

[image: image1]
The therapeutic futility paradox: insights from oncological drug litigation in Ecuador









 


	
	
ORIGINAL RESEARCH
published: 14 March 2025
doi: 10.3389/fmed.2025.1434524








[image: image2]

The therapeutic futility paradox: insights from oncological drug litigation in Ecuador

María Belén Mena Ayala* and Xavier Maldonado†


Universidad Central del Ecuador, Quito, Ecuador

Edited by
 Ricardo Izurieta, University of South Florida, United States

Reviewed by
 Frits Lekkerkerker, Consultant, Amsterdam, Netherlands
 Chieko Kurihara, Kanagawa Dental University, Japan

*Correspondence
 María Belén Mena Ayala, mbmena@uce.edu.ec 

†ORCID
: Xavier Maldonado, orcid.org/0000-0002-6593-7270

Received 18 May 2024
 Accepted 14 February 2025
 Published 14 March 2025

Citation
 Mena Ayala MB and Maldonado X (2025) The therapeutic futility paradox: insights from oncological drug litigation in Ecuador. Front. Med. 12:1434524. doi: 10.3389/fmed.2025.1434524
 

Background: In oncology, patients with advanced cancer are often subjected to treatments with limited therapeutic value. This phenomenon is amplified through drug litigation, where interpretations of the right to life and health can lead to decisions that fail to adequately consider evidence of real benefits.

Methods: This descriptive study analyzed discrepancies between key arguments in judicial rulings that favored access to oncological drugs and the outcomes of related clinical trials. We reviewed 5 rulings issued in Ecuador between 2012 and 2018 that represented claims from 36 patients. The analysis focused on comparing judicial decision arguments against evidence from pivotal clinical trials regarding quality of life and overall survival.

Results: The 16 litigated drugs were approved through accelerated pathways, of which 37.5% were classified by the European Medicines Agency (EMA) as requiring additional monitoring. While 97% of rulings stated that the litigated drugs improved quality of life or survival, clinical trials reported favorable benefits in less than 20% of cases for the judicially contested indications.

Conclusion: These findings reveal significant discrepancies between available scientific evidence and the arguments supporting judicial decisions in cases involving access to oncological drugs in Ecuador.
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Introduction


Hope or false hope

‘Therapeutic futility’ refers to the application of treatments or interventions that do not produce significant benefits in terms of overall survival or disease remission, despite the associated risks and side effects (1).

Cancer drugs play a crucial role in cancer treatment. However, sometimes, the line between hope and false hope offered to patients becomes blurred, particularly when several lines of treatment have failed or the patient is no longer eligible due to the progression of the disease; then, the provision of the drug becomes a futile option (1, 2).

As a society we can assume that the drugs that circulate in the oncology pharmaceutical market prolong life and bring well-being, autonomy, comfort, joy to the patient; that is, quality of life. However, the reality is different since this is not an essential requirement for medicines to reach the market. In cancer treatment, survival is meaningless if it is not directly related to quality of life (3).

This raises questions about what the current priorities are in drug development and regulation (4–7).

In 2012, the United States Food and Drug Administration (U.S. FDA) made a significant decision to withdraw a breast cancer medication from the market after determining it lacked therapeutic value. Dr. Mikkael A. Sekeres, who served on the committee evaluating this case, offered a poignant perspective that highlighted the ethical implications of this decision (8). As a member of the U.S. FDA Oncologic Drugs Advisory Committee, Dr. Sekeres’ insights provided a crucial window into the complex decision-making process surrounding cancer drug approvals. His statement would go on to frame a critical discussion about the balance between providing hope and avoiding false promises in cancer treatment. He said he said something like:



"We try to be dispassionate, but we always think about the person in front of us in the clinic, sitting a foot or two away from us in our cramped exam rooms, waiting to hear what treatment we can offer to get rid of their cancer. What kind of conversation would you have with such a patient if you were trying to convince her to accept a treatment like this? "Well, I can offer you a drug that won't make you live longer, won't make you feel better, and can have life-threatening side effects, but it will keep your cancer from getting worse for an average of 1 to 2 months.



Hope? Or false hope?”

 



Accelerated drug approval, between and futility

In 1992, the U.S. Congress authorized the U.S. FDA to create an accelerated approval pathway to help develop new drugs intended to treat serious or life-threatening diseases and thereby provide a significant advantage over available therapies. In this way, the U.S. FDA can approve drugs by demonstrating an effect on an intermediate clinical endpoint (surrogate variable or surrogate variable) that is “reasonably likely” or that could predict an actual clinical endpoint, such as changes in symptoms or mortality rates (9, 10).

These intermediate endpoints typically include response rate, progression-free survival, time to tumor progression, time from randomization to tumor progression (not including deaths), invasive disease-free survival, and pathologic complete response rate (11). Regulatory agencies generally do not require clinical trials that include clear evidence of improved quality of life or patient autonomy.

Many of the drugs that have received accelerated approval do not show a clear clinical benefit in subsequent confirmatory trials. In this regard, a study that evaluated 46 oncological indications for drugs with more than 5 years of follow-up, revealed that once on the market, less than half of these drugs (43%) demonstrated a clinical benefit in subsequent trials. This represents therapeutic futility despite regulatory marketing approval (12).

It should be recognized that the accelerated approval mechanism, while favoring access to medicines where there are therapeutic gaps, also implies the use of medicines with incomplete safety profiles.

Some medicines that do not show benefit in post-approval trials despite their futility often remain on the market or in clinical guidelines. One study found that 61% of cancer drugs with negative results in post-accelerated approval trials remained on clinical guideline indications and recommendations several years after they were shown to provide no improvement in the primary efficacy endpoint (13).



Regulatory reliance and its implications

Regulatory reliance is a mechanism by which health agencies use and rely on regulatory decisions from other jurisdictions to streamline their own approval processes based on the robustness of their standards and scientific processes. In Latin America and the Caribbean, this practice has become widespread: 13 out of 20 regulatory authorities have adopted this mechanism, recognizing or shortening their approval processes when a drug has already been authorized by reference agencies such as the European Medicines Agency—EMA and U.S. FDA.

This mechanism, although it seeks to optimize resources and speed up access to medicines, has critical gaps. We homologate accelerated approvals, requiring subsequent confirmatory studies, additional follow-up with pharmacovigilance plans. Studies that are never done in countries that adopt regulatory reliance (9, 12).

The case of Ecuador illustrates these limitations: its approval system allows drugs approved by high health surveillance agencies to automatically obtain sanitary registration, without discriminating whether they were approved by accelerated pathways or require additional monitoring. This incomplete reliance results in the approval of products for sale without replicating the surveillance conditions necessary to guarantee their safety in real scenarios (14).



Judicialization in access to medicines

Access to medicines is a fundamental part of the right to health. This implies significant efforts for Health Systems to guarantee availability and access in an equitable and sustainable manner. When this is not achieved; and, given that rights are judicially enforceable, in some Latin American countries, judicialization to access a medicine or health benefit is the way. A path that grows exponentially (15).

Judges end up resolving these dilemmas, attached to their legal interpretation of the right to health. On the one hand, they must protect the constitutional right from a potential threat to health, dignity and life; on the other hand, they lack the technical knowledge necessary to evaluate the scientific evidence on the efficacy or futility of the requested treatments. Judicialization can distort public health priorities (16, 17).

Cancer patients, facing potentially serious prognoses, seek therapeutic options, even those with marginal or unproven benefits. This phenomenon is amplified by the tendency to overestimate the potential benefits of new therapeutic schemes, creating what some authors call “therapeutic mirage” (18–20).

The literature indicates that a large part of the cancer drugs prosecuted are approved through accelerated pathways, using surrogate variables that do not necessarily translate into clinically significant benefits or quality of life. This phenomenon can lead to the prescription of treatments of questionable therapeutic value in the name of the right to health (21).

A particularly worrying aspect is the role of prescribing physicians in this process. There is evidence that some health professionals may overestimate the benefits of new treatments or be influenced by the pharmaceutical industry, contributing to the prosecution of drugs of marginal benefit. This phenomenon is amplified when their testimonies in court are taken as definitive evidence, without contrasting with data from clinical trials or systematic reviews (22).

The consequences of this process go beyond the economic impact. Judicialization can create a parallel system of access to medicines that undermines the principles of systematic health technology assessment and rational use of resources (23).

The situation becomes even more complicated when we consider that many of these drugs, in addition to having marginal benefits, can expose patients to significant adverse effects as documented by the Constitutional Court of Ecuador, revealing that there are cases where judicialization has led to the use of drugs that are not only futile but potentially dangerous (24).



Access to medicines in Ecuador

Ecuador considers access to safe and effective quality medicines as part of the right to health, access to medicines with public resources is governed by the (25) National Table of Basic Medicines (Cuadro Nacional de Medicamentos Básicos), a list periodically updated by the National Health Council that is built following the guidelines of the World Health Organization and selects essential medicines based on efficacy criteria, safety, convenience and profitability (26) seeking to meet the health needs of the majority of the population.

For drugs not included in this list, Ecuador has established specialized committees that analyze individual cases. They evaluate each application based on scientific evidence of quality, safety and efficacy, their decisions are binding and oblige the State to guarantee access to approved medicines, seeking to balance individual needs with broader public health considerations actions (27–30). However, it has been documented that, when these committees deny access to medicines due to poor efficacy or because the patient is no longer eligible, some patients resort to judicialization, seeking access through constitutional legal (31–33).

This descriptive study analyzed the discrepancies between the decisive arguments of court rulings that favored access to cancer drugs and the results of related clinical trials. It reviewed 25 judgments issued in Ecuador between 2012 and 2018 that represented the claims of 36 patients. The analysis focused on three main variables: quality of life, overall survival, time free of disease progression, contrasting judicial decisions with data from pivotal clinical trials in the judicialized indications.



Methodology

This descriptive study analyzed the precautionary measures filed against the Ministry of Public Health of Ecuador between 2012 and 2018 related to access to oncology medication. The search for judicial processes was carried out on the website of the Judicial Branch of Ecuador,1 specifically in the category “Protection Action.”

Cases where the Ministry of Public Health was sued for access to oncology drugs during the period 2012–2018 were selected. This period was chosen because it coincides with the issuance of regulations aimed at improving access to drugs that are not considered essential, through the implementation of committees of experts for the analysis of individualized cases (34, 35).

To evaluate the scientific evidence related to the prosecuted drugs, data on quality of life, time free of disease progression and overall survival were extracted from the technical data sheets established by the EMA and the U.S. FDA. The use of these sources responded to the absence of equivalent information in the National Agency for Health Regulation, Control and Surveillance of Ecuador (ARCSA) and to the homologation mechanisms covered by the regulatory reliance between agencies (36).

The study was approved by the Ethics Committee of the Central University of Ecuador (Code 0013-FCM-D-2019) and all data was anonymized to protect the privacy of the people involved in the legal proceedings.




Results

This study’s analysis encompassed 26 judicial proceedings involving 114 patients who sought access to oncological medications through legal channels in Ecuador between 2012 and 2018. Among these proceedings, 21 were individual claims, while 5 were collective actions representing multiple patients.

One collective proceeding involving 81 patients was excluded due to inconsistent documentation, resulting in a final analytical sample of 25 proceedings representing 36 oncological patients (Figure 1).
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FIGURE 1
 Court procedure selection flowchart.


The demographic analysis revealed that 60.6% of patients were male, with a mean age of 74 years, while female patients (39.4%) had a mean age of 56 years. The most frequent cancer types were hematological malignancies (48.5%), followed by prostate cancer (18.2%), and lung cancer (15.2%). Less frequent cases included skin and kidney cancer (6.1% each), and breast and colon cancer (Table 1).



TABLE 1 General characteristics of patients seeking judicial access to oncological drugs in Ecuador (2012–2018).
[image: Table1]

The analysis identified 16 distinct oncological medications that were the subject of litigation. These medications were primarily indicated for hematological disorders (48.5%) and metastatic, unresectable, or first-line treatment-resistant cancers (51.5%).

Notably, all medications (100%) had received accelerated approval from reference regulatory agencies (US FDA, EMA). Among these medications, 37.5% (6/16) carried the EMA’s black triangle symbol (▼) indicating additional monitoring requirements under the European pharmacovigilance system. While U.S. FDA’s accelerated approval program inherently requires post-marketing confirmatory trials for all approved drugs, it does not use a specific additional monitoring designation. Only one medication lacked regulatory approval in Ecuador at the time of litigation (Table 2).



TABLE 2 Characteristics of judicially requested medications.
[image: Table2]

A striking disparity emerged between clinical evidence and judicial decisions (Figure 2).

[image: Figure 2]

FIGURE 2
 Comparison between clinical evidence and judicial argumentation.


While 97% of judicial rulings cited quality of life improvement and life extension as decisive arguments, only 18.7% of the medications demonstrated such benefits in pivotal clinical trials for the litigated indications.

This discrepancy was consistent across all evaluated outcomes: quality of life improvement, overall survival extension, and progression-free survival of ≥6 months.

In 97% of cases, judges based their decisions primarily on the prescribing physician’s testimony, particularly regarding two critical assertions: (1) the risk of death if the medication was denied, and (2) the potential improvement in quality of life if access was granted. This reliance on physician testimony persisted even when it contradicted available clinical evidence.

These findings highlight a significant gap between scientific evidence and judicial decision-making in cases involving access to oncological medications in Ecuador during the study period. The data suggest that judicial decisions were more heavily influenced by physician testimony than by documented clinical evidence from pivotal trials.



Discussion

The findings of this study indicate significant discrepancies between the benefits claimed in court and the available scientific evidence. As evidenced in the results, 97% of the sentences claimed improvements in quality of life or survival, while only 18.7% of the drugs showed such benefits in the pivotal trials for the judicialized indications. This gap reflects a deeper paradox that begins with the accelerated approval of drugs with marginal benefits (13).


Incomplete regulatory reliance

Our findings indicate that the litigation was not primarily due to lack of approval in Ecuador, as 93.8% of the drugs already had sanitary registration at the time of the litigation. The problem lies in the fact that the approval system does not distinguish whether the drugs were approved through accelerated pathways or require additional follow-up. This incomplete “reliance” allows marketing without replicating the surveillance conditions necessary to guarantee safety in real scenarios, especially when the patient is practically being administered the drug by a judge (3, 36).



Discrepancies in reported benefits

The stark difference between benefits claimed in court and scientific evidence is troubling. While 97% of the judgments cited improvements in quality of life or survival as decisive arguments, only 18.7% of the drugs demonstrated such benefits in pivotal trials. This discrepancy suggests a potential systematic misinformation that influences judicial decisions.



Ethical and practical implications

The exaggeration of benefits in judicial contexts raises serious ethical concerns. As evidenced by the Constitutional Court of Ecuador in Judgment No. 679-18-JP/20 (33), there were cases where the drugs could cause unacceptable toxicity and the judges allowed the administration of these drugs that were not only futile but dangerous. This reality suggests that the justice system is making decisions based on expectations not supported by scientific evidence, possibly compromising the well-being of patients.

It is critical that healthcare professionals and decision-makers provide accurate information about the efficacy and potential risks associated with the use of these medicines, avoiding exaggerations that may lead to false expectations (22).



The influence of medical judgment on judicial decisions

Our analysis reveals that in 97% of the sentences, the judge based his decision on the criterion of the prescribing physician as an expert word, specifically with respect to two arguments: the possibility of death if the drug is denied and the improvement in the quality of life if access is approved. This dynamic, far from being an isolated phenomenon, reflects a pattern documented in the literature. For example, a study in Brazil found close collaboration between prescribing physicians and lawyers in drug lawsuits, where a single doctor came to be responsible for 16.5% of prescriptions for a specific drug, all funneled through a single law firm. While it is essential that prescribing physicians are heard in judicial proceedings for their expertise, it is worrying that their testimonies are not contrasted with the available scientific evidence or that potential conflicts of interest are examined. The normalization of this practice, where a health professional can defend before a judge the use of a drug with unproven benefits and receive absolute credibility, undermines the principles of elementary decency of the medical profession and compromises the well-being of patients (37).

The judicialization of access to medicines, although it appears to protect individual rights, promotes a therapeutic mirage where judicial decisions, by prioritizing individual cases over scientific evidence, can undermine both individual and collective well-being. This phenomenon not only represents a tension between individual and collective rights, but also reveals a deeper problem: the granting of access to medicines of unproven benefit generates false hopes and compromises resources that could be allocated to interventions of proven benefit, thus threatening the sustainability and equity of public health policies.

We firmly believe that everyone has the fundamental right to timely access to quality, safe and effective medicines. We also maintain that every person has the right to a dignified life, which should not be subject to the provision of a futile medicine. It is important to recognize that some medications fail to improve quality of life, a reality that seems to be unknown to some judges, lawyers, health professionals or even patients. When questioning useless prescriptions, it is not simply a matter of economic considerations or patient pressure, but of avoiding false hope and ensuring the integrity and safety of health care.



Corollary

The judicial route represents a legitimate tool to guarantee the right to health when other mechanisms have failed. However, our study reveals troubling discrepancies that require urgent attention (24).

It is ethically questionable that terminally ill patients should spend their final days in legal battles, pursuing unfounded hopes.

Judges are not antagonists in this narrative. They are, possibly, additional victims of a system that allows the marketing of drugs of little therapeutic value and tolerates the exaggeration of benefits by some health professionals. We are all victims of this systemic dysfunction until health is addressed in a comprehensive way, until the uncertainty inherent in treatments is honestly communicated, until their situation is explained to patients in understandable terms, and until health systems prioritize both a dignified life and a dignified death (38).




Conclusion

This study reveals significant discrepancies between scientific evidence and judicial decisions related to access to oncology drugs in Ecuador. The findings are troubling: 97% of the judgments cited improvements in quality of life and survival as decisive arguments, while only 18.7% of the drugs demonstrated such benefits in pivotal trials. This gap suggests systematic misinformation in the judicial process.

The analysis shows that the problem does not lie in the lack of regulatory approval—93.8% of the drugs already had a sanitary registration at the time of their prosecution. Rather, it exposes the consequences of an incomplete regulatory reliance that allows the commercialization of approved drugs on an accelerated basis without replicating the necessary surveillance conditions.

The determining influence of medical judgment on judicial decisions (97% of cases) without contrast with the available scientific evidence, together with the lack of evaluation of conflicts of interest, suggests the urgent need to reformulate how scientific evidence is incorporated in judicial processes related to access to cancer drugs.

We have a critical need to strengthen the integration between regulatory systems, clinical practice, and judicial processes to ensure that decisions on access to medicines are based on sound scientific evidence, thus protecting both the right to health and the safety of patients.



Data availability statement

The datasets presented in this study can be found in online repositories. The names of the repository/repositories and accession number(s) can be found at: https://procesosjudiciales.funcionjudicial.gob.ec/busqueda.



Ethics statement

The present study was approved by the Ethics Committee of the Central University of Ecuador (Code 0013-FCM-D-2019). The studies were conducted in accordance with the local legislation and institutional requirements. The ethics committee/institutional review board waived the requirement of written informed consent for participation from the participants or the participants’ legal guardians/next of kin because we worked with patient files that were prosecuted. Court records are public.



Author contributions

MM: Conceptualization, Data curation, Formal analysis, Funding acquisition, Investigation, Methodology, Project administration, Resources, Software, Supervision, Validation, Visualization, Writing – original draft, Writing – review & editing. XM: Conceptualization, Supervision, Visualization, Writing – review & editing.



Funding

The author(s) declare that financial support was received for the research and/or publication of this article. This research was supported by the Academic and Scientific Cooperation Program between the Central University of Ecuador (UCE) and the Academy of Research and Higher Education (ARES) of Belgium (ARES-UCE Program). The program aims to strengthen scientific research capacity at UCE and promote knowledge transfer to address social, economic, and cultural development needs in Ecuador. The funder provided technical and scientific support through international research collaboration.



Conflict of interest

The authors declare that the research was conducted in the absence of any commercial or financial relationships that could be construed as a potential conflict of interest.



Generative AI statement

The author(s) declare that Generative AI was used in the creation of this manuscript. The article was originally conceived in Spanish, the author’s native language, and Claude AI was used to improve the translation and enhance comprehension of the text.



Publisher’s note

All claims expressed in this article are solely those of the authors and do not necessarily represent those of their affiliated organizations, or those of the publisher, the editors and the reviewers. Any product that may be evaluated in this article, or claim that may be made by its manufacturer, is not guaranteed or endorsed by the publisher.



Author disclaimer

The views expressed in this article are those of the authors and do not necessarily reflect the official policy or position of the funding institution.



Footnotes

1   https://procesosjudiciales.funcionjudicial.gob.ec/busqueda



References

 1. Vieira, JV, Deodato, S, and Mendes, F. Therapeutic futility in nursing: a focus group. SAGE Open Nurs. (2022) 8:8. doi: 10.1177/23779608221134768 

 2. Curtin, D, O’Mahony, D, and Gallagher, P. Drug consumption and futile medication prescribing in the last year of life: an observational study. Age Ageing. (2018) 47:749–53. doi: 10.1093/ageing/afy054 

 3. Lowe, D. Avastin: false hope for metastatic breast cancer. Science. (2011) 333:1019–24. doi: 10.1126/science.1202702 

 4. Prasad, V. Do cancer drugs improve survival or quality of life? BMJ. (2017) 359:j4528. doi: 10.1136/bmj.j4528 

 5. Tassinari, D. Surrogate end points of quality of life assessment: have we really found what we are looking for? Health Qual Life Outcomes. (2003) 1:71. doi: 10.1186/1477-7525-1-71 

 6. Arciero, V, Delos Santos, S, Koshy, L, Rahmadian, A, Saluja, R, Everest, L , et al. Assessment of Food and Drug Administration- and European medicines agency-approved systemic oncology therapies and clinically meaningful improvements in quality of life: a systematic review. JAMA Netw Open. (2021) 4:e2033004. doi: 10.1001/jamanetworkopen.2020.33004 

 7. Davis, C, Naci, H, Gurpinar, E, Poplavska, E, Pinto, A, and Aggarwal, A. Availability of evidence of benefits on overall survival and quality of life of cancer drugs approved by European medicines agency: retrospective cohort study of drug approvals 2009-13. BMJ. (2017) 359:j4530. doi: 10.1136/bmj.j4530 

 8. Sekeres, M. The Avastin story. N Engl J Med. (2011) 365:1454–5. doi: 10.1056/NEJMc1109550 

 9. Gyawali, B, Rome, BN, and Kesselheim, AS. Regulatory and clinical consequences of negative confirmatory trials of accelerated approval cancer drugs: retrospective observational study. BMJ. (2021):374. doi: 10.1136/bmj.n1959 

 10. Kubler, P. Editorial: fast-tracking of new drugs: getting the balance right. Aust Prescr. (2018) 41:98–9. doi: 10.18773/austprescr.2018.032 

 11. Gyawali, B, and Prasad, V. Combining drugs and extending treatment — a PFS end point is not sufficient. Nat Rev Clin Oncol. (2017) 14:521–2. doi: 10.1038/nrclinonc.2017.72 

 12. ITT, L, Kesselheim, AS, and ERS, C. Clinical benefit and regulatory outcomes of Cancer drugs receiving accelerated approval. JAMA. (2024) 17:14711479. doi: 10.1001/jama.2024.2396 

 13. Shepshelovich, D, Tibau, A, Goldvaser, H, Molto, C, Ocana, A, Seruga, B , et al. Postmarketing modifications of drug labels for cancer drugs approved by the US Food and Drug Administration between 2006 and 2016 with and without supporting randomized controlled trials. J Clin Oncol. (2018) 36:1798–804. doi: 10.1200/JCO.2017.77.5593 

 14. ARCSA. (2017). Instructivo para la inspección y toma de muestras de alimentos procesados CODIGO it-gtvcp-001 versión 0.0 Instructivo externo requisitos para la inscripción, reinscripción, homologación y modificación del registro sanitario de medicamentos en general instructivo externo requisitos para inscripción, reinscripción homologación y modificación del registro sanitario de medicamentos en general. Requisitos para la inscripción del Registro Sanitario de Medicamentos en General Ecuador. Available at: https://www.controlsanitario.gob.ec/wp-content/uploads/downloads/2017/03/IE-D (Accessed September 15, 2023).

 15. Banco Interamericano de Desarrollo. (2018). Mejores gastos para mejores vidas. Cómo América Latina y el Caribe pueden hacer más con menos [Internet]. 1era ed. Izquierdo A, Pessino C, Vuletin G, editors. Banco Interamericano de Desarrollo. pp. 45–89. Available online at: https://www.mendeley.com/viewer/?fileId=4152d69e-a2f6-30e9-38ab-ff0e93f928b4&documentId=b13b0bfc-ecbf-3c6d-8747-e8fd98315579

 16. Andia, TS, and Lamprea, E. Is the judicialization of health care bad for equity? A scoping review. Int J Equity Health. (2019) 18:61. doi: 10.1186/s12939-019-0961-y 

 17. Biehl, J. Patient-citizen-consumers: Judicialization of health and metamorphosis of biopolitics. Lua Nova Rev Cult Polít. (2016) 98:77–105. doi: 10.1590/0102-6445077-105/98

 18. JMB, S, VLE, P, CGS, O-d-C, and Ventura, M. Essencialidade e assistência farmacêutica: considerações sobre o acesso a medicamentos mediante ações judiciais no Brasil. Rev Panam Salud Publica. (2011) 29:138–44. doi: 10.1590/s1020-49892011000200010 

 19. Lamprea, E. (2017). Judicialización de la salud. Una perspectiva Global del Sur. In: Red Criteria, editor. Derecho a la Salud [Internet]. Colombia: Saluderecho. p. 4. Available online at: http://www.redcriteria.org/wp-content/uploads/2018/01/CRITERIA_TW_EveraldoLamprea.pdf

 20. Vidal, J, and Di Fabio, JL. Judicialización y acceso a tecnologías sanitarias: oportunidades y riesgos. Rev Panam Salud Publica. (2017) 41:e137. doi: 10.26633/RPSP.2017.137 

 21. Vargas-Peláez, CM, Rover, MRM, Leite, SN, Rossi Buenaventura, F, and Farias, MR. Right to health, essential medicines, and lawsuits for access to medicines - a scoping study. Soc Sci Med. (2014) 121:48–55. doi: 10.1016/j.socscimed.2014.08.042 

 22. de Oliveira, FHC, de Lorena Sobrinho, JE, Da Cruz Gouveia Mendes, A, HMS, G, Filho, GJ, and Montarroyos, UR. Profile of judicialization in access to antineoplastic drugs and their costs: a cross-sectional, descriptive study based on a set of all lawsuits filed between 2016 and 2018 in a state in the northeast region of Brazil. BMC Public Health. (2022) 22:1824. doi: 10.1186/s12889-022-14199-1 

 23. Iunes, R, and Guerra Junior, AA. On the Judicialization of health and access to medicines in Latin America. J Law Med Ethics. (2023) 51:92–9. doi: 10.1017/jme.2023.122 

 24. Corte Constitucional del Ecuador. (2020). Sentencia No. 679-18-JP/20 y acumulados Derecho a medicamentos de calidad, seguros y eficaces. Available online at: https://www.salud.gob.ec/wp-content/uploads/2020/10/sentencia_no_679-18-jp-200730626001600795159.pdf (Accessed May 14, 2024).

 25. Constitutivos, E, and Estado, DEL. Constitución del ecuador. Regis Oficial. (2008) 449:1–132.

 26. Persaud, N, Jiang, M, Shaikh, R, Bali, A, Oronsaye, E, Woods, H , et al. Comparison of essential medicines lists in 137 countries. Bull World Health Organ. (2019) 97:394–404C. doi: 10.2471/BLT.18.222448 

 27. Dirección Nacional de Medicamentos y Dispositivos Médicos. (2017). Solicitud de medicamentos que no constan en el CNMB 9na revisión según peticiones del AM3155. Quito.

 28. Ministerio de Salud Pública del Ecuador. (2013). Instructivo para autorizar la adquisición de medicamentos que no constan en el CNMB [Internet]. Registro Oficial 085, 3155 Acuerdo Ministerial. Available online at: https://www.controlsanitario.gob.ec/wp-content/uploads/downloads/2014/09/A-3155-Instructivo-para-autorizar-la-adquisici%C3%B3n-de-medicamentos-que-no-constan-en-el-CNMB-p.pdf

 29. Ministerio de Salud Pública del Ecuador. (2021). Registro oficial. Acuerdo Ministerial 00018–21 "Reglamento para autorizar la adquisición de medicamentos que no constan en el Cuadro Nacional de Medicamentos Básicos - CNMB vigente. Available online at: https://www.salud.gob.ec/wp-content/uploads/2021/11/Reglam.-autorizacion-adquis.-medicam.-no-constan-en-CNMB-vigente.-3er.S.R.0-573-09-11-2021-A.M-00018_compressed.pdf (Accessed July 23, 2024).

 30. Dirección Nacional de Medicamentos y Dispositivos Médicos. (2017). Medicamentos que no constan en el CNMB vigente autorizados para su adquisición periodo 2013–2017 hasta 23-03-2017 [Internet]. Quito-Ecuador. Available online at: http://www.salud.gob.ec/wp-content/uploads/2017/03/Medicamentos-que-no-constan-en-el-CNMB-vigente-autorizados-para-su-adquisición-periodo-2013-2017-hasta-23-03-2017.xlsx (Accessed November 1, 2023).

 31. Arbeláez, G, Erazo, J, Ortega, E, Ayabaca, O, and Sosa, M. (2020). Caracterización de casos judicializados por medicamentos no autorizados a prescripción en un hospital público Cambios. 19(1):14–21. Available online at: https://revistahcam.iess.gob.ec/index.php/cambios/article/view/514/312 (Accessed April 2, 2021).

 32. Ocaña, M. (2019). Judicialización por acceso a medicamentos en el Ecuador. In: Derecho a la Salud. Quito: Consejo Nacional de Salud. Escuela de la Función Judicial. Consejo de la Judictaura.

 33. Ministerio de Salud Pública del Ecuador. (2015). Informe técnico: Judicialización de la Salud. Quito-Ecuador.

 34. Ministerio de Salud Pública del Ecuador. (2018). Adquisición de Medicamentos que no constan en el Cuadro Nacional de Medicamentos Básicos. Acuerdo Ministerial, 158 Ecuador.

 35. Presidencia de la República del Ecuador. (2012). Reforma a Reglamento permite compra de medicamentos especiales que no están incluidos en Cuadro Nacional de Medicamentos Básicos. Decreto Ejecutivo Apr 5.

 36. Durán, CE, Cañás, M, Urtasun, MA, Elseviers, M, Andia, T, Vander, SR , et al. Regulatory reliance to approve new medicinal products in Latin American and Caribbean countries. Pan Am J Public Health. (2021) 45:1–10. doi: 10.26633/RPSP.2021.10 

 37. Henriques, O, Neto, C, Amaral, M, Machado, Á, Loureiro, F, Barbosa, V , et al. Rev Saúde Pública Francisco de Assis Acurcio II Felipe Ferré III Doctors, lawyers and pharmaceutical industry on health lawsuits in Minas Gerais, Southeastern Brazil. (2022). Available online at: www.scielo.br/rsp (Accessed November 1, 2023).

 38. Mena, MB, and Maldonado, X. Re: Cancer drugs, survival, and ethics. BMJ. (2016) 355:i5792. doi: 10.1136/bmj.i5792 


Copyright
 © 2025 Mena Ayala and Maldonado. This is an open-access article distributed under the terms of the Creative Commons Attribution License (CC BY). The use, distribution or reproduction in other forums is permitted, provided the original author(s) and the copyright owner(s) are credited and that the original publication in this journal is cited, in accordance with accepted academic practice. No use, distribution or reproduction is permitted which does not comply with these terms.

OPS/images/fmed-12-1434524-t001.jpg
haracteristic

Female

Affected organ
Oncohematology
Prostate

Lung

Skin

Kidney

Breast

Colon

Percentage (%)

394

485

182

152

61

61

30

Mean Age
(years)

56

29
78
485
58
745
62





OPS/images/fmed-12-1434524-t002.jpg
Characteristi

Number (n = 16) Percentage (%
Reference agency approval path (US. FDA/EMA)
Accelerated approval 16 100

Regular approval 0 0

EMA additional monitoring

Required 6 375
Not required 10 625
Registration status in Ecuador

Registered 15 938

Not registered 1 62





OPS/xhtml/Nav.xhtml




Contents





		Cover



		The therapeutic futility paradox: insights from oncological drug litigation in Ecuador



		Introduction



		Hope or false hope



		Accelerated drug approval, between and futility



		Regulatory reliance and its implications



		Judicialization in access to medicines



		Access to medicines in Ecuador



		Methodology









		Results



		Discussion



		Incomplete regulatory reliance



		Discrepancies in reported benefits



		Ethical and practical implications



		The influence of medical judgment on judicial decisions



		Corollary









		Conclusion



		Data availability statement



		Ethics statement



		Author contributions



		Funding



		Conflict of interest



		Generative AI statement



		Publisher’s note



		Author disclaimer



		Footnotes



		References



















OPS/images/fmed-12-1434524-g001.jpg
26 Judicial proceedings
2012 t0 2018
n=117 patients

1 lawsuit dismissed for lack of
information

n=81 patients

25 Judicial proceedings

n=36 patients.






OPS/images/fmed-12-1434524-g002.jpg
Percentage (%)

100

75

50

25

Quality of Life

| Evidence mJudicial Argumentation

Overall Survival Disease Progression






OPS/images/cover.jpg
’ frontiers = Frontiers in Medicine

The therapeutic futility paradox:
insights from oncological drug
litigation in Ecuador












OPS/images/crossmark.jpg
©

2

i

|






OPS/images/logo.jpg
¥ frontiers Frontiers in Medicine






