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Do dying Americans have the right to try to save their
own lives and the lives of their children? The question seems
absurd because the answer is—or seems as if it should be—
obvious. But every year millions of Americans suffering from
fatal diseases are denied access to safe, potentially life-saving
medicines by the federal government. Darcy Olsen’s 7he Right
to Try is a shocking, sometimes heartbreaking, yet ultimately
hopeful account of an ongoing tragedy and the growing cam-
paign to put an end to it.

Federal law—specifically, the Food, Drug & Cosmetic
Act' (FDCA)—generally prohibits marketing and distributing
drugs that have not yet been approved by the Food and Drug
Administration (FDA). It takes an average of fifteen years to
bring a new drug to market (Olsen, 215). Americans suffering
from fatal diseases for which there is no FDA-approved treat-
ment have limited options. For all but the very few terminally-
ill Americans who are qualified for and able to participate in
clinical trials of unapproved drugs, or receive unapproved
drugs through the FDA’s “compassionate use” programs (which
provide terminally-ill patients with access to drugs on a case-by-
case basis), the delay is deadly. As President of the Goldwater
Institute, Olsen champions “Right to Try” (RTT) laws—state
laws that are designed to expand access to “investigational”
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every case.
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drugs that have passed basic safety trials required by the FDA
but have not yet been fully approved.

RTT laws have proven extraordinarily popular. As of
this date, they have been approved in 24 states; in 14 of those
states, they were enacted by the state legislature without a single
dissenting vote in either house (25). Their popularity evinces a
widely-held conviction among Americans that we have a right
to try to save our own lives from deadly diseases or other fatal
conditions. But because federal law trumps conflicting state
laws, RTT laws are vulnerable to legal challenges by the FDA,
and drug manufacturers face fines and even imprisonment for
FDCA violations.? If the right to try is to be secured, federal
courts must be prepared to recognize and enforce the constitu-
tional right of self-preservation. Thus far, they have abdicated
their responsibility to do so in cases involving investigational
drugs.

In this essay, I will summarize Olsen’s book, argue that
the Constitution protects the right of terminally-ill patients to
try to save their own lives, and sketch the contours of a judicial
approach that will ensure that the right to try is consistently
enforced in our courts.

I. TRaGEDY AND TRiUuMPH: THE RigHT TO TRY MOVEMENT

Like the movement it chronicles, 7he Right to Try is a
story of tragedies and triumphs—tragedies brought about
by federally-imposed roadblocks to accessing promising new
drugs and triumphs achieved by courageous and determined
Americans who are working hard to remove those roadblocks.

Consider Jenn McNary. McNary’s sons, Austin and Max,
are both afflicted with Duchenne muscular dystrophy, a fatal
disorder for which no FDA-approved treatment was available
when McNary received her sons’ diagnoses (30). Only through
assiduous research and tireless efforts to identify a clinical trial
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for a promising drug was McNary able to get her younger son,
Max, access to a drug that worked, called eteplirsen (34). But
by that time Austin’s condition had deteriorated to the point
where he could not participate in the eteplirsen trial. Three years
later, the FDA allowed the company that developed eteplirsen
to expand its trials to include some older, sicker children, and
Austin was finally able to get into a trial (261). The drug seems
to be helping him—but, owing to the delay, Austin will not
walk again (262). “None of this,” Olsen explains, “was to en-
sure the safety of the drug; it was all to get as close as possible
to absolute certainty about the drug’s efficacy before the FDA
approved its release” (263).

Understanding the plight of McNary and her sons re-
quires a brief summary of the FDA’s drug approval process.
Before any new drug is eligible for full approval and marketing,
the Secretary of the U.S. Department of Health and Human
Services must find “substantial evidence that the drug will
have the effect it purports or is represented to have.” Under
the authority conferred upon it by the FDCA, the FDA has
promulgated regulations that require three phases of govern-
ment testing on people. In Phase I, drugs are tested on 20 to 80
people to determine “the side effects associated with increasing
doses, and, if possible, to gain early evidence on effectiveness.”
Phase II involves targeted, controlled clinical studies of up to
several hundred people “to evaluate the effectiveness of the...
drug. .. and to determine the common short-term side effects
and risks associated with the drug.” Phase III expanded trials,
which can include several thousand people, are “are intended to
gather the additional information about effectiveness and safety
that is needed to evaluate the overall benefit-risk relationship
of the drug.”®

Olsen describes the struggles of dying Americans and
those who seek to aid them as they navigate a slow, cruel,
costly, confounding regulatory process. The process is slow—as
noted above, it can take years to bring a new drug to market.
The process can seem cruel—the FDA continues to require
“double-blind placebo controlled trials,” which means that
parents of terminally-ill children must decide whether to enroll
them in a trial that may provide them only with sugar water
rather than a life-saving drug—even when it is well-understood
what happens to those who do not get treated (223-226). The
process is costly—drug manufacturers may not make a profit
from emerging drugs and it costs millions of dollars to develop
new drugs (206). The process is confounding—the FDA will
approve a drug designed to treat a particular disorder on the
basis of a short, small-scale study and then require far more
complex, lengthier clinical study for follow-on drugs (222-
225). And the FDA can, in Olsen’s words, “pull the football
back” just when it seems as if approval is near—the FDA will
inform companies that it is open to a new drug application
after numerous trials demonstrating that the drug is safe and
effective, then turn around and demand more data, delaying
access for years (55-59).

Few alternatives are available to terminally-ill Americans
suffering from diseases for which there is no FDA-approved
treatment. They can enter into clinical trials for promising new
drugs, but doing so can be very difficult. 40 percent of cancer
patients try to get into trials—only 3 percent succeed (184). The
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criteria for participants are strict, and they are getting stricter,
with eligibility criteria doubling over the past decade (185). As
noted above, Austin McNary initially did not qualify because
he was too sick; others are rejected because they are too healthy
(52). Still others simply live too far away from institutions at
which trials are conducted to make the trip.

The FDA and Congress have created “compassionate use”
programs to provide early access to unapproved drugs outside of
clinical trials. The FDA may approve use of an unapproved drug
for the treatment of “serious or immediately life-threatening
diseasel[s]” if there exists “no comparable or satisfactory alterna-
tive drug or other therapy,”” if “[t]he drug is under investigation
in a controlled clinical trial,”® and if the drug manufacturer
“is actively pursuing marketing approval of the investigational
drug with due diligence.” Drug manufacturers may not profit
from any approved compassionate use program—they may
only “recover costs of manufacture, research, development, and
handling of the investigational drug.”'°

These compassionate use programs are wholly insufficient
to meet the need for access to emerging drugs. Although about
1,658,370 Americans were diagnosed with cancer in 2015 and
589,430 will die of it, the FDA receives only an average of 1,200
compassionate use requests per year (184). Why? An applica-
tion for compassionate use requires a willing patient, a willing
physician, and a willing drug manufacturer. Doctors rarely
bother to apply for compassionate use for their patients because
the barriers are overwhelming. The paperwork alone may take
up to 100 hours to complete; that amounts to over two work
weeks per patient,'! which means, in effect, two weeks off from
treating other patients. Drug manufacturers cannot be forced
to provide drugs and they are reluctant to do so. Expanded use
programs are very expensive, and, again, drug manufacturers
cannot profit from them. Manufacturers also cite the risk that
compassionate use could cause the FDA to delay approval of
their new drugs if an adverse event occurs with a patient, and
express concern that it will be harder to recruit patients for the
large, randomized placebo trials the FDA requires if they make
drugs available through a compassionate access program (189).'
FDA officials contend that they are not standing in the way of
access, and argue instead that the drug manufacturers are being
overly conservative (190). As Olsen summarizes the situation,
“The drug companies blame the FDA. The FDA blames the
drug companies. Meanwhile, patients are dying—and no one
is doing much of anything to help patients access promising
drugs and treatments” (192).

Olsen makes a powerful case that the FDA is in the grip
of an “often irrational quest for certainty” and is blind to the
reality confronting terminally-ill patients (227). Thus, Dr. Janet
Woodcock, director of the FDA Center for Drug Evaluation
and Research, defends the FDA's restriction on access to drugs
that have passed Phase-I safety trials by saying that it “would not
be good” “if people who build bridges... or skyscrapers” built
them and they fell down eight out of ten times, and that eight
of ten drugs that pass Phase-I trials do not prove effective (227).
But, to draw upon that rather flippant metaphor, terminally-ill
Americans are standing on bridges that are rapidly collapsing,
and they must scramble to safety somehow. As Olsen puts it,
“[wlhen someone has a terminal illness and has no other op-
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tions, he will gladly take a drug with a 50 percent chance of 20
percent effectiveness, over the 100 percent chance that he will
die without the drug” (227).

Olsen’s efforts to fix this broken system began in 2012,
when a group of oncologists from the Cancer Treatment Centers
of America (CTCA), one of the nation’s leading networks of
cancer-treatment hospitals and outpatient centers, approached
the Goldwater Institute. CTCA had been following Goldwater’s
campaign to pass state constitutional amendments that protect
the rights of workers to vote by secret ballot in choosing whether
their workforce will be represented by a union. Frustrated by
Congtess’s failure to address a national medical emergency, the
CTCA sought advice about whether states could do anything
to expand access to investigational drugs that might save cancer
patients’ lives (18-19).

In the subsequent months, Olsen and her colleagues cre-
ated a blueprint for state legislation designed to expand access
to investigational drugs and began a campaign to persuade
legislators to enact “Right to Try” laws. These laws share several
features. All permit drug manufacturers to supply investigational
drugs that have passed Phase-I testing to terminally-ill patients
who have exhausted all conventional treatment options, but
only under certain conditions. The patient’s doctor must have
recommended the drug; the drug must remain part of the
FDA’s ongoing evaluation and approval process, and the patient
must have given informed consent. Finally, all RTT laws bar
state licensing boards from taking disciplinary action against
physicians for recommending or prescribing drugs under the
above conditions (24).'?

Today, 24 RTT laws have been approved, thanks to a
growing coalition of conservatives and liberals, moms and dads,
pioneering researchers and former FDA officials—anyone and
everyone who has been galvanized by the call to help their fellow
Americans save their own lives (24). But, as we will see below,
there is a very real question as to whether these laws are, in effect,
“placebo legislation” that cannot produce meaningful changes
in access to investigational medicine—at least, not unless the
courts are prepared to recognize and enforce a constitutional
right to try to preserve one’s life.

II. JupiciaL ABpicarioN: DenviNG THE RigHT TO TRY

Olsen depicts the Right to Try movement as a series of
“political miracles” (26) and a vindication of federalism—the
constitutional distribution of power between the federal govern-
ment and the states, which guards against the concentration
of power in any one governmental entity. And so it is. It is
rare to find an issue that is capable of uniting Americans of all
ideological persuasions in the service of a common end, and it
is inspiring to see politicians setting partisanship aside to ad-
dress a desperate need. The Right to Try movement offers vivid
illustration of how, as Alexander Hamilton put it in Federalist
28, “If [the peoples’] rights are invaded by either [states or the
federal government], they can make use of the other as the
instruments of redress.”

But the FDA’s authority to regulate investigational drugs
is conferred by federal law, and it is well-established that
federal law (and regulations passed pursuant to federal law)
preempts conflicting state laws, rendering them invalid under
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the Constitution’s Supremacy Clause.!® If the FDA decides
that the FDCA preempts RTT laws, it could seek to enjoin
the states from thwarting its regulatory efforts and subject drug
manufacturers who market and distribute unapproved drugs to
enforcement actions. While it is true that, as Olsen puts it, “[f]
ederal regulations that violate our constitutional liberties can
never trump state laws protecting those liberties” (224), that
begs the question: Does the Constitution protect the right to
try to preserve one’s own life? The answer is yes, yet the courts
have disavowed any responsibility to enforce what Olsen calls
“the most personal, intimate right of all” (245) in cases involv-
ing access to investigational drugs.

It is beyond reasonable dispute that the people who wrote
and adopted our Constitution believed that the essential func-
tion of any legitimate government was the protection of natural
rights—rights that people possess in virtue of being born."” For
the Framers, the need to secure natural, “unalienable” rights
both justified government and limited the scope of its “just pow-
ers.”'® As James Wilson, arguably the leading political theorist
among the Framers, put it, government “should be formed to
secure and enlarge the natural rights of its members; and every
government, which has not this in view, as its principal object,
is not a government of the legitimate kind.”"”

This understanding of the function and limits of govern-
ment is embodied in numerous constitutional provisions that
refer to preexisting rights and safeguard people against gov-
ernmental deprivations of those rights.’® The most important
constitutional provision for our purposes is the Due Process
of Law Clause of the Fifth Amendment, which guarantees,
in relevant part, that “No person shall be... deprived of life,
liberty, or property, without due process of law.” The concept
of “due process of law” is drawn from Magna Carta’s “law of
the land” clause," which Founding-era lawyers, influenced by
seventeenth-century jurist Sir Edward Coke, understood to be
a prohibition against arbitrary government actions—unjustified
deprivations of natural or common law rights.?” Understood in
historical context, the phrase “due process of law” connotes a
normative conception of law, according to which government
actions that lack certain characteristics are not law at all.”!

One can see this normative conception of law at work in
many late eighteenth-century judicial decisions, perhaps most
clearly in Justice Samuel Chase’s opinion in Calder v. Bull.** In

Calder, the Supreme Court considered whether a state statute
that vacated a probate court’s invalidation of a will and ordered
a new trial of the will, despite the statute of limitations for
appeals having run, violated the Constitution’s prohibition
of ex post facto legislation by the states. Although the Court
concluded that the statute was not ex post facto legislation,
Justice Chase opined that states had no power to pass ex post
Jacto legislation even if the Constitution did not specifically
prohibit them from doing so: “There are certain vital principles
in our free Republican governments, which will determine and
overrule an apparent and flagrant abuse of legislative power; as
to authorize manifest injustice by positive law; or to take away
that security for personal liberty, or private property, for the
protection whereof the government was established.”” Chase
went on to explain that a government action inconsistent with
the primary purposes for which “government [is] established”
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is not Jaw: “An Act of the Legislature (for I cannot call it a law)
contrary to the great first principles of the social compact, can-
not be considered a rightful exercise of legislative authority.”*
Justice James Iredell famously disagreed, contending that the
only limits on government power were those written into the
Constitution’s text: “If...
by a Constitution, which imposed no limits on the legislative

a government... were established,

power, the consequence would inevitably be, that whatever the
legislative power chose to enact, would be lawfully enacted,
and the judicial power could never interpose to pronounce it
void.”? Although Iredell’s positivist understanding of “law” has
been embraced by some conservative originalists (perhaps most
famously by Judge Robert Bork®), his understanding appears
to have been an outlier.?”

It is difficult to think of a government action more hos-
tile to the purposes for which government is established than
one that prevents people from preserving their own lives and
thus makes the exercise of any other rights impossible.?® James
Wilson called the right to self-preservation “the primary law of
nature.”” Alexander Hamilton stated that it was “paramount
to all positive forms of government.” In a series of decisions
spanning the late nineteenth and early twentieth centuries, the
Supreme Court consistently acknowledged the existence of a
right to self-defense from violent attack, often without citing
any constitutional provision.*’ The Court has held in several
cases that the Fourteenth Amendment’s Due Process of Law
Clause protects the right to terminate a pregnancy in order to
preserve life or health.** Most recently, the Court in District of
Columbia v. Heller® held that the Second Amendment protects
an individual right to bear arms that is rooted in an “inherent
right of self-defense.”**

Notwithstanding the above history and case law, the FDA’s
restrictions on access to investigational drugs have never been
the subject of a successful constitutional challenge. The lead-
ing Supreme Court decision in this area remains United States
v. Rutherford, in which the Court held that the government
has an interest in regulating unsafe drugs.” But the Court in
Rutherford did not consider whether terminally-ill patients have
aright to try investigational drugs. Further, as Olsen notes, the
case involved a “highly toxic product” called laetrile that the
FDA had identified as a “public health menace” and could cause
mental confusion, comas, and even death (246).

The most substantial treatment of the constitutional sta-
tus of the right to try arose from a suit by the Abigail Alliance
for Better Access to Developmental Drugs, an organization of
terminally-ill patients and their supporters. The organization
was founded by Frank Burroughs, whose daughter, Abigail, died
of cancer before the FDA approved a drug that might have saved
her life. The Alliance sought to enjoin the FDA from enforcing
its policy of barring the sale of post-Phase I investigational drugs
to terminally-ill patients. The Alliance argued that the Fifth
Amendments Due Process of Law Clause protects the right
of terminally-ill patients who have no government-approved
treatment options, acting on their doctor’s advice, to procure
those medicines (247).

In Abigail Alliance v. Von Eschenbach,*® a three-judge
panel of the U.S. Circuit Court of Appeals for the District of
Columbia initially ruled in the Alliance’s favor. Judge Judith
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Rogers, writing for the majority, applied the two-step test set
forth by the Supreme Court in Washington v. Glucksberg®”
for identifying unenumerated “fundamental” rights—rights
not expressly listed in the Constitution’s text but nonetheless
entitled to heightened judicial scrutiny rather than the highly
deferential “rational-basis test” applied to all other unenumer-
ated rights. The Glucksberg test requires that the right being
asserted 1) be given a “careful description” and 2) be “deeply
rooted in this Nation’s history and tradition” to qualify as a
fundamental right.?® The majority described the claimed right as
“the right of terminally-ill patients, acting on a doctor’s advice,
to obtain potentially life-saving medication when no alternative
treatment approved by the government is available.”® Turning
to history, the majority found that the right of control over
one’s body, including the “right to self-defense and the right to
self-preservation” was recognized throughout Anglo-American
history and law, whereas regulation of access to new drugs is
relatively recent, and requirements that drug manufacturers
provide evidence of effectiveness as distinct from mere safety
are more recent still.* The majority also drew upon Cruzan v.
Director, Missouri Department of Health,"" in which the Supreme
Court held that the Fourteenth Amendment’s Due Process of
Law Clause protects a terminally-ill patient’s right to refuse life-
sustaining treatment. In Cruzan, the Court stated that “the Due
Process Clause protects an interest in life as well as an interest
in refusing life-sustaining medical treatment.”** “The logical
corollary,” wrote Judge Rogers, “is that an individual must also
be free to decide for herself whether to assume any known or
unknown risks of taking a medication that might prolong her
life.”** The majority concluded that the FDA’s policy burdened
a fundamental right and thus was subject to strict scrutiny—the
most demanding standard of judicial review.* It remanded the
case to the district court to determine whether the FDA’s policy
was narrowly tailored to serve a compelling government interest.

This victory proved short-lived. The FDA petitioned the
court for a rehearing, and the full circuit court reversed. Judge
Thomas Griflith, writing for the court, stressed that the Supreme
Court has directed lower courts to “exercise the utmost care”
when identifying unenumerated fundamental rights, “lest the
liberty protected by the Due Process Clause be subtly trans-
formed into the policy preferences of the [courts’ members].”*
Accepting at face value the FDA’s assertions that the drugs were
potentially unsafe because post-Phase I tests are also concerned
with safety, the court denied that any right of self-preservation
was implicated, reasoning that “terminally-ill patients cannot
fairly be characterized as using reasonable force to defend them-
selves when they take unproven and possibly unsafe drugs.”*
Thus, the court defined the claimed right as the right to “be
free to assume the risk of investigational drugs” “with no proven
therapeutic benefit.”¥” The court, drawing upon drug regulations
dating back to the colonial period, found that “[o]ur Nation’s
history and traditions have consistently demonstrated that the
democratic branches are better certainly suited to decide the
proper balance between the uncertain risks and benefits of medi-
cal technology, and are entitled to deference in doing so.”* Thus,
the court determined that no fundamental right was implicated
by the FDA's policy. Applying the rational-basis test, the court
easily concluded that the FDA’s policy was constitutional, cit-
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ing the Supreme Court’s decision in Rutherford, and urged the
plaintiffs to seek recourse “through the democratic process.”*

In a vigorous dissent, Judge Rogers, writing for herself
and Chief Judge Douglas Ginsburg, took the majority to task
for its “flawed conception” of the right claimed by the Alli-
ance and its “stunning misunderstanding of the stakes.”® She
drew extensively upon the common law doctrines of necessity
and self-defense, as well as common law prohibitions against
interference with rescue, explaining these doctrines’ roots in an
underlying right of self-preservation.’' To the majority’s argu-
ment that the sought-after drugs might not save anyone’s life,
Judge Rogers responded that although one cannot be certain
that the “driver of a car that is hurtling towards a cliff” will
“press the brake” in time to save his life, he will cerzainly die if
he does not.”> “No doubt the deceased members of the Alli-
ance who were denied access to investigational drugs that were
subsequently approved by the FDA would have been surprised
to learn that these drugs... were unnecessary,” she observed.>
Judge Rogers noted that the Supreme Court had recently reaf-
firmed that the government may not ban abortion procedures
if doing so subjects women to significant health risks,* adding
as well that “[n]Jowhere in the Supreme Court’s jurisprudence
has it intimated that the government may ban procedures that
represent a patient’s only chance of survival because they might
not be successful.” Judge Rogers went on to emphasize the re-
cent lineage of restrictions on access to drugs based upon efficacy
and observed that doctors are not prohibited from and often
do prescribe drugs for purposes that the FDA has not approved
“even if the drug is not deemed safe and effective for that use,
such as when a drug studied only for adults is prescribed for
a child.””® Judge Rogers accused the majority of engaging in
“tragic wordplay” in concluding that “the right to save one’s life
is unprotected notwithstanding the specific protection afforded
life in the Fifth Amendment,”” and of neglecting prior decisions
recognizing a “right to be free from unwarranted government
intrusion.”® Judge Rogers wrote, “It is difficult to imagine any
context in which this liberty interest would be stronger than
in trying to save one’s own life.””

As Olsen notes, the D.C. Circuit is only one of twelve cir-
cuits, and no other circuit courts are bound by Abigail Alliance
(247). Nonetheless, the decision reveals a broken jurisprudence.
The right to self-preservation is not merely a fundamental right
but #he fundamental right.®® There is no sensible principle that
justifies recognizing (as the Supreme Court has) a right to save
one’s own life by killing an attacker or undergoing a procedure
that kills a viable fetus—but 7ot a right to save one’s own life by
using a medical procedure that does not involve killing.®' And
yet, the Abigail Alliance court failed to either grasp the right at
stake or offer meaningful protection to it.

II1. JupiciaL ENGAGEMENT: SECURING THE RigHT TO TRY

Abigail Alliance both discloses the need for effective judi-
cial enforcement of the right to try and demonstrates that our
prevailing approach to judicial review cannot fulfill that need.
The D.C. Circuit’s decision was the product of a deeply flawed
approach to identifying “fundamental” rights and a default
standard of judicial review—the rational-basis test—that s, as
former Justice John Paul Stevens once put it, “tantamount to
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no review at all.”® Fortunately, a treatment for what ails our
jurisprudence is readily available.

How did we get to Abigail Alliance? Following the Civil
War, state courts and, later, the Supreme Court used the Due
Process of Law Clauses of the Fifth and Fourteenth Amend-
ments to protect both enumerated rights, like freedoms of

3 and unenumerated natural and

speech and of the press,®
common law rights, like the right to earn a living® and the
right to raise and guide the upbringing of children.® But in
the seminal case of United States v. Carolene Products,*® a Court
that had come to accept longstanding Progressive criticism of
its use of the Due Process of Law Clauses to protect economic
liberty set forth a new framework for judicial review. This
framework was designed to preserve judicial protection for
some individual rights deemed particularly important while
allowing the government a wide berth to regulate “ordinary
commercial transactions.”” Justice Harlan Fiske Stone, writ-
ing for the Court, stated that regulatory legislation ought to be
upheld “unless in the light of facts made known or generally
assumed it is of such a character to preclude the assumption that
it rests upon some rational basis.”*®® But in a famous footnote
(today known simply as “Footnote Four”) the Court left open
the possibility that “more searching judicial inquiry” might be
called for when legislation appears on its face to be within a
specific prohibition of the Constitution, such as those of the
first ten amendments,” interferes with the political process, or
targets “discrete and insular minorities.”®

The “more searching scrutiny” contemplated by Footnote
Four anticipated the development of “heightened scrutiny,”
which (in both its intermediate and strict forms) places the bur-
den on the government to demonstrate, with reliable evidence,
that its actions are calculated to achieve a proper governmental
end. By contrast, the rational-basis test requires challengers to
demonstrate the unconstitutionality of the government’s actions
and does not require the government to either offer any evidence
or establish a factual nexus between its choice of means and its
purported ends. Lower courts following the Supreme Court’s
lead have understood the rational-basis test to require judges
not to seek out the government’s true ends, disregard evidence
concerning those ends, and even invent justifications for the
government’s actions that have no support in the record.”
Often, the difference between heightened scrutiny and rational-
basis review is the difference between meaningful judicial review
and a charade with a predetermined outcome.

Although the Court initially applied heightened scrutiny
only to burdens on textually enumerated rights, it later con-
ferred “fundamental” status upon certain unenumerated rights
on an ad hoc basis, including the right to bodily integrity, the
right to associate, the right to private sexual intimacy, and the
right to marry.”' It distinguished these “personal” rights from
“economic” rights that were associated with a discredited line
of precedent—and one might add, were simply regarded as
less important.”? The “restrained methodology” articulated in
Glucksberg and applied in Abigail Alliance was devised to prevent
the “liberty” protected by the Court’s Due Process of Law from
being “subtly transformed into... [judges’] policy preferences.””?

As the result in Abigail Alliance demonstrates, Glucksberg
has been interpreted to oblige judges to avoid recognizing
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any new unenumerated rights, lest they engage in judicial
policymaking. Courts have read Glucksberg’s requirement of
a “careful description” to mean a narrow description, and it is
more difficult to argue that narrowly described rights are deeply
rooted in our nation’s history and traditions.” Thus, a “right to
procure and use investigational drugs” fares more poorly than
the right to self-preservation.

Together, the Glucksberg framework and the rational-basis
test have produced a jurisprudence of unenumerated rights
that is constitutionally unjustifiable and fundamentally un-
principled.” There is no constitutional basis for distinguishing
between “fundamental” rights and other exercises of constitu-
tionally protected freedoms and subjecting burdens on the latter
to a less rigorous (indeed, often toothless) standard of review.”®
Further, an approach that encourages narrow rather than ac-
curate descriptions of rights claims and gives judges cover to fail
to vindicate genuine rights is no less an invitation to judicial
policymaking than an ad hoc approach that (according to critics)
gives judges cover to vindicate counterfeit rights.

Instead of marking out “fundamental” rights for special
treatment and reflexively deferring to the government in the vast
majority of constitutional settings, judges should consistently
seek to determine whether restrictions on constitutionally
protected freedoms are justified by a proper governmental end.
Doing so requires consistent judicial engagement—genuinely
impartial judicial review in which judges require the government
to affirmatively demonstrate the constitutionality of its actions
with reliable evidence.”

What would this approach look like in the context of a
constitutional challenge to the FDA's restrictions on investi-
gational drugs? Certainly, protecting people from potentially
unsafe drugs and ensuring that they are not duped by quacks are
proper ends. We have seen, however, that the FDA’s restrictions
on drug access prevent terminally-ill patients from exercising
the right of self-preservation. The government must therefore be
required to demonstrate with reliable evidence that this burden
is necessary to achieve concededly proper ends. Such judicial
engagement is the rule in heightened scrutiny cases involving
burdens on “fundamental” rights. It ought to be the rule in
every constitutional case.

How would engaged review of the FDA's policies differ
from the rational-basis review applied by the Abigail Alliance
court? An engaged judge would not simply defer to the FDA’s
policy choices without making any effort to evaluate whether
medicine that passed Phase-I testing is in fact unsafe or whether
there is any credible evidence of fraud, but would conduct a
factual review of the record. She would be cognizant of the fact
that patients are acting on the advice of licensed physicians who
have knowledge of their specific needs. She would distinguish
medicine that has been identified as highly toxic from medicine
that has passed basic safety tests. She would consider whether
there is a public safety interest that counsels against denying
access to medicine, as well as in favor of its regulation. Olsen
recounts the horrific story of a clinic called “Oasis of Hope”
that continues to offer laetrile—the “highly toxic product” at
issue in Rutherford—to American patients across the border in
Mexico (246). Instead of protecting terminally-ill patients from
quack cures, the FDA’s policies may be driving them to seek
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out treatments that are not only ineffective but dangerous, for
lack of other options. In summary, judicial engagement would
ensure that the FDA makes a compelling showing of necessity
when it denies people access to drugs that could save their lives.

IV. Concrusion

The Right to Try is at heart an optimistic book. It is op-
timistic about the American people; it is optimistic about the
future of medicine; it is optimistic about the success of the Right
to Try movement. But the right to try will never be secure if
federal courts are unwilling to act as the “bulwarks of a limited
Constitution” that the Framers envisioned.”® The judiciary has a
responsibility to ensure that the most fundamental of all rights
“retained by the people™ is not extinguished by their servants
in Washington or in their state capitals (245).

Olsen concludes her book with a comparison first
suggested by Tracy Seckler, whose son Charley suffers from
Duchenne and who has raised millions of dollars for Duchenne
research. Seckler compares the plight of terminally-ill children
to that of passengers on the Tizanic. “We know it’s going down
with 100% certainty,” Seckler says. “Let’s work together to get
more lifeboats in the water” (58). For Olsen, this comparison
captures not only the urgency of her cause but the reason it
will ultimately triumph: “On the one hand, Americans see
drowning kids. On the other, they see the government and
the pharmaceutical industry making excuses for why we can’t
rescue them” (276).

Judges, too, have been making excuses when it comes to
recognizing and protecting our natural rights. Abigail Alliance
lays bare the human costs of doing so. The choice between
judicial engagement and judicial abdication is not a mere aca-
demic debate—it can be a matter of life and death. It is time
for judges to choose life.
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