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SUMMARY OF ARGUMENT 

On the threshold issue, the government apparently concedes that this Court’s 

holding in Dronenburg v. Zech, 741 F.2d 1388 (D.C. Cir. 1984), is no longer the 

law.  It therefore retreats to arguing that the district court’s error was harmless 

because that court did not rely on Dronenburg for anything but mild platitudes 

urging “caution” in fundamental rights cases.  In fact, however, the district court 

plainly held that under Dronenburg it must reject plaintiffs’ claim unless the 

fundamental right they assert has already been “recognized” by a decision of this 

Court or of the U.S. Supreme Court that is “directly on point.”  That holding is 

clearly incorrect, and is sufficient grounds for remand. 

On the merits, the government’s brief is almost entirely devoted to spurious 

waiver arguments and to knocking down a straw man.  Plaintiffs have never 

suggested that there is a general constitutional right of “access to unapproved 

drugs.”  Plaintiffs have argued for a narrow, carefully limited right of terminally ill 

patients with no approved treatment options to decide for themselves whether to 

take drugs that are currently in clinical trials—i.e., drugs that the FDA has already 

approved as sufficiently safe for substantial human testing.  Virtually all of the 

government’s legal and policy arguments relate to completely unapproved drugs or 

to patients with other alternatives and are, therefore, misplaced here. 
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The government’s rhetoric about “unapproved drugs” seeks to obscure the 

remarkable modesty of plaintiffs’ actual claim.  The FDA obviously concedes that 

it is rational and appropriate for individual terminally ill patients to choose these 

investigational therapies, because the FDA in fact permits a great many patients—

those who can participate in the ongoing clinical trials—to make exactly that 

choice.  Plaintiffs contend only that those patients who cannot gain admission to 

the trials should be permitted to make that same choice, if they are terminally ill 

and have no other approved alternatives.  FDA also recognizes that “treatment use” 

of investigational drugs even outside of the clinical trials is often appropriate, 

particularly for terminally ill patients with no other options.    

The actual dispute in this case is simple, and narrow.  Whether an individual 

terminally ill patient who has exhausted her other treatment options should try a 

particular investigational therapy involves a difficult balancing of risks in the face 

of enormous uncertainty, as well as a profound philosophical decision about how 

she wishes to spend what may be the last days of her life.  Appellees believe that 

those patient-by-patient judgments should be made by government regulators.  

Plaintiffs believe that patients have a fundamental right to make that decision for 

themselves. 
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ARGUMENT 

I. THE DISTRICT COURT FAILED TO REACH THE MERITS OF 
APPELLANTS’ FUNDAMENTAL RIGHTS CLAIM  

As plaintiffs’ opening brief demonstrated, Dronenburg’s prohibition against 

extending the Supreme Court’ privacy jurisprudence to novel factual circumstances 

is inconsistent with intervening Supreme Court precedent.  Apparently the 

government does not disagree, since its brief makes no effort to defend the district 

court’s reliance on Dronenburg, or the holding of that case, on the merits.  

Appellees’ Brief at 28-30.  Instead, appellees attempt to downplay the district 

court’s reliance on Dronenburg, claiming that the district court actually undertook 

a full analysis of plaintiffs’ fundamental rights argument.  Id. at 29.  That is an 

implausible and mistaken reading of the district court’s opinion. 

First, the district court did not, as appellees argue, rely on Dronenburg 

“merely for the incontrovertible principle that courts must exercise caution in 

applying the substantive due process clause.”  Id.  Dronenburg squarely held that 

lower courts cannot recognize the existence of a fundamental right in novel factual 

circumstances unless 1) the Supreme Court has already found the existence of such 

a right in those circumstances, or 2) there is a sufficiently concrete principle that 

explains the Supreme Court precedent and “is capable of extrapolation to new 

claims not previously decided.”  Dronenburg, 741 F.2d at 1395-96.  Dronenburg 

also clearly held that the “implicit in the concept of ordered liberty” analysis 
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already evident in the Supreme Court’s privacy cases was not “capable of 

extrapolation to new claims not previously decided.”  Id.  Dronenburg therefore 

purported to impose a far more severe restriction on lower courts in novel 

substantive due process cases than merely a suggestion that courts “exercise 

caution.”  It held that the Supreme Court’s privacy cases contain no coherent rule 

of decision that the lower courts can apply—and that therefore no lower court 

should extend those precedents beyond the narrow holdings of the Supreme Court 

cases themselves.   

It was that rigid requirement, not mere cautionary rhetoric, that the district 

court followed.1  The district court’s opinion leaves no doubt that it understood 

Dronenburg as a blanket ban on lower courts extending the Supreme Court’s 

privacy jurisprudence to novel factual settings.  After noting that Dronenburg 

“admonished lower courts against creating ‘new constitutional rights’ without 

‘guidance from the Constitution or . . . from articulated Supreme Court principle,” 

the court held that it was “telling that the plaintiffs rely on cases they consider to 

be analogous, rather than citing any cases directly on point.”  Mem. Op. at 16-17 

(JA 66-67).  Deeming the right asserted by plaintiffs to be “novel,” the court 
                                                 
1 If the district court meant solely that courts should use “caution” in expanding 
fundamental rights, it could have relied on any of the myriad opinions espousing 
that principle, without invoking the much more controversial holding in 
Dronenburg.  See, e.g., Washington v. Glucksberg, 521 U.S. 702, 720 (1997); 
Smith v. United States, 277 F. Supp. 2d 100, 105 n.3 (D.D.C. 2003); Butera v. 
District of Columbia, 235 F.3d 637, 651 (D.C. Cir. 2001). 
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concluded that “no court whose authority binds this court has ever extended the 

due process clause to cover a terminally ill patient’s right to receive medical 

treatment.”  Id. 

At no point during its analysis did the district court “examine[] whether the 

alleged interest was a fundamental right,” Appellees’ Br. at 29, on the merits under 

the test explained by the Supreme Court in Glucksberg: whether “the carefully 

described liberty interest is ‘deeply rooted in this Nation’s history and tradition’ 

and ‘implicit in the concept of ordered liberty such that neither liberty nor justice 

would exist if they were sacrificed.”  Id. at 16 (quoting Washington v. Glucksberg 

521 U.S. 702, 721 (1997) (internal citations omitted)).  Instead the district court 

simply held that the already-decided Supreme Court cases did not answer this 

question.  “[P]laintiffs have overstated the holdings of Glucksberg, Cruzan, and 

Griswold too broadly in their attempt to apply the privacy and liberty rights to the 

instant case.”  Mem. Opp. at 19 (JA 68).  Concluding that “an affirmative right of 

access to medical treatment . . . neither flows naturally from the holdings in 

Glucksberg and Cruzan nor has been recognized by higher courts in this context,” 

the court dismissed plaintiffs’ fundamental right arguments and moved on to a 

rational basis analysis of the FDA’s rules.  Id.  A fair reading of the decision shows 

that the court’s limited analysis of liberty interests and tradition was done solely as 

part of its search for a right “recognized” in a D.C. Circuit or Supreme Court case 
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“directly on point” under the restrictive methodology required by Dronenburg.  

See Mem. Opp. at 16-19 (JA 65-68).  As the court succinctly stated, it dismissed 

appellants’ claims because “plaintiffs fail to state a recognized due process claim,” 

not because it fully evaluated appellants’ claim and found that there is no 

fundamental right of the terminally ill to receive investigational drugs.  Id. at 16 

(JA 65). 

This Court should clarify that Dronenburg is no longer the law of this 

Circuit in light of intervening Supreme Court precedent, see Appellants’ Br. at 20-

27, and remand for consideration of plaintiffs’ constitutional claims under the 

criteria articulated in Glucksberg. 

II. TERMINALLY ILL PATIENTS WITH NO APPROVED 
TREATMENT OPTIONS HAVE A FUNDAMENTAL RIGHT TO 
DECIDE FOR THEMSELVES WHETHER TO ATTEMPT A 
TREATMENT THAT HAS BEEN APPROVED FOR SUBSTANTIAL 
HUMAN TESTING 

A. Appellees Mischaracterize The Fundamental Right At Stake In 
This Case 

In their opening brief, plaintiffs explained that they are asking this Court to 

recognize only a narrow, specifically-defined fundamental right—the right of 

terminally ill patients with no approved treatment options to choose for themselves 

whether to take investigational drugs that the FDA has already approved as 



 

7 

sufficiently safe for substantial human testing,2 but that have not yet been proven 

safe and effective to FDA’s satisfaction for purposes of full marketing approval.  

Appellants argued that this fundamental right is consistent with the core freedoms 

and historical traditions of American society.  Instead of responding on the merits, 

the government simply accuses plaintiffs of asserting a vastly broader universal 

right of “access to unapproved drugs.”  Appellees’ Brief at 19.  That is a straw 

man.   

Remarkably, the government chides plaintiffs for describing the rights at 

stake here at a level of generality “too general and vague for the fundamental rights 

analysis,” Appellees’ Br. at 17, but then spends most of its own brief ignoring the 

quite specific right actually claimed by plaintiffs and attacking a broad, and 

irrelevant, mischaracterization of plaintiffs’ position. 

The government argues that plaintiffs’ actual, carefully limited constitutional 

argument is somehow illegitimate because “[a]ppellants fail to explain . . . what 

principle of constitutional law allows them to draw these distinctions.”  Appellees’ 

Br. at 27.  But of course the government itself pointed out that applying 

fundamental rights analysis in novel circumstances requires a “careful description” 

                                                 
2 The government’s brief concedes that the drugs in question are currently in 
clinical trials involving “usually no more than several hundred” human subjects.  
Appellees’ Br. at 5 
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of the liberty interest at issue, at a very specific level of generality.  Id. at 17.  That 

is precisely what plaintiffs have done. 

Cautious, narrowly constructed rights are evident in many, if not all, of the 

Supreme Court’s privacy decisions.  There is no fundamental right to raise your 

children without any education, but there is a fundamental right to educate them in 

a private rather than public school if you choose.  See, e.g., Pierce v. Soc’y of 

Sisters, 268 U.S. 510 (1925).  The government can regulate the distribution of 

pornography outside the home, but not the possession of pornography inside it.  

Stanley v. Georgia, 394 U.S. 557 (1969).  The Court has stated that there is a 

fundamental right of access to drugs or devices that prevent pregnancy by 

thwarting conception, Eisenstadt v. Baird, 405 U.S. 438 (1972), but the right of 

access to drugs or devices that will terminate a pregnancy once it has begun is 

subject to myriad limitations and qualifications. 

All of these cases reflect that constitutional rights, even fundamental ones, 

frequently exist right next door to contexts in which state regulation is legitimate 

and appropriate.  Plaintiffs have taken Glucksberg’s requirement of a “careful 

description” to heart and, we believe, have asserted a cautious fundamental rights 

claim that pays appropriate respect to the competing state interests in this area.3 

                                                 
3 Of course the fundamental right at stake here could be framed more 
expansively—such as a right to liberty in end-of-life medical decision-making.  
That would require the courts to apply the strict scrutiny test to a broader range of 
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B. The Right Asserted By Plaintiffs Implicates Core Freedoms And 
Is Implicit In The Concept Of Ordered Liberty 

Plaintiffs’ opening brief explained that denying terminally ill patients with 

no approved treatment options the right to decide for themselves whether to take an 

investigational drug that is already approved for human clinical trials is an affront 

to those patients’ basic liberty and right to define the meaning and purpose of their 

own lives.  Although the Supreme Court has not yet confronted this question, it has 

repeatedly recognized that individuals have a fundamental right to make a number 

of personal medical decisions.  See, e.g., Griswold v. Connecticut, 381 U.S. 479 

(1965); Eisenstadt v. Baird, 405 U.S. 438 (1972); Cruzan v. Director, Mo. Dep’t of 

Health, 497 U.S. 261 (1990).   

The Supreme Court pointed out 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-sustaining medical treatment.”  497 U.S. at 

281.  And while Glucksberg rejected the premise that all life and death decisions 

are constitutionally protected, it did so with an eye toward protecting the terminally 

ill and preserving life.  See Glucksberg, 521 U.S. at 732.  In fact, the Court rejected 

                                                                                                                                                             
laws and regulations in subsequent cases.  In this case, however, the basic question 
would remain the same: whether FDA regulations and policies with respect to 
investigational drugs are narrowly tailored to any compelling state interest, as 
applied to terminally ill patients with no approved treatment options. 
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a fundamental right to assisted suicide in Glucksberg in large part because of its 

(and our society’s) deep respect for the lives of the terminally ill.  See id. (“The 

State’s assisted-suicide ban reflects and reinforces its policy that the lives of 

terminally ill, disabled, and elderly people must be no less valued than the lives of 

the young and healthy . . . .”).  Glucksberg held that the government has an 

“‘unqualified interest in the preservation of human life.’”  Id. at 728 (quoting 

Cruzan, 497 U.S. at 282).  Against that backdrop, it simply makes no sense to say 

that all patients have a fundamental right to refuse potentially effective treatment 

(including nutrition and hydration) and die, but that the terminally ill have no 

fundamental right to fight for their last chance at life by undergoing an 

investigational treatment.  

The government attempts to distinguish Cruzan on the ground that 

involuntary medical treatment is “aggressively intrusive” and would have been a 

“battery” at common law, whereas “[t]he requirement that drugs be federally 

approved has never been a battery and is not an intrusive imposition.”  Appellees’ 

Br. at 21.  That reasoning is flawed in several ways.  First, although Cruzan did 

rely on the common law of informed consent and battery, the general principles 

underlying those doctrines also support plaintiffs’ position in this case.  The 

Supreme Court in Cruzan quoted its own observation more than a century ago that 

“‘[n]o right is held more sacred, or is more carefully guarded, by the common law, 
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than the right of every individual to the possession and control of his own person, 

free from all restraint or interference of others, unless by clear and unquestionable 

authority of law.’”  Cruzan, 497 U.S. at 342 n.14 (quoting Union Pac. R. Co. v. 

Botsford, 141 U.S. 250, 251 (1891)).  It also quoted with approval Justice 

Cardozo’s statement for the New York Court of Appeals that “‘every human being 

of adult years and sound mind has a right to determine what shall be done with his 

own body . . . .”  Id. at 305 n.5 (quoting Schloendorff v. Soc’y of N.Y. Hosp., 105 

N.E. 92, 94 (N.Y. 1914), overruled on other grounds by Bing v. Thunig, 143 

N.E.2d 3 (N.Y. 1957)).  Plaintiffs similarly seek nothing more than the basic right 

“to determine what shall be done with [their] own bod[ies],” free from 

governmental restraint or interference. 

Second, the government’s suggestion that the FDA policies challenged here 

do not involve any “battery” or “intrusive imposition” is simply inaccurate.  Like 

all coercive laws and regulations, the FDA’s prohibitions in this area are ultimately 

backed up by a threat of physical force.  Laws and regulations threatening criminal 

prosecution for a consensual economic transaction are “aggressively intrusive” 

government action, and do threaten a battery if the regulated party does not 

comply.  Appellees try hard to convey the impression that plaintiffs seek 

“affirmative” governmental assistance of some kind, but plaintiffs are asking for 

nothing more than to be left alone.   
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Third, the fact that plaintiffs seek an “exception” to current FDA policies4 

“as a matter of constitutional right” does not distinguish their claim from Cruzan or 

from any of the Supreme Court’s other medical privacy cases.  Appellees’ Br. at 

21-22.  The “right to refuse treatment” cases discussed approvingly by the 

Supreme Court in Cruzan also involved claims by patients for an exception, as a 

matter of constitutional right, to otherwise valid state laws or policies requiring 

life-sustaining treatment.  See Cruzan, 497 U.S. at 270.  And of course that is also 

precisely what the Court recognized in Griswold and Eisenstadt—an exception, as 

a matter of constitutional right, to otherwise valid state law prohibitions against the 

sale of particular medications and medical devices.  

The government simply fails to square its position with the fact that the 

Supreme Court has recognized the existence of a broad range of fundamental rights 

in circumstances much less compelling than these—including fundamental rights 

for individuals to decide for themselves whom to marry, how their children will be 

raised and in what language they will be educated, whether to possess and view 
                                                 
4 The government’s suggestion that plaintiffs seek an “exception to the new-drug 
approval requirements of the [Food, Drug, and Cosmetic Act]” is inaccurate.  
Appellees’ Br. at 21-22.  FDA practice and the government’s own brief make it 
clear that the FDCA exception for “investigational” drugs is broad enough to 
encompass the relief plaintiffs seek.  (Indeed, for full marketing approval, the 
statute requires only “substantial evidence” of efficacy, defined as “adequate and 
well-controlled investigations, including clinical investigations,” 21 U.S.C. 
§ 355(d) – a standard that could be met by many drugs deemed investigational.)  
Plaintiffs’ disagreement is with current FDA regulations and policies, not with the 
language of the FDCA itself. 
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pornography in the home, whether to use contraception, and whether to engage in 

private sexual relationships contrary to criminal statutes.  Appellant’s Br. at 25 

(collecting cases).   

Instead, the government merely declares that although end-of-life medical 

decisions “are profoundly significant at a personal level,” they do not “implicate 

the same type of core freedoms” as marriage, parenting, contraception, or sex.  

Appellees’ Br. at 20.  That is assertion, not analysis.  As plaintiffs explained in 

their opening brief (at 28-34), the Supreme Court has previously recognized rights 

relating to sex and parenting as “fundamental” because those issues are central to 

an individual’s ability to define the meaning and purpose of their own lives.  How 

an individual chooses to face the prospect of imminent death is at least as 

important to his conception of himself and the meaning of a well-lived life as who 

he chooses to sleep with, or whether his children are taught German.   

Appellees attempt to trivialize these life-or-death decisions by portraying 

them merely as questions of “access” to a “commercial good.”  Appellees’ Brief at 

19.  But contraceptives are also “commercial good[s]” sold at pharmacies and 

generally subject to government regulation; nonetheless the Supreme Court had no 

difficulty recognizing that the basic individual right to decide whether and when to 

have a child implied a right of “access” to those commercial goods.  See 

Eisenstadt, 405 U.S. at 453 (“If the right to privacy means anything, it is the right 
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of the individual, married or single, to be free from unwarranted government 

intrusion into matters so fundamentally affecting a person as the decision whether 

to bear or begat a child.”)  Just like the right to purchase contraceptives recognized 

in Griswold and Eisenstadt, the liberty of terminally ill patients with no other 

treatment options to purchase investigational drugs is part and parcel of the 

exercise of a fundamental right.   

C. The Case Law Cited By The Government Is Not Relevant To The 
Fundamental Right Asserted by Plaintiffs 

The government’s discussion of the case law persists in mischaracterizing 

plaintiffs’ claim as seeking a broad “fundamental right to unapproved drugs” in all 

circumstances.  Of course the government is correct that prior cases have rejected 

any such expansive claim, and rightly so.  Those prior cases do not, however, 

reject or even consider the narrow right actually asserted by plaintiffs here. 

Contrary to the government’s argument, the Tenth Circuit’s decision in 

Rutherford v. United States, 616 F.2d 455 (10th Cir. 1980), is neither “squarely on 

point” nor persuasive.  First, the factual situation in Rutherford is far afield from 

the issue posed by this case.  The plaintiffs in Rutherford sought access to a drug, 

laetrile, that had not cleared the basic Phase I safety hurdle, was not approved even 

for investigational human testing, and was not in ongoing clinical trials.  See 

United States v. Rutherford, 442 U.S. 544, 549-50 (1979).  As far as the FDA was 

concerned, laetrile might as well have been rat poison.  The Rutherford plaintiffs 
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therefore sought (and initially obtained from the district court and the Tenth 

Circuit) a holding so broad that it would have “den[ied] the Commissioner’s 

authority over all drugs, however toxic or ineffectual, for [terminally ill patients].”  

Rutherford, 442 U.S. at 557-58.   

By contrast, plaintiffs here seek only a right of access to drugs that have 

cleared Phase I trials, and that even the FDA concedes are safe enough to be tested 

in substantial numbers of human subjects—as many as several hundred, by the 

government’s own estimation.  Appellees’ Br. at 5.  Indeed, the FDA is perfectly 

happy for patients to have “access” to the medications at issue in this case, if they 

win a spot in the ongoing clinical trial.  But in most circumstances a patient’s 

failure to gain access to a trial has nothing to do with whether the drug is likely to 

be safe for them, or likely to be effective in treating their condition.  Many 

terminally ill patients with no approved options cannot participate in the relevant 

clinical trials because they are unable to travel to wherever it is being conducted, 

because they have some personal characteristic (such as being too young, or too 

sick, or having been treated with some other drug previously) that would 

complicate the data ultimately produced by the trial, or simply because the trial is 

too small.  Plaintiffs simply seek the same right to choose that the FDA itself is 

simultaneously giving to the hundreds of patients lucky enough to qualify for the 

clinical trial.  The FDA review and Phase I approval already received by these 
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drugs distinguishes them fundamentally from the completely “unapproved” drugs 

at issue in Rutherford and in most of the other cases cited by the government. 

Second, it was undisputed in Rutherford that the patients in question did 

have other treatment alternatives that had received FDA approval and had solid 

scientific support.  The Supreme Court reasoned that “if an individual suffering 

from a potentially fatal disease rejects conventional therapy in favor of a drug with 

no demonstrable curative properties, the consequences can be irreversible.”  

Rutherford, 442 U.S. at 556.  But it was careful to note that its holding would not 

“foreclose all resort to experimental cancer drugs by patients for whom 

conventional therapy is unavailing,” because of the statutory exception for 

investigational use.  Id. at 558 (emphasis added).  When the Tenth Circuit on 

remand rejected the Rutherford plaintiffs’ constitutional arguments, it was against 

the backdrop that those patients were refusing effective conventional therapy. 

Finally, to the extent it is relevant at all, the Tenth Circuit’s opinion in 

Rutherford is unpersuasive.  The court rejected the claim in that case simply on the 

ground that “selection of a particular treatment, or at least a medication, is within 

the area of governmental interest in protecting public health.”  Rutherford v. 

United States, 616 F.2d 455, 457 (10th Cir. 1980).  The fact that a regulation is 

“within the area of governmental interest in protecting public health” does not 



 

17 

remotely establish that it does not infringe on fundamental rights under the 

Glucksberg test. 

D. Historical Tradition Favors Permitting Terminally Ill Patients To 
Decide For Themselves In These Circumstances  

 The government responds to plaintiffs’ discussion of the historical 

background of drug regulation with a spurious waiver argument, and by claiming 

that there is a deeply rooted historical tradition favoring the policies challenged 

here because the original Federal Food and Drugs Act was passed in 1906.  Neither 

argument is persuasive. 

First, the government asserts that plaintiffs waived or conceded any 

argument based on historical tradition by not presenting the issue to the district 

court.  That is incorrect.  Plaintiffs have consistently argued that the relevant 

historical tradition favored their position.  Plaintiffs pointed out to the district 

court, for example, that “the Nation’s longstanding legal tradition has been to 

attempt to preserve life—through proscriptions against suicide, through severe 

penalties on intentional homicide.  The constitutional claim presented here is fully 

consistent with that tradition.”  Pls.’ Cross-Mot. at 10.  Plaintiffs further argued 

that “the FDA itself has long made investigational drugs available to patients 

outside the setting of clinical trials through limited compassionate use and 

expanded access programs.”  Pls.’ Cross-Mot. at 9.  That point was also made in 

the original complaint.  Complaint ¶ 15 (JA 9).  Indeed, the district recognized that 
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plaintiffs had made a historical tradition argument.  After citing Glucksberg’s 

requirement that protected fundamental rights must be deeply rooted in our history 

and traditions, the court noted that “[t]he plaintiffs argue that their case involves 

such a historically recognized right . . . .”  Mem. Op. at 18 (JA 67). 

The government cites a litany of cases for the uncontroversial proposition 

that “‘issues and legal theories not asserted at the District Court level ordinarily 

will not be heard on appeal.’”  Appellees’ Br. at 18 (quoting United States ex rel. 

Totten v. Bombardier Corp., 380 F.3d 488, 497 (D.C. Cir. 2004)).  But there is no 

question that plaintiffs preserved the relevant “issue” (whether historical tradition 

favors they right they assert) and “legal theory” (substantive due process privacy 

analysis under Glucksberg) in question here.  Plaintiffs clearly presented a due 

process argument based in part on historical tradition to the district court, and the 

court in fact addressed that argument. 

The government’s actual complaint is that plaintiffs have now made a more 

fully developed and elaborate argument in favor of their position on that issue, 

including citations to “publications” that were not cited to the district court.  

Appellees’ Br. at 18.  That is irrelevant.  Counsel “will often present the same 

basic argument in a more polished and imaginative form . . . but that . . . is not the 

same thing as presenting a new argument on appeal.”  Southwestern Bell Tel. Co. 

v. FCC, 100 F.3d 1004, 1007-08 (D.C. Cir. 1996).  Plaintiffs are entitled to offer 
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new grounds and new legal authority for the position that they advanced before the 

district court.  For example, in United States v. Rapone, 131 F.3d 188 (D.C. Cir. 

1997), the defendant failed to cite the relevant statute giving him a right to jury 

trial to the district court, but this Court held that the issue was not waived because 

the defendant had consistently argued that he was entitled to a jury trial on 

different (constitutional) grounds.  This Court explained that “Rapone is not 

attempting to raise the issue of a jury trial for the first time on appeal.  Rather, he 

simply offers new legal authority for the position that he repeatedly advanced 

before the district court—that he was entitled to have his case tried before a jury.”  

Rapone, 131 F.3d at 196.  Plaintiffs’ discussion of the relevant history in their 

opening brief to this Court was more extensive than in their opposition to 

defendants’ motion to dismiss below, but litigants are entitled to make new points 

and cite new authorities on appeal.  In this case, plaintiffs are “not seeking to 

advance a new argument on appeal, but rather to give more emphasis to an 

argument previously made.”  United States v. Johnson, 561 F.2d 832, 855 n.5 

(D.C. Cir. 1977) (citing Anderson v. United States, 417 U.S. 211, 211 n.5 (1973)).  

The government also suggests that plaintiffs conceded the historical tradition 

issue by arguing, in the context of ripeness and finality, that the FDA rules 

challenged here are a “longstanding policy.” Appellees’ Br. at 17 (quoting JA 67).  

That has no merit.  Plaintiffs simply argued—and the district court agreed—that 
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for ripeness purposes it was perfectly clear that the challenged rules are settled 

FDA policy.  The fact that there was no reason to delay this litigation in order to 

give the FDA a chance to make up its mind is not remotely equivalent to a holding 

or concession that the FDA’s policy is a longstanding historical tradition for 

constitutional purposes, within the meaning of Glucksberg and related cases. 

 Second, on the merits of the historical tradition issue the government again 

violates the “careful description” requirement of Glucksberg by evading the 

precise question at stake.  The government argues that the FDA has had some 

authority over drugs for nearly a century.  But the FDA’s statutory authority to 

review the basic safety and toxicity of drugs under the original 1906 Act is 

irrelevant.  The relevant question is whether historical tradition favors allowing 

terminally ill patients with no approved treatment options to decide for themselves 

whether to take drugs that have been approved as safe enough for human testing, 

but have not yet been shown to be safe and effective enough for full marketing 

approval in the eyes of government regulators. 

Contrary to the government’s assertions, regulation of that nature has a short 

and unremarkable historical pedigree.  FDA did not receive the authority to review 

the effectiveness of new drugs at all until the 1960s.  That the FDA’s authority to 

regulate drugs for effectiveness is of “relatively recent vintage” seriously undercuts 
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the government’s argument that such regulation is part of this country’s deeply 

rooted tradition.  Roe v. Wade, 410 U.S. 113, 129 (1973).   

Plaintiffs’ opening brief also demonstrated that even today the FDA still has 

never articulated or enforced any consistent policy of denying investigational drugs 

to terminally ill patients purely on effectiveness grounds.  Appellants’ Br. at 34-39.  

The FDA’s claim that historical tradition favors waiting for proof of effectiveness, 

even when the patient is terminally ill and has no other options, is seriously 

undermined by the FDA’s frequent willingness to grant discretionary exceptions 

for such patients.  The existence of laws and regulations that infringe on claimed 

rights can only inform the substantive due process inquiry if they are actually 

enforced and respected.   

The government cites Lawrence v. Texas, 539 U.S. 558 (2003), for example, 

for the proposition that “recent history is the most relevant to this inquiry.”  

Appellees’ Br. at 19 n.8.  But in Lawrence itself the Supreme Court rejected 

Texas’s argument that the historical tradition of the country supported anti-sodomy 

laws because the states rarely, if ever, enforced those laws against consenting 

adults.  See Lawrence, 539 U.S. at 569.  The government’s own brief argues that 

FDA has “exercise[d] the broadest flexibility in applying the statutory standards” 

for “therapies intended to treat persons with life-threatening and severely-

debilitating illnesses, especially where no satisfactory alternative therapy exists.”  
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Appellees’ Br. at 7 (quoting 21 C.F.R. § 312.80).  And it concedes that FDA can 

and does grant “treatment IND” requests filed on behalf of individual patients by 

their physicians and also “emergency use” requests, which “may be granted by 

telephone prior to submission of an IND” for “patients who are desperately ill and 

have exhausted all options.”  Appellees’ Br. at 8-9 (emphasis added) (citing 21 

C.F.R. § 312.36).  A separate approval track makes drugs available after the 

completion of Phase 1 clinical trials to AIDS patients with no other treatment 

options, although it is limited to HIV-related diseases.  See Appellants’ Br. at 38.   

The only “tradition” evident in the FDA’s modern practice is the retention of 

ad hoc and unreviewable discretion in government regulators to grant or deny 

requests for investigational drugs by terminally ill patients on a disease-by-disease 

and even patient-by-patient basis. 

III. FDA POLICIES AND REGULATIONS CONCERNING 
TERMINALLY ILL PATIENTS WITH NO APPROVED 
TREATMENT OPTIONS ARE NOT NARROWLY TAILORED TO 
ANY COMPELLING STATE INTEREST 

 As plaintiffs explained in their opening brief, as applied to terminally ill 

patients with no approved treatment options the FDA’s restrictions on 

investigational drugs are not narrowly tailored to any compelling state interest.  

The government never disagrees.  Indeed, if its own strict view of appellate waiver 

is applied it has now waived the narrow tailoring issue entirely.  See Appellees’ Br. 

at 30-31.  Instead the government argues that FDA policy survives minimal 
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rational basis review.  That test does not apply here.  When fundamental rights are 

involved, the standard is either strict scrutiny or, arguably, the “undue burden” test 

outlined in cases like Casey.  See Appellants’ Br. at 50-51.  To the extent that the 

government’s policy arguments under rational basis would be relevant under the 

appropriate standard, they are unpersuasive. 

First, the government argues that the policy judgments challenged here were 

made by Congress in the governing statutes, rather than by FDA in its regulations 

and policies.  Appellees’ Br. at 31-32.  That distinction is only marginally relevant 

in a constitutional case, but in any event the government is plainly incorrect.  As it 

concedes, the FDCA leaves FDA very wide discretion to determine the appropriate 

uses of investigational drugs—broad enough to authorize the current “treatment 

IND” and “emergency use” programs, for example.  The government makes no 

serious argument that the FDCA would not permit the agency to grant plaintiffs the 

relief they seek. 

 Second, the government asserts that “restrictions on access to unapproved 

drugs, as embodied in both the FDCA and FDA regulations, serve the legitimate 

governmental interest in protecting public health.”  Appellees’ Brief at 33.  But 

while the FDA certainly has a legitimate (and indeed, in some contexts, 

compelling) governmental interest in protecting public health, that interest is 

almost completely absent in the case of terminally ill patients who have exhausted 
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all forms of treatment and have no other alternative.  The government quotes the 

Supreme Court’s opinion in Rutherford for the proposition that “there is a special 

sense in which the relationship between drug effectiveness and safety has meaning 

in the context of incurable illnesses.”  Appellees’ Br. at 33-34.  But the government 

tellingly omits the next sentence in which the Court explained its actual reasoning: 

“if an individual suffering from a potentially fatal disease rejects conventional 

therapy in favor of a drug with no demonstrable curative properties, the 

consequences can be irreversible.”  Rutherford, 442 U.S. at 556 (emphasis added).  

This case is about patients who have tried the approved therapies available to them 

with no success and will soon die of their diseases.  Denying them the right to fight 

for their last chance at life out of concern for their “health” is perverse, and 

certainly not a compelling government interest. 

 Third, the government suggests that the modest expansion of existing 

practice sought by plaintiffs would inspire a “‘cottage industry existing solely to 

provide potential panaceas to highly vulnerable patients.’”  Appellees’ Br. at 34 

(quoting Cowen v. United States, 5 F. Supp. 2d 1235, 1242 (N.D. Okla. 1998)).  

That is not plausible.  FDA’s own “treatment IND” and “emergency use” programs 

have not had that effect.  The relief plaintiffs seek would not and could not lead to 

the widespread marketing of quack medicines, given FDA’s authority over 

investigational drugs.  Plaintiffs seek only the right to purchase drugs that have 
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completed Phase I testing and have been approved by the FDA for substantial 

clinical trials in human subjects.  And when a patient’s life and fundamental right 

to shape his or her own response to looming mortality are at stake, the 

government’s consumer protection concerns are far from compelling in any event. 

 The government also suggests that permitting manufacturers to earn a profit 

“could potentially lead to excessive prices by companies taking advantages of the 

seriously ill.”  Appellees’ Br. at 36.  That is another straw man.  Plaintiffs have 

recognized that there might be a compelling interest in regulating truly exploitative 

pricing.  Appellants’ Br. at 50.  But that possibility does not remotely justify the 

FDA’s current policy barring any profit whatsoever. 

 Finally, allowing terminally ill patients access to investigational drugs will 

not harm the clinical trial system.  The district court expressed concern that FDA 

has had difficulty obtaining studies of drugs after their general release to the 

market.  See Appellees’ Brief at 35.  That concern is not valid in this case because 

plaintiffs have never suggested that these medications be approved for general 

release into the marketplace prior to the completion of the full FDA-mandated trial 

process.  The right they claim would extend only to terminally ill patients who 

have no approved alternatives and are not able to participate in the clinical trials.  

(Patients who are able to participate in the clinical trials have an approved 

alternative—the trial—and hence no compelling constitutional claim.)  Limited 
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that way, the relief they seek could not and will not interfere with the clinical trial 

process.  See Appellants’ Br. at 51-52. 

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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