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Abstract

The Right to Try Act in the United States has authorized access for 
terminally ill patients to experimental drugs without approval or inter­
vention by the Food and Drug Administration (FDA) and without review 
by bioethics committees since 2018, which has generated controversy 
regarding respect for patient autonomy and the risks associated with its 
implementation. The main objective of this article is to describe the 
evolution of legislation regarding the Right to Try in the United States 
based on a review of documentary sources. A literature review of aca­
demic articles on the legal framework of the Right to Try was conduct­
ed. Ultimately, the Right to Try Act represents a compassionate re­
sponse to terminally ill patients with no treatment options, reinforcing 
freedom of choice; however, it entails regulatory risks regarding ac­
cess, so it is recommended to move toward models that allow for both 
flexibility and protection.

Keywords: bioethics, right to try, Right to Try Act, experimental treat-
ments, expanded access to drugs, food, and drug administration, 
FDA.

1. Introduction

In May 2018, the U.S. Congress passed the Right to Try Act, a federal 
law that allows terminally ill patients to access experimental drugs 
without the intervention or approval of  the Food and Drug Admin-
istration (FDA) and without requiring an evaluation by a bioethics 
committee for their use (1).

The Right to Try Act, championed by patient advocacy groups 
and lawmakers who viewed the FDA’s process as excessively bureau-
cratic, was presented as an act of  compassion and hope, aimed at 
those who have exhausted all available treatment options. However, 
since its enactment, it has sparked debates and controversies in the 
medical, ethical, and legal spheres by challenging the balance be-
tween patient autonomy and regulatory protection (2).
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The main argument in favor of  the Right to Try legislation is 
patient autonomy, understood as the right of  every individual to 
make informed decisions about their own health. Its proponents ar-
gue that, when death is imminent, access to potentially beneficial 
treatments should not be restricted. In contrast, some point out that 
the law weakens regulatory protections designed to ensure the safety 
and efficacy of  medications, exposing patients to unknown risks and 
expectations with little scientific basis (3–5).

The drug approval system in the United States, regulated by the 
FDA, is recognized for its rigor, as it aims to protect the public by 
ensuring that medications are safe and effective. New drugs must 
undergo three phases of  clinical trials before being approved for 
general use, a process that can take a long time, which for many pa-
tients with terminal illnesses represents an obstacle in the search for 
therapeutic alternatives (1,2).

Prior to the Right to Try Act, the Expanded Access Program 
(EAP) or Compassionate Use already existed, a mechanism that al-
lows patients to request the use of  experimental therapies under 
controlled conditions. Through this program, thousands of  people 
have gained access to experimental treatments, with medical super-
vision and prior ethical review (6).

The Right to Try Act created a parallel pathway. Under this law, a 
patient with a terminal illness can directly request access from the 
pharmaceutical company to an experimental drug that has complet-
ed Phase I clinical trials, without requiring formal FDA approval or 
review by an institutional ethics committee (7).

2. Materials and Methods

This study was conducted using a qualitative, documentary, and an-
alytical approach, based on a review of  scientific, regulatory, and 
bioethical literature related to the Right to Try Act and policies regard-
ing access to experimental drugs in the United States.
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A literature search was conducted in academic and legal databas-
es as well as the official repository of  the U.S. Food and Drug Ad-
ministration (FDA). Articles in English and Spanish were included 
from databases such as PubMed, Oxford Academic, and Research-
Gate. Thematic chapters previously developed on historical back-
ground, legal factors, and bioethical considerations of  the right to 
try, as well as information obtained from the doctoral thesis of  the 
author of  this article, were also incorporated.

The selection of  sources followed criteria of  thematic relevance, 
recency (2018–2025), and academic relevance. Subsequently, a re-
view was conducted based on the bioethical principles of  autonomy, 
beneficence, non-maleficence, and justice.

Thus, the article does not seek to offer empirical evidence, but 
rather a well-founded review that articulates the ethical and legal 
debate surrounding the right to access experimental treatments out-
side traditional regulatory frameworks.

3. Development

3.1. Origin and Evolution of  the Right to Try

The Right to Try movement emerged in the United States as a so-
cial response to the perceived overregulation of  medical treatment 
authorization by the FDA. Beginning in 2014, some states proposed 
laws to allow terminally ill patients to request experimental drugs 
without going through FDA procedures or entering the expanded 
access program. Finally, in May 2018, President Donald Trump ap-
proved and signed the federal law known as the Right to Try Act (8,9).

The central proposal of  the Right to Try is that patients with 
serious illnesses, without viable therapeutic options and without 
access to clinical trials, may request a Phase 1 treatment directly 
from the manufacturer, without requiring FDA approval or over-
sight (8,9).
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The goal is to accelerate access to treatment and uphold pa-
tient autonomy; however, this initiative also bypasses several ethical 
and scientific safeguards established over decades to protect patient 
safety.

To utilize the Right to Try, the law stipulates the following con-
ditions:

	 1.	 The patient must have been diagnosed with a terminal illness.
	 2.	 The patient must have exhausted all commercially available 

treatment options.
	 3.	 The patient is ineligible to participate in clinical trials.
	 4.	 The patient must have been evaluated by a physician who 

considers the potential benefit of  the requested experimental 
treatment.

	 5.	 The patient must have signed an informed consent form.
	 6.	 The drug has completed Phase I of  clinical trials.
	 7.	 The drug has not been approved for any other use (1).

Table 1 outlines the requirements of  the Right to Try Act.
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Table 1. Requirements of the Right to Try Act

Patient Medicine Manufacturer Doctor Coverage

A serious or 
life-threaten-
ing condition. 
Standard 
treatments 
have been 
exhausted 
without 
success. 
Ineligible to 
participate in 
existing 
clinical trials. 
Must provide 
informed 
consent. Do 
not have an 
inherent 
right to 
medication.

Phase I 
clinical trial 
completed.
Ongoing 
Phase II or 
III clinical 
trials focused 
on efficacy 
and safety.
Active 
development 
plan to seek 
FDA ap-
proval.
Not ap-
proved for 
any other 
indication

Follow stan-
dard labeling 
and research 
procedures.
Submit an 
annual report 
to the FDA 
regarding the 
drug and its 
effects.
-You may 
refuse to 
provide the 
requested 
treatment.

Determine 
that the 
patient is 
ineligible to 
participate in 
a clinical trial.
Obtain 
written 
informed 
consent.
Receive no 
compensa-
tion from the 
manufacturer.
May refuse to 
prescribe the 
medication.

There is no 
requirement 
that the cost 
be covered 
by an 
insurance 
company or 
other 
government 
entities.

Source: Compiled by the author based on Agarwal R. (2) and Paradise J. (7).

3.2. Bioethical Issues

The Right to Try Act lies at the intersection of  several fundamental 
principles of  bioethics: autonomy, beneficence, nonmaleficence, and 
justice (10,11).

1. Autonomy

The principle of  autonomy holds that every person has the right to 
make decisions about their own health (5,12–14). In the context of  
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the Right to Try Act, this idea translates into the possibility of  opting 
for experimental therapies when alternatives have been exhausted, 
without requiring prior evaluation by a regulatory body. However, au-
tonomy is only genuine when exercised with sufficient information.

In many cases, terminally ill patients find themselves in situations 
of  emotional and physical vulnerability, which can compromise their 
ability to assess risks objectively. Early-phase trials rarely provide sol-
id evidence regarding efficacy or safety, so informed autonomy may 
be distorted by desperation and hope.

2. Beneficence

The principle of  beneficence requires acting in the patient’s best in-
terest, while non-maleficence requires avoiding harm. In theory, the 
Right to Try Act seeks to benefit the patient by offering a final thera-
peutic opportunity. However, Phase I treatments are primarily de-
signed to assess toxicity, not efficacy (13).

3. Non-maleficence

The principle of  non-maleficence is based on the premise of  not 
intentionally causing harm and avoiding, as much as possible, sub-
jecting the patient to unnecessary risks (15).

Premature access to experimental therapies can cause serious ad-
verse effects without evidence of  clinical benefit. Furthermore, since 
FDA oversight and ethical review are not required, the risk of  mis-
use or commercial exploitation increases. At the same time, the 
omission of  a potentially useful treatment could be considered harm 
by omission. Therefore, the balance between potential benefit and 
likely harm is, in this context, highly uncertain (16).

4. Justice

Health equity requires an equitable distribution of  resources and op-
portunities (17). The Right to Try Act may highlight inequalities since 
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the program does not guarantee universal access or funding. Patients 
with greater resources or connections in the pharmaceutical industry 
may be more likely to access experimental treatments; furthermore, 
the law does not require pharmaceutical companies to provide the 
requested medications or cover the costs, which may exclude those 
who cannot afford them (1).

3.3. Expanded Access to Medications and the Right to Treat

Expanded access programs offer a broader balance between access 
and protection. Under this mechanism, the FDA approves more 
than 99% of  requests, generally within five days. Additionally, re-
quests go through institutional ethics committees that evaluate the 
risks and potential benefits of  the requested treatment for each indi-
vidual case (7,18).

Although both programs share the goal of  offering therapeutic 
options to patients who have exhausted available treatments, there 
are significant differences:

In expanded access to medications, the treating physician is re-
quired to request permission for a specific patient from the FDA by 
presenting the patient’s case. The case is also reviewed by a bioethics 
committee before deciding whether the experimental drug should 
be administered to that patient, and subsequently, the pharmaceu-
tical company will decide whether to grant access to the treatment 
or not (19).

In the expanded access program, the recording of  clinical data is 
mandatory, and evaluation and monitoring of  patients undergoing 
experimental therapy are required. (20)

In contrast, the Right to Try does not require FDA oversight 
or approval by a bioethics committee; individual cases are not an-
alyzed; risks and benefits are not evaluated prior to administration; 
and there is no systematic evaluation or monitoring of  the drug’s 
effects on the patient, as the only information the pharmaceutical 
company is required to report under this law is the number of  doses 
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administered, the number of  patients to whom it was administered, 
the indications for which it was used, and any serious adverse effects, 
once a year (21).

Considering that only 13.8% of  drugs that complete Phase I tri-
als are ultimately approved by the FDA, there are doubts as to wheth-
er offering treatments based solely on preliminary safety data truly 
constitutes a responsible alternative (3).

Various studies show that medical professionals hold conflicting 
views regarding the Right to Try. Some recognize the positive emo-
tional potential of  offering a “last chance,” while others warn of  
clinical risks, the lack of  evidence, and the emotional impact on the 
treating physician, the patient, and their family (19, 22, 23).

A survey of  pediatric oncologists revealed that most of  the phy-
sicians interviewed are unaware of  the legal procedures for the Right 
to Try and feel more comfortable with Expanded Access, as it in-
volves greater oversight. In contrast, the study reveals that many 
physicians believe the Right to Try may be used as a political strategy 
rather than as an effective therapeutic tool (18, 19, 22).

In Manley’s article “Prescribing unproven cancer drugs,” it is 
noted that many physicians fear they may be legally unprotected or 
face ethical dilemmas if  experimental treatments fail (18).

Table 2 compares the Right to Try Act and the Expanded Access 
Program for Medications in the United States.
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Table 2. Key Provisions of the Right to Treatment Act 
and the Expanded Access Drug Program

Appearance Right to Try Act Expanded Access 
Program

Objective

Allow patients with 
terminal or serious illnesses 
to access investigational 
drugs without direct FDA 
intervention.

Facilitate access to investi-
gational drugs for patients 
with serious or terminal 
illnesses through the FDA, 
with a more structured 
review and approval 
process.

FDA Review

It does not require active 
oversight by the FDA; it 
only requires compliance 
with certain requirements 
for drugs and patients.

The FDA reviews and 
approves each application 
individually to ensure 
patient safety and the 
integrity of  the treatment.

Patient require-
ments

The patient must have a terminal illness, have exhausted 
all approved treatment options, and not have access to 
the drug through a clinical trial.

Drug requirements

The drug must have 
completed Phase 1 clinical 
trials and must not have 
been approved by the 
FDA. The manufacturer 
must be willing to supply it 
for the patient’s use.

The drug must be in 
development, have com-
pleted Phase 1, or be part 
of  an ongoing clinical trial. 
The manufacturer must be 
willing to supply it for 
patient use.

Informed consent

The patient must provide 
informed consent, but 
oversight by an Institution-
al Review Board is not 
required.

Informed consent from 
the patient and ethical 
approval from an Institu-
tional Review Board are 
required.

The physician’s 
involvement

The doctor should recom-
mend the treatment, but 
there is no formal FDA 
intervention or oversight.

The doctor must submit 
the application to the 
FDA, provide details about 
the patient, and obtain 
authorization to access the 
medication.
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Insurance 
coverage

There are no guarantees regarding insurance coverage for 
the treatment.

Reports and docu-
mentation

No formal documentation 
or regular reports are re-
quired, although manufac-
turers may be required to 
provide certain reports.

Drug manufacturers are re-
quired to submit regular re-
ports to the FDA regarding 
the use of  the drug in pa-
tients, including adverse re-
actions.

Applicability

Applicable only to patients 
with serious or terminal ill-
nesses and medications that 
are neither approved nor 
part of  clinical trials.

Available to patients with 
serious or terminal illness-
es, including cases where 
clinical trials are currently 
underway.

Ease of  access
Simpler and more straight-
forward, with less red tape, 
but also less oversight.

More structured and bu-
reaucratic, with direct in-
volvement by the FDA, but 
offering greater safety as-
surances.

Source: Compiled by the author based on Paradise J. (7), Michaeli DT. (6), and Walker S. (24).

Legal Implications of  the Right to Try

The Right to Try establishes a direct process between the physician, 
the pharmaceutical company, and the patient; however, there is no 
binding agreement or actual legal liability among the participants.

One of  the main legal issues raised by the Right to Try is the 
implicit waiver of  federal regulatory oversight, as it significantly re-
duces the FDA’s authority and undermines its role in analyzing risks 
and benefits, since it does not monitor cases, approve applications, 
or systematically collect safety data.

If  a patient suffers serious adverse effects, there is no legally lia-
ble party, as the law grants immunity to physicians and pharmaceuti-
cal companies, which hinders accountability. In this regard, it has 
been questioned whether the Right to Try Act undermines the foun-
dations of  the regulatory system that protects public safety (4).
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The law does not require pharmaceutical companies to provide 
the experimental drug they are developing, nor does it limit the cost 
they may set. Furthermore, since there is no oversight and they are 
exempt from legal liability in the event of  adverse effects, monitor-
ing of  treatment administration may be reduced (25).

In the Mexican context, although there is not yet legislation 
equivalent to the Right to Try, the discussion surrounding compas-
sionate use has begun to emerge within the framework of  human 
rights and the right to health, allowing access to experimental drugs 
through regulatory mechanisms under protocols authorized by the 
Federal Commission for Protection against Health Risks (COFE-
PRIS), the regulatory body equivalent to the FDA in Mexico (26,27).

4. Conclusions

The Right to Try represents a societal response to the frustration of  
patients and their families in the face of  terminal illnesses and regu-
lations perceived as excessively restrictive or cumbersome. However, 
this legal alternative lacks many of  the ethical safeguards that have 
historically protected patients.

The Right to Try can be approached from different perspectives: 
on the one hand, the law is used as an extension of  patient autono-
my; on the other hand, it may weaken patient protection by excluding 
ethical review processes and sound scientific criteria. The exclusion 
of  ethics committees, the absence of  standardized protocols, and 
scientific uncertainty regarding treatments create a scenario in which 
patients may find themselves even more vulnerable.

Mexico does not have a law equivalent to the Right to Try Act, al-
though the Federal Commission for Protection against Health Risks 
(COFEPRIS) may authorize the compassionate use of  medications 
in exceptional cases under regulations that include protocols and 
medical supervision (26,27).

A review of  the literature reveals that the Right to Try has reig-
nited the debate on the role of  the state in the right to health, the 
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economics of  medicine, the protection of  patient rights, and applied 
bioethics.
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