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The Strange Allure of State “Right-to-Try” Laws

In May 2014, the governor of Colorado signed into law
a so-called right-to-try bill; the intent of the law is to al-
low terminally ill patients to receive treatment outside
of clinical trials with drugs and medical devices that the
US Food and Drug Administration (FDA) has not ap-
proved for marketing.1 Following in Colorado’s foot-
steps, Missouri and Louisiana subsequently enacted simi-
lar laws2,3; at least 3 more states—Arizona, Michigan, and
Nevada—are considering them. The laws are some-
times referred to as “Dallas Buyers’ Club” laws, a refer-
ence to the 2013 film about a real-life patient with AIDS
who smuggled unapproved human immunodeficiency
virus drugs into Texas in the 1980s.

Right-to-try laws revive a decades-long debate
about balancing early access to unapproved medica-
tions for terminally ill patients with requirements for
demonstrated safety and effectiveness. Although the le-
gal approach is novel, there are many reasons to be-
lieve that the laws are likely to be futile. The laws also
raise questions about the roles of the state and federal
governments in overseeing drugs and medical devices.

Since the 1970s, patients and their advocates have
regularly sued both the federal government and drug
manufacturers to obtain unapproved drugs. Despite
some very sympathetic claims, patients have had few
successes in court. In 1979, the Supreme Court re-
jected the claims of patients with cancer for access to
an unapproved drug, called Laetrile, finding the drug was
not exempt from the requirements of the Federal Food,
Drug, and Cosmetic Act.4 In 2008, in a highly publi-
cized case brought by the Abigail Alliance for Better Ac-
cess to Developmental Drugs, the full Court of Appeals
for the DC Circuit overruled one of its 3 judge panels and
concluded that terminally ill patients have no constitu-
tional right to treatment with unapproved drugs.5 In ad-
dition, a number of courts have rejected patients’ con-
tractual and quasicontractual claims for access to
unapproved drugs, brought against drug manufactur-
ers. The claims were often based on statements in the
informed consent documents for the clinical trials, or oth-
erwise made by the manufacturer, which patients ar-
gued promised they would have access to the unap-
proved drug after or outside of the trials.5

Despite their losses in court, since the late 1980s,
patients with serious and terminal conditions have been
treated with unapproved medical products. Following
sharp criticism from AIDS activists about blocking ac-
cess to potentially effective, but unproven, treat-
ments, as well as congressional interest, the FDA is-
sued regulations that are intended to provide patients
with faster access to novel drugs for life-threatening con-
ditions. The FDA established policies on the availability
of unapproved drugs and devices, often referred to as
“expanded access” or “compassionate use.” Under cur-
rent regulations, the FDA generally will authorize treat-

ment with an unapproved product when patients have
a serious or terminal condition with no comparable treat-
ment options; when certain safeguards, such as in-
formed consent and institutional review board over-
sight, are in place; and when access to the product will
not interfere with its development for marketing.6 In ad-
dition, the manufacturer must be willing to provide the
unapproved product—the FDA cannot force the manu-
facturer to do so.6 Although satisfying the agency’s re-
quirements may, at first glance, seem onerous, in prac-
tice the FDA very rarely rejects requests for expanded
access.7

Given the FDA’s regulations, what might state right-
to-try laws accomplish? These laws are based on a Feb-
ruary 2014 model law drafted by the Goldwater Institute
of Phoenix, Arizona, a libertarian organization named af-
ter the late senator and Republican presidential candi-
date Barry Goldwater.8 Like the model law, the Colo-
rado, Missouri, and Louisiana statutes permit patients to
be treated with drugs or devices that have successfully
completed phase 1 clinical trials, if additional require-
ments are met. For example, a physician must docu-
ment that the patient has a terminal disease and has con-
sidered all FDA-approved treatment options. A physician
must recommend the unapproved product, and the pa-
tient must provide informed consent for the unap-
proved treatment. The laws also prohibit medical boards
from taking disciplinary action against a physician solely
because of recommending an unapproved product. The
laws, however, expressly state that insurers are not re-
quired to cover unapproved products, that manufactur-
ers are not required to provide them to patients, and that
companies may charge patients if they do.

Despite the attention they have received, right-to-
try laws are unlikely to give patients more access to un-
approved drugs or devices. Under the “Supremacy Clause”
in the US Constitution, federal law trumps conflicting state
laws. For example, states can repeal their laws against
medical (or nonmedical) use of marijuana, but the fed-
eral government may still arrest and convict people in
those states for violating federal marijuana prohibitions.
Although the federal government has chosen to limit its
enforcement of federal marijuana laws in certain circum-
stances, the FDA is unlikely to ignore unauthorized use of
unapproved products, especially because the agency al-
ready provides physicians and patients with a regulatory
pathway for compassionate use.

Another important reason is that right-to-try laws
do nothing to overcome industry’s understandable re-
luctance to provide experimental drugs and devices out-
side of clinical trials. Manufacturers worry that provid-
ing access outside of trials could deplete their limited
supplies of experimental products, make them liable for
injuries to patients, and make eventual FDA approval less
likely, either because of adverse events that develop in
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the patients who receive a drug through expanded access or by de-
terring patients from enrolling in the necessary trials. Like the ex-
isting federal regulations, but with far less defining detail, the state
laws allow companies to charge patients for unapproved products
but they do not compel companies to provide access. To our knowl-
edge, only one company has so far publicly supported right-to-try
laws—NeuralStem, Inc, of Germantown, Maryland, a small firm that
is developing neural stem cell therapies and pharmaceuticals for the
treatment of central nervous system diseases. The Pharmaceutical
Research and Manufacturers Association and an official of the Bio-
technology Industry Organization have expressed reservations, not-
ing that right-to-try laws are unlikely to speed safe and effective new
treatments to terminally ill patients.

In short, unless a company cooperates, right-to-try laws mean
nothing for terminally ill patients. If a company does cooperate, the
laws, even if federal law did not preempt them, would add little if
anything to the existing FDA pathways for early access to experi-
mental medications. The laws might reduce the administrative bur-
den on the treating physician (FDA regulations require detailed rec-
ord keeping and reporting, which may be burdensome but also
useful), but that may be a small benefit. And, of course, receiving
an experimental product is not the same as being helped by it. A drug
that has “successfully completed” phase 1 trials has limited evi-
dence of safety and no evidence of efficacy. A recommendation from
a physician is no substitute for the evidence of safety and effective-
ness that comes from later-phase clinical trials.

So what is the point of these laws? A skeptic might point out that
opposing experimental treatments for dying people is unpopular. Pa-
tients have publicized—and gained public support for—their efforts
to obtain experimental treatments through social media. Lawmak-

ers have little to lose politically by supporting these laws. Compa-
nies, seeing their ineffectiveness, have no powerful reasons to op-
pose them. And libertarians can celebrate an attack on big
government. The problem is that all these efforts are unlikely to ac-
tually help the patients with life-threatening diseases. Indeed, these
laws may be harmful if they draw attention and resources away from
efforts to develop effective treatments, engender confusion about
the FDA pathway for compassionate use of medications, or create
false hopes for terminally ill patients.

More broadly, right-to-try laws demonstrate state govern-
ments' increased interest in determining how FDA-regulated drugs
are used within their borders. To address concerns about prescrip-
tion drug abuse, Massachusetts attempted to ban an extended-
release oral formulation of hydrocodone (Zohydro; Zogenix, Inc),
an opioid that the FDA recently approved. After a federal judge
enjoined the ban, Massachusetts, as Vermont had already done,
restricted the use of the drug. Several states, including Ohio, Texas,
Oklahoma, and Arizona, have enacted laws to strictly limit mife-
pristone, a drug approved to terminate an early pregnancy, to its on-
label use, which is far more restrictive than how physicians use mife-
pristone in practice. These laws have had mixed success in the courts;
only Ohio's and Texas’s are currently in effect. Separately, some states
have “legalized” medical (and now nonmedical) use of marijuana.

At a time when the federal government is increasingly unpopu-
lar, an agency that oversees opioids, abortifacients, and other con-
troversial drugs may be an appealing target for state politicians. Oc-
casionally, state legislators and governors might make better
decisions than the FDA. But in the scientifically complex world of
drugs and medical devices, expertise-based federal regulation should
be improved, not targeted.
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