accounts, they started to become aware of the implications of old generation BITs and the importance of clause-specific clarifications and exceptions by attending forums and courses, organized by international organizations such as UNCTAD and OECD. These international organizations were the key external actors fostering diffusion of new generation BITs, and particularly health safeguards, in the country.There was more awareness, there was training. I remember that in 2004, I think, I went to an investment course, from UNCTAD, and the truth is that I said, how did we sign these things [BITs]? Someone had started to think about what they implied (ID2).
The team that has always led investments…they have always attended conferences, where the interesting topics are discussed. We were a rara avis (ID1).
OECD has been one of the drivers of all these changes (ID4).


The technical staff of the Ministry of Economy became key stakeholders for communicating the innovation (i.e., health safeguards and other changes in treaty design) at the national level. The interviewees reported challenges to convince other key stakeholders, such as technical staff of the Ministry of Foreign Affairs and non-technical decision makers at the political level, about the importance of including safeguards in the BITs, particularly when large investments were involved. In this sense, two of the interviewees referred to the BIT with Finland in 2002, as an example where a technical analysis to check the inclusion of safeguards requested by the technical staff of the Ministry of Economy was rejected at the political level. Lack of awareness about the importance of safeguards was mentioned as a reason for this rejection.[Name of the company], in the early 2000’s, required an investment agreement to continue the [installation] process, right? The person who trained me, who managed investments here, told me that he said, well, let’s study it [the BIT], and they told him ‘No, no. Look, the Finns have already sent it [the treaty] and that’s it, let’s sign it (ID1).


One internal factor and two external actors further contributed to the diffusion of the inclusion of health safeguards in the BITs. At the internal level, in 2004 the Ministry of Economy gained increased leadership in the negotiation of BITs as a consequence of a change in the national governing party. According to one of the interviewees, this change also involved reducing the relative importance of BITs as part of the country’s strategies to attract foreign investment. One interviewee attributed the change to the left-wing ideology of the new government, whereas another one stated that political orientation was not a relevant factor underlying the change.I would say that the milestone was the first broad government of Frente Amplio [name of the Uruguayan left-wing political party], let’s say. But not because of an ideological issue, but because of the fact that Economy took the reins of these negotiations (ID2).
I believe that with the arrival of the left-wing party, there was also a more ideological reflection that made us think more about betting on more general frameworks and differentiating Uruguay in other ways without necessarily signing these agreements (ID10).


Mexico and USA were identified as external actors contributing to the diffusion of new generation BITs and particularly health safeguards in the country. Two of the interviewees identified the BITs signed with these countries in 2003 and 2004 as milestones for being the first BITs requiring several rounds of negotiation, particularly in relation to clause-specific clarifications and exceptions.I believe that the first milestone was the negotiation of the bilateral agreement with the United States… That was, imagine, 2004, nobody had the faintest idea of negotiating… It was the first time that an agreement was negotiated, let’s say… I believe that from that moment on, the country started to be more aware of the relevance [of specific clauses] (ID2).


The other external factor contributing to the uptake of health safeguards was the Philip Morris ISDS case, which started in 2010. Although the technical staff was already aware of the importance of these clauses and required their inclusion, the interviewees believed that the case contributed to increasing awareness at the political level. Awareness of the importance of health safeguards was described as fundamental to ensure their inclusion in BITs, particularly in situations where disagreements between parties exist.What Phillip Morris did was to publicize these things more, but we had already visualized the risk well before and we were already trying to improve the new agreements (ID2).
I hope that all our reports have made the difference, but no pain, no gain. It was the trials, the international lawsuits. No matter if you have won, they are still very expensive, right? The importance of these clauses is not that they do not make the complaint, but that the jury tells you ‘I am not competent’. So it makes it a lot cheaper. So, I think that was what made the difference (ID1).
If you are negotiating these agreements and the last issue you have left has to do with dispute settlement, right to regulate or others and your technicians have put a more protected position for the state, but the other side demands that you use the same wording that you used in an agreement that you signed in the mid 90’s that says absolutely nothing, that gives you guarantee of nothing, ministers or other political authority have to intervene. So you need to raise awareness at the political level to ensure that you do not lose your position at the final stage of a negotiation (ID10).



Internal and external factors acting as facilitators and barriers for the inclusion of health safeguards
The interviewees did not describe difficulties for the inclusion of health safeguards in the BITs signed by Uruguay in recent years, which was mainly attributed to the widespread agreement on their importance. Two of the interviewees described minor challenges to agree in the wording of specific safeguards, particularly in relation to the inclusion of climate change as a policy area separate from the environment.I have no record that this type of exception, these clauses cause us major difficulties (ID5).
I have the perception that with few exceptions, the experiences that all the countries in the world have had regarding these agreements have generally led them to understand that it is an issue that must be approached in a different way. So it is a global trend [to include health safeguards], although there may be exceptions (ID1).
Sometimes we have wording issues… Now, for example, we are negotiating an agreement and in the exceptions we put environmental issues and they propose to include climate change… For us it is important to have a certain consistency with previous agreements…if you put it here [climate change] it can be interpreted that it was not considered before (ID3).


A series of internal and external factors were identified as facilitators for the adoption of health-related clauses (Fig. 2). At the internal level, the interviewees highlighted the stability of both the institutions and the technical staff as facilitators for the inclusion of health safeguards in the BITs. One of them highlighted the stability of the Uruguayan structure of public officials, which does not change from administration to administration. This is likely beneficial for building and maintaining technical capacity for the negotiation of IIAs.Uruguay has a stable and respected legal and institutional system (ID7).
An advantage that we have with respect to this topic is that since we are few but we have to know a lot…. we have studied the topic, which it is not something that complex either, as you can see (ID2).
The structure of public officials that exists in Uruguay, with all the criticisms that can be made of it, is unique in Latin America. That is, in most Latin American countries, public officials are hired temporarily. Then the entire staff can change and I’m not worried about the staff changing, I’m worried about the loss of institutional memory. So, with the good and the bad, in Uruguay there is stability in that respect. The institutions are partly strong because there are people who will be there for years (ID9).


Interestingly, the participants did not note the absence of Ministry of Health involvement as a barrier to adopting health safeguards. Although the Ministry of Economy and the Ministry of Foreign affairs are responsible for the negotiation of BITs, the interviewees identified the coordination between governmental institutions as facilitator to the inclusion of health safeguards. They stressed that the continuous coordination among governmental organizations enables having a unique position and facilitates support at the political level for requesting health safeguards in the treaties.I think that inter-institutional work is good, that is, Uruguayan organizations can work together.
This is an area where we have ​​permanent coordination [among institutions] and continuing work (ID9).
I can tell you that in the Ministry of Economy, we have always been very supported. In general, the chancellery supports us in these things (ID1).


[image: ]
Fig. 2Graphical representation of the barriers (-) and facilitators (+) for the inclusion of health safeguards in the (re)negotiation of Bilateral Investment treaties identified by the Uruguayan stakeholders who participated in the interviews


Another internal factor contributing to the inclusion of health safeguards in the BITs was the fact that Uruguay is seen as a strong welfare State. The interviewees described that the Uruguayan State uses regulation to promote economic and social wellbeing. This rationale makes it easy to require the inclusion of specific clauses to protect the right to regulate.I believe that the Uruguayan social protection network in a broad sense [contributes to the uptake of safeguards]. Within Latin America it has to be one of the most advanced and most careful. I believe that the rationale of many politicians, of different administrations, to focus on health has also been important. And also there is social awareness of how important it is [regulation]… I believe that we Uruguayans are regulationists. In other words, if it is to regulate, it would not be a problem to protect this right in external negotiations (ID9).
We have in our own conception of the state, we tend to have that vision of the Batllista State [in reference to José Battle y Ordóñez, president in the early 1900s], of the State that intervenes, of the welfare state. We cannot think that someone could limit the capacity of the State to act in certain areas through an agreement of this nature (ID10).


International recommendations were identified as an external factor facilitating the inclusion of safeguards. According to the interviewees, the adoption of health safeguards is the norm at the global level, which minimizes potential disagreements when negotiating BITs: “In Uruguay we follow international best practices” (ID3); “Many of the clauses are standard nowadays” (ID4).
Despite the lack of challenges to include health safeguards when negotiating new BITs, difficulties in the renegotiation of old agreements were identified. The interviewees described that they have the mandate of renegotiating old agreements to include safeguards (i.e., clause-specific clarifications and exceptions). However, most high-income countries have rejected to renegotiate their treaties, despite widespread agreement of the importance of health safeguards.
Barriers to the renegotiation were mainly related to external factors to the country, although some internal factors emerged. Three of the interviewees attributed the rejection of developed countries to the influence of multinationals with investments in the country, as well as to the fact that the renegotiation is not in the political agenda of these countries when treaties are already in place.There is like a double speech. On the one hand they tell you yes, we have to improve them [BITs]. And on the other hand, when you propose renegotiation, they never want to do it (ID2).
There is a lot of technical or academic consensus, that the formats of the 90s are bad, that more precision and more certainty is needed about what we are regulating, but in practice we see the influence of large multinationals on governments, because it is not ignorance (ID1).
When you already have a consolidated trade and investment flow, a relationship… It is very difficult to enter the agenda of those countries for a renegotiation, when you already have something…At this moment they [developed countries] have other concerns, other priorities. So what is a priority for you is not a priority for that country at this moment (ID5).


When discussing the request to renegotiate existing treaties, the interviewees referred to a power imbalance between Uruguay and developed countries. The negotiation power of the country was described as limited due to the small size of the Uruguayan economy and the fact that it is usually the recipient of foreign investments. The ability to negotiate was also discussed in relation to the size of the investment involved in the context of the BIT.Our negotiation power, like everything in life, with our economic size, is very small and very limited (ID2).
Brazil, due to the size of its domestic market, which I support and applaud, can say no, I do not give these things conditions, if you want to come to Brazil, come. Uruguay, due to its size, cannot do that (ID5).
When you negotiate and there is a great interest, your negotiating power with that counterparty is very low, because there is an important investment at stake, right? (ID1)


Two of the interviewees highlighted differences among countries in their willingness to renegotiate existing treaties. Some of the interviewees stated it is easier to renegotiate with countries that have faced similar experiences with ISDS, such as Australia, or developing countries with similar political and legal systems.We were successful with Australia, and I think it is because we were both involved with Philip Morris (ID2).
When you deal with south-south agreements it is usually easier, such as Australia and India. I haven’t seen any laxity with European countries, which are the ones that usually impose the toughest rules (ID1).
Sometimes there are asymmetries between countries… These differences usually have a political basis or arise from different legal systems (ID4).


Multilateral agreements were mentioned as an alternative to gain negotiation power to impose specific clauses in the renegotiation of BITs with developed countries: “This could be in a multilateral agreement, right? Because if not, we will not have the power to impose these types of clauses that, let’s say, off the table, they can recognize that you have the right to regulate” (ID1).
Another approach highlighted by one of the interviewees to facilitate the renegotiation of old BITs with developed countries referred to environmental issues and particularly sustainability. Given the commitment of developed countries with sustainability, referring to the need to include the right to regulate in the BITs due to issues related to the environment and sustainability would make it easier for them to accept the request to renegotiate the treaties.I believe that the countries now where they can buy or where we are trying to get them to buy the idea [of renegotiation], which is very much in vogue in terms of environmental issues, sustainability. Well, that implies exceptions in these agreements…I think that environmental issues are the way to make developed countries more uncomfortable [and accepting the idea of renegotiating old BITs to include safeguards] (ID1).


In relation to renegotiation of old BITs, one of the interviewees stated that Uruguay would need to be more aggressive and denounce the treaties if the country’s requests continue to be rejected by developed countries.I think that at some point we would have to rethink whether to be more aggressive and tell the countries, look, I am going to denounce it. And when they tell you why, to say because I want a new format…It is one more step, but today I consider that if Uruguay does not take that step, we will continue explaining why we are enlightened and want things that everyone else wants (ID1).


Another interviewee stated that Uruguay should only denounce or terminate treaties if a potential problem is identified: “I believe that there is a fine balance that requires permanent monitoring, if you detect that there is a possibility of problems you would have to be more aggressive” (ID10).
In relation to denouncing treaties or introducing changes to the usual clauses included in the BITs, the interviewees highlighted the importance of offering stable conditions to foreign investors. They highlighted that Uruguay stands out in the region for its stability and that any sudden change in the conditions for foreign investment could entail capital flight.Uruguay has always had the risk of investments going to a more attractive framework. So, any signal from the country that can be interpreted by foreign investors as a review of what has been the policy, a State policy in terms of attracting investments, I believe puts existing and future investments at risk (ID10).
Unfortunately, we are in a region that is not characterized by stability and Uruguay has always stood out in that sense. Losing it or giving a small feeling that anyone could use you to give the image that you are moving towards another path of instability, would not be good (ID7).




Discussion
This study analysed the uptake of health safeguards in BITs in the Uruguayan context. Results from the documentary analysis showed that the inclusion of health-related clauses in the BITs signed by Uruguay followed the global pattern reported in a recent systematic mapping of health inclusions in BITs between 1959 and 2021 [21]. Very few treaties signed before 2003 included a health-related clause, whereas multiple references to health have been consistently included in all the treaties signed since 2010.
The gradual adoption of health safeguards resembles the process of diffusion of an innovation [41]. The accounts of stakeholders related to investment agreements in the country shed light on how this process occurred. According to the interviewees, the inclusion of health safeguards in BITs diffused from abroad, mainly as a consequence of other countries’ experiences with ISDS. The technical staff involved in the design and negotiation of BITs were identified as the key agents responsible for the diffusion of health safeguards at the internal level. At the external level, international organizations, such as UNCTAD and OECD, emerged as central transnational transfer networks by providing general recommendations and contributing to capacity building. These results reflect the important role of international organizations in the spread of policy and practice [43, 44].
Uruguay was described by stakeholders as a small country with limited negotiation power. Thus, most of the clauses included in the BITs are expected to be proposed by capital exporting countries. In this sense, the first BIT including a reference to health was signed with Germany, which has been identified as an early leader in the inclusion of defensive safeguards [53]. In addition, one of the interviewees identified the BIT with the USA as a milestone in terms of understanding the importance of including and negotiating clause-specific clarifications and exceptions in the BITs. Capital exporting countries have been identified as key drivers of change in the characteristics of IIAs, promoting an increase in the legal precision of BITs [20].
Similar to global experience, awareness of ISDS disputes has influenced the government of Uruguay’s approach to BITs [4, 39]. However, in this case it was more awareness of disputes internationally, during the early 2000s. In this sense, Uruguay’s own experience with the ISDS did not cause a radical change in how Uruguay approaches BITs. However, according to the interviewees the case brought by Philip Morris, the country’s second ISDS case, facilitated the uptake of health safeguards by raising awareness of their importance at the political level. The Philip Morris case may have increased the perceived risks associated with BITs among non-technical decision-makers by making the likelihood of ISDS more salient, as postulated by dual-process decision-making models [54].
No additional effects of the case on IIAs were reported by the interviewees or identified in the documentary analysis. In particular, no changes have been introduced in the approach to ISDS and all the BITs signed by Uruguay enable foreign investors to use this mechanism. In fact, two of the interviewees described ISDS as a positive feature of BITs from a diplomatic point of view, as it avoids potential conflicts between states.
Previous research has shown that other countries have reacted more actively to experiences by ISDS, e.g., by introducing large changes in treaty design, as well as terminating or renegotiating investment agreements [20, 39, 55]. Although progressive health safeguards requiring health-related obligations to investors have been identified as a potential tool to support public health policy worldwide [21, 56], they have not been used yet in Uruguay. Brazil and a handful of other developing countries in Latin America, Asia, and Africa, have been identified as leaders in developing and including progressive health safeguards in BITs [21, 22, 53]. However, such clauses have not yet diffused into Uruguay. The slow uptake of health safeguards in Uruguayan BITs can be partly explained by the government’s efforts to promote a favourable stable socio-political environment to foreign investors. In this sense, some of the stakeholders highlighted the importance of regulatory stability as a means to increase competitiveness in the Latin American context. Economic studies have shown that political stability is positively associated with foreign direct investment, particularly in developing countries [57–59]. Investors have been reported to minimize risk by avoiding investments in unstable environments in terms of regulatory and macroeconomic management [60]. Although, studies also note that investment agreements do not necessarily have a significant impact on foreign direct investment flows [61]. Previous studies suggest that other countries have taken a similar approach to safeguarding health in IIAs to Uruguay, focusing on defensive and neutral provisions including general exceptions, clause-specific clarifications, article-specific carve-outs, and exhortative statements [13, 24, 56, 62].
Another factor underlying the lack of inclusion of progressive health safeguards included a perception that they were not necessary in the Uruguayan context by some of the stakeholders given the existence of internal regulations applicable to both national and foreign investors. In this sense, it is important to highlight that there is still no evidence of the impact of progressive health-clauses on public health [21, 22, 53]. Two of the interviewees also raised concerns about the potential use of progressive clauses as a protectionist policy, not aligned with the Uruguayan approach to attract foreign investment. In this sense, the resistance to the inclusion of progressive health safeguards can also be explained by the focus on providing stable conditions to foreign investors.
The stakeholders involved in the research did not identify major challenges for including health safeguards in new BITs, in line with the widespread agreement on the importance of these clauses [13, 15, 21]. However, challenges to the renegotiation of old generation BITs to introduce health safeguards were acknowledged. Renegotiation has been one of the recommended strategies to reduce the potential threats of old generation BITs [63]. Although the interviewees highlighted that they have requested the renegotiation of several BITs, success has been very limited. High-income countries have been identified as innovators regarding the inclusion of both defensive and neutral health safeguards in BITs [53] and have actively renegotiated or terminated BITs after facing ISDS cases [20, 39]. However, results from the present work suggest challenges as many developed countries seem to follow a different approach when acting as the capital exporting countries. One of the factors contributing to the rejection to renegotiate may be the lobbying of foreign investors whose activities may be affected by the renegotiation of BITs, as previously highlighted by other authors [23, 63]. Denouncing the International Centre for Settlement of Investment Disputes (ICSID) convention or terminating treaties are alternative exit strategies from old generation BITs [63]. The first approach trying to rule out the obligation to submit disputes to arbitration, as previously done by Latin American countries such as Bolivia, Ecuador and Venezuela [64].However, denouncing the ICSID convention or terminating BITS have potential negative consequences in terms of exposing countries to legal measures and sending negative signals to both potential and existing foreign investors [63, 64].
Taken together, the findings of this study enabled the identification of a wide range of factors that act as facilitators and barriers for the inclusion for health safeguards in the BITs (Fig. 2), highlighting the complexity of the decisions related to treaty design. The identified factors were related to both the national and intergovernmental levels, in agreement with the postulates of theories of policy learning [43, 44] and international negotiation [46, 49]. In the Uruguayan context, the most relevant internal factors facilitating the inclusion of health-related clauses in the BITs were the political values related to the protection of public health, the technical capacity of the organizations in charge of the design and negotiation of IIAs, and institutional stability. On the contrary, reliance on foreign investment as part of the economic development strategy of the country emerged as a potential barrier to safeguarding health when dealing with large investments. In this sense, the asymmetry of power arising from the position of the countries in terms of capital was identified as a key influencer of the design of BITs at the intergovernmental level. Capital exporting countries may have greater capacity to influence the design of BITs compared to capital importing countries [65]. This asymmetry may be influenced by contextual factors of the capital importing country, including its economic situation and the characteristics of the context [41, 66]. Uruguay may be particularly susceptible to the effect of power asymmetries, due to its small economic size and the need to stand out in the region in terms of political and institutional stability. Further research in other contexts is needed to better understand the factors influencing the inclusion of health safeguards in IIAs. This evidence can contribute to the development of recommendations to encourage constructive engagement across policy sectors and support further innovation to improve the interface between investment and public health policy in the future.
Another important area for further exploration is the relationship between health and sustainability safeguards. One interviewee highlighted the growing interest in sustainability issues as a potential catalyst for incorporating broader regulatory safeguards and renegotiating older-generation treaties with developed countries. Expanding the focus of future research to include a wider range of safeguards could provide valuable insights into how different types of regulatory protections are framed and implemented in investment agreements. Comparative analyses across treaties and jurisdictions could help identify best practices and inform strategies for advancing investment treaty reforms that better protect public health, environmental sustainability, and the State’s regulatory space.
Limitations
This study has a series of limitations that should be acknowledged. First, the analysis of BITs relied on explicit mentions of health-related terms, which may have led to an underestimation of indirect or implicit references to health within broader regulatory clauses, such as clauses related to specific products such as tobacco. Future research could expand on this by incorporating a more detailed legal analysis to capture potential indirect implications of BIT provisions on public health policy. Second, although the interview sample consisted of key stakeholders with relevant expertise, it was relatively small, with only ten participants. While data saturation was reached and the number of interviews was appropriate given the specialized nature of the participants, a larger sample could have offered additional perspectives and further enriched the findings. For example, none of the interviewees had been involved in the negotiation of BITs prior to 2003. The reliance on a snowball sampling method, though effective in identifying knowledgeable informants within tight policy networks, resulted in a sample that does not fully represent the diversity of perspectives from other relevant actors, such as international organizations, private sector representatives, or civil society groups. Future studies could broaden the scope of informants to include these perspectives.
Finally, the study was limited to Uruguay, making the findings context-specific and potentially not generalizable to other settings or countries. However, Uruguay’s experience offers valuable insights, particularly as a country with a well-established public health regulatory framework. Future comparative research across different jurisdictions could help determine whether similar trends exist in other nations and provide a broader understanding of the relationship between investment treaties and public health policies.


Conclusions
This study contributes to the understanding of the factors that influence the evolution of the interface between investment agreements and public health policy by analysing the adoption of health safeguards in BITs in the Uruguayan context. Results indicate that while health safeguards were new and contentious in the early 2000s, their use became widely accepted and normalized in the last decade. This diffusion of health-related clauses in the country was mainly driven by capacity building promoted by international organizations. A series of factors acting as facilitators and barriers to the inclusion of health safeguards were identified, which may apply to other domains of the interface between economy and public health. Despite widespread agreement on the importance of protecting countries’ regulatory space, challenges for successfully renegotiating old generation BITs with developed countries were identified. Strong recommendations from international organizations to renegotiate old generation BITs may contribute to overcoming the existing power dynamics and support developing countries in the protection of their regulatory space.
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