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STATEMENT OF JURISDICTION 

This Court has subject matter jurisdiction over this appeal pursuant to 28 

U.S.C. § 1331.  The Order granting defendants’ motion to dismiss was entered on 

August 30, 2004 in Abigail Alliance for Better Access to Developmental Drugs v. 

McClellan, No. 03-1601 (D.D.C. 2004) (JA1 49), and notice of appeal was timely 

filed on September 21, 2004 (No. 04-5350). 

STATUTES AND REGULATIONS 

Pertinent statutes and regulations have been included in a Statutory 

Addendum attached to this Brief. 

STATEMENT OF THE ISSUES 

 1. Whether the district court erred by holding, in reliance on 

Dronenburg v. Zech, 741 F.2d 1388 (D.C. Cir. 1984), that it could not consider the 

existence of a fundamental right unless the Supreme Court has already 

“recognized” that right in a case “directly on point.”  

 2. Whether current FDA regulations governing access to 

investigational drugs violate the fundamental liberty and privacy rights of 

terminally ill patients with no approved treatment options. 

                                                 
1 Citations to “JA” refer to the Joint Appendix. 
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STATEMENT OF THE CASE 

 The Food and Drug Administration (“FDA”) reviews the safety and 

effectiveness of new drugs in a multi-stage clinical trial process that takes an 

average of about eight years to complete.  Drugs intended to treat life-threatening 

diseases such as cancer or HIV often show significant promise even in the early 

stages of those trials.  For terminally ill patients that have no approved treatment 

options, access to that drug may be literally a matter of life and death.  Some 

patients are able to secure a spot in the clinical trial, but most cannot—because 

they are too young to qualify, or too sick to qualify, or cannot qualify for the strict 

protocol of the clinical trial, or simply because they are unable to travel.   

 The FDA essentially concedes that forcing such patients to wait for final 

approval of the drug can be irrational and cruel.  If a patient is terminally ill and 

has no approved treatment options, the FDA will authorize the treatment use of an 

investigational drug if, in its judgment, the available evidence “provide[s] a 

reasonable basis for concluding that the drug . . . [m]ay be effective for its intended 

use in its intended patient population” and that it would not pose an “unreasonable 

and significant additional risk of illness or injury.”  21 C.F.R. § 312.34(b).  The 

FDA insists, however, on making that judgment call for itself. 

Plaintiffs/Appellants Abigail Alliance for Better Access to Developmental 

Drugs (“Abigail Alliance”) and the Washington Legal Foundation contend that 
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terminally ill patients with no approved treatment options have a right to decide for 

themselves whether to take an investigational drug that the government concedes is 

sufficiently safe for testing in human subjects.  The regulations giving the FDA 

final say over such a profoundly important and personal issue violate the 

fundamental right of these patients to basic autonomy and privacy.  Plaintiffs 

brought this action to enjoin the FDA from continuing to enforce those regulations 

against terminally ill patients with no approved treatment options, including 

numerous Abigail Alliance constituents.   

Prior to any discovery in the district court, the district court granted 

defendants’ motion to dismiss for failure to state a claim.  Abigail Alliance for 

Better Access to Developmental Drugs v. McClellan, No. 03-cv-1601 (D.D.C. Aug. 

30, 2004).  This appeal seeks review of that decision. 

REGULATORY BACKGROUND 

 The Food, Drug, and Cosmetic Act (“FDCA”), Pub. L. No. 75-717, §§ 1-

902, 52 Stat. 1040 (1938), as amended 21 U.S.C. §§ 301 et seq, requires a drug 

manufacturer to file an application and receive FDA approval before introducing 

any “new drug” into interstate commerce.  21 U.S.C. § 355(a).  The original 1938 

version of the FDCA only gave the FDA the authority to review the safety of new 

drugs.  FDA was given the additional authority to evaluate the effectiveness of new 

drugs in 1962.  For full marketing approval, the statute now requires “substantial 
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evidence” that the drug “will have the effect it purports or is represented to have.”  

Id. § 355(d).  

 Prior to receiving full approval, Congress authorized an exception for drug 

distribution “intended solely for investigational use by experts qualified by 

scientific training and experience to investigate the safety and effectiveness of 

drugs.”  Id. § 355(i)(1).  The amount of information that the FDA requires to 

approve an investigational new drug application (“IND”) “depends upon such 

factors as the novelty of the drug, the extent to which it has been studied 

previously, the known or suspected risks, and the developmental phase of the 

drug.”  21 C.F.R. § 312.22(b).  Reports from preclinical tests “adequate to justify 

the proposed clinical testing” are necessary before IND testing can proceed.  21 

U.S.C. § 355(i)(1)(A).  

 The investigation process generally follows three phases.  “Phase 1” 

involves the initial introduction of the drug into humans, usually in the range of 20 

to 80 subjects, intended to “determine the metabolism and pharmacologic actions 

of the drug in humans, the side effects associated with increasing doses, and, if 

possible, to gain early evidence on effectiveness.” 21 C.F.R. § 312.21(a).  “Phase 

2” normally involves controlled clinical studies of several hundred subjects, 

intended to “evaluate the effectiveness of the drug for a particular indication or 

indications . . . and to determine the common short-term side effects and risks 
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associated with the drug.”  Id. § 312.21(b).  “Phase 3” involves expanded 

controlled and uncontrolled trials, often including several hundred to several 

thousand subjects, “performed after preliminary evidence suggesting effectiveness 

of the drug has been obtained.”  Id. § 312.21(c).  Phase 3 trials are intended to 

“gather additional information about effectiveness and safety that is needed to 

evaluate the overall benefit-risk relationship of the drug and to provide an adequate 

basis for physician labeling.”  Id.  On average, in the United States it takes just 

under eight years for a drug to pass through all stages of clinical trials and 

approvals to market launch.  See Christopher P. Adams & Van. V. Brantner, New 

Drug Development: Estimating Entry From Human Clinical Trials 9 (Jul. 7, 

2003).2   

 The FDA has recognized that the statutory exception for “investigational 

use,” 21 U.S.C. § 355(i)(1), permits the treatment use of investigational drugs prior 

to full approval, even outside the context of a formal clinical trial.  The FDA has 

also recognized that the long delays necessary for full marketing approval 

frequently mean that a promising new therapy will not become available until it is 

too late to help patients with serious or life-threatening illnesses.  To address that 

problem, the FDA has given itself authority to make exceptions to the regular 

NDA approval process.  For example, the “Accelerated Approval” program 

                                                 
2 Available for download at http://www.ftc.gov/be/workpapers/wp262.pdf. 
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authorizes FDA officials to approve drugs based on evidence of their effects on 

“surrogate endpoints” (such as tumor shrinkage) or a clinical benefit other than 

survival or irreversible morbidity.  21 C.F.R. § 314.510.  The “parallel track” 

protocol provides investigational drugs to patients with life-threatening HIV-

related diseases with no satisfactory alternative therapy options as early as after 

Phase 1 trials.  57 Fed. Reg. 13,250 (Apr. 15, 1992).   

 Most importantly, regulations for the treatment use of an investigational new 

drug (“treatment IND”) allow a licensed practitioner or IND sponsor to submit a 

proposal for the use of a drug in the treatment of patients not in clinical trials.  21 

C.F.R. §§ 312.34, 312.35.  The FDA only authorizes treatment IND protocols if 

the drug is “intended to treat a serious or immediately life-threatening disease,” 

“there is no comparable or satisfactory alternative drug or other therapy available 

to treat that stage of the disease,” “[t]he drug is under investigation in a controlled 

clinical trial,” and “[t]he sponsor of the controlled clinical trial is actively pursuing 

marketing approval.”  Id. § 312.34(b)(1)(i)-(iv).  But the FDA reserves the right 

deny any “treatment IND” request if, in its sole judgment, the available scientific 

evidence does not provide a reasonable basis for concluding that the drug “[m]ay 

be effective for its intended use in its intended patient population” or that it would 

not expose patients to “an unreasonable and significant additional risk of illness or 

injury.”  Id. § 312.34(b)(3).  FDA regulations also forbid drug sponsors from 
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“charging a price larger than that necessary to recover costs of manufacture, 

research, development, and handling of the investigational drug.”  Id. 

§ 312.7(d)(3).  

 FDA also reserves the discretion to authorize “emergency” access to 

unapproved drugs for a particular patient even prior to the submission of an IND, 

based on a request “by telephone or other rapid communication means.”  Id. 

§ 312.36.  The regulation provides no guidelines for the exercise of that discretion. 

STATEMENT OF FACTS 

 Because the district court granted defendants’ motion to dismiss for failure 

to state a claim, the allegations of plaintiffs’ complaint must be accepted as true.  

Gilvin v. Fire, 259 F.3d 749, 756 (D.C. Cir. 2001) (“In considering the claims 

dismissed pursuant to Rule 12(b)(6), we must treat the complaint’s factual 

allegations as true, must grant plaintiff the benefit of all reasonable inferences from 

the facts alleged, and may uphold the dismissal only if ‘it appears beyond doubt 

that the plaintiff can prove no set of facts in support of his claim which would 

entitle him to relief.’” (citation omitted)).  The following factual summary is drawn 

from those allegations. 

For the great majority of patients who are not suffering from life-threatening 

conditions, or who have other approved and effective treatment options, the FDA’s 

policy requiring extensive and time-consuming testing of a promising new drug 
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does not ordinarily have life-or-death consequences.  For patients with life-

threatening conditions, who have exhausted other treatment options, the situation is 

quite different.  The FDA’s restrictions on pre-approval availability can amount to 

a death sentence for these individuals.  On account of the FDA’s restrictions, 

patients with life-threatening illnesses currently face immense regulatory barriers 

to obtaining promising new medications from drug sponsors that are willing to sell 

or donate those drugs during the years of clinical testing and review.  Compl. 

¶¶ 13-14 (JA 8).  Evidence of the effectiveness of a new drug is often available to 

physicians specializing in that disease long before the FDA approves the drug.  Id. 

¶ 13 (JA 8). 

Current regulations provide access to experimental drugs only to an 

extremely small patient population.  Participants in clinical trials may obtain the 

new drug, but spaces in these trials are limited and carry stringent selection criteria.  

For methodological reasons, admission to trials is narrowly restricted in terms of 

patient condition and treatment history.  “Treatment IND” programs are currently 

authorized for only a small fraction of those terminally ill patients in desperate 

need.  Those programs are small, when they exist at all, in part because drug 

companies may not charge more than a cost recovery amount to participants.  

Promising new drugs thus remain generally unavailable to patients even though 

there may be initial or even extensive evidence of the drugs’ safety and efficacy, 
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and even though the patients have no alternative to the drugs other than to wait for 

their own death.  Id. ¶ 15 (JA 9). 

Terminally ill patients are typically willing to assume risks if their 

physicians advise them that a treatment may save or prolong their lives and if they 

have no other viable options.  Id. ¶ 16 (JA 9).  Drug companies are in business to 

make a profit from the sale of medicines to patients who choose those drugs in 

consultation with their physicians.  Id. ¶ 17 (JA 9).  The effect of FDA policy 

regarding investigational drugs is to deny patients this choice.  To frame the 

consequences of that policy in concrete terms, plaintiffs’ complaint includes brief 

summaries of the case histories of four patients: Abigail Burroughs, David Baxter, 

Alita Randazzo, and Joel Oppenheim. 

Abigail Burroughs 

Abigail Burroughs learned at the age of nineteen that she had head and neck 

cancer.  For the next eighteen months, Abigail fought the cancer by undergoing 

painful chemotherapy and radiation treatments, to no avail.  Abigail was told in 

March of 2001 that she had run out of FDA-approved options.  Abigail’s cancer 

cells had very high EGFR (Epidermal Growth Factor Receptors) expression.  Her 

renowned oncologist at Johns Hopkins knew there was a significant chance of 

saving her life if she could get the new EGFR cancer drugs Iressa or Erbitux.  

Abigail could not get Iressa, however, because the clinical trials were very limited 
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as to the number and type of patients who could qualify—as is usual for clinical 

drug trials.  The Erbitux clinical trials were for colon cancer patients only.  Abigail 

never obtained Iressa or Erbitux, and thus a chance to live, and so she died on June 

9, 2001, at the age of twenty-one.  Complaint ¶ 19 (JA 9-10). 

David Baxter 

High school student David Baxter was diagnosed with colorectal cancer in 

the spring of 2001.  David was unable to participate in clinical trials of promising 

new cancer drugs because clinical trials are usually open only to patients eighteen 

and older.  In the following months he endured various types of chemotherapy.  

David died in his sleep at home on October 6, 2001, shortly after his seventeenth 

birthday.  Complaint ¶ 20 (JA 10). 

Alita Randazzo 

Alita Randazzo, age thirty-five, was diagnosed with colorectal cancer in the 

spring of 2000.  Alita responded well at first to Eloxatin (Oxaliplatin), but she had 

to endure the expense and physical demands of traveling to France to get the drug.  

She did not qualify for the clinical trial of Eloxatin in the U.S. and was not 

fortunate enough to get into the drug’s limited compassionate use program.  

(Before finally being approved in the U.S. in May of 2003, Eloxatin had been 

approved in Europe six years earlier.)  After eight months, Eloxatin stopped 
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helping Alita and her doctors believed her last chance was Erbitux. Alita was 

unable to obtain Erbitux, and died on July 20, 2002.  Complaint ¶ 21 (JA 10-11). 

Joel Oppenheim 

Joel Oppenheim was first diagnosed with multiple myloma in 1995 but the 

disease did not become active until 1999.  At that time, he was treated with 

dexamethadrone (“dex”), which had unpleasant side effects and was only 

minimally effective.  Complaint ¶ 23 (JA 11).  As Joel’s disease worsened in 2000, 

his oncologists recommended that he seek to participate in clinical trials of 

Revamid (now called Revlimid) or PS-341 Velcade.  Revamid is a derivative of 

thalidomide that avoids thalidomide’s side effects (which extend well beyond its 

notorious effect on pregnant women).  Joel was unable to obtain a place in the 

Revamid trials or Velcade trials because his prior treatment with dex put him 

outside the narrow protocols of the trial.  The massive number of patients who 

applied for the trials would have rendered it unlikely for Joel to win a place, in any 

event.  Thus, Joel was prevented from using Revamid, which was safer and more 

effective than his thalidomide treatment.  Id. ¶ 23 (JA 11). 

In light of Joel’s inability to obtain Revamid or Velcade, his oncologists 

recommended an autologous bone marrow transplant, which he underwent on 

April 15, 2001.  This is a dangerous and damaging medical procedure.  Joel 

survived the transplant, but was disabled from working and left with an impaired 
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immune system.  A disease such as the West Nile virus that would typically have 

mild effects on other people would probably have killed Joel.  Id. ¶ 24 (JA 12). 

Approximately a year and a half after the bone marrow transplant, Joel’s 

cancer worsened again.  He again attempted to enter numerous trials for Velcade, 

but was rejected.  He was disqualified from some trials on account of his prior dex 

treatment, and from others on account of his transplant (which had been made 

necessary by his lack of access to Velcade or Revamid).  To increase his chances 

of acceptance into a trial, on his doctors’ advice, Joel stopped taking dex or any 

other treatment; one of the criteria of the trials was no dex or other drugs within the 

prior six months.  The trials were repeatedly delayed.  Without medication, Joel’s 

cancer grew much worse.  Finally, in June of 2003, through the efforts of one 

doctor, Joel was admitted to a trial of Revamid.  Over the last three years, FDA 

restrictions on investigational drugs have caused countless patients like Joel to die 

or suffer from bone marrow procedures.  Id. ¶ 25 (JA 12).  Joel died of his long-

untreated and undertreated cancer during the pendency of this lawsuit, on 

December 6, 2003. 

Plaintiffs have repeatedly urged the FDA to modify its regulations and 

internal practices in order to eliminate these regulatory barriers to the treatment use 

of investigational drugs by terminally ill patients with no approved treatment 

alternatives.  The FDA unequivocally rejected plaintiffs’ requests in a lengthy 
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letter dated April 25, 2003.  JA 17-26.  On June 11, 2003, plaintiffs filed a Citizen 

Petition with the FDA pursuant to 21 C.F.R. § 10.30.  The Citizen Petition again 

urged the FDA to expand availability of investigational drugs to the terminally ill.  

Complaint ¶ 27 (JA 12-13).  The FDA acknowledged receipt of the Citizen 

Petition, but has otherwise not responded to it.  Id. ¶ 28 (JA 13). 

PROCEEDINGS BELOW 

 Plaintiffs filed this action on July 8, 2003, in the U.S. District Court for the 

District of Columbia.  Prior to any discovery, defendants moved to dismiss the 

complaint for lack of subject matter jurisdiction under Federal Rule of Civil 

Procedure 12(b)(1), and for failure to state a claim under Rule 12(b)(6), or in the 

alternative for summary judgment.  Plaintiffs opposed those motions, and moved 

for summary judgment themselves.  The district court denied defendants’ 

jurisdictional motion, concluding that plaintiffs’ constitutional claim is ripe for 

review and not barred by finality or exhaustion principles.  Memorandum Opinion 

(“Mem. Op.”) at 9-14 (Aug. 30, 2004) (JA 58-63).  The district court also denied 

both motions for summary judgment. 

 The district court granted plaintiffs’ 12(b)(6) motion.  The court 

acknowledged that the Due Process Clause “‘forbids the government to infringe 

certain “fundamental” liberty interests at all . . . unless the infringement is 

narrowly tailored to serve a compelling state interest.’”  Id. at 16 (JA 65) (quoting 
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Reno v. Flores, 506 U.S. 292, 302 (1993) (emphasis in original)).  It also 

recognized that under Supreme Court precedent “[f]undamental rights are rights 

that are ‘implicit in the concept of ordered liberty,’ . . . or ‘deeply rooted in this 

Nation’s history and tradition.’”  Id. (citations omitted).  But the district court did 

not analyze whether the plaintiffs’ claim implicates a fundamental right under the 

standards enunciated by the Supreme Court.  Instead, the district court concluded 

that under this Court’s decision in Dronenburg v. Zech, 741 F.2d 1388 (D.C. Cir. 

1984), it lacks authority to conclude that fundamental rights are implicated unless 

plaintiffs are asserting a right already “recognized” in a Supreme Court case 

“directly on point,” Mem. Op. at 16-17 (JA 65-66), or unless the Supreme Court 

has “‘defined a mode of analysis, a methodology, which, honestly applied, reaches 

the case we must now decide,’” Id. at 19 (JA 68) (quoting Dronenburg, 741 F.2d at 

1396).  The district court concluded that all of the Supreme Court’s prior Due 

Process privacy cases can be distinguished from this one, and that therefore “there 

is no recognized fundamental right involved” in this case.  Id. (emphasis added). 

Since it believed it was foreclosed from considering plaintiffs’ claim of a 

fundamental right by Dronenburg, the district court applied mere rational basis 

review.  The court concluded that “the record contains solid evidence that the 

policy at issue is indeed rationally related to public health,” in the form of hearsay 

letters that the FDA and a group of FDA special employees sent to plaintiffs 
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explaining the FDA’s opposition to their proposal.  Those letters argued that 

certain proposed regulatory changes suggested by plaintiffs “may have a negative 

impact on the clinical trial system,” and that “untested drugs may have adverse 

side effects that can have dramatic consequences for a patient’s remaining quality 

of life.”  Id. at 21 (JA 70).  On the basis of those letters, the district court 

concluded that “the policy of barring all potentially unsafe and ineffective drugs 

from interstate commerce until proven by a rigorous testing process, even when it 

has the effect of barring access to investigational drugs by terminally ill patients 

with no other treatment options, is rationally related [to] the legitimate state 

interest of protecting public health.”  Id. at 21-22 (JA 70-71). 

SUMMARY OF ARGUMENT 

This case presents two important issues.  First, the district court wrongly 

believed that this Court’s decision in Dronenburg precluded it from holding that 

terminally ill patients have a fundamental right to autonomy and privacy that 

encompasses this case.  That is not and cannot be the law.  Plaintiffs did not ask the 

district court to invent any “new” constitutional right; they asked it to apply the 

Supreme Court’s well-settled privacy jurisprudence in a new factual setting.  To 

the extent Dronenburg ever suggested that the Supreme Court’s right-to-privacy 

cases were too unprincipled to be applied by the lower federal courts in new 

settings, any such holding has been fatally undermined by decisions of this Court 
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and the Supreme Court over the past twenty years.  It would also have been wrong.  

The power and duty to interpret the Constitution in new circumstances cannot be 

limited to the United States Supreme Court.  It is an aspect of the judicial power 

itself, inherent in the duty of every federal court to say what the law is in any case 

properly before it.  This Court should correct the district court’s misunderstanding 

of Dronenburg, and reverse and remand so that the district court may consider the 

constitutional issues in the first instance. 

Second, if this Court elects to reach the merits now it should hold that 

terminally ill patients with no approved treatment options have a fundamental right 

to decide, in consultation with their physician, whether to take an investigational 

drug that the FDA has approved as sufficiently safe for testing in humans, even if 

the FDA has not yet concluded that there is sufficient proof of the drug’s safety 

and effectiveness to justify full marketing approval.   

Treatments for cancer and other deadly diseases have made great strides, but 

there are some terminally ill patients for whom the approved therapies simply are 

not options—either because those therapies are known to be ineffective with that 

tumor or at that stage of the illness, because they have already been tried and failed 

with that patient, or because the patient lacks the strength to survive the side 

effects.  Facing impending death, such patients must choose: either go gently and 

decline further extraordinary treatment, or fight for their last chance at life by 
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trying a still-unproven experimental drug that their treating physicians believe 

might possibly save or prolong their lives.   

The Supreme Court has already acknowledged that the fundamental 

constitutional right to privacy and personal autonomy guarantees terminally ill 

patients the right to choose for themselves whether to refuse potentially life-

sustaining treatment (including even nutrition and hydration) and die.  Surely a 

patient’s interests in autonomy and privacy are no less fundamental if she instead 

chooses to fight for her life, whatever the odds, by taking an unproven 

investigational drug.  Either way, these decisions express not just a medical or 

scientific judgment but also the patient’s basic conception of themselves, of human 

dignity, and of the meaning of our shared existence.  This is one of the most 

profoundly personal and important choices that any human being ever has to make.  

It is at least as central to an individual’s right to define the course and meaning of 

his or her own life as the decisions about marriage, procreation, parenting, and 

sexual behavior that the Supreme Court has previously held to implicate 

fundamental rights. 

Any interference with a patient’s fundamental rights in this setting must be 

narrowly tailored to a compelling state interest.  In most circumstances the 

government does have a compelling interest in protecting its citizens’ health from 

drugs that may prove harmful.  However, there is no compelling interest that 
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justifies denying a terminally ill patient with no approved treatment options access 

to a drug that the FDA itself concedes is reasonably safe for administration to 

human patients, simply because there is not yet sufficient scientific proof of its 

effectiveness to support approving the drug for marketing to all patients (including 

those with other safe and potentially effective  treatment options). 

Indeed, the FDA already recognizes in some settings that waiting for proof 

of effectiveness sufficient to justify general marketing approval often makes no 

sense as applied to patients who suffer from an immediately life-threatening 

illness.  FDA has thus created a wide array of procedures under which its own 

officials may expedite or waive the ordinary proof requirements and authorize 

treatment use of an investigational drug.  These decisions inevitably involve the 

exercise of human judgment in the face of great uncertainty.  There certainly is no 

truly “compelling” interest in substituting the well-meaning but essentially ad hoc 

judgment of FDA officials on these incredibly difficult and personal matters for 

that of individual patients and their doctors.  Forcing terminally ill patients to 

submit such a personal and important matter to the discretion of a government 

regulator would be a violation of their fundamental rights to privacy and autonomy 

even if FDA officials always granted these requests—which is far from true. 

In this context the FDA’s regulation prohibiting drug companies from 

charging more than a cost recovery amount for investigational drugs also is not 
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narrowly tailored to any compelling state interest.  The government may have 

consumer protection interests in ensuring that drug companies do not abuse 

terminally ill patients by charging outrageous amounts.  But there is no compelling 

interest that could justify preventing those companies from earning a modest and 

reasonable profit.  That prohibition unfairly and unduly limits terminally ill 

patients’ access to medications that might save their lives. 

Plaintiffs respectfully submit that this case involves individual rights as 

fundamental to human autonomy and dignity as those considered in any of this 

Court’s or the Supreme Court’s prior decisions, and that current FDA regulations 

burden those rights without any compelling justification.  The district court’s Order 

should be vacated and this case should be remanded for further discovery, for 

plenary consideration of plaintiffs’ claims on the merits, or for entry of summary 

judgment in favor of plaintiffs. 

ARGUMENT 

I. THE DISTRICT COURT ERRED BY HOLDING THAT IT COULD 
NOT DECIDE PLAINTIFFS’ FUNDAMENTAL RIGHTS CLAIM 

The district court concluded that plaintiffs could not establish a fundamental 

right because it read this Court’s decision in Dronenburg to prohibit the lower 

federal courts from “creating ‘new constitutional rights’ without ‘guidance from 

the Constitution or . . . from articulated Supreme Court principle.’”  Mem. Op. at 

16-17 (JA 65-66) (quoting Dronenburg, 741 F.2d at 1396) (alteration in original).  
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That is incorrect on two levels.  Appellants do not seek any “new” constitutional 

right, but merely the application of the text of the Due Process Clause and well 

settled Due Process doctrine to a new set of circumstances.  And in any event 

Dronenburg does not—and could not—prevent either the district court or this 

Court from discharging its duty to interpret the Constitution even in novel cases. 

A. The Lower Federal Courts Are Required To Consider The Merits 
Of Constitutional Claims In New Factual Circumstances  

To the extent that Dronenburg can be read to hold that the Supreme Court’s 

Due Process and privacy jurisprudence is inherently too unprincipled to supply any 

rule of decision in novel cases, that view has been squarely and repeatedly rejected 

by the Supreme Court over the past twenty years.  Indeed, even the narrow holding 

of Dronenburg—that private, consensual homosexual conduct is never entitled to 

constitutional protection—has now been rejected by the Supreme Court.  See 

Lawrence v. Texas, 539 U.S. 558, 578 (2003) (holding that the homosexual 

petitioners “are entitled to respect for their private lives,” and that “[t]he State 

cannot demean their existence or control their destiny by making their private 

sexual conduct a crime”).   

To the extent that Dronenburg holds that the lower federal courts must or 

should leave the elaboration of Due Process jurisprudence in new settings 

exclusively to the Supreme Court, that principle has also been rejected by this 

Court and many others.  In the more than twenty years since Dronenburg this 
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Court has never followed or cited that decision for the proposition that the district 

court extracted from it.  Although Dronenburg has been cited by this Court in 

sodomy cases (see, e.g., Steffan v. Perry, 41 F.3d 677, 685 n.4 (D.C. Cir. 1994)) 

and sovereign immunity cases (see, e.g., Sharp v. Weinberger, 798 F.2d 1521, 

1523 (D.C. Cir. 1986)), this Court has not read it to impose some special bar 

against resolving novel “fundamental rights” claims on the merits. 

Both before and after this Court’s decision in Dronenburg, lower federal 

courts have repeatedly considered novel applications of the Supreme Court’s Due 

Process privacy jurisprudence and have decided those claims on the merits.  See, 

e.g., Compassion in Dying v. Washington, 79 F.3d 790, 816 (9th Cir. 1996) 

(finding a constitutionally recognized “right to die”), rev’d sub nom. Washington v. 

Glucksberg, 521 U.S. 702 (1997); Hardwick v. Bowers, 760 F.2d 1202, 1212 (11th 

Cir. 1985) (finding a fundamental right under the Ninth and Fourteenth 

Amendments to private homosexual conduct where criminal prosecution is at 

issue), rev’d, 478 U.S. 186 (1986); Roe v. Wade, 314 F. Supp. 1217, 1221-23 (N.D. 

Tex. 1970) (finding a fundamental right under the Ninth and Fourteenth 

Amendments for single women and married couples to choose whether to have 

children), aff’d in part and rev’d in part, 410 U.S. 113 (1973).  Many state courts 

have done the same.  In Cruzan v. Harmon, 760 S.W.2d 408 (Mo. 1988), aff’d sub 

nom. Cruzan v. Director, Missouri Department of Health, 497 U.S. 261 (1990), for 
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instance, the Missouri Supreme Court acknowledged that it was “left to determine 

for ourselves whether the penumbral right of privacy encompasses a right to refuse 

life-sustaining medical treatment.”  Id. at 418 (emphasis added).  Although the 

court went on to reverse the trial court’s finding of a fundamental right, it did not 

hesitate to confront the issue squarely on the merits.  See also, e.g., Lawrence v. 

State, 41 S.W.3d 349, 361-62 (Tex. Crim. App. 2001) (considering and rejecting 

substantive due process arguments in favor of a fundamental right to consensual 

homosexual conduct), rev’d sub nom. Lawrence v. Texas, 539 U.S. 558 (2003).  A 

few courts of appeals have cited Dronenburg with approval on this issue, but not 

recently.  See, e.g., Woodward v. United States, 871 F.2d 1068, 1075 (Fed. Cir. 

1989); Gumz v. Morrissette, 772 F.2d 1395, 1406 (7th Cir. 1985) (Easterbrook, J., 

concurring), overruled by Lester v. Chicago, 830 F.2d 706 (7th Cir. 1987).  But 

compare Armstrong v. Squadrito, 152 F.3d 564, 573 (7th Cir. 1998) 

(acknowledging that the case’s facts presented a “different situation” than 

governing case law, but nonetheless recognizing that the detention in question 

offended substantive due process). 

The Supreme Court clearly expects the lower federal courts and the state 

courts to decide difficult constitutional questions in novel circumstances.  The 

Supreme Court’s own Rules explain that it ordinarily grants review only after a 

conflict has developed in the lower courts, and such conflicts can develop only if 
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those courts grapple with novel issues and decide them.  See Supreme Court Rule 

10.  And in all of the recent Supreme Court substantive due process cases, the 

lower courts had resolved the “fundamental rights” claim on the merits.  Although 

it agreed or disagreed with their conclusions, the Supreme Court never criticized 

any of those courts for deciding the issue. 

Finally, basic Article III principles also require the lower federal courts and 

the state courts to decide any constitutional claim properly presented to them.  It 

“is emphatically the province and duty of the judicial department to say what the 

law is.”  Marbury v. Madison,  5 U.S. (1 Cranch) 137, 177 (1803).  Because the 

Constitution is our Nation’s highest law, deciding a case without fully evaluating a 

properly presented constitutional claim would be like reading only half of the 

governing statute.  An unconstitutional law simply is not the law.  The principle 

the district court extracted from Dronenburg in this case would therefore require 

the lower courts to decide some subset of cases incorrectly, until the Supreme 

Court decides to take the issue up.  That is fundamentally inconsistent with the 

nature of the judicial power.  A federal court’s most essential power and duty is to 

say what the law is, and any doctrine that forced a court to get a case “wrong” by 

applying some principle that is not the governing law would violate Article III of 

the Constitution.  See, e.g., Williams v. Taylor, 529 U.S. 362, 378-79 (2000) (“At 

the core of [the judicial] power is the federal courts’ independent responsibility . . . 



 

24 

to interpret federal law.”); James S. Liebman & William F. Ryan, “Some Effectual 

Power”: The Quantity and Quality of Decisionmaking Required of Article III 

Courts, 98 Colum. L. Rev. 696, 874 (1998) (arguing that statutes should not be 

construed to constrain the courts’ independent role to exercise “the Judicial 

power”). 

For all of the reasons explained above, the district court erred by holding 

that rational basis review applies unless appellants can point to a fundamental right 

already “recognized” by the Supreme Court in a case “directly on point.” 

B. Appellants’ Claims Rely Upon Well-Settled Law and 
Constitutional Interpretative Principles 

Regardless, plaintiffs do not seek any “new” constitutional right, but simply 

recognition that rights already established by “articulated Supreme Court 

principle” are relevant in these circumstances.  Dronenburg, 741 F.2d at 1396.  

This Court acknowledged in Dronenburg itself that the lower federal courts can 

and must apply Supreme Court precedent in novel settings, so long as “the 

Supreme Court has created a right which, fairly defined, covers the case before us 

or . . . the Supreme Court has defined a mode of analysis, a methodology, which, 

honestly applied, reaches the case we must now decide.”  Id. at 1396 n.5.  In this 

area, the Supreme Court has done both.  

The Supreme Court has repeatedly held that the Constitution protects a basic 

right of individual autonomy and privacy in making certain fundamentally personal 
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decisions.  Whether that right is located in the “liberty” protected by the Due 

Process Clause or is implied by the more specific provisions of the Bill of Rights, 

see Griswold v. Connecticut, 381 U.S. 479, 484 (1965), the Supreme Court has 

explained that it guarantees personal autonomy that is “‘implicit in the concept of 

ordered liberty’” and “‘deeply rooted in this Nation’s history and tradition.’”  

Washington v. Glucksberg, 521 U.S. 702, 721 (1997) (citations omitted).  The 

Court has recognized that this right embraces the freedom for individuals to decide 

for themselves whom to marry, Loving v. Virginia, 388 U.S. 1 (1967); Zablocki v. 

Redhail, 434 U.S. 374 (1978), how their children will be raised and in what 

language they will be educated, Meyer v. Nebraska, 262 U.S. 390 (1923); 

Wisconsin v. Yoder, 406 U.S. 205 (1972), whether to possess and view 

pornography in the home, Stanley v. Georgia, 394 U.S. 557 (1969), and whether to 

engage in private sexual relationships contrary to criminal statutes, Lawrence v. 

Texas, 539 U.S. 558 (2003).  See generally Meyer, 262 U.S. at 399 (“the right of 

the individual to contract, to engage in any of the common occupations of life, to 

acquire useful knowledge, to marry, establish a home and bring up children, to 

worship God according to the dictates of his own conscience, and generally to 

enjoy those privileges long recognized at common law as essential to the orderly 

pursuit of happiness by free men”).  The Court has also held that it guarantees the 

right to make certain inherently personal medical decisions, including a right of 
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access to contraceptive drugs that the State has banned, Griswold, 381 U.S. 479 

(1965); Eisenstadt v. Baird, 405 U.S. 438 (1972), and a right to refuse life-

sustaining medical treatment (including even nutrition and hydration) and thereby 

choose to die, notwithstanding the State’s strong interest in the life of its citizens 

and our society’s longstanding prohibition against suicide.  Cruzan v. Director, 

Mo. Dep’t of Health, 497 U.S. 261, 281 (1990). 

“Fairly defined,” that basic right to autonomy and privacy also embraces the 

far more powerful (and less controversial) claim of terminally ill patients with no 

approved treatment options to decide for themselves whether to be treated with an 

investigational drug that even the government concedes is reasonably safe to be 

tested in substantial numbers of people.  Moreover, those cases also establish a 

“mode of analysis” or “a methodology which, honestly applied, reaches” the issues 

presented in this case.  Certainly the Supreme Court has not yet succeeded in 

articulating a simple test that resolves Due Process privacy cases as mechanically 

as, for example, the Blockburger test resolves Double Jeopardy claims.  See 

Blockburger v. United States, 284 U.S. 299, 304 (1932).  These cases cannot be 

reduced to a straightforward formula because the liberty protected by the Due 

Process Clause is not a dry enumeration of specific and technical “rights,” but a 

broad guarantee of the right of each individual to define the meaning and shape of 

their own lives—safeguarding the “liberty of the person both in its spatial and 
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more transcendent dimensions.”  Lawrence, 539 U.S. at 562.  Nonetheless, the 

Supreme Court has repeatedly held that fundamental liberty interests can be 

discerned through the usual tools of constitutional law, via a structured inquiry into 

whether the right claimed is “implicit in the concept of ordered liberty” and 

“deeply rooted in this Nation’s history and tradition.”  As the Court explained most 

recently in Glucksberg, “the outlines of the ‘liberty’ specially protected by the 

Fourteenth Amendment” are “perhaps not capable of being fully clarified,” but 

nonetheless the Court’s “restrained methodology” for evaluating such claims 

“tends to rein in the subjective elements that are necessarily present in due-process 

judicial review.”  521 U.S. at 721-22. 

Plaintiffs’ liberty claim is squarely centered in the realm of choices 

concerning life and death that have been deemed constitutionally protected by the 

Supreme Court, and the Supreme Court has held that its existing cases provide a 

solid framework for the consideration and vindication of such claims.  Plaintiffs 

respectfully suggest that this case should be remanded to permit the district court to 

analyze the merits of their claim in the first instance.   

II. TERMINALLY ILL INDIVIDUALS WITH NO APPROVED 
TREATMENT OPTIONS HAVE A FUNDAMENTAL LIBERTY 
INTEREST IN MAKING BASIC MEDICAL DECISIONS WITH 
THEIR PHYSICIANS 

If this Court elects to reach the merits now, it should hold that terminally ill 

patients with no approved treatment options have a fundamental right to autonomy 
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and privacy that permits them to decide for themselves, in consultation with their 

treating physicians, whether to take an investigational drug that is safe enough to 

be tested in humans but simply has not yet met FDA’s standards for general 

marketing approval.  The Supreme Court has explained that the Due Process 

Clause protects those rights that are “‘implicit in the concept of ordered liberty,’” 

and “‘deeply rooted in this Nation’s history and tradition.’”  Glucksberg, 521 U.S. 

at 721 (citations omitted).  The fundamental autonomy and privacy of terminally ill 

patients with no other treatment options satisfies both standards, and the federal 

government has no compelling interest in interfering with the profoundly difficult 

choices they are forced to make in the twilight of their lives.  

A. Allowing Individual Choice Concerning Potentially Life-Saving 
Drugs Is Implicit In The Concept Of Ordered Liberty   

Decisions concerning the treatment of life-threatening diseases are among 

the most profoundly private and significant in life.  Unlike even the private choices 

involved in marriage, parenting, and sexual behavior,  

[medical decisions] are, to an extraordinary degree, intrinsically 
personal.  It is the individual making the decision, and no one else, 
who lives with the pain and disease.  It is the individual making the 
decision, and no one else, who must undergo or forego the treatment.  
And it is the individual making the decision, and no one else, who, if 
he or she survives, must live with the results of that decision.    
 

Andrews v. Ballard, 498 F. Supp. 1038, 1047 (S.D. Tex. 1980).  The personal 

nature of medical decisions is amplified for terminally ill patients with no 
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approved treatment options.  Such individuals confront the terrible reality that 

absent some experimental form of treatment they are virtually certain to die in a 

few months.  As the New Jersey Superior Court has recognized, “[t]o deny a 

person her last opportunity to make a choice as to how to combat a disease which 

has ravaged her body would display a lack of understanding of the meaning of the 

individual’s rights in our free society.”  Suenram v. Soc’y of Valley Hosp., 383 

A.2d 143, 148 (N.J. Super. Ct. Law Div. 1977).  It demeans the dignity of these 

patients and the magnitude of what they are facing to suggest that deciding whether 

to marry, or use contraception, or engage in homosexual sex, or teach their 

children German is more fundamentally private, personal, or central to their 

autonomy as a human being than deciding for themselves whether the risk is too 

great, or the hope too little, to justify trying a promising but unproven experimental 

drug when the alternative is passive acceptance of imminent death. 

Any doubt on that score is dispelled by the Supreme Court’s opinion in 

Cruzan.  The Court acknowledged in Cruzan that “[t]he principle that a competent 

person has a constitutionally protected liberty interest in refusing unwanted 

medical treatment may be inferred from our prior decisions,” and even assumed 

that the Due Process Clause “would grant a competent person a constitutionally 

protected right to refuse lifesaving hydration and nutrition,” and thereby choose 

death, even if they were not terminally ill.  497 U.S. at 278-79.  If a patient has a 
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fundamental right to bodily autonomy that gives them the right to starve 

themselves to death, then surely they have a right to choose to fight for their lives 

even if that means taking a drug that has not yet met FDA’s full approval 

standards.  As one commentator put it: 

It is ironic that the courts protect the right to refuse medical treatment 
when in some instances such treatment would save life but refuse to 
protect the right of a terminally ill patient to accept treatment of 
unknown efficacy as a last resort to preserve life.  The decision to live 
should be considered more important than the decision to die; for 
courts to protect the latter but not the former is more than inconsistent, 
it is absurd. 
 

V. Anthony Unan, The Right to Choose an Unproven Method of Treatment, 13 

Loy. L.A. L. Rev. 227, 235 (1979); see also Jon Scott Batterman, Note, Brother 

Can You Spare A Drug: Should The Experimental Drug Distribution Standards Be 

Modified In Response To The Needs Of Persons With AIDS?, 19 Hofstra L. Rev. 

191, 217 (1990) (arguing that it would be “illogical to recognize the fundamental 

right of a patient to refuse necessary medical treatment . . . while refusing to 

recognize the fundamental right of a terminal patient with no approved treatment 

alternatives to elect to use an unapproved experimental drug”).  The patient’s 

autonomy interests are the same no matter which decision they make, and if they 

choose to seek experimental treatment they are also invoking their fundamental 

right to life, which is protected along with liberty in the plain text of the Due 

Process Clause.  Denying a terminally ill patient the right to purchase potentially 
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lifesaving treatment deprives them of life without due process of law in a very 

literal sense.  The Supreme Court recognized in Cruzan that “[t]he choice between 

life and death is a deeply personal decision of obvious and overwhelming finality,” 

and that “[i]t cannot be disputed that the Due Process Clause protects an interest in 

life as well as an interest in refusing life-saving medical treatment.”  497 U.S. at 

281. 

 The District Court attempted to distinguish Cruzan by suggesting that it 

involved “freedom from government imposition,” whereas plaintiffs here are 

seeking “an affirmative right of access to medical treatment,” Mem. Op. at 19 (JA 

68), or a “right to receive medical treatment,” id. at 17 (JA 66).  That is not a fair 

characterization.  Plaintiffs are not looking for a handout, or for an “affirmative 

right” to government assistance of any kind.  All they ask is that the government 

get out of their way, so that they can use their own private resources to fight for 

their own lives at the inherently uncertain frontiers of modern science.  To be 

precise they ask only that a voluntary transaction between consenting adults—a 

purchase or donation of investigational drugs from a willing drug company—be 

decriminalized in certain narrow circumstances.  That is exactly what the plaintiffs 

sought and obtained in Griswold and Eisenstadt: a “right of access” to a medical 

product that was prohibited by law.  
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 Finally, it is important to recognize that the autonomy interests at stake for 

these patients cannot be reduced to a simple empirical disagreement with the FDA 

about exactly how likely it is that a particular investigational drug will help them.  

There can be room for reasonable disagreement on such issues.  But these 

decisions often express the patient’s philosophical commitments as well as his or 

her cold assessment of the statistical response rates.  Are the last days of a person’s 

life better spent in perhaps painful struggle against nearly impossible odds, but 

with some hope and the conviction that he or she is doing everything possible?  Or 

is it instead better or more noble to accept one’s fate and spend the final days 

saying goodbye and hoping passively for a spontaneous remission? 

 Certainly plaintiffs do not know the right answer for every patient.  Neither, 

with great respect, does the Food and Drug Administration.  As the Supreme Court 

has explained, “[a]t the heart of liberty is the right to define one’s own concept of 

existence, of meaning, of the universe, and of the mystery of human life.  Beliefs 

about these matters could not define the attributes of personhood were they formed 

under compulsion of the State.”  Planned Parenthood of Se. Pa. v. Casey, 505 U.S. 

833, 851 (1992).  The FDA’s current regulations deny to terminally ill patients the 

autonomy to make for themselves, in consultation with their own physician, the 

last profound, self-defining choice of their lives.  That transcends the merits of any 

disagreement about how to interpret the (often ambiguous) early evidence from a 
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particular clinical trial.  A patient’s right to make that decision would have great 

value even if the experimental treatments were never successful—which is 

certainly not true.  See, e.g., Michael D. Greenberg, AIDS, Experimental Drug 

Approval, and the FDA New Drug Screening Process, 3 N.Y.U. J. Legis. & Pub. 

Pol’y 295, 312 (1999-2000) (discussing dramatic improvement of patients treated 

with AZT during Phase 2 trial).    

 A patient’s right to make that decision for themselves would also have great 

value even if FDA officials always granted “treatment IND” requests when asked, 

which also is far from true.3  Terminally ill patients are forced to come to a 

government regulator and beg for approval of a decision that they are 

fundamentally entitled to make for themselves.  That is a profound affront to their 

autonomy, privacy, and dignity even if approval is ultimately granted.  A statute or 

regulation vesting substantive discretion in a government official to deny requests 

for a permit to get married, or use contraception, or teach your child a foreign 

language would surely be unconstitutional even if that discretion were never 

exercised.  For that reason, the constitutional violation here is plain on the face of 

the regulation. 

                                                 
3 The record contains no evidence concerning FDA’s application of its regulations 
because the district court granted defendants’ motion to dismiss prior to discovery.  
If this Court believes that analysis of the constitutional issues in this case requires 
evidence concerning FDA’s implementation of its regulation, it should remand to 
give plaintiffs the opportunity to develop that evidence through discovery. 
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 Defendants contend, and the district court held, that a terminally ill patient 

has no fundamental liberty interest in deciding for herself whether to take a chance 

on an experimental treatment when all other options have been exhausted—and 

that therefore the government can take that choice away from her if it has any 

merely rational basis for doing so.  That severely misapprehends the interests at 

stake here.  These decisions impinge upon a patient’s fundamental rights, and 

require far greater justification.   

B. Allowing Terminally Ill Individuals To Select Investigational 
Drugs With Their Physicians Is A Deeply Rooted Historical 
Tradition 

To the extent there is any deeply rooted historical tradition that informs the 

Due Process inquiry under Glucksberg, the tradition is one of nearly complete 

respect for the autonomy of patients and their doctors in making medical treatment 

decisions.   

Prior to 1906, the United States did not regulate the domestic sale of drugs 

whatsoever.  See Beth E. Myers, The Food and Drug Administration’s 

Experimental Drug Approval System: Is It Good For Your Health?, 28 Hous. L. 

Rev. 309, 311 (1991).  Instead, drug companies in the 1800s would distribute new 

treatments to physicians who were then urged to report back their results.  See 

David L. Cowen, The Role of the Pharmaceutical Industry, in Safeguarding the 

Public: Historical Aspects of Medicinal Drug Control 72, 73 (John B. Blake ed., 
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1970).  In large part that is still the regulatory regime in England.4  Throughout the 

period when the Bill of Rights and the Fourteenth Amendment were ratified, 

privately manufactured “nostrums” and “proprietaries” were freely available and 

monitored solely by the free market and various consumer protection organizations 

such as the American Medical Association.  See Harry F. Dowling, The American 

Medical Association’s Policy on Drugs in Recent Decades, in Safeguarding the 

Public 123. 

Public concern about contaminated food and drugs, fueled in part by Upton 

Sinclair’s famous revelations about food handling practices in his book “The 

Jungle,” eventually led to the 1906 Food and Drugs Act.  Federal Food and Drugs 

Act, Pub. L. No. 59-384, §§ 1-13, 34 Stat. 768 (1906) (repealed 1938).  But that 

Act simply placed restraints on adulterated and misbranded products, and so was 

essentially an aid to self-medication.5  It required no pre-market review of drugs 

                                                 
4 The British post-marketing surveillance system loosens pre-marketing approval 
standards and relies instead on mandatory physician feedback.  See Julie C. 
Relihan, Expediting FDA Approval of AIDS Drugs: An International Approach, 13 
B.U. Int’l L.J. 229, 246 (1995).  If the prescription is for therapeutic purposes, a 
British physician can even prescribe a drug that has not gone through any formal 
clinical testing.  Id. 
5 Under the 1906 Act “a drug was considered adulterated if it deviated from the 
standards supplied by the national formularies without admitting this fact on the 
label.”  Batterman, 19 Hofstra L. Rev. at 196.  It was “misbranded if it was sold 
under a false name, if it was sold in the package of a different drug, or if it failed to 
identify and quantify the existence of specifically enumerated addicting substances 
such as opium, morphine and cocaine.”  Id. 
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for safety or efficacy at all, merely mandating that their contents be correctly and 

fully described.  In United States v. Johnson, 221 U.S. 488 (1911), the Supreme 

Court held that the 1906 Act did not prohibit a drug manufacturer from marketing 

an ineffective cancer remedy with false therapeutic claims, so long as it was not an 

adulterated product.  

In 1938, Congress replaced the Food and Drugs Act with the initial version 

of the FDCA.  The 1938 FDCA prohibited the introduction of a new drug into 

interstate commerce unless the FDA approved of its safety and the accuracy of its 

labeling.  However, there was still no independent efficacy requirement, allowing 

patients and physicians to decide for themselves whether a safe form of medication 

was suitable for use.   

It was not until 1962 that Congress first authorized the FDA to review 

whether new drugs were effective before giving them full marketing approval.  

Drug Amendments of 1962, Pub. L. No. 87-781, 76 Stat. 780.  Even under the 

current statute, however, the FDA has recognized that the appropriate proof of 

effectiveness can depend on an individual patient’s circumstances.  In 1987 the 

FDA suggested the creation of a tiered “treatment IND” regime with a separate 

lower standard for drugs intended to treat life-threatening diseases.  See 52 Fed. 

Reg. 8850, 8851-52 (Mar. 19, 1987).   Under that version of the rule, the FDA 

Commissioner would have been authorized to deny a request for treatment use of a 
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drug for an immediately life-threatening disease only if “the drug clearly [did] not 

provide a therapeutic benefit” or “[t]he drug would expose the patients to whom 

the drug is to be administered to an unreasonable and significant additional risk of 

illness or injury.”  Id. at 8856.  Of course the regulation that was eventually 

adopted permits the FDA to deny treatment use of investigational drugs, even for 

an “immediately life-threatening disease” in patients with no other options, 

whenever “the available scientific evidence, taken as a whole, fails to provide a 

reasonable basis for concluding that the drug . . . [m]ay be effective for its intended 

use in the intended patient population.”  21 C.F.R. § 312.34(b)(3)(i); see also 52 

Fed. Reg. 19,466, 19,468 (May 22, 1987) (explaining that the change was meant to 

ensure that only “truly ‘promising’” drugs were provided to desperately ill 

patients).  But the current “treatment IND” regulations still grant FDA officials 

enormous discretion to give compassionate exemptions to individual patients from 

the ordinary “effectiveness” review requirement.  Such approval can even be 

granted on an “emergency” basis over the telephone.  See Memorandum in Support 

of Federal Defendants’ Motion to Dismiss or, in the Alternative for Summary 

Judgment (“Mem. Supp. Defs.’ Mot. Dismiss”) at 8 (Oct. 14, 2003); 21 C.F.R. 

§ 312.36. 

The FDA has adopted an array of other regulatory programs designed to 

accelerate the approval process for drugs intended to treat life-threatening diseases, 
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including “Fast Track,” “Accelerated Approval,” and “Priority Review.”  In 1989, 

the director of the National Institute of Allergy and Infectious Diseases proposed 

the adoption of a “parallel track” plan that could make AIDS drugs available after 

the completion of Phase 1 clinical trials to individuals ineligible for trials or with 

no other treatment options.  Mark Mathieu, New Drug Development: A Regulatory 

Overview 346-47 (4th ed. 1997).  The parallel track mechanism was adopted in 

1992, but remains limited only to AIDS and other HIV-related diseases.  See 57 

Fed. Reg. 13,250 (Apr. 15, 1992).   

The point is that denying a terminally ill patient with no approved treatment 

options the right to purchase a promising experimental drug, simply because that 

drug has not yet been proven effective in the estimation of government regulators, 

goes against the grain of historical American practice.  For the great bulk of our 

legal history it was understood that patients and their doctors would decide for 

themselves whether the scientific evidence justified taking a particular medication. 

 Although the 1962 amendments to the FDCA did, for the first time, 

interpose some regulatory review of the effectiveness of new drugs, the FDA itself 

has recognized that there is no good reason to force terminally ill patients to wait 

until the full clinical trial process has concluded.  As recently as 1987 even the 

FDA believed that the traditional right to direct their own treatment should be 

taken away from terminally ill patients with no approved treatment options only if 
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it was already clearly established that the drug they propose to take provides no 

therapeutic benefit.  And the numerous exceptions and alternative “tracks” in the 

FDA’s current regulations make it clear that the district court was simply wrong to 

say that Congress or the FDA have a consistent “policy of barring all potentially 

unsafe and ineffective drugs from interstate commerce until proven by a rigorous 

testing process.”  Mem. Op. at 21 (JA 70).  There is no such policy, even today.   

More broadly, the Nation’s long-standing cultural and legal tradition has 

been to attempt to preserve human life—inter alia, through proscriptions against 

suicide, through severe penalties on intentional homicide, and through religious 

and secular teachings in favor of respecting and maintaining human life.  It is this 

tradition that the Supreme Court recognized in noting society’s “ ‘unqualified 

interest in the preservation of human life.’”  Glucksberg, 521 U.S. at 728 (quoting 

Cruzan, 497 U.S. at 282).  FDA policies that bar terminally ill patients with no 

approved options from seeking to save their own lives are inconsistent with this 

tradition. 

C. The Decisions Relied Upon By Defendants Do Not Address The 
Fundamental Right Asserted Here 

In the district court and their initial filing in this Court, defendants have cited 

a number of cases that have rejected patients’ claims for access to medications in 

various circumstances.  None of those decisions considered the fundamental right 

asserted by plaintiffs in this case. 
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In the court below, Defendants placed great reliance on the Supreme Court’s 

decision in United States v. Rutherford, 442 U.S. 544 (1979), and the Tenth 

Circuit’s opinion on remand in that case, Rutherford v. United States, 616 F.2d 455 

(10th Cir. 1980), to claim that “[t]he courts have uniformly held that there is no 

fundamental right for the terminally ill to gain access to unapproved drugs.”  Mem. 

Supp. Defs.’ Mot. Dismiss at 12-13.  But the Supreme Court explicitly declined to 

address the constitutional issue presented in Rutherford, deciding only that there is 

no implicit statutory exemption from the FDCA for terminally ill patients.  See 442 

U.S. at 558-59 & n.18.  The Tenth Circuit had held that “‘the “safety” and 

“effectiveness” terms . . . have no reasonable application to terminally ill cancer 

patients,’” id. at 551 (quoting Rutherford v. United States, 582 F.2d 1234, 1236 

(10th Cir. 1978)), a holding that would have “den[ied] the Commissioner’s 

authority over all drugs, however toxic or ineffectual, for such individuals,” id. at 

557-58.  The Supreme Court rightly rejected that extreme interpretation of the 

statute, which would have allowed patients to take non-investigational drugs that 

were affirmatively unsafe.  The Court also made clear that it viewed 

“effectiveness” review as rational in the context of  terminally ill patients 

principally because of the risk that such patients might reject conventional therapy 

that could help them.  “[I]f an individual suffering from a potentially fatal disease 

rejects conventional therapy in favor of a drug with no demonstrable curative 
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properties, the consequences can be irreversible.”  Id. at 556.  On remand the Tenth 

Circuit also rejected the constitutional claims raised by the Rutherford plaintiffs 

only in the context of individuals selecting a particular treatment among other 

available options.  See Rutherford, 616 F.2d at 457. 

Because of the way the case was framed, neither the Supreme Court nor the 

Tenth Circuit in Rutherford ever considered the issue presented here.  The plaintiff 

in Rutherford was seeking a right to take anything he wished, including drugs that 

were affirmatively unsafe and toxic, regardless of whether he had other approved 

treatment options.  Plaintiffs in this case do not seek a right to take whatever 

treatment they wish regardless of its safety or effectiveness, but only to access 

investigational drugs already approved by the FDA as suitable for clinical trials 

with human subjects, and then only if they have no other approved treatment 

options.  The Supreme Court supported its reading of the statute in Rutherford by 

noting its holding would not “foreclose all resort to experimental cancer drugs by 

patients for whom conventional therapy is unavailing,” because of the statutory 

exemption for investigational use.  442 U.S. at 558 (emphasis added).  And the 

FDA itself has distinguished Rutherford by observing that the Court “noted that 

application of the new drug approval provisions to therapies for terminal diseases 

did not foreclose resort to experimental drugs by patients for whom conventional 

therapy was unavailable.”  52 Fed. Reg. at 19,473; see also Batterman, 19 Hofstra 
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L. Rev. at 205 (arguing that the Supreme Court’s decision in Rutherford should “be 

limited to the question of access to experimental treatment for terminal patients 

where alternative approved methods are available.”)  

The other cases relied upon by Defendants also involved drugs that had not 

cleared even the initial “safety” review necessary for investigational use in human 

subjects, drugs (like marijuana) that are prohibited by the criminal law because of 

the potential for recreational abuse, or patients who (as in Rutherford) were 

refusing to try conventional therapies that might help them.  See United States v. 

Burzynski Cancer Research Inst., 819 F.2d 1301 (5th Cir. 1987) (affirming a lower 

court injunction prohibiting the interstate distribution of antineoplaston cancer 

therapy that failed to receive IND approval); Mitchell v. Clayton, 995 F.2d 772 

(7th Cir. 1993) (upholding governmental regulation requiring acupuncturist to 

obtain a license before practicing); Carnohan v. United States, 616 F.2d 1120 (9th 

Cir. 1980) (affirming the dismissal of suit seeking to secure the right to obtain and 

use Laetrile, an unapproved cancer therapy); Garlic v. U.S. FDA, 783 F. Supp. 4 

(D.D.C. 1992) (rejecting challenge to FDA’s denial of tetrahydroaminoacrinine as 

a treatment for Alzheimer’s Disease); Smith v. Shalala, 954 F. Supp. 1 (D.D.C. 

1996) (denying claim to unapproved antineoplaston therapy of patient who refused 

to undergo traditional chemotherapy); Cowan v. United States, 5 F. Supp. 2d 1235 

(N.D. Okla. 1998) (enjoining use of goat neutralizing antibody drug for the 
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treatment of AIDS that was denied IND approval by the FDA and placed on 

clinical hold); Raich v. Ashcroft, 248 F. Supp. 2d 918 (N.D. Cal. 2003) (refusing to 

make a medicinal use exception for federal regulation of marijuana, a Schedule I 

controlled substance).  None of these cases confronted the far narrower and more 

compelling claim raised by plaintiffs in this case. 

III. DENYING INVESTIGATIONAL DRUGS TO TERMINALLY ILL 
PATIENTS WITH NO APPROVED TREATMENT OPTIONS IS NOT 
NARROWLY TAILORED TO ANY COMPELLING 
GOVERNMENTAL INTEREST 

Defendants have conceded that “[i]f a fundamental right is recognized, the 

law restricting that right will be subject to strict scrutiny, under which the 

government must show that the law is narrowly drawn to serve a compelling 

interest.” Mem. Supp. Defs.’ Mot. Dismiss at 12.  Defendants have asserted only 

that the FDA’s regulations rationally serve a legitimate government interest in 

protecting the public health.  Id. at 14.  Defendants have never argued, and the 

district court did not hold, that the FDA’s regulations are narrowly tailored to any 

compelling state interest.  As applied to terminally ill patients with no approved 

treatment options, they clearly are not. 

A. The FDA’s Interest In Protecting Terminally Ill Patients From 
Harm Is Mitigated By The Fact That Investigational Drugs Have 
Met Basic Safety Standards For Human Clinical Trials 

The government has a compelling interest in protecting the health and safety 

of its citizens that is certainly sufficient to justify drug regulation in ordinary 
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circumstances.  But terminally ill patients are, by definition, already facing an 

unnaturally shortened life.  As Justice Stevens explained in his concurring opinion 

in Glucksberg, the state’s interest in protecting individual life “does not have the 

same force for a terminally ill patient faced not with the choice of whether to live, 

only of how to die.”  Glucksberg, 521 U.S. at 746 (Stevens, J., concurring).  For 

terminally ill patients, the government’s compelling interest in protecting life and 

health might still justify prohibiting drugs that may be positively unsafe and 

harmful, or that have already been shown to be ineffective.  Plaintiffs do not 

dispute the FDA’s interest in restricting access to completely unapproved, non-

investigational drugs, which would include every variety of back-alley quackery.  

And, as the Supreme Court and Tenth Circuit recognized in Rutherford, if the 

patient has approved treatment options that are known to be effective, then 

permitting access to unproven investigational drugs might harm the patient by 

inducing them to forgo conventional therapy. 

None of those concerns are relevant, however, to the narrow category of 

cases at issue here.  Plaintiffs seek only to establish a right of access to 

“investigational” drugs that have already been approved for testing in substantial 

numbers of human subjects.  See Compl. ¶¶ 11-15 (JA 7-9).  At a minimum, that 

should include drugs that have successfully completed Phase 1 testing.  As 

defendants acknowledge, before the FDA permits even Phase 1 testing “the 
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sponsor of the drug must provide FDA with detailed information demonstrating 

that the drug is reasonably safe for such investigational use.”  Mem. Supp. Defs.’ 

Mot. Dismiss at 4 (citing 21 C.F.R. § 312.23).  Phase 1 clinical trials further 

establish a drug’s safety, determining its metabolism and pharmacologic actions as 

well as side effects, maximum tolerated dose and dosing regimens selected for both 

safety and therapeutic effect for use in subsequent testing.  See 21 C.F.R. 

§ 312.21(a).6  If the FDA believes that an investigational drug is safe enough to test 

in a Phase 2 clinical trial involving hundreds of subjects, it is hard to reconcile its 

parallel position that such drugs are too risky for terminally ill patients with no 

other treatment options.  Far from opening the door to the “vast range of self-styled 

panaceas that the inventive mind can devise,” as the Supreme Court warned against 

in Rutherford, 442 U.S. at 558, investigational drugs are partially FDA approved, 

and thus the public health interest of the government is considerably reduced.  And 

if the patient has no approved treatment options, the danger that the patient will 

                                                 
6 According to one recent study, Phase 1 cancer trials have become much safer 
over the past decade, partly due to the advent of targeted therapies that are less 
harmful than cytotoxic drugs such as chemotherapy.  Thomas G. Roberts, Jr. et al., 
Trends in the Risks and Benefits to Patients with Cancer Participating in Phase 1 
Clinical Trials, 292 JAMA 2130, 2138 (2004).  About seventy percent of 
investigational new drugs successfully complete Phase 1, indicating that a large 
majority meet the more stringent safety criteria to justify larger clinical trials.  See 
Center for Drug Evaluation and Research, U.S. FDA, From Test Tube to Patient: 
Improving Health Through Human Drugs 21 (1999). 
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forgo some effective conventional therapy in favor of an investigational treatment 

disappears. 

After a drug clears these regulatory hurdles, there is simply no compelling 

governmental interest in further safeguarding the health of a terminally ill patient 

who has only months to live and no approved treatment alternatives.  Or, phrased 

slightly differently, in such circumstances the government’s policy of restricting 

access to such drugs is not “narrowly tailored” to the compelling public health 

interests it does have. 

B. The FDA’s Consumer Protection Interests Are Not Compelling If 
A Patient Is Terminally Ill And Has No Approved Treatment 
Options 

 In ordinary circumstances, the government may also have a compelling 

consumer protection interest in protecting the public from the marketing of drugs 

that are safe but ineffective, and in ensuring that drug companies do not take 

advantage of inequalities of bargaining power to charge outrageous prices.  As the 

Supreme Court recognized in Rutherford, part of the rationale for the 1962 FDCA 

amendments was surely to protect patients from unscrupulous entrepreneurs.  442 

U.S. at 558.  Even for terminally ill patients, that interest might justify a ban on 

drugs already shown to be ineffective, or a ban on drugs whose effectiveness is 

unproven if the patient has other, proven alternatives.  It might also justify some 

regulation of truly abusive pricing practices.  But it does not justify withholding 
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reasonably safe and potentially effective investigational drugs from terminally ill 

patients with no other options, and it does not justify the FDA’s current ban on 

charging any price above cost. 

When a patient is terminally ill and has no other approved treatment options 

available, the government’s interest in protecting him or her from the financial 

expense associated with a potentially ineffective treatment is far from compelling.  

Defendants have argued that the terminally ill may be “particularly vulnerable to 

the promises of unproven treatments.”  Mem. Supp. Defs.’ Mot. Dismiss at 17.  

Certainly the stakes are higher for the terminally ill, and the desire for hope 

correspondingly greater.  But if the drug turns out to be useless, there are no 

“irreversible” consequences of the sort cautioned against in Rutherford because 

there is no effective conventional therapy that the terminally ill patient is rejecting.  

See 442 U.S. at 556.  And the potential benefit of even a low percentage of 

effectiveness is enormously valuable to a terminally ill patient who embraces that 

choice.   

Any assertion of a return to an era of fly-by-night entrepreneurs and 

unregulated patent nostrums is untethered to the narrow scope of plaintiffs’ claims, 

which pertain only to medicines that have been approved for FDA-regulated 

clinical trials.  Statistically, over one-third of drugs that successfully complete 

Phase 1 also complete Phase 3, indicating that many investigational drugs are not 
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merely safe but eventually demonstrate efficacy as well.  U.S. FDA, From Test 

Tube to Patient, at 21.  That ratio will only improve as new drug development 

moves from the old trial-and-error model to the new era of gene therapy and large 

molecule drugs designed to target particular, known cellular receptors or processes, 

a process that is already well underway.  See Roberts, supra, at 2130.  To a 

terminally ill patient without approved treatment options, these are not 

unreasonable risks.   

In any event a debate over whether terminally ill patients with no other 

options should ever be allowed to purchase unproven, potentially ineffective 

medications is a red herring in this litigation.  The FDA recognizes that a blanket 

policy of waiting for scientifically valid proof of “effectiveness” from controlled 

clinical trials would be unreasonable and cruel.  It has therefore reserved to itself 

enormous discretion to approve the treatment use of any particular investigational 

drug, for classes of patients or discrete individuals, at any point in the trial process 

after basic Phase 1 safety has been demonstrated.  Under 21 C.F.R. § 312.34(a), in 

the case of an immediately life-threatening disease a drug “may be made available” 

earlier than Phase 3, “but ordinarily not earlier than Phase 2.”   

Such decisions inevitably involve an exercise of sound human judgment in 

the face of enormous uncertainty.  As Chief Judge Bird of the California Supreme 

Court once pointed out in a dissenting opinion, “we are dealing here with a disease 
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whose causes and treatment continue to baffle the medical community.  Among 

physicians and scientists themselves there remains legitimate dispute as to what is 

truly an effective program of treatment for cancer.”  People v. Privitera, 591 P.2d 

919, 927 (Cal. 1979) (Bird, C.J., dissenting).  And the treatment IND regulations 

“provide little if any objective criteria for a review of the Commissioner’s 

decisions.  Without such criteria, there really can be no oversight, no 

accountability, nor any obvious recourse for those who disagree with an approval 

or a denial of a Treatment IND.”  William D. Appler, The FDA’s Treatment IND 

Rule—A Glimpse Into the Future of Drug Regulation in the U.S.?, 43 Food Drug 

Cosm. L.J. 649, 656 (1988). 

FDA’s true position thus is not that scientifically unproven medications 

should never be made available—but rather that the incredibly difficult and 

uncertain human judgment calls associated with when to authorize investigational 

drugs for terminally ill patients with no other options should be made by 

government regulators rather than by patients and their own doctors.  That does not 

guarantee that the decisions made will be any more “scientific.”  Indeed, the 

separate “parallel track” that FDA adopted for HIV therapies demonstrates that its 

treatment of particular terminal illnesses will always have a political component.  

But it does guarantee that terminally ill patients will be deprived of the 

fundamental autonomy to direct the course of their own lives.  Against that 
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backdrop, there clearly is no “compelling interest” simply in vesting these 

inevitably difficult judgment calls in FDA officials rather than in the patients 

themselves. 

Finally, in this context the FDA’s current prohibition on the sale of IND 

medications at any price higher than cost is also not narrowly tailored to any 

genuinely compelling consumer protection interest.  See 21 C.F.R. § 312.7(d)(3).  

There certainly is no compelling interest in preventing terminally ill patients with 

no approved treatment options from offering drug companies a reasonable profit in 

exchange for making their investigational drugs available.  Increasing production 

of such drugs prior to full marketing approval by the FDA can require significant 

financial investments and the diversion of valuable human capital from other, 

profitable, endeavors.  Drug companies have obligations to their shareholders, and 

are frequently unwilling to tie up those resources on a cost-recovery basis.  

Although there might be a compelling interest in regulating extreme and abusive 

pricing behavior in this context, there is no good justification at all for barring 

terminally ill patients with no other options from using their own private resources 

to offer drug sponsors a reasonable profit.   

Arguably, financial regulation of this type might be governed not by the 

“narrowly tailored to a compelling state interest” standard but instead by the 

“undue burden” test set out by the plurality opinion in Casey.  The plurality 
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explained that “[n]umerous forms of state regulation might have the incidental 

effect of increasing the cost or decreasing the availability of medical care,” and 

that such incidental regulation violates the Due Process Clause only when it 

“imposes an undue burden” on a patient’s ability to exercise his or her fundamental 

rights.  Casey, 505 U.S. at 874.  If that standard applies here, the FDA’s cost-

recovery regulation unduly burdens the fundamental rights of terminally ill patients 

by making it impossible for them to offer any reasonable economic incentive for 

drug companies to participate in “treatment IND” programs.  Surely a State could 

not, for example, circumvent the Supreme Court’s holdings in Griswold and 

Eisenstadt by decreeing that contraceptives may not be sold at any price higher 

than cost—and thereby driving all of the for-profit manufacturers from the market. 

C. Authorizing Access For Terminally Ill Patients With No Other 
Options Will Not Harm The Clinical Trial Process 

Defendants have also suggested that a right of access to investigational 

medications could undermine the incentive for individuals to sign up for regular 

clinical trials.  That too is a red herring.  Appellants agree that the government has 

a compelling interest in protecting the clinical trial process, and that an available 

clinical trial for the treatment the patient hopes to pursue would qualify as an 

approved treatment option sufficient to dispel any constitutional right of access to 

the treatment outside of that framework.  That is true even if enrollment in the trial 
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would create some risk of receiving placebo.7  Appellants brought this lawsuit on 

behalf of patients who are unable to qualify for participation in clinical trials—

because they are too young or too old, because their disease is too far advanced, 

because they have tried another therapy, because their condition does not permit 

them to travel to a distant location for the trial, or simply because demand for 

places in the trial far outstripped the supply.  

 The FDA recognizes that treatment use of investigational drugs can coexist 

with the clinical trial process, and has framed a workable solution within the 

current treatment IND program.  21 C.F.R. § 312.34(b)(iii) provides that the FDA 

will only grant a treatment use protocol if the drug in question is under 

investigation in a controlled clinical trial.  See also 57 Fed. Reg. at 13,251-52 

(suggesting that the parallel track protocol could operate without compromising 

controlled trials).  Plaintiffs’ constitutional claim is even more cautious, because it 

presupposes an individual is unable to participate in the trial before gaining an 

outside right of access to the investigational drug.  In this way, any expanded 

access would run parallel to existing clinical trials and would not detract from 

scientific testing.  If anything, expanded access will likely provide a rich source of 

data on the drugs under investigation. 
                                                 
7 It is, however, rarely necessary to give sugar pills to cancer patients in order to 
establish a valid placebo control for a new drug trial.  It is generally known what 
happens to various cancers when untreated, and historical patient files can serve as 
controls if properly randomized. 
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 Finally, if this Court believes that further factual development on any of 

these empirical or policy questions is necessary to resolve the constitutional issues 

in this case, it should vacate the district court’s order and remand.  The record is 

essentially devoid of evidence on these matters because the district court granted 

defendants’ motion for summary judgment prior to any discovery.  The district 

court asserted that “the record contains solid evidence that the policy at issue is 

indeed rationally related to public health.”  Mem. Op. at 21 (JA 70).  But the 

district court relied only on unsworn, hearsay letters from the FDA and FDA 

employees to plaintiffs that were submitted by defendants.  Although it was 

appropriate for the district court to consider those letters as evidence of FDA’s 

state of mind when resolving disputed issues of jurisdictional fact under Rule 

12(b)(1), see Lipsman v. Sec’y of Army, 257 F. Supp. 2d 3, 6 (D.D.C. 2003), the 

district court plainly erred by relying on them in the context of a Rule 12(b)(6) 

motion.  The district court could not consider material outside the pleadings 

without converting the motion to dismiss into a motion for summary judgment, see 

Comm. in Solidarity with People of El Salvador v. Sessions, 929 F.2d 742, 745 

(D.C. Cir. 1991), and if used as evidence of the truth of the matters stated therein 

those letters are clearly inadmissible hearsay in any event. 
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CONCLUSION 

 For the foregoing reasons, plaintiffs respectfully urge this Court to reverse 

the district court’s Order granting defendants’ motion to dismiss and remand this 

case to the district court for consideration of plaintiffs’ claims on the merits, or, in 

the alternative, hold that plaintiffs’ cross-motion for summary judgment should 

have been granted. 
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