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Abstract

International patent law allocates exclusive rights through national legal or-
ders, while regional integration increasingly organizes trade, mobility, and
consumption across those same borders. This article asks whether territorial
patent systems can adequately govern pharmaceutical innovation in economi-
cally integrated border regions where neighboring States maintain autono-
mous patent and pharmaceutical-regulatory institutions. It argues that territo-
riality remains legally coherent but becomes analytically incomplete when the
relevant pharmaceutical market is functionally integrated across jurisdictions.
The Brazil-Paraguay border and the market for tirzepatide-based products
serve as a critical case. Eli Lilly’s tirzepatide patent was not extended to Para-
guay—an absence reported by the Paraguayan pharmaceutical-industry cham-
ber and consistent with the absence of any indexed Paraguayan member of the
relevant patent family, though not independently confirmed against the na-
tional register—in a State that remains outside the Patent Cooperation Treaty,
while at least five Paraguayan manufacturers obtained sanitary registration
from Paraguay’s health authority to market tirzepatide-based products domes-
tically; several of these products were later prohibited from entering Brazil for
lack of Brazilian registration, not for patent infringement. The case is not
treated as an inquiry into the validity of a particular patent claim or the safety
of a particular product batch. Instead, it exposes the interaction among terri-
torially allocated patent rights, nationally administered marketing authoriza-
tion, cross-border consumer mobility, and uneven enforcement capacity.
Drawing on international patent law, legal geography, comparative institu-
tional analysis, and regional-integration theory—including a contrast with the
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more centralized intellectual property regime of the Andean Community—the
article develops the concept of institutional mismatch: a condition in which
patent law and border markets remain internally coherent but operate accord-
ing to different spatial logics. The mismatch does not justify abandoning terri-
toriality, creating supranational patent rights, or displacing the problem onto
private ordering. It does, however, require scholars and policymakers to dis-
tinguish the territorial unit of legal authority from the functional unit of market
analysis.

Keywords

Patent Territoriality, Pharmaceutical Regulation, Integrated Border
Economies, Brazil, Paraguay, Tirzepatide, MERCOSUR, Andean Community,
Legal Geography, Institutional Mismatch, Private Ordering

1. Introduction

Patent law and economic integration organize space differently. A patent derives
its legal force from a particular sovereign order: it is applied for, examined,
granted, limited, and enforced under the law of a State or, where a regional ar-
rangement exists, under authority expressly delegated by participating States.
Markets do not necessarily respect the same cartography. Transport infrastruc-
ture, price differentials, consumer mobility, digital advertising, medical demand,
and commercial networks may cause a border region to function as a single eco-
nomic environment even when the legal institutions governing the relevant prod-
ucts remain separate. The coexistence of these two spatial arrangements is espe-
cially visible in pharmaceutical markets, where patent rights intersect with mar-
keting authorization, prescription rules, customs controls, public-health over-
sight, and highly mobile demand.

International intellectual property scholarship has long explained the territorial
character of patent rights. The Paris Convention preserved the independence of
patents obtained for the same invention in different countries (WIPO, n.d.-a),
while the Agreement on Trade-Related Aspects of Intellectual Property Rights
(TRIPS) established minimum standards without converting national patents into
a single transnational entitlement (WTO, n.d.). The Patent Cooperation Treaty
simplified international filing but did not create a worldwide patent. Territoriality
is therefore not a historical residue that survived by accident. It is a deliberate
architecture for allocating legal authority among sovereign legal orders (Boden-
hausen, 1968; Correa, 2007; Dinwoodie & Dreyfuss, 2012).

Regional-integration scholarship begins from a different institutional problem.
It asks why States remove barriers to trade, coordinate policy, establish common
institutions, and permit economic activity to become increasingly interdependent
(Keohane & Nye, 1977; Mattli, 1999). In border regions, integration is not merely

expressed through treaty commitments. It is lived through recurrent movement:
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consumers compare prices across jurisdictions, suppliers adapt to cross-border
demand, and goods pass through formal and informal channels that are often
more economically significant than the national categories through which lawyers
inijtially describe them. MERCOSUR illustrates this duality. It promotes a com-
mon market project while retaining an intergovernmental structure and extensive
national autonomy in patent administration and pharmaceutical regulation.

The tension considered here arises because these literatures generally employ
different units of analysis. Patent law begins with the jurisdiction. Regional inte-
gration begins with the relationship among jurisdictions and the economic space
produced by that relationship. Each approach is coherent on its own terms. Yet
neither, standing alone, fully explains how a patented pharmaceutical product op-
erates in a border economy whose commercial organization extends across na-
tional territory while the relevant rights, approvals, and enforcement powers re-
main nationally allocated.

This article asks: can territorial patent systems adequately govern pharmaceu-
tical innovation in economically integrated border regions where neighboring
States adopt materially different institutional approaches to patent protection and
pharmaceutical regulation? The answer advanced here is qualified. Territorial pa-
tent systems remain capable of performing the legal task for which they were de-
signed: allocating exclusive rights, defining their scope, and assigning authority
for their enforcement. Their legal coherence does not guarantee that the State re-
mains the only satisfactory unit for analyzing the market in which patented prod-
ucts circulate. In integrated border economies, the relevant economic environ-
ment may be transboundary even though every decisive legal competence remains
territorial.

The central hypothesis is that economically integrated border regions reveal an
institutional mismatch between territorially allocated patent authority and func-
tionally integrated pharmaceutical markets. The term mismatch is not used to im-
ply invalidity, dysfunction, or institutional failure. Patent systems and border
markets may each operate coherently while producing friction at the point of in-
teraction. Patent law answers where legal authority exists. The integrated market
answers how products, consumers, information, and commercial incentives are
organized in practice. The two answers need not coincide.

The market for tirzepatide-based products along the Brazil-Paraguay border
provides a critical case through which this mismatch becomes observable. Tir-
zepatide is a dual GIP and GLP-1 receptor agonist used in the treatment of type 2
diabetes and, under approved indications, obesity. Brazil’s National Health Sur-
veillance Agency (ANVISA) approved Mounjaro, held by Eli Lilly do Brasil, as a
new medicine in September 2023 (Conselho Federal de Farmadcia, 2023) and later
extended its approved indications to weight management (Estado de Minas,
2025). Eli Lilly’s corresponding patent protection was not extended to Paraguay:
according to the Paraguayan Chamber of the Pharmaceutical-Chemical Industry

(Cifarma), no Paraguayan patent application was filed for tirzepatide, leaving the
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compound unprotected under Paraguayan law notwithstanding the Brazilian pa-
tent (La Nacidn, 2026). At least five Paraguayan laboratories, including Laborato-
rio de Productos Eticos, subsequently obtained sanitary registration from Para-
guay’s health authority (DINAVISA) to manufacture and market tirzepatide-
based products domestically. In November 2025, ANVISA prohibited the impor-
tation, distribution, and use in Brazil of five such products by name—T.G. 5, Li-
poless, Lipoless Eticos, Tirzazep Royal Pharmaceuticals, and T.G. Indufar—ex-
pressly on the ground that they lacked Brazilian sanitary registration, not on any
finding of patent infringement (ANVISA, 2025b). These events demonstrate that
pharmaceutical circulation cannot be understood through patent doctrine alone,
nor reduced to sanitary regulation. The market forms at the intersection of exclu-
sive rights, authorization regimes, enforcement, scarcity, pricing, and mobility.

Tirzepatide is therefore not the substantive object of the research. It is a meth-
odological instrument. Critical-case analysis is useful where a particular setting
makes a broader mechanism unusually visible (Flyvbjerg, 2006). The case concen-
trates several institutional variables: a high-value pharmaceutical product; strong
consumer demand; a border economy with established commercial mobility; au-
tonomous patent offices and health regulators; and the movement of products
from one regulatory space into another. The purpose is not to decide the validity
or scope of any individual patent, authenticate any particular product, or quantify
illicit trade. It is to identify what the interaction reveals about territoriality as an
institutional design.

Methodologically, the article combines doctrinal legal analysis with compara-
tive institutional analysis and qualitative documentary research. It examines the
Paris Convention, TRIPS, the Patent Cooperation Treaty, MERCOSUR’s and the
Andean Community’s founding and secondary instruments, Brazilian and Para-
guayan patent legislation, the Brazilian private-law framework bearing on the bor-
der market—its rules on contractual effects, competition, consumer protection,
and conflict of laws—and official materials issued by patent and health authori-
ties, supplemented by contemporaneous press reporting and industry-association
statements concerning the Paraguayan market. This last category of source de-
serves a methodological caveat: the claim that Eli Lilly did not seek patent protec-
tion for tirzepatide in Paraguay rests on a public statement by the president of
Cifarma, the Paraguayan pharmaceutical-industry chamber, rather than on an in-
dependent search of DINAPT’s patent register conducted by the authors. The
statement is consistent with Paraguay’s continued position outside the Patent Co-
operation Treaty, discussed in Section 2.2. That coincidence is treated below as a
plausible institutional incentive bearing on filing decisions, not as a demonstrated
explanation of this one, since no applicant-level evidence of the filing decision is
publicly available. Even so, the broader argument does not depend on the precise
scope of that single patent family. The structural point is more general: patent
status and regulatory authorization are independently determined within each ju-

risdiction, while the border market connects the consequences of those determi-

DOI: 10.4236/blr.2026.173047

921 Beijing Law Review


https://doi.org/10.4236/blr.2026.173047

G. O. de Aguiar Borges, C. C. Prado

nations.

Because a substantial part of the factual record consists of official notices, in-
dustry statements, and press reports rather than adjudicated findings, the docu-
mentary analysis followed an explicit source-selection protocol. Sources were col-
lected for the period running from ANVISA’s approval of Mounjaro in September
2023 to April 2026, in Portuguese, Spanish, and English, and were ranked in four
tiers of evidentiary weight. The first tier comprises binding legal instruments and
formal administrative acts—treaties, statutes, regulations, and the published deci-
sions and technical notes of ANVISA, DINAVISA, INPI, and DINAPI—which
are treated as authoritative as to their own content and legal effect. The second
comprises non-binding official communications, such as agency press releases
and institutional web pages, which are treated as reliable evidence of the agency’s
own position and of the existence of the underlying act, but not as independent
proof of contested facts. The third comprises statements by market participants
and their representative associations, including Cifarma and Eli Lilly. These are
treated as party statements: probative of what the declarant asserts and of the de-
clarant’s interest in asserting it, but not, without corroboration, of the fact as-
serted. The fourth comprises press reporting, admitted only for facts of a kind a
reporter can directly observe or verify—retail prices, product presentations, pa-
tient practices at a specified crossing, the occurrence of a seizure or a theft—and
preferred where the same fact was reported by at least two outlets under separate
ownership, or where the report reproduces a first- or second-tier document.

Conflicts among sources were resolved by tier. Where a formal administrative
act and a press account diverge, the act controls and the divergence is recorded
rather than harmonized. Where two accounts of comparable authority conflict
and neither can be preferred on documentary grounds, the article states the con-
flict and declines to resolve it. Where a fact rests on a single third-tier source that
no first- or second-tier document corroborates—as is the case for the assertion
that no Paraguayan patent application was filed for tirzepatide—the dependency
is marked expressly at each point of use and the analytical weight placed on the
fact is confined accordingly, a discipline applied in Sections 1, 2.2, 4.1, and 5.
Sources that could not be retrieved in full text, or whose authorship or date could
not be established, were excluded.

The assertion that tirzepatide is unprotected in Paraguay was also subjected to
an independent documentary check, whose method and limits are stated here so
that it can be replicated. The relevant patent family was first identified from the
originator’s own filings: the priority application US 62/101,559 of 9 January 2015;
the international application PCT/US2016/012124, published on 14 July 2016 as
WO 2016/111971 A1 under the title “GIP and GLP-1 co-agonist compounds”; the
United States patent US 9,474,780 B2, granted on 25 October 2016; the European
patent EP 3 242 887 B1; and the Brazilian national-phase filing BR 11 2017 010596-
9, granted as BR 112017010596 B1, whose anticipated term runs to 5 January 2036.
These documents share the DOCDB simple-family identifier 55315708, which was
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used as the retrieval key.

Searches were run on 08/12/2026 against Espacenet and its Latin American in-
terface LATIPAT, against PATENTSCOPE, and against the Google Patents family
view, combining the family identifier with the free-text terms “tirzepatide”, “tir-
zepatida”, “L'Y3298176”, “GIP and GLP-1 co-agonist”, and “coagonista”; with the
applicant name “Eli Lilly”; and with the classification symbols C07K 14/605 and
AG61K 38/26, filtering results by the country code PY. No Paraguayan member of
the family was retrieved. Two qualifications must accompany that negative result.
First, it is a finding about database coverage as much as about the register: Para-
guayan patent data are not comprehensively indexed in the international collec-
tions consulted, and the authoritative record remains DINAPI’s own register and
its Patent Bulletins, which are published as sequential documents rather than ex-
posed through a keyword-searchable public interface; a conclusive answer there-
fore requires either a formal search request addressed to DINAPI or a document-
by-document review of the Bulletins. Second, the absence of a family member is
evidence that no application deriving from the same priority was filed, not proof
that no application naming tirzepatide was ever filed in Paraguay by any applicant.
What the check establishes is therefore convergence rather than proof: the indus-
try association’s public statement, the absence of an indexed Paraguayan member
of the family, and Paraguay’s position outside the Patent Cooperation Treaty all
point in the same direction, and the argument developed below is calibrated to
that level of confidence.

The argument proceeds in three stages. Section 2 reconstructs patent territori-
ality as a deliberate allocation of legal authority rather than a defect to be corrected
by economic integration. Section 3 examines the Brazil-Paraguay border as an in-
tegrated economic space governed by institutionally autonomous legal orders.
Section 4 uses tirzepatide as a critical case to show how territorially allocated rights
and approvals interact with a market organized across the border. Section 4 also
asks whether private ordering—the contractual instruments through which patent
holders organize territorial exclusivity—can compensate for what territorial pa-
tent law leaves uncovered, and finds that it reproduces the same mismatch rather
than curing it. The conclusion argues that the territorial State remains the indis-
pensable unit of legal authority but should not be treated as the exclusive unit of

market analysis.

2. Patent Territoriality as an Institutional Design

2.1. Territoriality and the Independence of National Patents

Territoriality is often described as a limitation on intellectual property rights, but
that description can obscure its institutional function. A patent does not simply
stop at the border because international law failed to complete the task of harmo-
nization. It stops because the entitlement is constituted by a legal order whose
authority is territorially bounded. The relevant State determines patentability, ex-

amination, grant, exceptions, remedies, and public-interest limitations. Territori-
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ality therefore combines two propositions: the legal effects of a patent are limited
to the jurisdiction that recognizes it, and equivalent inventions may receive dif-
ferent legal treatment in different jurisdictions.

The Paris Convention gave this structure an explicit doctrinal form. Article 4bis
states that patents applied for in the countries of the Union by nationals of those
countries are independent of patents obtained for the same invention in other
countries (Paris Convention for the Protection of Industrial Property, 1883). In-
dependence means that the grant, refusal, revocation, lapse, or duration of one
national patent does not automatically determine the fate of another. The rule
protects national competence while allowing applicants to pursue protection
across multiple legal orders. As Bodenhausen’s authoritative guide explains, the
provision prevents the legal history of one patent from mechanically controlling
another member of the international family (Bodenhausen, 1968).

This independence is compatible with international cooperation. The priority
system created by the Paris Convention permits an applicant to rely on an earlier
filing date when seeking protection abroad, but priority does not merge the re-
sulting rights. It facilitates coordinated entry into national systems. The distinc-
tion matters: international patent law reduces procedural fragmentation while
preserving legal plurality. A common filing chronology does not produce a com-
mon entitlement.

The territorial model also distributes political responsibility. Patent protection
involves choices about the relationship between innovation incentives, competi-
tion, access, industrial policy, and public health. Assigning those choices to na-
tional institutions permits variation within the minimum limits established by in-
ternational law. The resulting differences may create costs, but they also reflect
the continuing legitimacy of domestic lawmaking. A territorial patent is thus both
a private right and an institutional decision about the conditions under which ex-

clusivity will be recognized in a particular political community.

2.2. Harmonization without Supranationalization

TRIPS substantially increased the degree of harmonization in international intel-
lectual property law. It required World Trade Organization members to comply
with minimum standards concerning patentable subject matter, rights conferred,
term, exceptions, compulsory licensing, enforcement, and dispute settlement. It
also incorporated core provisions of the Paris Convention. Yet the agreement did
not create a unitary patent title or a centralized patent administration. Article 1.1
permits members to determine the appropriate method of implementing the
agreement within their own legal systems and practices (TRIPS Agreement, 1994).
Harmonization therefore operates through internationally binding obligations
implemented by territorially competent authorities.

This structure reflects a compromise between common standards and institu-
tional diversity. TRIPS narrows the range of permissible national choices but does

not erase national patent law. Patent applications remain subject to domestic or
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regionally delegated examination; infringement remains a matter for competent
courts and authorities; and exceptions remain embedded in national legal orders,
even when their compatibility with TRIPS may be reviewed internationally. Cor-
rea’s commentary demonstrates that the agreement’s substantive convergence co-
exists with meaningful implementation choices, particularly in areas affecting
pharmaceuticals and public health (Correa, 2007).

The Patent Cooperation Treaty follows the same logic at the procedural level.
It allows applicants to file an international application, obtain an international
search and, where requested, a preliminary examination. The national or regional
phase nevertheless remains decisive. The PCT does not grant an international pa-
tent (Patent Cooperation Treaty, 1970). It postpones and coordinates the appli-
cant’s interaction with multiple offices. Procedural integration is used to manage
territorial rights, not to replace them.

Paraguay illustrates the practical stakes of this procedural architecture. Unlike
most Latin American States, Paraguay has not acceded to the Patent Cooperation
Treaty; accession remains under evaluation by national authorities (Abente Stew-
art, n.d.). An applicant seeking protection in Paraguay must therefore rely on the
Paris Convention’s twelve-month priority period for a direct national filing, ra-
ther than the thirty-month window the PCT affords applicants who file nationally
after an international phase. This asymmetry increases the cost and the urgency
of a Paraguay-specific filing decision relative to jurisdictions where the PCT is
available, and it supplies a structural, non-conspiratorial explanation for why
some pharmaceutical patent holders decline to seek Paraguayan protection: the
absence of a right in Paraguay may reflect a rational allocation of filing resources
under a demanding procedural calendar rather than a substantive gap in Para-
guayan patentability standards. Territoriality, in other words, is shaped not only
by where an applicant may file but by how burdensome filing is procedurally—a
point the tirzepatide case will make concrete in Section 4.

That explanation is offered as an institutional incentive rather than as a demon-
strated cause, and the distinction matters. Establishing causation would require
applicant-level evidence—internal filing criteria, market-size thresholds, or a
statement by the applicant explaining the decision—none of which is publicly
available for this patent family. Two features of the documentary record counsel
against treating the procedural asymmetry as sufficient on its own. First, the in-
dexed family described in Section 1 contains no member in Chile either, although
Chile has been a Patent Cooperation Treaty contracting State since 2009 (WIPO,
n.d.-b); the availability of the international route is therefore not by itself deter-
minative of where an applicant files. Second, the burden of a direct Paris-route
filing, while real, is modest relative to the commercial stakes of a product of this
value, which suggests that expected market size, enforcement conditions, and
portfolio-level cost allocation operate alongside—and possibly ahead of—the pro-
cedural calendar. The claim advanced here is accordingly the weaker one: Para-

guay’s non-membership of the PCT raises the cost and compresses the timetable
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of a Paraguay-specific filing decision, and so plausibly contributes to selective
non-filing, without having been shown to explain it.

Dinwoodie and Dreyfuss describe the international intellectual property regime
as resilient partly because it accommodates national variation within an increas-
ingly dense network of international rules (Dinwoodie & Dreyfuss, 2012). That
resilience should not be confused with uniformity. The system’s operation de-
pends on a layered allocation of authority: international agreements define obli-
gations; domestic institutions constitute and enforce rights; and regional institu-
tions may coordinate or partially centralize functions where States have consented
to do so. In the absence of such delegation, economic integration alone does not
transfer patent competence.

MERCOSUR’s intergovernmental design is not the only model available for re-
gional economic integration involving pharmaceutical patents. The Andean Com-
munity offers an instructive counterpoint. Decision 486 of the Andean Commu-
nity Commission establishes a Common Regime on Industrial Property that ap-
plies directly and uniformly in Bolivia, Colombia, Ecuador, and Peru, superseding
inconsistent national law without requiring domestic transposition (Andean
Community, 2000). The regime is enforced in part by the Andean Tribunal of
Justice, which by the late 2000s had issued more than fourteen hundred rulings
on intellectual property matters and had measurably shaped how national patent
offices apply the common standard (Helfer, Alter, & Guerzovich, 2009). Alter and
Helfer’s subsequent study describes the Tribunal as effective specifically within
this intellectual property domain, even though the broader Andean integration
project has not replicated the European Union’s deeper political and judicial cen-
tralization (Alter & Helfer, 2017). The comparison is useful precisely because it
shows that harmonization without supranationalization, as described above for
TRIPS and the PCT, is a choice rather than a necessity: regional blocs can adopt
directly applicable, centrally adjudicated patent law when their member States
consent to it. MERCOSUR has not made that choice. Its member States, including
Brazil and Paraguay, retain full national competence over patent examination,
grant, and enforcement, coordinated only through the general commitments of
the Treaty of Asuncién and the Protocol of Ouro Preto. The institutional mis-
match this article identifies is therefore not an inevitable feature of regional eco-
nomic integration as such. It is a contingent feature of the particular institutional
choice MERCOSUR has made, one that a differently designed regional bloc could
in principle narrow, though not eliminate, since even the Andean Tribunal’s har-
monized patent standard leaves marketing authorization, customs enforcement,
and pricing outside its jurisdiction.

The political-science literature on international intellectual property govern-
ance frames this choice in comparable terms. Helfer’s account of regime shifting
describes how States dissatisfied with outcomes in one international forum relo-
cate their intellectual-property agenda to others, producing a layered and only

partly coherent regime rather than a single hierarchy (Helfer, 2004, 2009). The
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access-to-medicines literature records how that layering was tested in the phar-
maceutical field, where the flexibility available to States under TRIPS proved to
depend heavily on national administrative capacity and political choice rather
than on the text alone (Hoen, Berger, Calmy, & Moon, 2011). Regional govern-
ance in South America shows the same pattern from below: Riggirozzi’s study of
health diplomacy documents genuine regional coordination on health that none-
theless stops short of transferring decision-making competence away from na-
tional authorities (Riggirozzi, 2014). The Andean and MERCOSUR trajectories
are best read against that background—as institutional choices about where com-
petence should sit, made and revisable by States, rather than as stages in a single
convergence.

For present purposes, the crucial result is that international patent law harmo-
nizes legal standards more readily than it harmonizes market conditions. Two
neighboring States may both comply with TRIPS while producing different prac-
tical outcomes because their patent offices, courts, health regulators, customs au-
thorities, administrative capacities, and market structures differ. Such differences
do not necessarily indicate noncompliance. They are a foreseeable consequence of

harmonization without supranationalization.

2.3. Legal Coherence and Institutional Performance

A distinction between legal coherence and institutional performance clarifies the
argument. A legal arrangement is coherent when its rules, competencies, and con-
sequences can be understood within the architecture that created them. Patent
territoriality satisfies this criterion. It identifies the authority that grants the right,
the territory in which the right has effect, and the institutions competent to en-
force it. A Brazilian patent does not purport to govern Paraguay, and a Paraguayan
decision does not purport to determine the validity of a Brazilian patent. The sys-
tem supplies a clear jurisdictional answer.

Institutional performance asks a different question: how does that arrangement
operate when it interacts with other institutions and with the social environment?
A territorially coherent patent system may encounter a market in which consum-
ers and products cross borders frequently. In that setting, the patent’s territorial
limits remain legally clear, but the economic consequences of national divergence
are transmitted through the integrated market. A difference in price, authoriza-
tion, enforcement, or availability in one jurisdiction may influence demand and
circulation in the neighboring jurisdiction.

The distinction prevents two analytical errors. The first is to infer from cross-
border circulation that territoriality has failed. The movement of goods beyond
the territory in which a right is recognized may create infringement, customs, ex-
haustion, or regulatory questions, but it does not make the territorial rule inco-
herent. The second error is to assume that because territoriality remains coherent,
national analysis is sufficient to explain the market. Legal validity and explanatory

sufficiency are not the same thing.
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The institutional mismatch identified in this article arises at this second level.
It describes the interaction between a territorially allocated legal competence and
a functionally integrated economic environment. The mismatch is relational. It
cannot be located exclusively in Brazilian law, Paraguayan law, or MERCOSUR
law because it emerges from the way their separate institutions operate within a
connected border market. Nor is it resolved simply by proving that each State has
complied with its international obligations. Compliance may coexist with cross-
border effects that no single institution was designed to manage comprehensively.

This conceptualization preserves the normative value of territoriality while
opening a broader field of analysis. It directs attention toward institutional inter-
faces: the point at which patent decisions interact with pharmaceutical authoriza-
tion; the point at which lawful availability in one market generates demand from
another; the point at which customs and health surveillance encounter products
produced, labeled, or sold under foreign rules; and the point at which regional

integration increases mobility without integrating every legal function.

2.4. Institutional Mismatch and Legal Geography

The distinction between legal coherence and institutional performance developed
above intersects with a body of scholarship this article has not yet engaged: legal
geography. Since the 1990s, legal geographers have argued that law is not merely
applied within space but is constitutive of it—that jurisdiction, property, and ter-
ritory are produced through the same practices that produce social space (Blom-
ley, 1994). Blomley, Delaney, and Ford’s edited reader consolidated this claim into
a research program examining how legal categories such as the border, the juris-
diction, and the market are themselves spatial artifacts rather than neutral con-
tainers for legal rules (Blomley, Delaney, & Ford, 2001). Delaney’s concept of the
nomosphere extends the argument further, describing the cultural-material envi-
ronment produced by the reciprocal entanglement of legal signification and lived
space, in which ordinary commercial practices—a purchase, a border crossing, a
delivery—simultaneously enact and are shaped by legal categories (Delaney,
2010). Braverman, Blomley, Delaney, and Kedar’s later collection extends this
program to biotechnology, borders, and infrastructure, domains structurally sim-
ilar to the pharmaceutical border market examined here (Braverman, Blomley,
Delaney, & Kedar, 2014).

This literature anticipates, in a different idiom, the argument that territorial le-
gal categories can be coherent while failing to describe the space in which they
operate. It would therefore be a mistake to present institutional mismatch as a
wholly new discovery. What legal geography contributes is a claim about how law
and space are mutually constitutive; what this article adds is a narrower, institu-
tionally specific claim about administrative competence—namely, that patent of-
fices, health regulators, and customs authorities each observe only the portion of
an integrated market that falls within their territorial mandate, and that no insti-

tution among them is positioned to observe the connected whole. The legal-geog-
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raphy literature is generally more concerned with how law produces spatial mean-
ing—for instance, how a border comes to be experienced as a legal fact—than with
the narrower administrative question of which agency has jurisdiction to act on a
cross-border commercial pattern once it is observed. Institutional mismatch, as
used here, borrows the former literature’s premise that territorial categories are
not self-evidently adequate descriptions of economic space, while directing that
premise toward a more applied question: which institutions, if any, are capable of
managing the interfaces among territorially bounded regimes. The tirzepatide

case in Section 4 is offered in that applied register.

3. Integrated Border Economies and the Brazil-Paraguay
Context

3.1. Integration as a Functional Economic Relationship

The Treaty of Asuncién established MERCOSUR with the objective of creating a
common market based on the free movement of goods, services, and factors of
production, a common external tariff, coordination of macroeconomic and sec-
toral policies, and the harmonization of legislation in relevant areas (MER-
COSUR, 1991). The Protocol of Ouro Preto later supplied a definitive institutional
structure and international legal personality (MERCOSUR, 1994). These instru-
ments express an integration project, but they do not establish a federal or fully
supranational order. MERCOSUR’s principal decision-making bodies remain in-
tergovernmental, and implementation frequently depends on domestic legal and
administrative processes.

This institutional design produces a familiar feature of regional integration:
economic relationships may deepen more quickly or more extensively than legal
centralization. Mattli argues that integration responds to demand for reduced
transaction costs and to the supply of regional governance, but the institutional
form varies according to political conditions (Mattli, 1999). MERCOSUR lowers
and coordinates barriers while preserving national competence across many reg-
ulatory fields. Its border regions therefore combine intensified economic interde-
pendence with persistent jurisdictional separation.

The Brazil-Paraguay border is an especially revealing environment. Ciudad del
Este and Foz do Iguagu are not merely adjacent municipalities located on opposite
sides of an international line. They form part of a broader cross-border commer-
cial system shaped by daily mobility, tourism, retail specialization, logistics, cur-
rency and tax differentials, and the social networks of the Triple Frontier. The
Friendship Bridge is simultaneously a border checkpoint and an artery of an inte-
grated urban economy. Formal legal categories remain national; commercial be-
havior is routinely transboundary.

Keohane and Nye’s concept of complex interdependence is useful here because
it shifts attention from isolated sovereign units to multiple channels of interaction
and reciprocal effects (Keohane & Nye, 1977). Border markets do not eliminate

State authority. They multiply the pathways through which decisions in one juris-
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diction affect actors in another. A regulatory approval, shortage, price change, en-
forcement operation, or advertising trend on one side of the border may rapidly
alter conduct on the other.

The term integrated border economy is used here in a functional rather than
constitutional sense. It does not imply the disappearance of customs, perfect free-
dom of movement, or uniform law. It identifies an economic space in which cross-
border interaction is sufficiently recurrent and organized that analyzing each side
as a self-contained national market omits a material part of the commercial reality.

Integration is therefore a matter of patterned interdependence, not legal fusion.

3.2. Autonomous Patent and Pharmaceutical Institutions

Against this integrated economic background, patent and pharmaceutical institu-
tions remain national. In Brazil, the National Institute of Industrial Property
(INPI) administers patents under Law No. 9279 of 1996 (Brazil, 1996). In Para-
guay, the National Directorate of Intellectual Property (DINAPI) performs the
corresponding function under Law No. 1630 of 2000, as amended (Paraguay, 2000).
Each office applies its own procedures and national law within the constraints of
international commitments. A patent application concerning the same molecule
may therefore have a distinct procedural history, claim scope, status, or enforcea-
bility in each country.

Paraguay’s continued position outside the Patent Cooperation Treaty is one
further expression of this institutional autonomy, discussed in Section 2.2: the
procedural route by which a foreign applicant secures protection differs from one
side of the border to the other, independently of the underlying patentability
standards each office applies.

Pharmaceutical regulation is institutionally separate from patent administra-
tion. ANVISA evaluates the quality, safety, and efficacy of medicines for the Bra-
zilian market under Brazil’s health-surveillance framework. Paraguay’s National
Directorate of Health Surveillance (DINAVISA) performs comparable regulatory
functions within its jurisdiction. Marketing authorization does not itself confer a
patent, and a patent does not itself authorize commercial sale. The two regimes
protect different public interests through different legal tests.

The distinction is elementary but indispensable in cross-border disputes. A
product may be unpatented yet unregistered; patented yet authorized to alicensee;
authorized in one country and unregistered in another; genuine but unlawfully
imported; or falsified regardless of patent status. The legal analysis therefore re-
quires a matrix rather than a single binary classification. Patent law, health regu-
lation, customs law, consumer protection, and criminal law may attach different
consequences to the same physical item.

National autonomy also extends to enforcement capacity and regulatory prac-
tice. Offices differ in resources, inspection priorities, judicial speed, border-con-
trol strategies, and access to information. These differences can produce uneven

practical conditions even where the written law is broadly aligned. International

DOI: 10.4236/blr.2026.173047

930 Beijing Law Review


https://doi.org/10.4236/blr.2026.173047

G. O. de Aguiar Borges, C. C. Prado

minimum standards do not equalize institutional capacity, and regional trade in-
tegration may make the consequences of those differences more visible by con-
necting the affected markets.

The Brazil-Paraguay setting therefore contains an asymmetry between the den-
sity of economic interaction and the allocation of regulatory authority. Consum-
ers can cross the border more easily than a patent right or marketing authorization
can. A medicine lawfully registered in one State does not acquire authorization in
the other by virtue of physical proximity or regional integration. Likewise, the ab-
sence, expiration, limitation, or non-enforcement of a patent in one jurisdiction
does not alter the territorial effect of a patent recognized in the neighboring juris-

diction.

3.3. Pharmaceutical Circulation across the Border

Pharmaceutical markets intensify this asymmetry because demand is shaped by
health needs, perceived urgency, scarcity, and substantial price differences. Con-
sumers may be less willing to treat the national market as exclusive when a desired
medicine appears available nearby. Social media and messaging platforms further
detach information from territory: advertisements, testimonials, price lists, and
informal recommendations circulate before regulators can establish the origin or
status of the products being offered.

This pattern is not peculiar to the Brazil-Paraguay border, and a body of peer-
reviewed scholarship on cross-border pharmaceutical purchasing allows it to be
stated with more precision. Studies of the United States-Mexico border have doc-
umented sustained purchasing of medicines across the line, driven by price, by
the absence of insurance coverage, and by more permissive dispensing practice on
the cheaper side, with a substantial share of purchases made without a prescrip-
tion (Rivera, Ortiz, & Cardenas, 2009; Essigmann et al., 2022). Within MER-
COSUR, Giovanella and colleagues surveyed municipal health secretaries in sixty-
nine Brazilian border localities and found routine, structurally embedded demand
crossing the border in both directions, largely unrecorded by the national infor-
mation systems that each State uses to plan its own provision (Giovanella,
Guimaraes, Nogueira, Lobato, & Damacena, 2007). The European experience of
parallel trade in medicines points the same way from the supply side: price differ-
entials between adjacent regulated markets are durable and are systematically ex-
ploited by intermediaries even where patent and marketing-authorization rules
are harmonized and the internal market is legally unified (Kanavos & Costa-Font,
2005). What the tirzepatide case adds to this literature is not the discovery of
cross-border purchasing but a setting in which the divergence has a patent dimen-
sion as well as a price dimension.

The physical movement of a pharmaceutical product across the border trans-
forms its legal characterization. A product sold under Paraguayan rules enters a
different legal environment when brought into Brazil. Brazilian patent rights, im-

port controls, personal-use exceptions, prescription requirements, and ANVISA
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registration rules may become relevant. The product does not carry the law of the
place of purchase with it. At the same time, the commercial incentive that gener-
ated the transaction may have arisen from the integrated market rather than from
either national market considered separately.

This intuition has a precise basis in the conflict of laws. Brazilian private inter-
national law, codified in the Law of Introduction to the Norms of Brazilian Law
(Decree-Law No. 4657 of 1942, the LINDB) (Brazil, 1942), determines the law
governing an obligation by the place where it is constituted through its Article 9
and asserts Brazilian jurisdiction where the obligation is to be performed in Brazil
through its Article 12. A purchase concluded in Paraguay may thus be governed,
as a contract, by Paraguayan law. But the rules that matter most at the border are
not dispositive contract rules; they are mandatory norms of public order—patent
territoriality, marketing authorization, import control—which apply as Jex fori
regardless of the law attached to the underlying transaction. The conflict-of-laws
rule allocates the private contract; it does not displace the territorial competence
of the importing State over patents and public health. This is the doctrinal reason
the product does not carry the law of its place of purchase with it: the private
transaction and the public regime answer to different, and independently deter-
mined, choice-of-law logics.

This explains why border circulation should not be described only as leakage
from one jurisdiction into another. Leakage suggests a primary, self-contained
market from which goods escape. In an integrated border economy, cross-border
demand may be constitutive of the market itself. Suppliers may anticipate foreign
consumers; consumers may treat the neighboring jurisdiction as part of their or-
dinary choice set; transport services may be organized around purchasing trips;
and digital commerce may connect buyers and sellers without regard to the regu-
latory boundary that ultimately determines legality.

None of this eliminates the importance of enforcement. On the contrary, it
makes enforcement more complex. Customs and health authorities must distin-
guish personal importation from commercial distribution, genuine products from
falsified products, registered products from unregistered products, and patent-re-
lated conduct from public-health violations. The same package may trigger several
legal regimes, each with a different evidentiary basis and institutional owner.

The border economy thus operates as an interface among legal systems. Its sig-
nificance lies not in being outside the law, but in being governed by several terri-
torial legal orders whose effects converge in a single commercial environment.

This convergence prepares the ground for the tirzepatide case.

4. Tirzepatide as a Critical Case
4.1. Why Tirzepatide Makes the Institutional Relationship Visible
A critical case is valuable not because it is statistically representative, but because

it makes a mechanism particularly clear (Flyvbjerg, 2006). Tirzepatide has this
quality, and recent regulatory and commercial developments along the Brazil-Par-
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aguay border make the mechanism observable in unusually concrete terms rather
than only in principle.

ANVISA approved Mounjaro, containing tirzepatide, as a new medicine in Sep-
tember 2023 for adults with type 2 diabetes, and later extended the indication to
weight management for adults with obesity or overweight with comorbidities;
commercial sale in Brazil began in May 2025 (ANVISA, 2023; Conselho Federal
de Farmacia, 2025). The Brazilian registration identifies Eli Lilly do Brasil as the
holder. Meanwhile, at least five Paraguayan laboratories—among them Laborato-
rio de Productos Eticos, manufacturer of the product marketed as Lipoless—ob-
tained sanitary registration from DINAVISA to produce and sell tirzepatide-based
injectable products in Paraguay (Eticos Paraguay, n.d.). According to the presi-
dent of Cifarma, the Paraguayan pharmaceutical-industry chamber, this is possi-
ble because Eli Lilly did not file a Paraguayan patent application for tirzepatide,
and under Paraguayan law a patent can exist only where an application was filed
(La Nacion, 2026). Consistent with this account, and as discussed in Section 2.2,
Paraguay’s continued position outside the Patent Cooperation Treaty makes se-
lective non-filing in smaller markets a foreseeable outcome of ordinary filing eco-
nomics rather than a gap in Paraguayan patent law itself.

Two methodological qualifications attach to that account. The documentary
family check described in Section 1 neither confirms nor contradicts it from the
register itself: it establishes only that no Paraguayan member of the relevant patent
family—identified through the priority application US 62/101,559, the interna-
tional application WO 2016/111971 Al, and the Brazilian national-phase grant
BR 112017010596 B1, all sharing the simple-family identifier 55315708—is in-
dexed in the international collections consulted. And, consistent with the refram-
ing offered in Section 2.2, Paraguay’s position outside the Patent Cooperation
Treaty is treated here as an institutional incentive that plausibly bears on filing
decisions, not as a demonstrated explanation of this one.

Two distinct categories of tirzepatide-related product circulation must be kept
separate, and the border market contains documented examples of each. The first
is the genuine, DINAVISA-registered Paraguayan product: Lipoless and compa-
rable products are lawfully manufactured and sold in Paraguay under Paraguayan
sanitary and, in the qualified sense above, patent law, but lack ANVISA registra-
tion and therefore cannot lawfully be sold in Brazil (ANVISA, 2025a). In Novem-
ber 2025, ANVISA prohibited the importation, distribution, advertising, and use
of five such products by name—T.G. 5, Lipoless, Lipoless Eticos, Tirzazep Royal
Pharmaceuticals, and T.G. Indufar—expressly for lack of Brazilian sanitary regis-
tration (ANVISA, 2025b). The measure did not allege patent infringement, trade-
mark counterfeiting, or that the products were adulterated; the products’ legal de-
fect in Brazil is regulatory, not proprietary. The second category is the counterfeit
product: in 2026, Eli Lilly do Brasil itself identified falsified batches bearing the
Mounjaro trademark, with lot numbers and serial numbers inconsistent with gen-

uine production, leading ANVISA to order seizures in February and July 2026
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(ANVISA, 2026a, 2026b). These products are not manufactured by a licensed Par-
aguayan competitor; they misappropriate Eli Lilly’s mark and packaging, and they
raise trademark and consumer-protection questions that are analytically distinct
from the Lipoless-type case. Collapsing the two categories, as informal reporting
on the border market sometimes does, would obscure exactly the institutional dis-
tinctions this article aims to clarify: one category tests the limits of territorial pa-
tent and registration law operating as designed; the other is a conventional case of
product counterfeiting that territorial law is well equipped to condemn in either
jurisdiction.

On the counterfeit axis, a further body of Brazilian law is engaged that the reg-
istration cases do not touch. The Consumer Defense Code (Law No. 8078 of 1990)
(Brazil, 1990) imposes strict liability along the supply chain for harm caused by
defective products, distinguishing liability for a product defect that endangers the
consumer, through its Article 12, from liability for a quality defect, through its
Article 18. Falsified Mounjaro, bearing lot and serial numbers inconsistent with
genuine production, is a textbook instance of a dangerous product defect. Yet ex-
traterritorial acquisition thins the remedy: where the Brazilian consumer bought
a counterfeit from a seller operating across the border, the chain of suppliers
reachable under the Code may be short or absent, and the conflict-of-laws con-
siderations discussed in Section 3.3 condition which liabilities a Brazilian court
can in fact impose. Counterfeiting is thus doctrinally easy to condemn and prac-
tically hard to redress, and the difficulty is again a function of the border rather
than of any defect in the substantive law.

Patent analysis adds a further layer even within the first category. Tirzepatide-
related inventions may be covered by multiple patents or applications concerning
the compound, formulations, manufacturing processes, delivery devices, or ther-
apeutic uses, each of which must be assessed claim by claim and jurisdiction by
jurisdiction; this article does not purport to have reviewed Eli Lilly’s complete pa-
tent family, only the market-level outcome reported by Paraguay’s industry asso-
ciation. The methodological advantage of the case is nonetheless intact: chemi-
cally identical or similarly labeled products occupy verifiably different legal posi-
tions in Brazil and Paraguay depending on filing decisions, authorization, and au-
thenticity, and the molecule crosses the border as a physical and commercial ob-

ject while the legal entitlements and approvals attached to it do not.

4.2. Patent Protection and Regulatory Divergence

Patent rights and pharmaceutical authorization are frequently discussed together
because both affect market entry, but they are not sequential stages of a single
regime. Patent law grants a right to exclude within a defined territory. Pharma-
ceutical regulation grants permission to place a product on a market after an as-
sessment of quality, safety, and efficacy. A product may satisfy one regime and fail
the other. Any analysis of tirzepatide in the border economy must therefore keep

the two axes separate.
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On the patent axis, the relevant questions include whether a patent or applica-
tion exists in the jurisdiction, whether it is in force, what claims it contains, who
owns or licenses it, whether the challenged conduct falls within those claims, and
whether an exception or exhaustion rule applies. These are territorially deter-
mined questions. A Brazilian court cannot infer infringement merely from a label
or from the existence of a foreign patent; it must identify a Brazilian right and
compare the relevant conduct with its legally enforceable claims.

On the regulatory axis, the questions include whether the product has received
marketing authorization, whether the manufacturer and supply chain comply
with applicable standards, whether the batch is authentic, whether importation is
permitted, and whether the product is dispensed under the required prescription
controls. ANVISA’s prohibition of an unregistered product does not require proof
of patent infringement. Public-health enforcement can proceed on the independ-
ent ground that the product was not evaluated or was falsified.

Cross-border integration links these axes by allowing a product’s treatment in
one jurisdiction to affect incentives in another. A supplier operating in Paraguay
may encounter a different set of patent, registration, pricing, and enforcement
conditions than a supplier operating in Brazil. Brazilian consumers may respond
to those differences by purchasing across the border. Once the product enters Bra-
zil, however, Brazilian law governs its importation, distribution, sale, and use
within Brazilian territory. The integrated market transmits regulatory differences;
it does not neutralize them.

The magnitude of the resulting price differential is documented rather than as-
sumed. According to Cifarma, the absence of patent protection allows Para-
guayan-manufactured tirzepatide products to retail at roughly 40 percent of re-
gional prices (La Nacion, 2026). Brazilian press reporting corroborates the pattern
at the retail level: Lipoless was reported selling in Paraguay for approximately
R$550 per box, against R$1500 or more for the least expensive Mounjaro presen-
tation available in Brazil, a ratio patients themselves describe as threefold (Midia-
max, 2025).

That differential should not be attributed to the absence of patent protection
alone. The absence of a Paraguayan patent is best understood as a permissive con-
dition—it is what allows a competing manufacturer to exist at all—rather than as
a measure of the distance between the two retail prices. At least five further drivers
operate on the Brazilian side of the comparison, and each is independently docu-
mented. First, price formation for medicines in Brazil is regulated: Law No. 10,742
(Brazil, 2003) created the Medicines Market Regulation Chamber (CMED), which
sets a maximum consumer price built up from a factory price and adjusted for the
applicable tax burden, so that the Brazilian retail figure reflects an administratively
constructed ceiling rather than an unconstrained market outcome. Second, the
tax wedge differs sharply: taxes account for a substantial share of the final price of
medicines in Brazil, principally through the state ICMS together with the federal
PIS and COFINS contributions, whereas Paraguay applies a reduced value-added
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tax rate of five per cent to the sale and importation of products registered as hu-
man medicines under Law No. 6380 of 2019 (Paraguay, 2019). Third, the two
products embody different cost structures: an originator price recovers research,
development, and global regulatory expenditure and is set within an international
pricing strategy, while a domestically manufactured competitor that did not bear
those costs prices against local demand. Fourth, distribution differs: the Brazilian
chain typically interposes distributors and retail pharmacy margins that are them-
selves inputs into the regulated price, and the two markets differ in scale, currency,
and purchasing power. Fifth, compliance costs diverge: the registration, pharma-
covigilance, cold-chain, and traceability obligations attaching to a product law-
fully marketed in Brazil are not equivalent to those borne by the Paraguayan com-
petitor.

The economic literature on international pharmaceutical price differences sup-
ports this multi-causal reading. Danzon and Chao found cross-national price dif-
ferences for pharmaceuticals to be large and to be driven substantially by regula-
tory regime, market structure, and the composition of the products compared,
rather than by patent status alone (Danzon & Chao, 2000). Kyle showed that price-
control regimes shape not only prices but the sequencing of product launches
across countries (Kyle, 2007), with the relationship among patents, price controls,
and global market entry also examined by Lanjouw (2005), and Cockburn, Lan-
jouw, and Schankerman found that patent regimes and price regulation jointly
determine where and when new drugs are launched, each effect operating inde-
pendently of the other (Cockburn, Lanjouw, & Schankerman, 2016). Kanavos and
Costa-Font’s study of parallel trade in Europe further shows that price differen-
tials between adjacent regulated markets persist, and are exploited by intermedi-
aries, even inside a single customs union with harmonized patent and marketing-
authorization rules (Kanavos & Costa-Font, 2005). The claim defended here is
therefore a limited one: the absence of a Paraguayan patent is a necessary condi-
tion for the existence of the cheaper Paraguayan product, and the resulting price
gap is what makes the border market operate, but the magnitude of that gap is
overdetermined, and this article does not purport to decompose it.

This is the first manifestation of institutional mismatch. The relevant legal sys-
tems classify the product territorially, but the market forms through comparison
across territories. A consumer’s decision may depend on the combined price and
availability landscape of Brazil and Paraguay. No single national database captures
that decision environment. Patent and regulatory analysis remain national, while

market analysis becomes transnational.

4.3. Cross-Border Circulation and the Limits of National Market
Assumptions

Conventional patent analysis often assumes a market bounded by the jurisdiction
in which the right exists. This assumption is usually workable because infringe-

ment and remedies are territorially defined. In a border economy, however, the
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assumption may conceal the source of the challenged conduct. Demand in Brazil
may be supplied through transactions in Paraguay; advertising may be directed
across the border; products may be carried by individual consumers, intermedi-
aries, or organized distributors; and price signals may circulate independently of
the product itself.

The resulting market is not legally unified. A purchase in Paraguay and an im-
portation into Brazil are distinct acts that may attract distinct rules. Yet they are
economically connected parts of a single transaction. Treating them as wholly sep-
arate national events makes the legal analysis formally neat but institutionally in-
complete. The border market is the mechanism connecting the lawful or unlawful
opportunities available under each system.

Exhaustion doctrine illustrates the difficulty. TRIPS Article 6 leaves members
substantial autonomy concerning exhaustion for purposes of WTO dispute settle-
ment. National rules may distinguish goods placed on a foreign market with the
patent holder’s consent from unauthorized copies or falsified goods. Even where
international exhaustion is recognized, health regulation may independently pro-
hibit importation of an unregistered medicine. The lawful sale of a genuine prod-
uct abroad therefore does not necessarily establish lawful commercialization at
home, and patent consent does not substitute for regulatory authorization.

Brazilian law gives this abstract point a concrete form. The Industrial Property
Law (Law No. 9279 of 1996) limits the patent right, in Article 43, IV, as to a prod-
uct placed on the internal market directly by the patent holder or with its con-
sent—a formulation generally read as adopting national, rather than interna-
tional, exhaustion, so that a lawful first sale abroad does not by itself exhaust the
corresponding Brazilian patent. In the tirzepatide case, however, exhaustion is
largely beside the point for the DINAVISA-registered Paraguayan products: be-
cause no Paraguayan patent was obtained, there is no foreign patent right whose
exhaustion could even be argued. The barrier to their lawful sale in Brazil is regu-
latory, and any patent barrier would arise not from exhaustion but from the Bra-
zilian patent’s own territorial effect against unauthorized importation.

The same separation applies to personal importation. A legal system may toler-
ate or regulate limited importation for individual use while prohibiting commer-
cial distribution. Such distinctions are sensible within domestic law, but an inte-
grated border economy can generate scale through the aggregation of individual
transactions. Repeated personal purchases may collectively alter the competitive
environment without any single purchase resembling conventional commercial
importation. This does not make every purchase unlawful; it shows that the mar-
ket effect may exceed the categories used to regulate each act.

These dynamics are not hypothetical. Brazilian patients living near the border
have described routine monthly trips to Paraguay to purchase Lipoless, carrying
the product across the Ponta Pord-Pedro Juan Caballero crossing in insulated
coolers together with a Brazilian medical prescription, a pattern that predates and
continued after ANVISA’s November 2025 prohibition (Midiamax, 2025). At the
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same time, Paraguayan reporting documents conduct clearly outside any per-
sonal-use exception: in April 2026, a Brazilian traveler was detained crossing from
Ciudad del Este into Brazil with tirzepatide vials taped to his legs, and a separate
shipment of tirzepatide was stolen and later recovered in Itacurubi de la Cordil-
lera, indicating that criminal actors treat the product as valuable enough to justify
organized theft along transport routes (La Nacidn, 2026). The same reporting de-
scribes a broader wave of robberies targeting tirzepatide shipments in the border
region. These episodes illustrate, more concretely than a doctrinal description
alone could, that the aggregate effect of an integrated pharmaceutical border mar-
ket is not reducible to the personal-importation exceptions that domestic law is
designed to accommodate.

The boundary these episodes test is itself drawn by positive law, on two axes.
On the patent axis, the Industrial Property Law exempts, in Article 43, I, acts per-
formed by unauthorized third parties in private and without commercial purpose,
provided they cause no economic prejudice to the holder—a limitation that shel-
ters genuine individual use but not distribution. On the sanitary axis, ANVISA’s
regulation on the importation of medicines by natural persons conditions and
quantitatively limits personal importation, so that what exceeds the permitted per-
sonal quantum is not a tolerated exception but an unauthorized import (ANVISA,
2008). The aggregation problem noted above operates precisely at the seam be-
tween these norms: each individual purchase may fall within the private-use limit
of both axes while the cumulative cross-border flow exceeds anything those ex-
ceptions were designed to permit. The exceptions are drawn for the isolated act;
the integrated market supplies volume through their repetition.

Digital intermediation further complicates territory. Sellers can promote prod-
ucts to Brazilian consumers while physically operating outside Brazil. Payments,
communications, delivery arrangements, and medical advice may occur in differ-
ent places. The location of infringement, offer for sale, advertising, importation,
and consumer harm may therefore diverge. Territoriality still supplies the govern-
ing rules, but establishing the relevant territorial connecting factors becomes more
fact-intensive.

Tirzepatide exposes these dynamics because the product’s value and demand
justify cross-border search. It would be mistaken, however, to infer that the prob-
lem is unique to anti-obesity medicines. Similar interactions can arise for oncol-
ogy medicines, biologics, fertility treatments, vaccines, rare-disease therapies,
medical devices, and agricultural technologies. The case identifies a general insti-
tutional pattern: high-value regulated products move through markets whose

functional geography differs from the geography of legal authority.

4.4. Territoriality Remains Legally Coherent

Tirzepatide does not show that patent territoriality is obsolete. The territorial sys-
tem continues to identify the rights enforceable in Brazil, the rights enforceable in

Paraguay—including their conspicuous absence in the latter—and the authorities
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competent to decide disputes in each country. Eli Lilly’s choice not to file in Par-
aguay, DINAVISA’s registration of Lipoless, and ANVISA’s prohibition of the
same product in Brazil are each, individually, straightforward applications of ter-
ritorial competence. Cross-border circulation creates difficult facts; it does not
erase the jurisdictional structure that produced those facts in the first place.

Nor does the case establish that a supranational patent would solve the under-
lying problem, and the Andean comparison developed in Section 2.2 makes this
concrete rather than speculative. Even under Decision 486’s directly applicable,
centrally adjudicated patent regime, marketing authorization, product authentic-
ity, prescription requirements, pricing, and customs enforcement would remain
separately administered national functions. A unitary tirzepatide patent covering
Brazil and Paraguay might close the specific gap this case exploits, but it would
leave the broader architecture of institutional mismatch intact: the border market
would still connect national decisions on registration, pricing, and enforcement
that a patent-only fix does not touch. The temptation to treat territoriality as the
problem arises from a category error. Patent law is asked to organize the market
when its principal function is to allocate exclusive legal authority; it cannot by
itself align national health systems, equalize prices, authenticate products, or su-
pervise every border crossing. Those tasks belong to other institutions, and the
case supports a defense of territoriality accompanied by a correction in analytical
method: preserve the territorial allocation of rights while recognizing the border
economy as an autonomous field of interaction requiring coordination among pa-

tent, health, customs, consumer-protection, and law-enforcement authorities.

4.5. The Institutional Mismatch Thesis

Institutional mismatch is a condition in which the territorial scale at which legal
authority is allocated differs from the functional scale at which the regulated mar-
ket is organized. It has four elements: more than one territorially autonomous
legal order governs aspects of the same category of goods; material differences
exist in rights, approvals, enforcement, price, or availability; recurrent cross-bor-
der interaction transmits the effects of those differences; and no single institution
possesses authority over the entire functional market. The Brazil-Paraguay tir-
zepatide market satisfies all four: Brazilian and Paraguayan patent and health au-
thorities are each competent only within their own territory; tirzepatide is patent-
protected and expensively priced in Brazil but unpatented, DINAVISA-registered,
and priced at roughly 40 percent of the regional level in Paraguay; consumers,
couriers, and even thieves move the product across the border at a documented,
non-trivial scale; and neither ANVISA, DINAVISA, INPI, DINAPI, nor MER-
COSUR observes the connected market as a single object—each observes only the
slice that falls within its mandate.

The fourth of these elements requires substantiation rather than assertion, be-
cause the two States are not without coordination machinery. Four mechanisms

are relevant, and each is limited in a way that leaves the connected market unob-
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served.

The first is sectoral harmonization within MERCOSUR. Working Subgroup
No. 11 (“Health”) and its Commission on Health Products have produced a body
of Common Market Group resolutions harmonizing the requirements for the reg-
istration of pharmaceutical products across the member States. What is harmo-
nized, however, is the content of the national requirement; the registration deci-
sion itself remains national. That is precisely why DINAVISA could register Li-
poless and ANVISA could exclude the same product without either State depart-
ing from the harmonized standard.

The second is intellectual property. MERCOSUR’s Protocol on the Harmoni-
zation of Intellectual Property Norms, approved by CMC Decision No. 8/95
(MERCOSUR, 1995), covers trademarks, indications of source, and appellations
of origin only; as to patents, the member States undertook merely to seek addi-
tional agreements in the future, and no such instrument has been concluded. Pa-
tent competence within MERCOSUR is therefore not merely decentralized but
expressly left outside the harmonization achieved for other industrial-property
rights.

The third is customs and integrated border management. The Recife Agree-
ment and its implementing rules (MERCOSUR, 2000) provide for Integrated
Control Areas at MERCOSUR crossings, in which the customs, migration, sani-
tary, and transport controls of both States are carried out sequentially or, where
possible, simultaneously at a single location. The mechanism coordinates the se-
quencing of controls over declared cargo at a fixed point; it is not designed to
produce a shared picture of a product market, and at the Foz do Iguacu-Ciudad
del Este crossing the integration actually achieved has in practice been confined
to particular agencies and commodity classes. It also engages formal commercial
traffic, whereas much of the circulation described in Section 4.3 travels as accom-
panied personal baggage or through channels that never present themselves for
control at all.

The fourth is regulatory convergence outside the bloc, principally through the
Pan American Health Organization’s Pan American Network for Drug Regulatory
Harmonization (PAHO, n.d.), which promotes convergence of technical stand-
ards and mutual reliance among national regulators. Its instruments are recom-
mendatory, and its unit of action is the national authority’s own regulatory capac-
ity rather than the transboundary market.

Taken together, these mechanisms harmonize inputs—requirements, proce-
dures, control sequences, technical standards—and facilitate flows. None of them
constitutes an authority, or even a standing forum, charged with observing the
demand, pricing, and circulation of a given medicine across the two territories as
a single object, or with deciding what to do about what it observes. That is the
sense, and the only sense, in which the claim of unobserved wholeness is advanced
here.

The mismatch is not equivalent to a regulatory gap, and it is not evidence of
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any institution’s failure. The conduct is densely regulated: DINAVISA evaluated
and registered Lipoless; ANVISA evaluated and rejected it for the Brazilian mar-
ket; Eli Lilly made a filing decision inside a coherent, if administratively demand-
ing, procedural framework. The difficulty lies in the absence of a perspective ca-
pable of integrating these separately correct decisions. This is also where the com-
parison to the Andean Community is instructive rather than merely decorative:
Decision 486 demonstrates that the territorial scale of patent law can be enlarged
by consent, and the Andean Tribunal of Justice demonstrates that a regional body
can meaningfully harmonize outcomes within that scale (Helfer, Alter, & Guer-
zovich, 2009). MERCOSUR has not made that institutional choice for patents, and
nothing in the tirzepatide case compels it to. What the case does compel is more
modest: an acknowledgment that formal compliance with TRIPS, or even a hypo-
thetical future harmonization of Brazilian and Paraguayan patent law, would not
by itself integrate the market these two States’ pharmaceutical regulators, customs
services, and law-enforcement agencies currently observe only in fragments.

The thesis therefore has a modest normative implication. It does not prescribe
a regional patent office, a uniform pharmaceutical code, or stronger exclusivity. It
calls for administrative coordination that stops short of legal fusion: information-
sharing between ANVISA and DINAVISA about products such as Lipoless before,
rather than after, they accumulate cross-border distribution networks; a standing
distinction, in enforcement communications, between the registration ground on
which the November 2025 prohibition rests and the counterfeiting ground on
which the 2026 seizures rest, so that patients and press do not conflate a generic-
competition story with a trademark-fraud story; and border-level cooperation be-
tween Brazilian and Paraguayan customs and police, of the kind already impli-
cated by the theft and recovery of tirzepatide shipments in Itacurubi de la Cordil-
lera. None of this requires dissolving territorial competence. It requires the terri-

torially competent institutions to notice each other.

4.6. Private Ordering and the Limits of Contractual Territoriality

The analysis so far has treated territoriality as a public allocation of authority. But
patent holders do not rely on public law alone. Where a patent exists, its territorial
exclusivity is routinely reinforced by private ordering: exclusive and selective dis-
tribution agreements, territorial and customer restraints, and licensing structures
that assign markets to designated intermediaries. These instruments attempt to
reproduce, through contract, the market segmentation that the patent secures by
public grant. In the border economy, they encounter the same functional geogra-
phy that unsettles the public regime.

Two limits are nonetheless decisive. The first is structural to contract itself. A
contract binds only its parties; under the general private-law principle of the rel-
ativity of contractual effects (res inter alios acta), it creates no obligation for those
who never consented to it. In the tirzepatide case this limit is stark. Eli Lilly has

no contractual relationship with the Paraguayan laboratories that developed Li-
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poless and comparable products, nor with the Brazilian consumer who crosses the
border to buy them. Where no Paraguayan patent exists, the holder retains neither
aright to exclude nor a contract capable of reaching those actors. Private ordering
can discipline an authorized distribution network; it cannot bind a lawful com-
petitor operating in a jurisdiction where the invention was never protected.

The second limit is external. Even among parties, territorial and vertical re-
straints are not freely enforceable. They are subject to competition law, adminis-
tered in Brazil under Law No. 12,529 of 2011 through the Administrative Council
for Economic Defense (CADE). Brazilian law does not treat vertical territorial or
customer restraints as unlawful in themselves. Article 36 of Law No. 12,529 de-
fines an infringement of the economic order by reference to actual or potential
anticompetitive effects, irrespective of fault, and its third paragraph lists con-
duct—including the imposition on distributors, retailers, and representatives of
resale prices, discounts, payment conditions, minimum or maximum quantities,
profit margins, or any other conditions governing their dealings with third par-
ties—which constitutes an infringement only where those effects are present (Bra-
zil, 2011, art. 36 and para. 3, IX). The statutory structure is thus effects-based ra-
ther than per se, and that is the sense in which Brazilian practice is described as
applying a rule of reason to such restraints. The same orientation appears in
CADE’s own guidance. Annex I to CADE Resolution No. 20 of 1999—long the
reference text on the point, and now revoked—defined vertical restrictive prac-
tices as restraints imposed by a supplier upon vertically related markets and set
out criteria for weighing their anticompetitive effects against their efficiencies ra-
ther than condemning them categorically (CADE, 1999). CADE’s Guide for the
Analysis of Non-Horizontal Concentration Acts, published in 2024, continues
that approach in structural review, assessing foreclosure risk against market posi-
tion and recognized efficiencies and treating transactions below a market-share
threshold as unlikely to raise concerns (CADE, 2024). A patent holder cannot use
contract to recreate an exclusivity that neither the patent system, for want of a
Paraguayan right, nor competition law, for want of an unconditioned territorial
restraint, will supply. And once a product has been lawfully placed on a market by
the holder or with its consent, the patent right over that unit is exhausted, so that
downstream contractual restrictions on resale lose their patent foundation and
stand or fall on competition law alone.

For present purposes the point is narrow. Whether a given territorial or cus-
tomer restraint is enforceable in Brazil depends on an effects analysis conducted
by a Brazilian authority, under Brazilian law, in respect of the Brazilian market.
Even a restraint that survives that analysis binds only those who consented to it.
Neither the analysis nor the instrument reaches the Paraguayan manufacturer or
the cross-border purchaser, which is why private ordering reproduces the mis-
match rather than curing it.

Private ordering therefore reproduces the institutional mismatch rather than
curing it. Its instruments are relational: they operate between identified parties

bound by consent. The border market is anonymous and transboundary, popu-
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lated by competitors, couriers, and consumers who are strangers to any relevant
contract. The mismatch identified in Section 4.5 thus has a private-law counter-
part. Neither the public allocation of patent authority nor the private allocation of
markets by contract observes or governs the connected whole; each reaches only

the actors, and the territory, that fall within its own logic of attribution.

5. Conclusion

This article asked whether territorially allocated patent systems can adequately
govern pharmaceutical innovation in economically integrated border regions
where neighboring States maintain materially different patent and pharmaceuti-
cal-regulatory institutions. The answer is affirmative with respect to the legal
function territorial systems were built to perform, and qualified with respect to
their capacity to describe the market in which patented products actually circulate.
The Brazil-Paraguay tirzepatide market supplies more than an illustration of this
qualification: Eli Lilly’s Brazilian patent and its absence in Paraguay, DINAVISA’s
registration of Lipoless and ANVISA’s subsequent prohibition of the same prod-
uct, and the documented price differential and physical movement of the product
across the border together show a market that no single territorial authority ob-
serves in full, even though each authority’s own decisions are individually well
founded.

The article’s principal contribution is the concept of institutional mismatch,
developed in Section 4.5 and situated against legal geography’s broader claim that
territorial legal categories are never simply neutral descriptions of space (Section
2.4), and against the Andean Community’s contrasting institutional choice to cen-
tralize patent adjudication regionally (Section 2.2). Read together, these three
moves locate the article’s claim precisely: mismatch is not an inherent property of
patent territoriality, nor a discovery unique to this case, but a contingent and re-
mediable feature of how MERCOSUR, specifically, has allocated authority over an
economically integrated pharmaceutical border market.

That contingency is not one private law can cure in the State’s place. The border
market escapes not only the reach of any single territorial authority but also the
reach of contract, whose instruments bind only their parties and whose territorial
restraints answer to competition law; and the physical movement of the product
across the border reorders its treatment under the importing State’s patent, health,
consumer-protection, and conflict-of-laws rules alike. The mismatch is therefore
a feature of institutional design in both its public and its private dimensions,
which is why the remedy defended here is coordination among the competent
authorities rather than the substitution of one spatial logic—whether suprana-
tional patent or private ordering—for the other.

The study remains doctrinal and qualitative, and its empirical claims should be
read with the limits of their sourcing in mind. The claim that no Paraguayan pa-
tent application was filed for tirzepatide rests on a public statement by an indus-

try-association official, corroborated but not replaced by the patent-family check

DOI: 10.4236/blr.2026.173047

943 Beijing Law Review


https://doi.org/10.4236/blr.2026.173047

G. O. de Aguiar Borges, C. C. Prado

reported in Section 1, which establishes only that no Paraguayan member of the
family is indexed in the international collections consulted and cannot substitute
for a search of the DINAPI register itself; the article has not conducted a claim-
by-claim review of Eli Lilly’s full patent family in either jurisdiction; and the scale
of cross-border circulation is documented through press reporting and regulatory
notices rather than through customs or sales data. Each of these is a legitimate
target for future empirical work: a direct DINAPI and INPI registry search would
confirm or correct the patent-filing account offered here; transaction-level data,
where obtainable, could quantify the volume implied by the robbery and personal-
importation reports cited in Section 4.3; and the institutional mismatch thesis it-
self could be tested against other border regions, other pharmaceutical classes, and
regional blocs positioned between MERCOSUR’s intergovernmentalism and the
Andean Community’s centralization—the Pacific Alliance is one plausible candi-
date. The analytical conclusion, however, does not depend on resolving these open
empirical questions. Territorial patent systems allocate legal authority; integrated
border markets organize pharmaceutical circulation functionally; and the tir-
zepatide case shows, with more specificity than the abstract proposition alone
could, why law should attend to the interaction between the two rather than treat-

ing either spatial logic as a complete account of the other.
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