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Abstract 

Market definition is often treated as a preliminary step in competition analysis, but in pharmaceutical 

markets it is frequently outcome-determinative because it shapes the assessment of market power, entry 

conditions and the competitive significance of patent strategies. The difficulty is that pharmaceutical 

competition does not operate through ordinary retail substitution alone. Prescribing decisions are mediated 

by physicians, reimbursement systems blunt direct price responses, regulatory approval structures 

condition entry, and follow-on patents can alter both the timing and the practical feasibility of generic 

competition. This paper argues that these features make pharmaceutical market definition unusually 

vulnerable to error if competition authorities rely too heavily on static indicators of therapeutic overlap or on 

formal classifications. The paper develops that argument in four steps. First, it explains why conventional 

substitution tools require adaptation in pharmaceutical markets, especially where competition is asymmetric 

and innovation driven. Second, it examines the European case law, focusing on AstraZeneca and Servier, 

to show both the strengths and the limits of molecule- and class-based approaches to market definition. 

Third, it analyses how strategic patenting, evergreening and product hopping can distort observed 

substitution patterns, thereby affecting both market definition and abuse analysis. Fourth, it proposes a 

refined framework for competition authorities, with particular attention to South Africa, where the 

intersection of a depository patent system, exclusionary abuse rules and public-health concerns makes the 

problem especially salient. The paper concludes that competition authorities should define pharmaceutical 

markets by reference to significant competitive constraints in practice, not merely by reference to broad 

therapeutic labels or formal patent boundaries. That requires closer attention to asymmetric substitution, 

regulatory design, payer incentives and the exclusionary effects of follow-on patenting.   

1. Introduction 

Market definition is not an end in itself. It is a tool for identifying the competitive constraints that matter for 

the assessment of market power, dominance and competitive harm. The revised EU Market Definition 

Notice makes that point expressly by framing market definition as a structured inquiry into the products and 

geographic areas that constrain a firm’s behaviour in a sufficiently significant way. (European Commission 
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20241.) In many sectors, that inquiry is difficult but manageable. In pharmaceuticals, however, it becomes 

substantially more complex because the ordinary assumptions behind demand substitution do not map 

neatly into how medicines are chosen, paid for and brought to market. (European Commission 20192; 

Dickey, Huang and Rubinfeld 20193.) 

The standard antitrust intuition is that products belong in the same market when customers would switch 

between them in response to a small but significant worsening of price or quality. Yet the pharmaceutical 

sector inserts several institutional layers between the price of a product and the ultimate competitive 

response. Physicians prescribe; pharmacists may or may not be permitted to substitute; insurers or state 

payers reimburse all or part of the cost; and regulators determine which products may be marketed and on 

what evidentiary basis. As a result, the practical meaning of substitutability may diverge from both broad 

therapeutic classification and from the classic consumer-side intuition embedded in ordinary SSNIP 

reasoning. (AstraZeneca v Commission, T-321/05, paras 166-1834; Dickey, Huang and Rubinfeld 2019.) 

Those complications matter even more when originator firms deploy follow-on patent strategies to preserve 

commercial exclusivity beyond the life of a primary compound patent. Secondary patents on formulations, 

dosages, delivery devices, manufacturing processes and line extensions may not merely delay entry; they 

may also shape the way competition authorities observe substitution in the market. A product that appears 

insulated from competitive pressure may in fact be insulated by law and regulation rather than by ordinary 

market preference. Conversely, a narrow molecule-specific market may overstate market power if 

competition in practice is broader than the legal boundaries of the patent portfolio suggest. (European 

Commission 2009; Gurgula 2020; Moir 2023.) 

This paper asks a simple but important question: how should competition authorities define pharmaceutical 

markets when the observed pattern of substitution is being shaped by strategic patenting and regulatory 

barriers? The question is timely for at least three reasons. First, the pharmaceutical sector remains a priority 

area for competition authorities, as illustrated by the European Commission’s sector inquiry and subsequent 

enforcement activity. (European Commission 20095; European Commission 2019.) Second, the most 

prominent modern pharmaceutical abuse cases, especially AstraZeneca and Servier, show that market 

definition is often the decisive issue in unilateral-conduct analysis. (AstraZeneca v Commission, T-321/05; 

 
1 European Commission (2024), Commission Notice on the definition of the relevant market for the purposes of Union 
competition law, OJ C/2024/1645 — EUR-Lex page. European Commission 2024 
2 European Commission (2019), Competition enforcement in the pharmaceutical sector (2009–2017) — Publications 
Office page. European Commission, 2019 
3 Dickey, B., Huang, K. and Rubinfeld, D. L. (2019), “Pharmaceutical Product Hopping: Is There a Role for Antitrust 
Scrutiny?” — American Bar Association / Antitrust Law Journal page. Dickey 2019 
4 AstraZeneca AB and AstraZeneca plc v European Commission (Case T-321/05) EU:T:2010:266 — public EU case 
text available via vLex / InView. AstraZeneca T-321/05 
5 European Commission (2009), Pharmaceutical Sector Inquiry: Final Report — Commission / EU Publications 
search result; the report is the official final report cited there. European Commission 2009 

https://eur-lex.europa.eu/eli/C/2024/1645/oj/eng?utm_source=chatgpt.com
https://op.europa.eu/en/publication-detail/-/publication/9cb466c8-7b71-11e9-9f05-01aa75ed71a1?utm_source=chatgpt.com
https://www.americanbar.org/groups/antitrust_law/resources/journal/82-2/pharmaceutical-product-hopping-role-for-antitrust-scrutiny/?utm_source=chatgpt.com
https://eu.vlex.com/vid/judgment-of-the-general-838642237?utm_source=chatgpt.com
https://op.europa.eu/en/publication-detail/-/publication/9cb466c8-7b71-11e9-9f05-01aa75ed71a1?utm_source=chatgpt.com
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Killick, Jourdan and Pêcheux 2019; Curia Press Release No 107/24.) Third, contemporary disputes over 

“junk” Orange Book listings and secondary patents on blockbuster drugs, including diabetes and weight-

loss medicines, show that authorities continue to regard follow-on patenting and related regulatory tactics 

as potentially competition-distorting. (FTC 20236; FTC 20247; FTC 20258.) 

The contribution of this paper is both analytical and policy oriented. Analytically, it argues that 

pharmaceutical market definition should be organised around significant competitive constraints in practice 

and that the evidentiary inquiry should expressly accommodate asymmetric substitution, reimbursement-

mediated demand and the possibility that strategic patenting distorts market outcomes. Policy-wise, it 

proposes a structured framework that competition authorities can use when confronting alleged 

evergreening and product-hopping strategies. The framework is then applied to South Africa at a high level. 

South Africa is a useful case study because the interaction between its abuse-of-dominance provisions, its 

historically non-examining patent system and its public-health policy makes it a particularly important 

jurisdiction for thinking about the competition effects of secondary patents. (Competition Act 89 of 1998; 

Patents Act 57 of 1978; Intellectual Property Policy of the Republic of South Africa Phase I 2018; Busch 

20169; Hill 201410.) 

The paper proceeds as follows. Part 2 explains why conventional market-definition tools require adaptation 

in the pharmaceutical sector. Part 3 analyses AstraZeneca as the leading authority on “significant 

competitive constraints” in regulated pharmaceutical markets. Part 4 examines Servier11 as a warning 

against overconfident molecule-specific markets. Part 5 explores the relationship between market 

definition, evergreening and product hopping. Part 6 sets out a refined analytical framework for competition 

authorities. Part 7 considers the South African setting and the implications of recent public developments 

there. Part 8 concludes. 

 
6 Federal Trade Commission (2023), FTC Challenges More Than 100 Patents as Improperly Listed in the FDA’s 
Orange Book — FTC press release. FTC 2023 
7 Federal Trade Commission (2024), FTC Expands Patent Listing Challenges, Targeting More Than 300 Junk 
Listings… — FTC press release. FTC 2024 
8 Federal Trade Commission (2025), FTC Renews Challenge of More Than 200 Improper Patent Listings — FTC 
press release. FTC 2025 
9 Busch, S. (2016), “Promoting Access to Affordable Generics: Reforming South Africa’s Patent Law to Prevent 
Evergreening” — Juta Journals page Busch 2016 
10 Hill, J. E. (2014), “Changes to Intellectual Property Policy in South Africa: Putting a Stop to Evergreening?” — 
Taylor & Francis page. Hill 2014 
11 Servier SAS and Others v European Commission (Case T-691/14) EU:T:2018:922 — public case text available via 
Pappers / CELEX-linked source. Servier T-691/14 

https://www.ftc.gov/news-events/news/press-releases/2023/11/ftc-challenges-more-100-patents-improperly-listed-fdas-orange-book?utm_source=chatgpt.com
https://www.ftc.gov/news-events/news/press-releases/2024/04/ftc-expands-patent-listing-challenges-targeting-more-300-junk-listings-diabetes-weight-loss-asthma?os=i&utm_source=chatgpt.com
https://www.ftc.gov/news-events/news/press-releases/2025/05/ftc-renews-challenge-more-200-improper-patent-listings?utm_source=chatgpt.com
https://www.jutajournals.co.za/promoting-access-to-affordable-generics-reforming-south-africas-patent-law-to-prevent-evergreening/?utm_source=chatgpt.com
https://www.tandfonline.com/doi/full/10.1517/13543776.2014.931376?utm_source=chatgpt.com
https://justice.pappers.fr/decision/4c4113c40ec6efd0789e521e693fb0af3cc92246?utm_source=chatgpt.com
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2. Why market definition is unusually difficult in pharmaceutical markets 

2.1 Conventional antitrust tools and their starting assumptions 

The conventional law-and-economics account of market definition starts from substitution. Market 

boundaries are drawn to capture the set of products that exert sufficiently strong competitive pressure on 

one another such that a supplier cannot profitably behave independently of rivals, customers and 

consumers. The revised EU Market Definition Notice continues to treat substitutability, particularly demand 

substitution, as the central organising concept, while also recognising that market definition is context-

specific and may require a flexible use of qualitative and quantitative evidence. (European Commission 

2024.12) 

That basic framework remains correct in pharmaceuticals. The difficulty lies not in abandoning substitution 

as the core principle, but in identifying whose substitution matters, when it matters and how it is mediated. 

In ordinary consumer goods markets, purchasers typically compare price and quality directly. In prescription 

drug markets, however, the actor choosing the product and the actor paying for it are often different. 

Physicians are the key decision-makers for prescription medicines; patients may have limited medical 

information; pharmacists’ substitution powers depend on law; and public or private payers absorb much of 

the price. This “price disconnect” means that observed substitution cannot be inferred from final consumer 

choice in the same way as in other sectors. (Dickey, Huang and Rubinfeld 201913; AstraZeneca v 

Commission, T-321/05, paras 177-18314.) 

The consequence is that pharmaceutical competition is shaped by a mix of price and non-price variables: 

therapeutic efficacy, side-effect profiles, physician familiarity, reimbursement status, clinical guidelines, 

regulatory interchangeability and the legal environment for generic entry. A competition authority that treats 

all therapeutic overlap as equivalent to meaningful market constraint risks defining the market too broadly. 

But an authority that treats every clinically differentiated molecule as its own market risks defining the 

market too narrowly. The central challenge is therefore not whether pharmaceuticals are “special”, but how 

to identify the economically significant constraints that emerge within their special institutional architecture. 

(European Commission 201915; Neven 202516.) 

 
12 European Commission (2024), Commission Notice on the definition of the relevant market for the purposes of 

Union competition law, OJ C/2024/1645 — EUR-Lex page. European Commission 2024 
13 Dickey, B., Huang, K. and Rubinfeld, D. L. (2019), “Pharmaceutical Product Hopping: Is There a Role for Antitrust 
Scrutiny?” — American Bar Association / Antitrust Law Journal page. Dickey 2019 
14 AstraZeneca AB and AstraZeneca plc v European Commission (Case T-321/05) EU:T:2010:266 — public EU case 
text available via vLex / InView. AstraZeneca AB 
15 European Commission (2019), Competition enforcement in the pharmaceutical sector (2009–2017) — Publications 
Office page. European Commission 2019 
16 Neven, D. (2025), “The judgment of the Court of Justice in perindopril (Servier), Case AT.39612: a comment on 
market definition” — Oxford Academic page. Neven 2025 

https://eur-lex.europa.eu/eli/C/2024/1645/oj/eng?utm_source=chatgpt.com
https://www.americanbar.org/groups/antitrust_law/resources/journal/82-2/pharmaceutical-product-hopping-role-for-antitrust-scrutiny/?utm_source=chatgpt.com
https://eu.vlex.com/vid/judgment-of-the-general-838642237?utm_source=chatgpt.com
https://op.europa.eu/en/publication-detail/-/publication/9cb466c8-7b71-11e9-9f05-01aa75ed71a1?utm_source=chatgpt.com
https://academic.oup.com/jeclap/article-abstract/16/1/53/7983936?utm_source=chatgpt.com
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2.2 Therapeutic overlap is not the same as economic substitutability 

Pharmaceutical products frequently treat the same underlying condition while serving different functions 

within a treatment pathway. Medicines may be first-line or second-line therapies, may be reserved for more 

severe patients, or may differ in onset, route of administration, tolerability or adherence properties. Those 

differences may be clinically meaningful without implying a distinct antitrust market. Equally, products may 

share a broad indication yet fail to constrain each other in practice because they are prescribed to materially 

different patient groups or stages of disease.17  

A central lesson from the case law is therefore that “same disease area” is too coarse a metric. The better 

question is whether the allegedly substitute products discipline one another sufficiently to make 

independent pricing or exclusionary conduct unprofitable or unsustainable. In the pharmaceutical setting, 

that inquiry must account for the practical realities of treatment algorithms and physician behaviour. A 

product that is theoretically substitutable at the level of chemical action may be weakly constraining in 

practice if doctors reserve it for different cases or if reimbursement rules sharply differentiate between the 

products.18 

2.3 Asymmetric substitution and innovation cycles 

A further complication is that substitution in pharmaceuticals is often asymmetric. Newer or more effective 

therapies may constrain older medicines by taking prescriptions away from them, but the reverse may not 

be true to the same degree. Where that occurs, it is misleading to assume that competitive pressure is 

symmetric merely because some switching is observed. One-directional substitution can be strong 

evidence that a market has moved away from the broader therapeutic class and towards a narrower group 

of products that meaningfully constrain one another.19 

Asymmetry matters especially during innovation cycles and around patent cliffs. Before generic entry, an 

originator may face limited constraint from older treatments while exerting strong pressure on them. After 

generic entry, constraint can intensify rapidly within the molecule or between therapeutically close 

alternatives. Market definition in pharmaceuticals is therefore inherently dynamic: the boundaries that best 

capture competitive constraints before patent expiry may differ from those that matter after generic or 

biosimilar entry. A static market-definition exercise that ignores this time dimension may obscure both 

 
17 AstraZeneca v Commission, T-321/05, paras 66-76, 147-153. AstraZeneca  
18 AstraZeneca v Commission, T-321/05, paras 71-73, 166-183. AstraZeneca 
19 AstraZeneca v Commission, T-321/05, paras 96-97. AstraZeneca 

https://eu.vlex.com/vid/judgment-of-the-general-838642237?utm_source=chatgpt.com
https://eu.vlex.com/vid/judgment-of-the-general-838642237?utm_source=chatgpt.com
https://eu.vlex.com/vid/judgment-of-the-general-838642237?utm_source=chatgpt.com
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dominance and the anticompetitive significance of strategic patenting. (European Commission 200920; 

European Commission 2019; Lemus and Ozkul 202321.) 

2.4 The role of regulation and reimbursement 

Regulation does not merely sit in the background of pharmaceutical competition; it helps constitute the 

competitive process itself. Marketing authorisation rules determine whether and how rivals can enter. 

Reimbursement systems affect demand elasticity. State substitution rules shape whether pharmacists may 

switch a patient from a branded to a generic product. Data exclusivity, Orange Book listings, patent linkage 

and comparable mechanisms alter the timing and cost of entry. (European Commission 201922; FTC 2023; 

FTC 2024.) 

Accordingly, competition authorities should be cautious about reading price evidence in pharmaceuticals 

as if prices were formed in an ordinary market. Reimbursement levels may weaken direct price competition 

between therapeutic classes while preserving very strong competition within a molecule once generic entry 

becomes possible. At the same time, relative reimbursement generosity for the first-in-class or follow-on 

product may reinforce prescriber inertia and sustain higher prices. In such settings, the right antitrust 

question is not whether regulation “distorts” the market away from some ideal baseline, but what competitive 

constraints actually remain given the regulatory environment. (AstraZeneca v Commission, T-321/05, paras 

163-183, 262-265.) 

2.5 The limited value of taxonomy-based proxies 

A related implication is that classification systems such as the Anatomical Therapeutic Chemical (ATC) 

framework are useful starting points but poor finishing points. ATC levels can help organise evidence and 

identify possible substitute sets, yet they cannot substitute for the economic inquiry into competitive 

constraints. In pharmaceuticals, two products may sit in the same therapeutic branch while performing very 

different competitive functions, and products in different branches may constrain one another in particular 

reimbursement or treatment settings. The revised EU Market Definition Notice recognises this general point 

by stressing that classifications and industry conventions may inform, but do not determine, market 

definition. (European Commission 2024.) 

The General Court made essentially the same point in AstraZeneca. It accepted that the Commission often 

began with ATC-3 but also accepted departure from that starting point where ATC did not reflect market 

 
20 European Commission (2009), Pharmaceutical Sector Inquiry: Final Report — Commission / EU Publications 
search result; the report is the official final report cited there. European Commission 2009 
21 Lemus, J. and Ozkul, O. (2023), “Product Hopping and Innovation Incentives” — Oxford Academic page. Lemus 
2023 
22 European Commission (2019), Competition enforcement in the pharmaceutical sector (2009–2017) — Publications 
Office page. European Commission 2019 

https://op.europa.eu/en/publication-detail/-/publication/9cb466c8-7b71-11e9-9f05-01aa75ed71a1?utm_source=chatgpt.com
https://academic.oup.com/jcle/article/19/4/580/7458910?utm_source=chatgpt.com
https://academic.oup.com/jcle/article/19/4/580/7458910?utm_source=chatgpt.com
https://op.europa.eu/en/publication-detail/-/publication/9cb466c8-7b71-11e9-9f05-01aa75ed71a1?utm_source=chatgpt.com
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reality. In that case, the broader classification did not adequately capture the differentiated therapeutic use 

and the asymmetric constraint structure between PPIs and H2 blockers. (AstraZeneca v Commission, T-

321/05, paras 154-155.) The point is clear, authorities should not define markets “by label” when the 

economic evidence points elsewhere. 

This matters acutely in cases involving line extensions and secondary patents. An originator will often argue 

either that the old and new versions are in the same broad therapeutic market, which would reduce apparent 

market power, or that the new formulation is sufficiently distinct to justify a fresh patent and a separate 

commercial positioning. Both claims may be strategically convenient. Neither should be accepted without 

testing them against the practical conditions of prescribing, substitution and reimbursement. A competition 

authority that relies too heavily on formal taxonomies risks allowing patent strategy to shape market 

definition indirectly. (Gurgula 2020; Moir 202323.) 

A sensible approach is therefore to use ATC or equivalent classifications in a disciplined way: as an 

evidentiary map rather than as a conclusion. They can help frame the counterfactual and identify candidate 

substitutes, but the final market boundary should be determined by the observed and likely pattern of 

significant competitive constraints. (European Commission 2024; AstraZeneca v Commission, T-321/05, 

para 219.) 

3. AstraZeneca and the economics of significant competitive constraints 

3.1 Why AstraZeneca remains the leading case 

The General Court’s judgment in AstraZeneca remains the foundational European authority on 

pharmaceutical market definition under an abuse-of-dominance theory because it addresses, in a single 

case, therapeutic overlap, price evidence, asymmetrical substitution and the impact of regulation. The case 

concerned anti-ulcer medicines and, more specifically, whether proton pump inhibitors (“PPIs”) formed a 

market distinct from H2 blockers during the relevant period. (AstraZeneca v Commission, T-321/05.) 

The Court’s answer was not that PPIs and H2 blockers treated entirely different conditions. On the contrary, 

it accepted that both categories were used for acid-related gastrointestinal disorders. The decisive issue 

was whether H2 blockers exerted a significant competitive constraint on PPIs, particularly Losec, during 

the relevant period. The Court upheld the Commission’s conclusion that they did not. (AstraZeneca v 

Commission, T-321/05, paras 61-76, 219-221.) 

That framing is important. It means that the relevant inquiry is not whether products can in some sense be 

used for the same pathology, but whether they discipline one another sufficiently in the real world to 

constrain conduct. That idea should be treated as the central organising principle for pharmaceutical market 

 
23 Gurgula, O. (2020), “Strategic Patenting by Pharmaceutical Companies – Should Competition Law Intervene?” — 
Springer page. Gurgula 2020 

https://link.springer.com/article/10.1007/s40319-020-00985-0?utm_source=chatgpt.com
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definition: market boundaries should be drawn around the products that matter for practical competitive 

discipline, not merely around those that share a therapeutic label. (AstraZeneca v Commission, T-321/05, 

paras 30-31, 87-97.) 

3.2 The Court’s treatment of therapeutic use 

One of the most useful features of AstraZeneca is its clear distinction between common indications and 

differentiated therapeutic use. The Court found that PPIs were generally prescribed for the more severe 

forms of the relevant conditions, whereas H2 blockers were used more for milder forms. It therefore held 

that the fact that the two classes could be prescribed for the same broad conditions, or both might feature 

in “step-up” and “step-down” treatments, did not establish that they exercised equivalent competitive 

pressure on one another. (AstraZeneca v Commission, T-321/05, paras 68-73.) 

This is economically sound. Competition is not measured by the abstract possibility of overlapping, but by 

the probability and practical significance of switching. If a prescriber will move from an H2 blocker to a PPI 

when symptoms worsen but is unlikely to move in the opposite direction once a certain therapeutic threshold 

is crossed, then the products do not constrain each other symmetrically. The market-definition exercise 

should capture that asymmetry rather than flatten it into a generic therapeutic class. (AstraZeneca v 

Commission, T-321/05, paras 96-97.) 

The Court also stated expressly that differences in mode of action matter only insofar as they produce 

different therapeutic uses. That is an important qualification. It prevents market definition from collapsing 

into an internal pharmacological taxonomy while still allowing clinical differences to matter where they drive 

actual prescribing behaviour. (AstraZeneca v Commission, T-321/05, para 153.) 

3.3 Gradual substitution does not prove a common market 

A striking part of the judgment is the Court’s refusal to infer a common market merely from gradual 

substitution over time. The applicants argued that because PPIs gained sales only slowly at the expense 

of H2 blockers, H2 blockers must have imposed a significant competitive constraint on PPIs. The Court 

rejected that proposition and held that gradual sales migration, without more, does not establish meaningful 

competitive discipline. (AstraZeneca v Commission, T-321/05, paras 87-90, 92-106.) 

That point has broader significance for modern evergreening and product-hopping cases. When an 

originator introduces a line extension or a reformulated product and gradually shifts prescribing towards it, 

the existence of slow migration by itself does not answer the antitrust question. Gradual migration may 

reflect prescriber caution, regulatory frictions, payer rules or clinical conservatism rather than the presence 

of strong competition from older products. Indeed, in pharmaceutical markets, gradual uptake is often 

exactly what one would expect when doctors need time to learn about a new product or when 

reimbursement decisions phase in over time. (Dickey, Huang and Rubinfeld 2019; AstraZeneca v 

Commission, T-321/05, paras 83-91.) 
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More fundamentally, the competition authorities should not equate “some switching over time” with “enough 

switching to constrain conduct”. A change in prescribing patterns becomes relevant to market definition 

only if it supports the conclusion that products materially discipline one another. That is a far more 

demanding standard, and rightly so. (AstraZeneca v Commission, T-321/05, paras 87-97.) 

3.4 Price evidence in regulated markets 

AstraZeneca is equally significant for its treatment of price evidence. The Court recognised that 

pharmaceutical prices are shaped by public reimbursement systems and other regulatory decisions, but it 

refused to treat price indicators as irrelevant. Instead, it held that price-related evidence remains relevant 

so long as it is interpreted in its specific context. (AstraZeneca v Commission, T-321/05, paras 166-183.) 

This nuanced position should be retained. To say that reimbursement and regulation affect pricing is not to 

say that price evidence has no probative value. Rather, the question is what price patterns reveal once 

those institutional structures are taken seriously. In AstraZeneca, the higher prices commanded by PPIs 

relative to H2 blockers were treated as one indicator, among others, that H2 blockers did not exert a strong 

competitive constraint on PPIs. The Court also warned, however, that the Commission could not simply 

rely on the fact that PPI prices exceeded reimbursement thresholds without also examining how allegedly 

substitutable products were reimbursed. (AstraZeneca v Commission, T-321/05, para 182.) 

Economically, that approach is preferable to both extremes. It avoids the mistake of importing ordinary 

price-elasticity logic mechanically into pharmaceuticals, but it also avoids the opposite mistake of 

pretending that prices tell us nothing because states or insurers play a role in payment. In practice, relative 

prices, reimbursement levels and formulary treatment can provide important evidence about which products 

genuinely constrain each other. (European Commission 2024; AstraZeneca v Commission, T-321/05, paras 

184-195.) 

3.5 The evidentiary method: a body of converging factors 

The Court ultimately upheld the Commission’s market definition on the basis of a body of converging 

evidence: superior efficacy, differentiated therapeutic use, asymmetrical substitution patterns, price 

indicators in the regulatory setting and certain “natural events” observed in Germany and the United 

Kingdom. (AstraZeneca v Commission, T-321/05, para 219.) That methodological point is easy to overlook, 

but it is highly instructive. 

Pharmaceutical market definition should rarely turn on a single proxy such as ATC classification, molecule 

identity or a single econometric indicator. Because the sector is structurally complex, authorities should test 

competing market hypotheses against an integrated evidentiary record. Clinical practice, reimbursement 

design, switching evidence, price patterns, formulary dynamics, substitution law and the timing of patent 

expiry should all be considered together. The market definition that best survives that synthesis is usually 
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the one most likely to reflect real competitive constraints. (European Commission 2024; AstraZeneca v 

Commission, T-321/05, para 219.) 

4. Servier and the risk of overconfident molecule markets 

4.1 The General Court’s warning 

If AstraZeneca illustrates why pharmaceutical markets may properly be narrower than broad therapeutic 

classes, Servier illustrates the equal and opposite risk: markets defined too narrowly at the level of a single 

molecule. In the Commission’s perindopril decision, the relevant market for the Article 102 case was defined 

at the level of perindopril itself. The General Court annulled the abuse-of-dominance finding, holding that 

the Commission had made a series of errors in its market-definition analysis and had failed to establish that 

the relevant market was limited to perindopril. (Killick, Jourdan and Pêcheux 201924.) 

The significance of the General Court’s judgment was that it reminded authorities that not every 

pharmaceutical market can be collapsed to a molecule simply because there are regulatory frictions around 

generic entry or because prescriber inertia exists. If promotional competition, clinical substitution and 

therapeutic alternatives continue to exert meaningful pressure, a molecule-only market may overstate 

dominance. The judgment therefore served as a corrective to any tendency to read AstraZeneca as 

endorsing narrow pharmaceutical markets by default. (Killick, Jourdan and Pêcheux 2019; Zacharie and 

Wachsmann Guigon 2019.) 

4.2 The 2024 Court of Justice judgments 

The story did not end there. In June 2024, the Court of Justice ruled in the Servier appeal cluster and held, 

among other things, that the General Court had relied on incorrect grounds in its market-definition analysis 

of the perindopril market. (Curia Press Release No 107/2425; Neven 2025.) The appellate judgments do not 

resurrect a simple pro-molecule or anti-molecule rule. Instead, they reinforce a broader lesson that is more 

valuable than either pole: pharmaceutical market definition is intensely fact-dependent and judicial review 

turns on whether the evidentiary and economic reasoning is sufficiently rigorous. (Curia Press Release No 

107/24; Neven 2025.) 

For present purposes, this has two practical consequences. First, authorities should avoid assuming that 

markets must be broad merely because therapeutic alternatives exist. Second, they should avoid assuming 

that markets must be narrow merely because the originator’s patent strategy focuses on a specific 

 
24 Killick, J., Jourdan, J. and Pêcheux, P. (2019), “The Servier Judgment…” — Oxford Academic page. Killick 2019 
25 Curia (2024), Press Release No 107/24, 27 June 2024 — official CURIA press release PDF. Curia 2024 

https://academic.oup.com/jeclap/article-abstract/10/1/25/5362034?utm_source=chatgpt.com
https://curia.europa.eu/jcms/upload/docs/application/pdf/2024-06/cp240107en.pdf?utm_source=chatgpt.com
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molecule. The analytical task is to identify actual competitive constraints, not to choose between molecule 

and class ex ante. (European Commission 2024; Neven 2025.) 

4.3 The broader lesson from AstraZeneca and Servier together 

Read together, AstraZeneca and Servier suggest that the correct unit of analysis is neither “therapeutic 

class” nor “molecule” in the abstract. The right market boundary is the one that captures the products 

capable of imposing significant competitive constraints in the real-world setting at issue. Sometimes that 

will be narrower than an ATC class and sometimes broader than a single molecule. The presence of 

strategic patenting increases the stakes of getting that choice right because narrow markets may facilitate 

dominance findings, while broad markets may understate the exclusionary effect of follow-on patents and 

regulatory tactics. (AstraZeneca v Commission, T-321/05, paras 219-221; Killick, Jourdan and Pêcheux 

2019; Neven 2025.) 

5. Evergreening, strategic patenting and product hopping 

5.1 What “evergreening” captures 

The term “evergreening” is used imprecisely in both policy and scholarship, but at its core it refers to 

strategies by which an originator extends commercial exclusivity through additional patents or related legal 

mechanisms that outlast the primary patent on the original active substance. These follow-on protections 

may cover formulations, polymorphs, dosing regimens, manufacturing methods, delivery devices, 

combinations or new indications. Not every secondary patent is abusive or weak; many protect genuine 

incremental innovation. The competition problem arises where the cumulative strategy is aimed less at 

rewarding additional innovation than at delaying generic substitution or raising rivals’ costs. (Moir 202326; 

Gurgula 2020; Busch 2016.) 

The European Commission’s pharmaceutical sector inquiry documented extensive originator use of 

defensive patenting, divisional applications and litigation strategies around patent expiry, and concluded 

that these practices could delay generic entry and increase uncertainty for rivals. (European Commission 

2009.) Subsequent enforcement activity in Europe and the United States has reinforced that concern, 

whether through challenges to misleading SPC filings, pay-for-delay agreements, product hopping or 

allegedly improper Orange Book listings. (European Commission 2019; FTC 2023; FTC 2024; FTC 2025.) 

5.2 Why market definition matters in evergreening cases 

Evergreening is often discussed as an IP problem or an access-to-medicines problem. It is both. But from 

a competition-law perspective it is also a market definition problem. Whether a follow-on patenting strategy 

 
26 Moir, H. V. J. (2023), “Pharmaceutical Patents and Evergreening” — Cambridge University Press chapter page. 
Moir2023 

https://www.cambridge.org/core/books/cambridge-handbook-of-investmentdriven-intellectual-property/pharmaceutical-patents-and-evergreening/9A97A3E6D258E9A47DCF88E5EA495F44?utm_source=chatgpt.com
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is likely to preserve market power depends on how the relevant market is defined. If the market is a narrow 

molecule market, the originator may appear dominant, and the follow-on patent may look highly 

exclusionary. If the market is defined more broadly to include therapeutic alternatives, the same conduct 

may appear less significant. The market-definition exercise therefore mediates the legal characterisation of 

the patent strategy itself. (Gurgula 2020; Neven 2025.) 

The risk, however, is circularity. Observed market insulation may be used to justify a narrow market, even 

when that insulation has been created or reinforced by the very patent strategy under investigation. 

Authorities should therefore ask not only how the market looks ex post, but also whether the observed 

weakness of competitive constraints is partly the result of exclusionary patenting, regulatory manipulation 

or switching strategies. This is particularly important in sectors where generic substitution depends on legal 

equivalence rules rather than pure consumer choice. (Dickey, Huang and Rubinfeld 2019; FTC 2024.) 

5.3 AstraZeneca as an IP-abuse case 

AstraZeneca is usually remembered for its market-definition reasoning, but it is equally important as an IP-

abuse case. The General Court held that misleading representations to obtain SPC protection to which the 

firm was not entitled, or to which it was entitled only for a shorter period, could constitute an abuse of 

dominance. It also held that the deregistration of marketing authorisations for Losec capsules, in order to 

impede generic authorisation and parallel imports, was abusive in certain national settings. (AstraZeneca 

v Commission, T-321/05, paras 355-361, 675-683, 824-865; AstraZeneca v Commission, C-457/10 P.) 

The relevance of that holding for current evergreening debates is twofold. First, it confirms that conduct 

embedded in patent or regulatory processes is not insulated from Article 102 scrutiny merely because it 

takes place through formal legal channels. Second, it shows that the competition analysis does not hinge 

exclusively on whether the firm has a legal entitlement to file applications or withdraw authorisations. The 

question is whether those steps, viewed in their objective context, are being used in a manner that falls 

outside competition on the merits and is capable of restricting competition. (AstraZeneca v Commission, T-

321/05, paras 355-367, 671-677.) 

5.4 Product hopping as the functional analogue 

The American “product hopping” cases illuminate the same economic problem from a different regulatory 

angle. A branded pharmaceutical company introduces a reformulated product and then shifts demand 

toward it before generics of the original product can take hold. Because state substitution laws often permit 

pharmacists to substitute a generic only for the exact branded product prescribed, not for the reformulated 

version, the switch can preserve the originator’s effective exclusivity beyond the original patent term. (New 

York ex rel Schneiderman v Actavis PLC, 787 F.3d 638 (2d Cir. 2015); Dickey, Huang and Rubinfeld 2019.) 

The case law distinguishes between “soft switches” that persuade customers on the merits and “hard 

switches” that combine product withdrawal with conduct that coerces movement to the reformulation. The 
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Second Circuit in Namenda treated the threatened withdrawal of Namenda IR, combined with promotion of 

Namenda XR before generic entry, as exclusionary because it interfered with the operation of substitution 

law and thereby threatened to preserve monopoly profits beyond the legitimate patent term. (New York ex 

rel Schneiderman v Actavis PLC, 787 F.3d 638 (2d Cir. 2015).27) By contrast, the Third Circuit in Mylan v 

Warner Chilcott found the facts there insufficient to show anticompetitive foreclosure on the required scale. 

(Mylan Pharmaceuticals Inc. v Warner Chilcott Public Ltd Co, 838 F.3d 421 (3d Cir. 2016)28.) 

These cases matter here not because European and South African law should import U.S. doctrine 

wholesale, but because they demonstrate the same underlying law-and-economics problem: a 

reformulation can change the practical substitutability conditions in the market and thereby alter both market 

definition and exclusionary effects. The key question is whether the switch reflects genuine competition on 

the merits or whether it strategically exploits the legal mechanics of substitution and approval to suppress 

generic competition. (Dickey, Huang and Rubinfeld 2019; Carlton 2016; Lemus and Ozkul 2023.) 

5.5 Orange Book listings and current GLP-1 pressures 

Recent U.S. enforcement also shows that competition authorities increasingly regard patent-related 

regulatory tactics as a live competition issue in high-value pharmaceutical markets. In 2023 and 2024 the 

FTC challenged numerous patent listings in the FDA’s Orange Book as improper or inaccurate, arguing 

that such listings can delay generic entry by triggering regulatory consequences not justified by the law. In 

2024 those challenges extended to diabetes and weight-loss products, including products associated with 

Novo Nordisk, and the FTC expressly framed the problem as one of blocking competition and inflating 

prices. (FTC 2023; FTC 2024.) 

The significance of these developments for a paper on market definition is not that every challenged listing 

is necessarily abusive. It is that authorities now recognise a broad family of patent-enabled tactics that can 

alter the effective boundaries of pharmaceutical competition. Where device patents, formulation patents or 

regulatory listing practices change the conditions under which substitution and entry occur, competition 

authorities cannot treat market definition as separable from the patent strategy. In high-growth therapeutic 

areas such as GLP-1 agonists, that point is especially salient. (FTC 2024; FTC 2025.) 

5.6 Semaglutide, Ozempic and the contemporary market-definition problem 

Semaglutide provides a particularly clear contemporary example of the paper’s central claim. Competition 

in pharmaceutical markets is shaped not only by therapeutic substitutability, but also by patent scope, 

regulatory approval, supply-chain legality and enforcement choices. That is especially visible in relation to 

 
27 New York ex rel. Schneiderman v Actavis PLC, 787 F.3d 638 (2d Cir. 2015) — Justia opinion page for State of 
New York v. Actavis (same appellate decision). New York 2015 
28 Mylan Pharmaceuticals Inc. v Warner Chilcott Public Limited Company, 838 F.3d 421 (3d Cir. 2016) — Justia 
opinion page. Mylan 2016 

https://law.justia.com/cases/federal/appellate-courts/ca2/14-4624/14-4624-2015-05-28.html?utm_source=chatgpt.com
https://law.justia.com/cases/federal/appellate-courts/ca3/15-2236/15-2236-2016-09-28.html?utm_source=chatgpt.com
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Novo Nordisk’s semaglutide products, including Ozempic, because the competitive significance of 

alternative products varies sharply across jurisdictions depending on patent status and regulatory rules.29 

In India, recent reporting indicates that semaglutide patent expiry has opened the way for materially lower-

cost generic entry by multiple manufacturers. Reports from March 2026 state that several Indian firms, 

including Sun Pharma, Zydus, Torrent and Eris, have launched or prepared generic semaglutide products 

following expiry of the relevant patent in India. That development matters for present purposes because it 

shows that once legal barriers fall, semaglutide can become exposed to a much wider set of competitive 

constraints than those observed under patent-protected conditions.30 

At the same time, Novo Nordisk has continued actively to defend semaglutide exclusivity through litigation. 

Reporting on proceedings in the Delhi High Court states that Sun Pharma was permitted to manufacture 

and export semaglutide-based products only to non-patent jurisdictions, while being restrained from 

domestic sales in India until expiry of Novo Nordisk’s relevant secondary patent in March 2026. Even if one 

treats such reporting cautiously, it still illustrates the broader analytical point: secondary patents and related 

enforcement can shape where, when and on what terms semaglutide competition becomes possible.31 

The semaglutide example is therefore useful not because it proves that every follow-on patent is 

anticompetitive, but because it demonstrates how observed market insulation may be endogenous to legal 

strategy. If authorities observe weak competitive pressure around a molecule while secondary patents are 

still being enforced, they should ask whether the weakness of rivalry reflects underlying therapeutic 

preference or the continued operation of patent and regulatory barriers. In that sense, semaglutide is a live 

illustration of the same structural concern identified earlier in this paper in relation to evergreening and 

product-hopping - the conduct under scrutiny may itself help produce the market configuration later used 

to assess dominance and foreclosure.32 

The South African position makes the same point from a different angle. SAHPRA has stated that Ozempic 

is registered in South Africa as a prescription medicine for type 2 diabetes, not for weight loss, and has 

warned the public against unregistered, falsified or counterfeit semaglutide products sold outside authorised 

channels. SAHPRA has also stated that there were no generic versions of semaglutide lawfully 

manufactured in South Africa when it issued its warning, and it separately published guidance taking the 

 
29  Business Standard, “Novo Nordisk moves HC to stop Sun Pharma’s weight-loss drug launch,” 9 December 2025. 
Business Standard 9 December 2025 
30 Times of India, “Gujarat pharma majors roll out affordable semaglutide as patent expires,” 22 March 2026. The 
Times of India 
31 Business Standard 9 December 2025 
32 Business Standard 9 December 2025 

https://www.business-standard.com/companies/news/novo-nordisk-moves-hc-to-stop-sun-pharma-from-launching-weight-loss-drug-125120901316_1.html?utm_source=chatgpt.com
https://timesofindia.indiatimes.com/city/ahmedabad/gujarat-pharma-majors-roll-out-affordable-semaglutide-as-patent-expires/articleshow/129721398.cms?utm_source=chatgpt.com
https://timesofindia.indiatimes.com/city/ahmedabad/gujarat-pharma-majors-roll-out-affordable-semaglutide-as-patent-expires/articleshow/129721398.cms?utm_source=chatgpt.com
https://www.business-standard.com/companies/news/novo-nordisk-moves-hc-to-stop-sun-pharma-from-launching-weight-loss-drug-125120901316_1.html?utm_source=chatgpt.com
https://www.business-standard.com/companies/news/novo-nordisk-moves-hc-to-stop-sun-pharma-from-launching-weight-loss-drug-125120901316_1.html?utm_source=chatgpt.com
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position that compounded semaglutide products raise legality, safety and quality concerns, particularly 

where salt forms or unregistered active ingredients are used.33 

That regulatory background is now reinforced by litigation. In Idexis (Pty) Ltd t/a Sentra Pharmacy and 

Another v Novo Nordisk (Pty) Ltd the Gauteng Division dealt with Novo Nordisk’s attempt to obtain interim 

relief against a pharmacy and doctor in relation to the manufacture, supply and marketing of semaglutide-

containing medicines, pending investigation by SAHPRA and the South African Pharmacy Council. 

Whether one characterises that dispute primarily as a regulatory-compliance case or as part of a wider 

strategy to police semaglutide supply, it shows that the practical conditions of competition in South Africa 

are being shaped not only by patent status, but also by registration rules, compounding restrictions and 

enforcement proceedings.34 

For market-definition purposes, the lesson is straightforward. Authorities should not assume that the 

existence of semaglutide alternatives somewhere in the world automatically translates into meaningful 

competitive constraint in South Africa. Nor should they treat all products claiming to contain semaglutide as 

belonging to the same competitive field. The relevant inquiry is which products lawfully and practically 

constrain Novo’s conduct in the market under the prevailing regulatory conditions. In semaglutide markets, 

those conditions include patent enforcement, product registration, pharmacist and prescriber practices, and 

the legal status of compounded products. The Ozempic example therefore reinforces the paper’s central 

claim which is, in pharmaceutical markets, observed substitability may be driven as much by legal and 

regulatory conditions as by underlying therapeutic overlap.35 

6. A refined framework for market definition in pharmaceutical IP-abuse cases 

The discussion so far suggests that pharmaceutical market definition should not be framed as a choice 

between therapeutic classes and molecule markets, nor as a purely formal inquiry into patent scopes. It 

should instead be organised around a structured assessment of significant competitive constraints in 

practice. This section sets out a proposed framework. 

6.1 Step 1: Identify the locus of competitive choice 

The first step is to identify where competitive choice actually occurs: prescribing, dispensing, 

reimbursement, tendering or patient self-selection. In some pharmaceutical markets physicians are 

decisive; in others pharmacists and substitution law matter greatly; in still others reimbursement or tender 

design determines effective demand. Market definition that begins with the wrong decisional locus will 

 
33 SAHPRA. 2023. “Public urged to use registered Ozempic products,” 11 December 2023. SAHPRA 11 December 
2023 
34 Idexis (Pty) Ltd t/a Sentra Pharmacy and Another v Novo Nordisk (Pty) Ltd (130119/2024) [2025] ZAGPPHC 393 (8 
April 2025). Idexis 2025 
35 SAHPRA 11 December 2023 

https://www.sahpra.org.za/news-and-updates/public-urged-to-use-registered-ozempic-products/?utm_source=chatgpt.com
https://www.sahpra.org.za/news-and-updates/public-urged-to-use-registered-ozempic-products/?utm_source=chatgpt.com
https://www.saflii.org/za/cases/ZAGPPHC/2025/393.html?utm_source=chatgpt.com
https://www.sahpra.org.za/news-and-updates/public-urged-to-use-registered-ozempic-products/?utm_source=chatgpt.com
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misread both switching evidence and price evidence. (Dickey, Huang and Rubinfeld 2019; European 

Commission 2019.) 

6.2 Step 2: Distinguish therapeutic overlap from meaningful constraint 

The second step is to distinguish common indication from meaningful competitive constraint. Products 

should not be grouped together merely because they treat the same disease category. Authorities should 

ask whether they are used for the same patient populations, the same disease severities and the same 

treatment stages. Where substitution is unidirectional or only relevant at the margins, the case for a broad 

market weakens. (AstraZeneca v Commission, T-321/05, paras 66-76, 96-97.) 

6.3 Step 3: Incorporate regulatory architecture directly into the analysis 

The third step is to incorporate the regulatory environment directly rather than treating it as background 

noise. Marketing authorisation rules, data exclusivity, reimbursement thresholds, tender rules, therapeutic 

interchange standards and pharmacist-substitution rules should be treated as variables that shape 

competitive constraints. If regulation makes it difficult for one product to constrain another, that is part of 

the market reality, not a reason to ignore the evidence. (AstraZeneca v Commission, T-321/05, paras 174-

183; European Commission 2024.) 

6.4 Step 4: Test for asymmetry and dynamic change around patent expiry 

The fourth step is to test explicitly for asymmetric substitution and for time variation around patent expiry. 

Authorities should ask whether pre-expiry and post-expiry constraints differ, whether newer products 

constrain older ones more than the reverse, and whether a line extension or reformulation was introduced 

at a moment likely to alter substitution patterns before generic entry. A market definition frozen at a single 

moment may conceal the role of strategic patenting in creating or preserving insulation. (Lemus and Ozkul 

2023; FTC 2024.) 

6.5 Step 5: Examine whether the observed market boundaries are endogenous to the conduct 

The fifth step, and the most important in evergreening cases, is to ask whether the observed boundaries of 

competition are partly endogenous to the challenged conduct. If a follow-on patent, listing strategy or 

product hop changes the conditions under which generics can obtain approval or substitution, then the 

apparent weakness of competitive constraint may itself be a product of the conduct. In such cases, 

authorities should be wary of using the post-conduct market configuration as if it were neutral evidence of 

the “natural” market. (European Commission 2009; Gurgula 2020; Dickey, Huang and Rubinfeld 2019.) 

6.6 Step 6: Use a body of evidence rather than a single taxonomy 

Finally, authorities should rely on a body of converging evidence. That evidence can include therapeutic 

use, price patterns, switching data, formulary treatment, reimbursement design, regulatory substitution 
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rules, marketing behaviour, internal strategy documents and the timing of patent events. That is the lesson 

of AstraZeneca, and it remains the soundest way to prevent both under- and over-inclusion in 

pharmaceutical markets. (AstraZeneca v Commission, T-321/05, para 219; European Commission 2024.) 

6.7 An analytical checklist 

The proposed framework can be summarised as follows. 

Analytical question Why it matters Typical evidence 

Who chooses the product and 

who pays? 

Reveals whether ordinary 

consumer substitution logic 

applies directly. 

Prescription rules, 

reimbursement rules, insurer or 

tender design. 

Are allegedly substitute products 

used for the same clinical 

situations? 

Distinguishes therapeutic 

overlap from real competitive 

discipline. 

Clinical guidelines, physician 

evidence, prescribing data. 

Is substitution symmetric? Prevents the authority from 

inferring a broad market from 

one-way displacement. 

Switching studies, sales 

migration, treatment-pathway 

evidence. 

Does regulation blunt or redirect 

competition? 

Ensures that price and switching 

evidence are interpreted in 

context. 

Reimbursement policy, 

substitution law, marketing 

authorisation regime. 

Did the patent or reformulation 

strategy change the observed 

competitive constraints? 

Avoids circular reasoning in 

evergreening and product-

hopping cases. 

Timing of patents, Orange Book 

listings, SPCs, line extensions, 

internal strategy documents. 

The purpose of the checklist is not to replace formal legal tests. It is to operationalise the question that the 

courts themselves ask: which products exert significant competitive constraints in the real setting at issue? 

(AstraZeneca v Commission, T-321/05, paras 30-31, 87-97.) 

6.8 Market definition and abuse analysis should remain distinct but connected 

A final caution is that market definition should not be asked to do too much. The legal test for abuse of 

dominance still requires a separate demonstration of dominance or market power and a separate analysis 

of exclusionary conduct. Authorities should resist the temptation to smuggle the full abuse analysis into the 

market-definition stage. A narrowly defined market does not by itself prove that a secondary patent or 

product hop is anticompetitive. Equally, the existence of a broader market does not immunise conduct that 

materially raises rivals’ costs or distorts substitution mechanisms. (Competition Act 89 of 1998, ss 7-8; 

AstraZeneca v Commission, T-321/05, paras 352-361.) 
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The better view is that market definition and abuse analysis are analytically distinct but evidentially 

connected. Market definition identifies the relevant competitive constraints. Abuse analysis then asks 

whether the challenged conduct weakened, bypassed or manipulated those constraints in a way that falls 

outside competition on the merits. In pharmaceutical cases the same facts often bear on both inquiries. A 

product withdrawal, a formulation switch or a patent-listing strategy can help define the market because it 

changes the effective operation of substitution, and it can also be exclusionary because it is designed to 

preserve market power by impeding generic entry. The task for authorities is not to force a rigid separation 

where the facts overlap, but to remain clear about which proposition each piece of evidence is being used 

to prove. (Dickey, Huang and Rubinfeld 2019; FTC 2024.) 

That discipline is especially important in court. If an authority appears to define the market narrowly because 

it already believes the patent strategy is abusive, it creates the impression of circularity. If, however, it 

explains first why the relevant products impose the meaningful competitive constraints in practice, and then 

explains how the challenged conduct interferes with those constraints, the analysis becomes both more 

transparent and more persuasive. That is one of the central lessons that can be drawn from reading 

AstraZeneca and Servier together. (AstraZeneca v Commission, T-321/05, paras 219-221; Curia Press 

Release No 107/24; Neven 2025.) 

7. Implications for South Africa 

7.1 Why South Africa is a particularly relevant jurisdiction 

South Africa is a particularly interesting setting for the issues discussed in this paper because the 

competition-law and patent-law architecture creates both heightened risk and heightened importance for 

pharmaceutical market-definition errors. The Competition Act prohibits exclusionary conduct by dominant 

firms, while South Africa’s public-health context makes pharmaceutical access issues unusually salient. At 

the same time, South Africa’s patent system has historically operated as a depository rather than a 

substantive examination system, a feature that has long fuelled concern that weak or secondary 

pharmaceutical patents may be granted too easily. (Competition Act 89 of 1998; Patents Act 57 of 1978; 

Intellectual Property Policy of the Republic of South Africa Phase I 2018; Busch 2016; Hill 2014.) 

The 2018 Intellectual Property Policy Phase I openly recognised these concerns and proposed reforms 

directed at public health, including stricter patentability standards and the introduction of substantive search 

and examination. The policy specifically identified the risk that current rules permit the prolongation of 

exclusivity and impede the entry of generic medicines. (Intellectual Property Policy of the Republic of South 

Africa Phase I 2018.) That policy backdrop makes South Africa a natural jurisdiction in which to think 

carefully about how competition law should respond when follow-on patenting affects practical 

substitutability and entry. 



Market Definition in Pharmaceutical Markets 

19 

7.2 The abuse-of-dominance framework 

South Africa’s Competition Act defines dominance through market share and market power and prohibits 

certain exclusionary acts where anticompetitive effects are not offset by efficiency or pro-competitive gains. 

That framework is capable, in principle, of reaching patent-enabled exclusionary conduct, but only if the 

relevant market is defined in a way that captures the actual competitive constraints facing the respondent. 

(Competition Act 89 of 1998, ss 7 and 8.) 

This is precisely why market definition matters so much. If a relevant pharmaceutical market is defined too 

broadly, authorities may miss the practical significance of a follow-on patent in preventing generic 

substitution or constraining rival entry. If it is defined too narrowly, they may overstate the respondent’s 

power and risk treating ordinary competition through incremental innovation as abusive. South African 

authorities therefore face the same structural challenge as their European and American counterparts, but 

in a patent environment where weak secondary patents may be more common. (Busch 2016; Hill 2014; 

Intellectual Property Policy of the Republic of South Africa Phase I 2018.) 

7.3 The Johnson & Johnson bedaquiline episode 

Recent public developments show that South African competition authorities are already confronting this 

problem in practice. In September 2023 the Competition Commission initiated an investigation against 

Johnson & Johnson and Janssen concerning alleged exclusionary practices and excessive pricing in 

relation to bedaquiline. The Commission’s public statement expressly referenced possible contraventions 

of section 8 of the Competition Act36.  

Later public materials from the Commission reported that the matter involved concerns that a secondary 

patent had prolonged the life of the bedaquiline patent and restricted generic entry, and that the complaint 

was resolved after Johnson & Johnson agreed not to enforce its patent in 134 low- and middle-income 

countries, including South Africa, with resulting local price reductions described by the Commission as a 

40% cut.37 

The purpose of mentioning the bedaquiline episode here is not to argue that the Commission’s theory has 

already been finally adjudicated. It is to show that South African authorities now publicly identify patent 

evergreening and related secondary pharmaceutical patents as potentially exclusionary conduct capable 

of restricting generic entry. That development makes a refined market-definition framework urgently 

 
36 Competition Commission of South Africa (2023). Commission initiates investigation against Johnson & Johnson 
(Pty) Ltd and Janssen Pharmaceutica (Pty) Ltd, media statement, 15 September 2023. Competition Commission 
media statement, 15 September 2023 
37 Competition Commission of South Africa (2024a). Competition News, Edition 84, September 2024, at p 4 (“Prices 
for tuberculosis medication slashed by 40% following Commission investigation”). Competition Commission 
newsletter, September 2024; Competition Commission Annual Report 2023/24. 

https://www.compcom.co.za/wp-content/uploads/2023/09/Media-Statement-Commission-investigates-Johnson-Johnson-15-September-2023.pdf?utm_source=chatgpt.com
https://www.compcom.co.za/wp-content/uploads/2023/09/Media-Statement-Commission-investigates-Johnson-Johnson-15-September-2023.pdf?utm_source=chatgpt.com
https://www.compcom.co.za/wp-content/uploads/2024/09/CompCom-Newsletter-September-2024.pdf?utm_source=chatgpt.com
https://www.compcom.co.za/wp-content/uploads/2024/09/CompCom-Newsletter-September-2024.pdf?utm_source=chatgpt.com
https://www.compcom.co.za/wp-content/uploads/2025/02/Competition-Commission_Annual-Report.pdf?utm_source=chatgpt.com
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relevant in South Africa. If authorities are to evaluate whether a secondary patent meaningfully distorts 

competition, they must identify the products and regulatory routes that actually constrain the originator in 

practice.38  

7.4 Semaglutide, GLP-1 medicines and the next wave of disputes 

The broader global environment suggests that disputes of this kind are likely to proliferate rather than 

recede. GLP-1 therapies such as semaglutide sit at the intersection of very high commercial value, rapid 

demand growth, delivery-device complexity and strong incentives for lifecycle management through 

secondary patents and related regulatory strategies. In the United States, the FTC’s 2024 challenge to 

patent listings covering diabetes and weight-loss products, including products associated with Novo 

Nordisk, indicates that authorities increasingly view patent-enabled tactics in this therapeutic space as a 

competition issue rather than merely a patent-administration issue.39 

The current semaglutide example also shows why South African authorities should resist simplistic 

assumptions about market breadth. It would be wrong to assume that a semaglutide-related market is 

automatically broad merely because multiple anti-obesity or antidiabetic therapies exist globally. But it 

would be equally wrong to infer a narrow market purely from molecule identity without asking whether the 

apparent lack of constraint reflects patent protection, registration limits, compounding restrictions or other 

legal frictions. India’s recent move toward generic semaglutide after patent expiry, combined with Novo 

Nordisk’s reported enforcement efforts before expiry, illustrates how rapidly the competitive picture can 

change once legal barriers are removed.40 

For South Africa, the principal implication is methodological. SAHPRA’s public position remains that 

Ozempic is registered locally for type 2 diabetes, not for weight loss, and that unregistered semaglutide 

products sold outside authorised channels may be falsified, substandard or unlawful. SAHPRA has also 

published a specific position on compounded semaglutide products, indicating that products using 

semaglutide salt forms or unregistered active ingredients are not permissible under the Medicines Act 

framework. Against that background, and in light of the 2025 Gauteng semaglutide litigation involving Novo 

Nordisk, any South African assessment of substitutability must distinguish carefully between registered 

originator supply, potential future generic entry, compounded products and falsified products.41 

 
38 Competition Commission media statement, 15 September 2023; Competition Commission of South Africa (2024b). 
Annual Report 2023/24, discussion of the J&J bedaquiline matter and commitment not to enforce the patent in South 
Africa and 133 other low- and middle-income countries. Competition Commission Annual Report 2023/24. 
39 Business Standard. 2025. “Novo Nordisk moves HC to stop Sun Pharma’s weight-loss drug launch,” 9 December 
2025. Business Standard 9 December 2025 
40 Times of India, “Gujarat pharma majors roll out affordable semaglutide as patent expires,” 22 March 2026. Times of 
India 22 March 2026 
41 SAHPRA, “Public urged to use registered Ozempic products,” 11 December 2023. SAHPRA 11 December 2023. 

https://www.compcom.co.za/wp-content/uploads/2023/09/Media-Statement-Commission-investigates-Johnson-Johnson-15-September-2023.pdf?utm_source=chatgpt.com
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https://www.business-standard.com/companies/news/novo-nordisk-moves-hc-to-stop-sun-pharma-from-launching-weight-loss-drug-125120901316_1.html?utm_source=chatgpt.com
https://timesofindia.indiatimes.com/city/ahmedabad/gujarat-pharma-majors-roll-out-affordable-semaglutide-as-patent-expires/articleshow/129721398.cms?utm_source=chatgpt.com
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The semaglutide example therefore reinforces the broader argument of this paper. In pharmaceutical 

markets, observed market insulation may reflect legal and regulatory structures, including secondary 

patents, regulatory approval rules, compounding controls and enforcement choices, rather than underlying 

demand-side preferences alone. That is precisely why market-definition analysis in pharmaceutical cases 

must be closely tied to the real institutional conditions under which substitution can occur.42 

7.5 A practical agenda for South African authorities 

The most practical way forward for South African authorities would be to integrate patent policy and 

competition analysis more explicitly. Three reforms or practices stand out. 

First, authorities should treat pharmaceutical market definition as a joint law-and-economics exercise 

requiring input from competition economists, patent specialists and health regulators. This is particularly 

important where market boundaries depend on whether a line extension is clinically meaningful or 

strategically exclusionary. (European Commission 2019; Intellectual Property Policy of the Republic of 

South Africa Phase I 2018.) 

Second, authorities should place greater weight on real-world evidence of switching conditions (prescribing 

patterns, formulary placement, pharmacist-substitution rights and the evidentiary route open to generic 

entrants). The more generic entry depends on legal and regulatory mechanisms rather than consumer 

search, the more important those institutional details become. (AstraZeneca v Commission, T-321/05, 

paras 675-683, 824-835.) 

Third, South African authorities should develop a consistent analytical vocabulary around secondary 

patents. “Evergreening” is rhetorically powerful but analytically imprecise. The operative question should 

be whether the patent or reformulation strategy materially alters competitive constraints in a way not 

explained by competition on the merits. That language is closer to competition doctrine and is more likely 

to produce administrable decisions. (Gurgula 2020; Moir 2023.) 

8. Conclusion 

Pharmaceutical market definition is difficult not because the usual principles cease to apply, but because 

the institutional environment changes what those principles require in practice. Products that overlap 

clinically may not discipline one another economically. Products that appear insulated from rivals may be 

insulated because regulation and patent strategy have changed the conditions of substitution and entry. 

Market-definition analysis that ignores those realities risks becoming either over-inclusive or under-

inclusive. 

 
42 SAHPRA, “SAHPRA’s position on semaglutide compounded products. 13 December 2023”. SAHPRA 13 
December 2023 

https://www.sahpra.org.za/news-and-updates/public-urged-to-use-registered-ozempic-products/?utm_source=chatgpt.com
https://www.sahpra.org.za/news-and-updates/public-urged-to-use-registered-ozempic-products/?utm_source=chatgpt.com
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The case law points in the right direction. AstraZeneca shows why competition authorities may properly 

define a pharmaceutical market narrowly when older therapeutic alternatives do not exert a significant 

competitive constraint in practice. Servier warns that narrow markets cannot simply be assumed at the 

molecule level without rigorous analysis. Together, those cases support a more general proposition that 

pharmaceutical markets should be defined through a fact-intensive inquiry into significant competitive 

constraints, with close attention to asymmetry, regulation, reimbursement and dynamic change around 

patent expiry. (AstraZeneca v Commission, T-321/05, paras 30-31, 87-97, 219-221; Neven 2025.) 

That proposition matters directly for evergreening and strategic patenting cases. Follow-on patents, product 

hops and regulatory listing strategies do not merely affect the merits of an abuse case after the market is 

defined; they can shape the apparent boundaries of the market itself. Authorities therefore need a 

framework that asks whether observed market insulation is endogenous to the challenged conduct. Without 

that step, market definition risks becoming circular. 

For South Africa, the issue is especially pressing. The public debate over patent reform, the Commission’s 

willingness to investigate secondary patents in the bedaquiline matter, and the likely rise of future disputes 

in high-value therapeutic areas all point in the same direction. A competition policy that takes 

pharmaceutical innovation seriously must also take seriously the distinction between genuine incremental 

innovation and exclusionary lifecycle management. The right place to begin is not with slogans about 

molecule markets or evergreening, but with a careful identification of the products and legal routes that 

constrain behaviour in practice. (Competition Commission of South Africa 2023; Competition Commission 

of South Africa 2024b; Intellectual Property Policy of the Republic of South Africa Phase I 2018.) 
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