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|. INTRODUCTION

At age twenty-one, Abigail Kathleen Burroughs mdate usually reserved for
aged men who have spent much of their lives dripkind smoking. Diagnosed

" To Professor Stepehen W. Gard. Your encouragearehsupport inspired me toward
excellence. Thank you for pushing me to write jaste more draft.”

To the memory of Abigail Kathleen Burroughs andthe Abigail Alliance for Better
Access to Developmental Drugs. Your struggle haged me.

To mi madre who has patiently withnessed my growth and suffelee pain of a mother
and the joy of a parent. Without you, | am not nhéhank you every day. To my fathet,
toro, who worked through life with his head down buv@rlow. Your quiet dignity and your
silent example continue to guide me toward persodhmanhood, angaternidad To my
maternal grandmother, Emilia, who resides in thenomées of the ancestors and therefore is
never still but moves in the darkness of my remembe and has become my light. To all of
those inmi familiawho sometimes doubted but did not lose faith.

Thank you.
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with cancer at age nineteen, Abigail battled theasgous cell carcinoma that
invaded her body even as she struggled to maih&icharacteristic optimisfn.

Abigail struggled with more than her illness, howeV In the last years of her
life, Abigail and her family also wrestled with Fedband Drug Administration (FDA)
regulations that denied her access to medicatiaincthuld have saved her IifeThe
policy at issue was the FDA'’s practice of progresdiesting, which requires that
experimental drugs pass at least three testingeghbsfore the FDA will grant
approval for commercial marketing and public acdesa drug. For Abigail, the
process proved too loffg. This policy denied her the experimental drudyifeix, a
cancer-fighting drug that Abigail's oncologist aled had a significant chance of
saving her life¢. Despite her doctor’s dedication and her famitésitinuing support,
Abigail died in 2001—just two years after being ghiased with the fast-moving
cancer

Following Abigail's death, her father, Frank Burghs, founded the\bigail
Alliance for Better Access to Developmental Dr@dbigail Alliance) which has
dedicated itself to removing the “regulatory bamsieurrently preventing seriously ill
patients from gaining access” to potentially lifesg drugs® Toward that end, the
Abigail Alliance filed suit against the Secretarf/tbhe Department of Health and
Human Services and the FDA Commissioner, seekingnjoin enforcement of the
ban on Phase | experimental ditighat have been “deemed sufficiently safe for
substantial human testing, but [have] not yet pnoi@ be safe and effective [for
commercial marketing]*®

On August 30, 2007, the D.C. Circuit dealt the AdiliAlliance a harsh blow
when it held inAbigail v. von Eschenbacthat terminally ill patients, such as
Abigail, have no constitutional right of accessdimgs that have not been proven

! SeeSue KovachThe Abigail Alliance: Motivated by Tragic Circumstes, Families
Battle an Uncaring Bureaucracyin LIFE EXTENSION 26 (Special Ed. 2007)available
at http://abigail-alliance.org/LEMSEPQ7pAbigailLR.pdf

21d. at 26.
%1d. at 26-28.
41d. at 26

5 SeeAbigail Alliance v. von Eschenbach, 495 F.3d 6988 §D.C. Cir. 2007)cert.
denied128 S.Ct. 1069 (2008%ee alsoAbigail Alliance v. von Eschenbach, 445 F.3d 470,
474 (D.C. Cir. 2006).

6 SeeKovach,supranote 1, at 26-27.
"1d. at 26.

®1d.

°1d.

191d. at 25.

11 see Abigail Alliance445 F.3d at 473-474gv'd en banc 495 F.3d 695 (D.C. Cir.
2007).

12 SeeAbigail Alliance 445 F.3d at 473, 486 (quoting FDA counsel’'s arguments that
“[i]t takes approximately one year to conduct Phiassting”).



2008] DYING TO WAIT: HOW THE ABIGAIL COURT GOT IT WRONG 55

safe and effective by the FD'A. Consequently, seriously ill patients seeking asce
to experimental drugs must either fit the FDA'sirgient qualifications for
experimental trials or wait for the drug to make iwvay through the FDA’s
burdensome approval procéés. For people, like Abigail, who are denied
participation in experimental studi&s, the typical seven-year wait will end in a
death made all the more bitter by the knowledge tiva FDA withheld access to
potentially life-saving medicationt§. That the FDA eventually approved the very
experimental drug Abigail sought to save her lifestrhave been bitter medicine for
her friends and family’

This paper will argue that the D.C. Circuit's démisin Abigail rested on faulty
conclusions. Specifically, th&bigail court’s cursory examination of the history of
drug® regulation in the United States resulted in a hmasacterization of our
nation’s traditional attitude toward individual &ss to medicines. A close
examination of the history of pharmacology in thisuntry reveals the true
tradition—a society accustomed to self-medicating which implicitly assumed the
government could not interfere with its personalich to take certain medicatiotfs.

Section Il of this paper examines the holding Abigail with reference to
Washington v. Glucksbef§,which set out the test for determining whether a

13 See Abigail Alliance495 F.3d at 697. Thabigail court also rejected the Abigail
Alliance’s arguments that application of the FDAligies is an intentional tort because it
prevents a third party from rendering necessarytaigtrminally ill patients and furthermore
ruled that the common law doctrines of necessity saif-defense do not support the Abigail
Alliance’s claim of a fundamental right of accedd.

14 SeeKovach,supranote 1, at 27.

15 Sue Kovach writes that although the FDA was testite efficacy of Erbitux in battling
the type of cancer cells invading Abigail's bodyetFDA denied her access to the
experimental trials because those trials were desigo treat colon cancerSeeKovach,
supranote 1, at 27.Because Abigail's cancer was located in her heatlratk, the FDA
considered her case irrelevant to the study.

16 SeeAbigail Alliance 495 F.3d at 698 (noting that the “testing prodesan extremely
lengthy one, requiring nearly seven years for trexage experimental drug”).

17 SeeAndrew Pollack,Court Rejects Patient Right to Use Drugs Being dasi.Y.
TiMES, Aug. 8, 2007, at Al12.

18 The 1828 edition of Webster's American Dictionafythe English Language defines
“drug” as “[tlhe general name of substances usednédicine, sold by the druggist, and
compounded by apothecaries and physicians; anytades vegetable, animal or mineral,
which is used in the composition or preparatiormefdicines.” Webster's 1828 Dictionary
CORNERSTONEBAPTIST TEMPLE, http://www.cbtministries.org/resources/webster1828. (last
visited Nov. 30, 2007).

19 Seeinfra Part Il1.

20 seeWashington v. Glucksberg, 521 U.S. 702, 720-207)9 The Supreme Court in
Glucksbergstated the test thusly:

“Our established method of substantive-due-proaaa$ysis has two primary features:

First, we have regularly observed that the Due &s®€lause specially protects those

fundamental rights and liberties which are, objetti, deeply rooted in this Nation’s

history and tradition, and implicit in the conceptordered liberty, such that neither

liberty nor justice would exist if they were saméd . . . . [s]Jecond, we have required



56 JOURNAL OF LAW AND HEALTH [Vol. 21:53

particular liberty interest is fundamental. Sewtit reveals the long-held American
tradition of self-medication. Section IV surveyiset American history of drug
regulation and analyzes the text of several statefaderal laws thébigail court
cited to support its holding. Section V propodes application of th&lucksberg
test to this country’s long tradition of self-medicatioregulation renders the
conclusion that there is in the United States addumental right of access to
experimental drugs. Finally, Section VI concludleat courts should recognize the
Abigail Alliance’s fundamental right of access tgerimental drugs.

Il. ABIGAIL ALLIANCE V. VON ESCHENBACH

The Due Process Clause of the Fifth Amendment pdes! the government from
depriving persons of ‘life, liberty, or propertyitihout due process of law” The
Supreme Court has held that these rights warraeigttbened protection against
governmental interference with certain fundamenigihts and liberty interestg?
Therefore, if the government impinges on fundamnierigghts, such as privacy,
marriage, abortion, or bodily integrity, its actiomust be necessary to fulfill some
compelling governmental interest.

In Abigail, the D.C. Circuit held that terminally ill patientdo not have a
fundamental right of access to potentially lifeisgvdrugs that have not been fully
approved by the FDA! The Abigail court relied heavily onwashington v.
Glucksberg which held that a right is fundamental underdibe process clause if it
is “objectively, deeply rooted in this nation’s taisy and tradition...and implicit in
the concept of ordered libert®” The Abigail court concluded that there is no
tradition in the United States to support a righticcess to drugs that have not been
proven safé® Instead, the court stated that this country h&mng history of drug
regulation aimed at preventing access to unsafgsdfu Accordingly, the court

in substantive-due-process cases a careful descripf the asserted fundamental
interest.”
Id. at 720-21.

21 U.S. @®NsT. amend. V.
22 Glucksberg521 U.S. at 720.

2 SeeGriswold v. Connecticut, 381 U.S. 479 (1965); lmyiv. Virginia, 388 U.S. 1
(1967); Roe v. Wade, 410 U.S. 113 (1973); and URian. Ry. Co. v. Botsford, 141 U.S. 250,
251 (1891) (concluding that “[n]o right is held reasacred, or is more carefully guarded by
the common law, than the right of every individt@lthe possession and control of his own
person, free from all restraint or interferenceottiers, unless by clear and unquestionable
authority of law”).

2 See Abigail Alliance495 F.3d at 697.

2 Glucksberg117 U.S. at 720-721 (1997). T@ducksbergest requires a showing that a
liberty interest is deeply rooted in our nationistbry and traditions, but also that the interest
is “implicit in the concept of ordered liberty, $uthat neither liberty nor justice would exist if
it were sacrificed.” Glucksberg 521 U.S. at 721. Thabigail court, however, did not reach
the second prong because it concluded that theaflbidliance had failed to show their
interest was deeply rooted in this nation’s histamg tradition.See Abigail Alliance495 F.3d
at 697.

% See Abigail Alliance495 F.3d at 703.
27d.
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subjected FDA regulations prohibiting access toeexpental drugs to the relatively
undemanding test of rational basis scruffhyThe court then concluded that FDA
regulations limiting access to experimental drugsrationally related to the state’s
legitimate interest in protecting the public fronotgntially unsafe drugs whose
efficacy has not been establisttddad theAbigail court determined that terminally
ill patients have a fundamental right of accesgdtentially life-saving experimental
drugs, it would have then subjected the FDA paddici issue to strict scrutiny, a
much higher constitutional stand&fd.

To support its conclusions, th&bigail court offered a history of drug safety
regulation dating back to 1736 and professed tli®ence of a long history of drug
regulation in England. The court’s treatment of the history, howeverswarsory
and resulted in premature assumptions based orsehanacterization of the laws it
blithely cited. The court failed to consider thest historical material which reveals
the real tradition in this country: the individualunfettered choice to ingest drugs,
even those not proven safe for human consumptioihe true American tradition is
one of self-medication, not government regulafion.

I1l. THE AMERICAN TRADITION OF SELF-MEDICATION

A. Self-Medication in Early America

For centuries, Americans enjoyed the right to dedidw to cure themselves—a
tradition inherited from English cultufé. American colonists treasured their
medical self-help books and brought from their reotbountry the custom of self-
medicatior®® As early as 1613, books, such Hse English Housewifand the
English Husbandmarguided colonists in cultivating and administeringditinal
herbs and drug¥. More than a century later, John Tenant of Virgipublished
Everyman His Own Doctofl1734), which was translated into German and used
common farmers throughout Pennsylvania Ddfch.

Medicinal decoctions were often administered by tharliest medical
practitioners in colonial America—British housew&® This American tradition is

B1d. at 712-13.

2d. at 713.

01d. at 711.

%11d. at 704-06.

32 Seeinfra Part I1I.

33 Seeinfra Parts 11l and IV.

34 SeeEDWARD KREMERS & GEORGE URDANG KREMERS AND URDANG'S HISTORY OF
PHARMACY 153 (Glenn Sonnedecker ed., J.B. Lippincott) €&h1976).

%1d. at 153.
% d.

37 SeeDavID L. COWEN, PHARMACOPOEIAS AND RELATED LITERATURE IN BRITAIN AND
AMERICA, 1618-1847 at 269 (Ashgate 2001).

38 SeeKREMERS supranote 34, at 153.
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reflected in Nicolas Culpeperghe English Physicigra book published in 1652 as a
“Discourse of the Vulgar Herbs of this Nation; Caining a Compleat [sic] Method
of Physick [sic]. Whereby a man may preserve bigybin Health, or Cure Himself,
being Sick, for three pence Charge with such thimgy as grow in England, they
being most fit for English bodies?”

The English settlers took advantage of their opputy to experiment in their
New World, a land that rendered new and diverseaflwith immense curative
potential*® Colonists learned to grow plants and indigenaarbs, and experimented
with treatments learned from Native Americirdespite repeated admonitions from
medical doctors, who warned against the dangersnéhown therapie€. For
example, in his Centennial Address to the Massattuudledical Society in 1881,
Dr. Samuel Abbott Green warned colleagues aboutrtbdical treatments colonists
sought from Native Americans:

The Indians had no knowledge of medicine, but vem@ustomed to treat
disease largely by incantations and powwows. Thsrehowever, a
popular belief to-day that the Indian doctor islleki in botanical
remedies, as he is wont to use the infusions amdatiens of various
roots and herbs. While there is no ground for sauciimpressionhe will

yet be consulted as long as the race of simpletamdinues to exist—
perhaps to the millenniumThe ravages of small-pox among the ignorant
natives were fearful, as they had no knowledge rafculation or
vaccination; and thus a new danger opposedvthite settlers, who were
already overburdened by their cares and triflls

%% Quoted in George E. Osborrieharmacy in British Colonial Amerigan AMERICAN
PHARMACY IN THE COLONIAL REVOLUTIONARY PERIODS A BICENTENNIAL SYMPOSIUM
SPONSORED BY THEAMERICAN INSTITUTE OF THE HISTORY OF PHARMACY WITH THE Co-
SPONSORSHIP OF THAAMERICAN PHARMACEUTICAL ASSOCIATION AND THEAMERICAN SOCIETY
OF HOSPITAL PHARMACISTS, NEwW ORLEANS, APRIL, 1976 at 8 (George A. Bender and John
Parascandola, eds., American Inst. of the HistbBharmacy 1977).

40 SeeKREMERS supranote 34, at 146-47.

41 Colonists’ use of Native American drugs was extens SeeCoLIN G. CALLOWAY ,
NEW WORLDS FORALL: INDIANS, EUROPEANS AND THE REMAKING OF EARLY AMERICA 26-33
(Johns Hopkins 1997). In fact, about 170 drugsl lseNative Americans in North and South
America were included in the United States Pharmpaei or the National FormularySee
KREMERS supranote 34, at 147. These two sources became thlaabftandard used under
the Federal Food and Drug Administration Act pasaetP06. SeeGlenn SonnedeckeBrug
Standards Become Officjah THE EARLY YEARS OFFEDERAL FOOD AND DRUG CONTROL 28-
30 (Glenn Sonnedecker ed., Am. Inst. of the Histdriyharmacy 1982).

42 SeeSAMUEL ABBOTT GREEN, HISTORY OFMEDICINE IN MASSACHUSETTS A CENTENNIAL
ADDRESSDELIVERED BEFORE THEMASSACHUSETTSMEDICAL SOCIETY AT CAMBRIDGE 13 (A.
Williams and Co. 1881). Native Americans employedensive knowledge of the healing
properties of plants. They used leaves, rootsbankl to develop powerful remedies, many of
which colonists consumed without ever discoverimg $ecret to their curative powerSee
CALLOWAY , supranote 41, at 26-27.

43 GREEN, supranote 42, at 13 (emphasis added).
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Dr. Green’s words reflect Americans’ faith in Nagihmerican medicine and the
great extent to which early settlers relied on WatAmerican treatments, despite
medical officials’ recriminations against such piees. That Dr. Green delivered
this speech to the Massachusetts Medical sociepgests that the medical
establishment viewed Indian medicine as litle mdéman attempts to heal by
ceremony, incantation, and magic.

There seems to have been no consensus on this paioing medical
professionals. In colonial Virginia, for examplmany English physicians and
apothecaries dispatched their apprentices into woeds in search of herbal
remedies? Furthermore, the above excerpt reflects a deteatinin among medical
professionals to maintain their preeminence asaidscamong a community of
Americans accustomed to exercise what they had ¢comigw as their right to self-
medicatiorf?®

Nevertheless, colonists’ use of Native Americangdrwas extensiv€. Many
colonists, in fact, had great faith in the Nativenéricans’ extensive knowledge of
the healing properties of plants, and they consumhemy$’ that Indian doctors
decocted from leaves, roots, and bark, often witlemer discovering the curative
powers of these drudgé. Caught between official recriminations, such fassé by
Dr. Greerf® and convictions held by those doctors who soughieplicate Indian
remedies, many colonists chose to relieve theirlith Indian drugs, even though
they often knew nothing about the nature of sucdionees®® That government did
not interfere with such decisions reflects how ksigltradition, the New World
experience, and frontier living all combined toesigthen the American tradition of
self-medicatiort!

The strength of this tradition, coupled with anréase in population, created a
boom in the number of apothecary shops and drugsttiat sold drugs to colonists

44 SeeCaLLOWAY , supranote 41, at 30-31.

45 SeeKREMERS supranote 34, at 159 (positing that London physiciamsght to curb the
ambitions of apothecaries, who also dispensed dtagthe public);see alsotext infra
accompanying notes 80-83.

6 SeeCaLLOWAY , supranote 41, at 30-31.

47 Although native treatments were decocted fromtglaihey were nonetheless drugs. In
fact, the House Report on the Import Drug Act o#88&pecifically refers to plant derivatives
as drugs. SeeH.R. Rep. No. 30-664. The Report refers to colurabd gentian roots as
“important crude drugs” and enumerates plant déviga, such as rhubarb root, jalap root, and
sarsaparilla root, under the rubric of “some of there important drugs.”Id. at 4, 9.
According to the report, Jalap root and Peruviatk bgere “capital” medicinesld. at 32, 29.
Peruvian bark was used for quinine, which becamamgortant drug for soldiers fighting in
such wars as the American RevolutiorBee George B. Griffenhagenyedicines in the
American Revolutignin AMERICAN PHARMACY IN THE COLONIAL AND REVOLUTIONARY
PeERIODS 27 (George A. Bender & John Parascandola ed., isaretnstitute of the History of
Pharm. 1976).

48 SeeCALLOWAY , supranote 41, at 26-27.
% SeeGREEN, supranote 42, at 13.
%0 SeeCaLLowAY , supranote 41, at 26-27.

51 SeeKREMERS supranote 34, at 213.
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over the countet The increase led Dr. William Douglass to remarkLv22 that
“[w]e abound with Practitioners, though no otheadpate than myself, we have
fourteen Apothecary shops in Boston; all our Ptiacters dispense their own
medicines.” Whether run by physicians, pharmacists, apothegaror self-
described purveyors of good health, these shopsdamgstores dispensed myriad
drugs, chemicals, and medicines directly to eagéonists® In fact, in 1729 the
revered Benjamin Franklin advertised in Risnnsylvania Gazetthat his own store
offered “powdered mustard, linseed oil, patent miegis and ‘seneca rattlesnake
root, with directions how to use it in pleurisy®” Like many drug dispensers, it is
unlikely that Franklin sold his wares by prescoptito a community of colonists
accustomed to self-medicatiffy.

B. The Patent Medicine Boom

In the 1750s, English patent medicitiesppeared in the colonies, and colonists
began to dose themselves with large quantities hebda “secret” medicingg.
According to James Harvey Young, “Americans dodeginselves with galenicals
and chymicals [sic], and swallowed complicated oations containing disgusting
ingredients, in their efforts to drive away the'ilthat afflicted theni® Known as
“secret remedies” since the sixteenth century, rpateedicines were concocted by
anyone with a quest for knowledge and a bit of wattbn° Because the ingredients
were secret, the patents issued covered only thpeslof the bottles—not the
contents! a policy that makes sense given that nobody rdalsw what was in

21d. at 155-57.
31d. at 156.
*1d. at 157.

5 d.

%61d.

57 English patent medicines date back to the 1630w patent was a royal endowment
given to makers of medicinal remedies that had fecpopular for their healing properties.
Typically concocted from a multitude of unknown iiedients, patent medicines were
marketed as cures for a wide variety of ailmertgentually, the term “patent medicine” came
to refer to any secret nostrum (patented or notketad as miracle remedie§ee generally
GEORGE B. GRIFFENHAGEN & JAMES HARVEY YOUNG, Old English Patent Medicines in
America,in CONTRIBUTIONS FROM THEMUSEUM OFHISTORY AND TECHNOLOGY, PAPERS1-11,
155 (Ernest E. Biebighauser ed., Smithsonian 1959).

58 SeeJaMES HARVEY YOUNG, THE TOADSTOOL MILLIONAIRES: A SOCIAL HISTORY OF
PATENT MEDICINES IN AMERICA BEFOREFEDERAL REGULATION 9, 67 (Princeton Univ. Press.
1961).

4. at 8.

50 SeeMichael H. JepsonFrom Secret Remedies to Prescription Medicines: riefB
History of Medicing in MAKING MEDICINES. A BRIEF HISTORY OF PHARMACY AND
PHARMACEUTICALS 224-26 (Stuart Anderson ed., Pharmaceutical R2@35).

51 SeeY ouNG, supranote 58, at 40.
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them. Thus, although the “ingredients might varythe bottles were all shaped the
same®

Countless advertisements testify to the wide aere@ and use of such
medicines in American histof§. By the time of the American Revolution,
Americans had grown dependent on English patenticimed® Because of non-
importation policies during the war, English patergdicines had grown scarce, and
Americans turned toward domestic production, whatkr boomed during the Civil
War®®  Americans replicated the English brands and pgedkathem inside the
English bottles to give them the appearance ofemtitity®® Although American
patent medicines contained any number of ingresietmerican consumers
continued to purchase the “English” patent medigibhecause they recognized the
bottles of their favorite brands.In fact, the ability to market the medicines se¢m
have depended solely on the availability of autieeBhglish bottle$® In short, it
appears Americans continued to buy medicines cdedoby their enterprising
fellow citizens merely because they had grown tasttrthe bottles, not the
ingredients.

The popularity of English patent medicines decrédaf@matically by the end of
the American Revolutiof®. This shift was not, however, due to Americanstakte
for such medicines, but occurred because the damgsent medicine industry had
grown during the war and eventually supplantedBtgylish antecede?. The
American patent medicine industry was then poigeteap huge potential benefits
presented by a domestic market.

521d. at 12.

53 James Harvey Young states:
Quackery was flagrant and brazen. No disease, Yawdire, if one believed
advertising, could resist the potency of the prarstproduct. Harper's Weekly
possessed for its day a very large circulation wmag considered one of the best
advertising media in the nation. In leafing thrbuge volume for 1876, the nation’s
centennial year, | found in this most respectahiblipation promises for the certain
cure of asthma, cancer, cholera, consumption, tHabediphtheria, epilepsy,
rheumatism, gout, nervous ailments, and opium &iddic AlthoughHarper's Weekly
was too genteel to accept abortifacient advertis¢ésner promises to restore the
prolapsed uterus or explicit cures for venereatais and lost manhood, these bold
claims could be found in other standard journaisjuding the religious press. In
1900 patent medicines stood as top category in yngpent for national advertising.
JAMES HARVEY Y OUNG, AMERICAN HEALTH QUACKERY: COLLECTED ESsAYs91-92(Princeton
Univ. Press 1992).

54 SeeYouNg, supranote 58, at 14.
1d. at 14-15, 93-110.

%1d. at 14-15.

71d. at 14-15.

®81d. at 14-15.

1d. at 15.

d.
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During the Civil War era, the domestic patent madicindustry grew to
extraordinary height8. Furthermore, Congress seemingly recognized therisan
culture of self-medication when in 1861 it taxedeps medicines for the purpose of
raising revenue for the impending war.By 1905, one estimate put the number of
patented medicines manufactured and sold in the &1.38,000; the following year,
a witness before Congress estimated that there tvene50,000°

Despite their immense popularity, patent medicimasne under attack by
American doctord! In 1827, New York City created a “Committee of a@k
Remedies” to condemn the practice of quackemnd the following year a New
York State medical society adopted its official opjpion to patent medicines
because it considered such medications anatheha toractice of medicin®. Yet
the doctors did not rail against the manufactuiamgl sale of patent medicines in
general but against their sale and use by non-plays’’ In fact, the New York
City committee feared that allowing medical pretnsdto sell patent medicines
would lead to the degradation of the medical prsites’® Referring to what it called
“pretending empiric[s]” who sold such medicinese ttommittee report stated that
“their partial successes witlonfer upon their order, an importan@nd character
that could not be otherwise obtainéd,theserious detriment of the healing arf
Thus, it appears that the committee physicians, tilose who fulminated against the
use of Indian drugs, feared both the failures &edsuccesses that resulted from the
use of patent medicines.

Like doctors who had railed against the use of\afimerican drugs, physicians
across the country admonished Americans againstigheof patent medicines and

1d. at 93-110.
21d. at 107.
31d. at 109.
"1d. at 63-67.

S The 1828 edition of Webster's American Dictionafythe English Language defines
“quackery” as “[tlhe boastful pretensions or meaactice of an ignoramus, particularly in
medicine.” Webster's 1828  Dictionary CORNERSTONE BAPTIST  TEMPLE,
http://1828.mshaffer.com/d/search/word,quackergt (lasited Jan. 27, 20093eealso Peter
M. Worling, Pharmacy in the Early Modern World, 1617 to 1841, ADMAKING MEDICINES.

A BRIEF HISTORY OF PHARMACY AND PHARMACEUTICALS 60 (Stuart Anderson ed.,
Pharmaceutical Press 2005).

8 YouNg, supranote 58, at 66.
1d. at 63-64.

1d. at 63, 73. Physicians certainly pushed for tigeling of ingredients on patent
medicines, an action which suggests that doctargfepatients would be harmed by unknown
ingredients. Yet doctors were particularly coneerthat Americans viewed patent salesmen
as empiricists, practitioners who claim no sciéntilnowledge. By being forced to divulge
ingredients, patent medicine manufacturers coulldente claims of mystical knowledge or
powers available only to them. They thus wouldsbioped of any enigmatic or mysterious
pretensions, which doctors believed added to tipeijpoity of their medicinesld. at 63, 73.

® YouNg, supranote 58, at 63-64 (emphasis added).
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pushed for legislation to ban their séleThey often warned Americans that buying
medicines from unlicensed professionals was likpleging “a blacksmith to repair
a watch, a barber to shoe a horse, a ship-carpenteake bonnets, or a milliner to
build a church® Meanwhile, others accused Congress of licendiegsale of
patent medicine® Such legislative inaction, one doctor said in 9,84llowed
deceitful men to prey on the American puBlficYet despite the efforts made by the
medical establishment, Congress did nothing tolaedguhe inherent safety of drugs
until well into the twentieth centuf}.

Very real dangers certainly attended the consumptidé patent medicines
generally®® For example, a patent medicine caused the dwfashyoung girl in
1805% In addition, patent medicines often merely offefalse and fleeting hope to
patients who experienced temporary relief from ¢ha@®ntaining pain-numbing
opiate’ Nonetheless, Americans eagerly consumed patedicimes containing
such narcotics.

C. Americans and “lllicit” Drugs

Patent medicines containing opium were readily lalpdg. Sold under such
innocuous names as “Mrs. Winslow’s Soothing Syrapd “McMunn’s Elixir of
Opium,” these drugs were widely marketed as treaten®r dysentery, diarrhea, and
“women’s trouble.?® Moreover, Americans considered opiate patent cieet so
versatile that many mothers even used them to tgegihing babie¥. In fact, patent
medicine advertisements, which became ubiquitbuproclaimed that these

81d. at 71-72.

#1d. at 72.

1d.

8.

8 Seeinfra Part IV.

8 SeeYoung, supranote 58, at 69-71.
1d. at 83.

87 Youna, supranote 58, at 71. This danger was particularly aeuten the illness was
grave and time was of the essence. One criticrifbesca hypothetical young man who upon
discovering he has the initial symptoms of a drehdfisease, buys a patent medicine
advertised as a cure: “His heart is cheered, dassfare in a measure dispelled, and with
eagerness he procures and takes the medicine.”(quoting 1809 address by Nicholas
Romayne). Because, the critic continued, the nigelicontains stimulants, he feels better, but
then the disease progresses rapidly beyond curénatidfour-fold rapidity the poor victim is
hurried into eternity.’ld.

8 Edward M. BrecherNineteenth-Century America: A Dope Fiend's ParadBerFeR
LIBRARY OF DRUG PoLicy: THE CONSUMERUNION REPORT ONLICIT AND ILLICIT DRUGS(1972),
http://www.druglibrary.org/Schaffer/library/studiea/cul.html (last visited Dec. 1, 2007).

4.

% SeeYoung, supranote 58, at 104.
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medicines could cure anything from anxiety to nariproblems? Ultimately,
however, these medicines were a legal supply ofaatic which was readily
accessible at the cost of a bottled concoction.

Patent medicines were not the sole legal souropioin® By 1800, opium had
become widely available in the U.S. and was a comnmgredient even in
prescription drug& Many doctors extolled the soothing, sedativeaff@f opium,
which most doctors believed outweighed any potemizamful effects® In fact,
many physicians referred to opium as “G.0.M."—“godwn medicine"—not only
because they allowed the patient to sleep duringesy® but also because it could
be decocted into morphine and heroin—potent pdekilthat could be used for a
range of illnesses and ailmeits.

Morphine gained avid support among Americans affteas derived from opium
in 1804% Legally manufactured in the United States, marpHiecame a common
ingredient in patent medicines, and its use sodrgthg the 1870s. This marked
increase in morphine use was due in great pattedrtvention of the hypodermic
needle which greatly facilitated its consumpt?®n.The proliferation of patent
medicines and the wide acceptance of morphinedat tsoldiers in the Civil War
also added substantially to the drug’s popularlty1874, heroin was decocted from
morphine and was eventually sold as “The Sedatiwe Goughs” by Bayer
Pharmaceuticals in 189%. Ironically, doctors prescribed heroin to wean pione
addicts off the drug, but they also used heroitreat the great number of patients
who suffered from pulmonary disorders, such as priia and tuberculosi§!

Cocaine, too, became a common ingredient in pabedicines® First derived
from the coca plant in 1844, cocaine became a camimeverage ingredient
throughout Europe and North America, the most re@adple of which was Coca-
Cola. Many Americans consumed the drug to allevigpression, treat morphine

%1 SeeElaine CaseyHlistory of Drug Use and Drugs User in the Unitedt8%§ SCHAEFFER
LIBRARY OF DRrRuG Poricy, Nov. 1978, http://www.druglibrary.org/schafferétbry/
CASEY1.htm.

921d.

% See Drugs and the Drug Laws: Historical and CultuBontexts KING COUNTY BAR
ASSOCIATION DRUG PoLicy ProJeEcT 6 (Jan. 19, 2005), http://www.kcbha.org/Script
Content/KCBA/druglaw/proposal/report_hc.pdf.

%1d.
%1d.

% 1 VIDEOTAPE HOOKED: ILLEGAL DRUGS AND How THEY GOT THAT WAY (Tera Media
for the History Channel 2000) (on file with ClevetkMarshall College of Law Library).

1d.

% See Drugs and the Drug Layssipranote 93, at 6-7.
“1d. at 6-7.

1019, at 7

101 Id

192 SeeHoOKED, supranote 96.
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addiction, or merely to stimulate themselV&sEndorsed by the Surgeon-General of
the U.S. Army for its medical properties, cocaiméngd great popularity at the turn
of the twentieth century when it became a commgnedient in tonics marketed to
treat various respiratory illnesses and to overcoembaustion and fatigu&
Altogether, Americans liberally consumed opiates;aine, and marijuana through
the beginning of the twentieth century, and throtlgh 1920s, doctors continued to
prescribe heroin extensivel$.

Despite their popularity, opiates, cocaine, andijoema did not gain complete
social or medical acceptant®. Opiates in particular were not considered
respectable and in some cases their use was thaugidral’® Many civic and
religious leaders joined doctors to warn Americarfistheir potentially harmful
effects!® Together, they preached moderation or espousedrgment control®®
Yet despite warnings about the drugs’ potentialiyntiful effects and their powerful
addictive properties, there was scarcely any popsigport for banning or even
regulating thent!® Indeed, Americans legally engaged in large-scale;prescribed
cannabis, cocaine and opium consumption well imgotiventieth century!

Like Native American drugs and patent medicinegdaneral, opiates came under
fire from those warning of the dangers they posedhtiman health? Yet
Americans continued to use drugs from all thessselg®® The strength of this
continued tradition lay in the potent contemporanstitution of American
individualism, an institution summarized by a Nevork doctor, who in 1856
lamented but accurately described the popular wtaleding of the time, stating,
“The people regard it among their vested interests.buy and swallow such
physick [sic] as they in their sovereign will anégsure shall determine; and in this
free country, the democracy denounce all restnstimn self-medication]*** This

103 Id

104 1d.

105 1d.

1% see Drugs and the Drug Layssipranote 93, at 8.
107 1d.

108 |d

109 |d

10 5eeBrecher supranote 88.

11! Hookep, supranote 96. The federal Marihuana Tax Act of 193/ide a tax on the
importation, sale, and handling of cannabis. Tleer&quired tax stamps for these activities,
but the government had printed only a nominal arheafistamps.ld. Although the Act did
not prohibit the sale or possession of marijuahe, dct established government’s authority
over the regulation of “illicit” drugs.ld. The Harrison Act of 1914 taxed opium and cocaine
to the point where it was available only for medadi use. See Drugs and the Drug Laws
supranote 74, at 19, 25.

112 5eeY ounG, supranote 57, at 71.
113 SeeHooKED, supranote 96.

114 Youne, supra note 58, at 52. According to Young, many doctbedieved that
American democracy and individualism had grown esie and become misdirectedd.
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sentiment was echoed with passion by a New Yorka®enwho, reacting
sympathetically to a wheelbarrow full of signatunestten on a petitioH® that
extended thirty-one yards, declared that “[tlhe pdef this state have been bled
long enough in their bodies and pockets...and itt[isg they should do as the men
of the Revolution did: resolve to set down and grjoe freedom for which they
bled.™® In short, it seems Americans had come to view dieenocratization
embodied in the Spirit of '76 as encompassing iiodial personal choices. Among
such choices was the right to self-medication.

Although the government has rightly prohibited tlee of certain drugs deemed
harmful to health and society, our nation’s histay marijuana, cocaine, and
narcotics consumption epitomizes the American tiaaiof self-medication. For
much of the nineteenth century, physicians, phamsaacrugstores, groceries, and
general stores all sold opiates legally and coremhi'*’ Many Americans even
bought opiates by mail-ordé€f, a testament to the permissive government attitude
toward drug regulation. Until well into the twestth century, self-indulgent
Americans dosed themselves on these diugest as much as they did on
compounded medicines that were dispensed freelgalddo eager Americané.

To be sure, the government’s historically permissipproach to such drugs does
not suggest that it should recognize Americans’ohlte right to ingest them.
However, its laissez-faire approach does indicdtat tgovernment has long
recognized and accepted the citizenry’s choicadgesting drugs generally.

IV. THE AMERICAN TRADITION OF LAISSEZFAIRE DRUG REGULATION

A. Consumer Protection in Early America

Government's laissez-faire approach to drug remnafurther testifies to the
American tradition of self-medication, despite thla¢ American tradition of self-
medication certainly bred countless pseudo-hedderan Ohio editor lamented the

Rather than merely advocating political and sodé&hocracy, Americans were turning toward
a self-destructive form of individualism—uwithin vt harm or death could result as the price
of individual choice.Id.

115|d. at 55. Although the petition was directed to themNYork legislature and had the
limited purpose of repealing laws criminalizing theactice of Thompsonian medicine, the
tone of the petition and the senator's responseirmlEative of contemporary popular
sentiment. According to James Harvey Young, “[nged democracy, indeed, was what
Americans seemed to desireld. Furthermore, Thompsonian medicine “was the wtarin
the democratic approach to health” because it requio doctors and it left the choice of
therapy completely to the patiefd. at 54.

1181d at 55.

117 SeeHoOKED, supranote 96.

118 SeeBrecher supranote 88.
11935ee generallaseysupranote 91.
120 5eeY ouNG, supranote 58, at 56.

121 SeeYoung, supranote 63, at 44see alsoworling, supranote 75, at 60 (noting that
poor, naive people seeking cures were regulargetad by traveling salesmen who advertised
panaceas that often had little or no remedial psjver
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ease with which Americans could make such concostim the mid-nineteenth
century*®*> He described how the average person could egsilinto the business of
selling drugs:

[Alny idle mechanic by chance gets a dispensatorysome old receipt
book, and poring over it, or having it read to himhe finds that mercury
is good for the itch, and old ulsers [sic]; thaiusp will give ease; and
that a glass of antimony will vomit. Down goes tii@@mmer, or saw,
razor, awl, or shutter—and away to make electuatiestures, elixirs,
pills, plasters and poulticé&

Yet government generally did little, if anything, énsure that citizens would not
be harmed by unsafe or ineffective medicittés.

Before 1865, free competition and the honor systegulated drug safefy®
Early British settlers and nineteenth-century Amanis believed the pharmaceutical
profession bore the sole responsibility for ensytime purity of drug$® According
to FDA historian Wallace F. Janssen, the enormaymilarity of patent medicines
reflected contemporary “public acceptance of thetriie that the buyer could and
should look out for himself¥” This view likely sprung directly from the econami
climate of the day, which emphasized laissez-faapitalism and individualisrt?
Such opposition to drug legislation may be gleafredh the words of a Georgia
Congressman, who drolly remarked that “[t]he Fed&avernment was not created
for the purpose of cutting your toe nails or caitt8. While whimsical, his words
reflect the popular sentiment that consumers wdwdd protected by economic
competition and freedom of enterprise, not by theervention of government
regulation.

Comprehensive legislation governing specific phamuagical activities did not
become common in the United States until after £870Before then, American

122 5eeY OUNG, supranote 58, at 41.
123 1d.
124 Seetextinfra accompanying notes 122-243.

125 5ee Glenn SonnedeckerContribution of the Pharmaceutical Profession Towvar
Controlling the Quality of Drugs in the Nineteer@®ntury in SAFEGUARDING THE PUBLIC:
HisTORICAL ASPECTS OFMEDICINAL DRUG CoNTROL 97 (John B. Blake ed., Johns Hopkins
Press 1970).

126 SeeWesley J. HeathAmerica’s First Drug Regulation Regime: The Risd &all of
the Import Drug Act of 184&9 Foob & DRuGL.J. 170 (2004).

127 wallace F. Jansseithe Story of the Laws Behind the Labels: 1906 Farudl Drugs
Act, U.S.Foob AND DRUG ADMINISTRATION, http://vm.cfsan.fda.gov/~Ird/historyl.html (last
visited Oct. 5, 2007).

128 See Social Darwinism and American Laissez-Faire Cajstal CONSTITUTIONAL
RIGHTS FOUNDATION, http://www.crf-usa.org/bill-of-rights-in-actionfta-19-2-b.html  (last
visited Jan. 27, 2009).

129 JAMES HARVEY YOUNG, AMERICAN SELF-DOSAGE MEDICINES AN HISTORICAL
PERSPECTIVES (Coronado Press, 1974).

130 SeeK REMERS supranote 34, at 213.
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ideology borne of democratic and laissez-faire eatin principles combined with
frontier living to preempt the development of coetpensive drug regulatidi: The
United States does, however, have a long historydrafy regulation aimed at
protecting consumers from fraud or misrepresemafio Such regulations were
intended to regulate the efficacy of drugs in orderensure that unsuspecting
Americans did not purchase drugs that came witkefalssurancé®’ In fact, most
colonial regulation involved the structuring of $¢& not denial of access to
potentially unsafe drug$® In brief, most laws were designed to prevent kenc
and the exorbitant feE8 associated with that dubious though lucrative tiood®’

This American tradition of protecting consumer d¢defce dates back to 1630
when Massachusetts Bay Colony authorities finedvitipped one Nicholas Knopp
for “vending as a cure for scurvy ‘a water of northicnor value,” which he ‘solde att
a very deare rate [sic]**® The Massachusetts authorities were concerned that
purveyors of drugs were deceiving colonists intgipg high prices for drugs of “no
worth nor value.*®** As theAbigail court noted in a footnote, Knopp’s punishment
was not an example of government regulation innioglern sens¥? Yet the court
failed to recognize that the incident reflects thgortance that early Americans
placed on protecting the confidence and pocketb@dksonsumers who sought to
self-medicate—a tradition Americans would carryoirthe twentieth century?
Colonies, and later states, certainly have a histdrregulating drugs, but such
regulations reflect the community’s desire to candefrauds, such as Knopp’s in
Massachusett$? Rather than recognize that Knopp’s punishmentectsd
consumerist principles, th&bigail court cited the case to add flavor, credibilityda
a sense of pedigree to what it viewed as a longdstg tradition of drug regulation
in this country. Drug regulation certainly exteratsfar back as 1630 when Knopp
was made to pay for his deception, but it is noaéition of regulating the safety of
drugs. History bears this out.

131 Id

132 Seel ESLIE G. MATTHEWS, HISTORY OFPHARMACY IN BRITAIN 358 (E & S Livingstone
Ltd. 1962). In 1604, James | of England issuecaendesigned to prevent fraud and the
deceitful sale of adulterated hops, which foreigpmiers were apparently adulterating with a
variety of plant matterld.

133 Sednfra text accompanying notes 135-243.

134 geeHAROLD B. GILL, JR., THE APOTHECARY INCOLONIAL VIRGINIA 23 (Univ. Press of
Virginia 1972).

135 Seeinfra text accompanying notes 140-243.
136 1d.

137 seeWorling, supranote 75, at 60.

138y ouNG, supranote 58, at 16-17.

139 |d

1405ee Abigail Alliance495 F.3d at 704.

141 Seeinfra text accompanying notes 122-243.
142 1d.
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B. State Regulations

1. The Virginia Act of 1736

The Abigail court began its examination of history by statittgit “[d]rug
regulation in the United States began when the iGolof Virginia’'s legislature
passed an act in 1736 that addressed the dispeon$imgore drugs than was
‘necessary or useful' because that practice hadorbec ‘dangerous and
intolerable.”*® These words certainly convey alarm, but suchnaleould result
only from a gross mischaracterization of the adticlv in fact merely arranged a fee
structure for the sale of drugs by surgeons anthaparies:**

The Abigail court cited the words “necessary and useful” dutomtext'*® The
1736 statute reveals that the Virginia House ofg@ases merely sought to prevent
surgeons and apothecaries from “padding” theisHitl Rather than regulate drug

143 Abigail Alliance 495 F.3d at 703-04.

144 SeeWYNDHAM H. BLANTON, MEDICINE IN VIRGINIA IN THE EIGHTEENTH CENTURY 399,
400 (Garrett & Massie 1931).

145 Abigail Alliance 495 F.3d at 703-04.

146 SeeHening: Statutes at Large, v. 4, 507-fi0pted inBLANTON, supra note 144, at
399-400. The statute states in pertinent part:
. WHEREAS the practice of phisic [sic] in this oaly, is most commonly taken up
and followed, by surgeons, apothecaries, or sudiaas only served apprenticeships
to those trades, who often prove very unskilfut][an the art of a phisician [sic]; and
yet do demanexcessive fees and exact unreasonable prices domtdicines which
they administerand do too ofterfor the sake of making up long and expensive bills,
load their patients with greater quantities theretlian are necessary or useful,
concealing all their compositionas well to prevent the discovery of their practes
of the true valueof what they administer: which lsecome a grievance, dangerous
and intolerable, as well to the poorer sort of plepps others, & doth require the most
effectual remedy that the nature of the thing adlmit (emphases added).

1. Be it therefore enacted...[that] no practicec]sn phisic [sic], in any action or suit
whatsoever, hereafter to be commenced in any @ouhis colony, shall recover, for
visiting any sick person, more than the rates Htyeto be commenced in any court
of record in this colony, shall recover, for visdiany sick person, more than the rates
hereafter mentioned: that is to say....

Ill. And to the end the true value of the medicimgsninistered by any practicer [sic]
in phisic [sic], may be better known, and judged B¢ it further enacted, by the
authority aforesaid That whenever any pills, bolus, portion, draugélectuary,
decoction, or any medicines, in any form whatsoesteall be administered to any sick
person, the person administring [sic] the samel,shialhe same time, deliver his bill,
expressing every particular thing made up themirf the medicine administred [sic]
be a simple, or compound, directed in thigpensatoriesthe true name thereof shall
be expressed in the same bill, together with thentjties and prices, in both cases.
And in failure thereof, such practicer [sic], oryaapothecary, making up the
prescription of another, shall be nonsuited, in actyon or suit hereafter commenced,
which shall be grounded upon such bill or billsirisball any book, or account, of any
practicer [sic] in phisic [sic Jor any apothecabg permitted to be given in evidence,
before a court; unless the articles therein coethirbe charged according to the
directions of this act.
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safety, the Burgesses were seeking to regulatanatyr professionals who “for the
sake of making up long and expensive bills, loar thatients with greater quantities
thereof, than areecessary and usefudoncealing all their compositions, as well to
prevent the discovery of their practice, as of tinee value of what they
administer.®*” More importantly, the words “dangerous and inaide” referred
only to the fact that this practice of padding fadcome a grievancelangerous
and intolerable as well to the poorer sort of people, and othettsieir customers?®
By citing each phrase out of context and bindingnthtogether, thébigail court
conveyed the false impression that the Virginiaidkegqure designed the act to
regulate the sale of dangerous drugs, when inifacerely sought to prevent the
practice by which surgeons and apothecaries “pddttesdr bills by prescribing
superfluous drugs to unsuspecting consuriférs.

Rather than a law designed to protect patientsrbynpting the safety of drugs,
the 1736 legislation was designed to protect comssifitom having to pay excessive
feeg® for the medicines they used in their self-medaratiegimes® Specifically,
the law was created to ensure that those who haedenly as apprentices would
receive a lower rate of remuneration for their &ms?®2 but its broader purpose was
consumer protectioti® In effect, the Virginia Act protected the consuirbg setting
fees for practitioners according to their levelediication and training? Although
the law also provided that practitioners itemizeiagredients in the drugs they
sold}®® it appears the provision was intended to ensua¢ ¢bnsumers knew the
potency of the drugs they were buying. Whethenairto purchase particular drugs
would have remained the consumer’s choice.

The Virginia Act was not a mechanism to prohibiticensed persons from
dispensing drugS® Indeed, the Act does not refer to licensing, bets out a
scheme by which educated dispensers could chargldi products®” The law’s
titte, which the Abigail court omitted, was “An Act for regulating the Feasd

IV. And be it further enacted, by the authority agai€, That this act shall continue
and be in force, for and during two years, nexerathe passing thereof, and from
thence to end of the next session of assembly.

Id. (emphases in the original unless otherwise stated

147 BLaNTON, supranote 144, at 399-400 (emphasis added).
148|d. at 399-400 (emphases added).

149 5eeid. at 399 (stating that by passing the Virginia Abe House of Burgesses “sought
to remedy the abuses of excessive fees and ‘unrabl&oprices’ for medicines”).

150 5eeBLANTON, supranote 144, at 399.
151 SeesupraPart il

152 SeeBLANTON, supranote 144, at 399.
153 |d.

154 |d.; see alsoKREMERS supra note 34, at 159 (stating that the act deprecated t
abilities of apprentices).

158 Seesupranote 146.
156 1d.

157 Id
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Accounts of the Practicers in Phisic [si¢]?” The title reflects the import of the law,
which did not bar anyone not trained in pharmagynfrcontinuing to concoct and
dispense drugs in Virginia yet made it illegal fopfessionals to demand more than
the value of their products® To be sure, average Virginians and their colonial
brothers continued to enjoy their notoriety forittability to treat illness®® In short,
although theAbigail court cited the Virginia Act as proof of governrisredication

to regulating drug safefy’ the 1736 law is better characterized as legisiatio
designed to protect consumers from unscrupulousdiped seeking to secure
unreasonable fees for drugs. As such, its citdgods little support to the court’s
holding in Abigail. Of note, the Virginia Act expired just two yeaafter it was
passed® and similar bills were defeated in 1748, 1761, ane2:°

2. The New Orleans Act of 1808

The Abigail court also relied on a law passed in the TerritofyOrleans,
Louisiana in 1808% The court noted that the law, known as the “Nereéns

1%8 B| ANTON, supranote 144, at 399.
19 5ee supranote 146.

180 5eeGILL, supranote 134, at 23. On May 12, 1978, Wieginia Gazettereported that a
woman, Constant Woodson, claimed she could cureecaand even received acclaim from
newspapers and physiciangd. Also, the House of Burgesses voted to use 1QMg® in
public funds to pay Mrs. Mary Johnson, who hadreffeto divulge to the public her cure for
cancer—in exchange for a reward. Nigginia Almanacpublished her remedy in 1754d.;
see alsoBLANTON, supranote 144, at 33 (describing how throughout thénteignth century
“the drug business [in Virginia] was actively cowtied by physicians in their own shops as
well as by those who combined the sale of drugh thiat of other commodities.”).

161 See Abigail Alliance495 F.3d at 703-04.

162 5eeGILL, supranote 134, at 26.

163 SeeBLANTON, supranote 144, at 400.

184 5ee Abigail Alliance495 F.3d at 704. The statute states in pertiparit
An Act Concerning Physicians, Surgeons and Apatfies—

BE it enacted. . . That no person shall presume to practicéhénTerritory of Orleans, as
physician, surgeon or apothecary, without firstileiting satisfactory proof of his having
qualified himself as such, by previous studies,chtshall be made to appear by a diploma of
any university or school in which he may have padsiis studies. The candidate shall
exhibit said diploma to the Mayor of the City of W®rleans, who shall fix on a day, and
shall appoint four physicians or surgeons from agntive oldest practitioners, whose duty it
shall be publicly to examine the candidate, angit®@ him a certificate of admission, if he
should be admitted; which certificate shall be sijby the four examiners, and by the Mayor,
who shall cause the seal of the city to be affitcethe same.

And be it further enacted’hat every physician, surgeon or apothecary, sial sell, or
cause to be sold, remedies or drugs, which shalkrtreed to have been, at the time of selling
the same, injured, moulded [sic], discomposed [g¢c]sophisticated, shall, on conviction,
forfeit and pay the sum of five hundred dollarsthe benefit of the hospital of the poor of
New-Orleans.

And it be further enactedhat no physician, surgeon or apothecary, sledll give, or in
any way, directly or indirectly, part with any sigpus or dangerous remedy, but on
application in writing of heads of families of googputation.—And it shall be the duty of said
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Act,” “require[d] a diploma and an examination befgermitting pharmacists to
dispense drugs'® More importantly, the New Orleans Act prohibitedlicensed
practitioners from collecting feé% a provision which certainly would have
dampened the spirits of charlatans looking to med®y money by selling fraudulent
medicines. Thus, on its face, the New Orleans fgiports theAbigail court’s
conclusion that governmental regulation of drugesais deeply rooted in American
history and traditions.

The New Orleans Act, however, did not grow from Aic&n culture and
tradition but from its Franco-Spanish traditih. Louisiana did not become an
American territory until 1804, just four years befdhe passage of the New Orleans
Act.*®® Eighteenth-century French and Spanish legaltteadi influenced the early
development of drug regulation in American Louisiaand the passing of the 1804
New Orleans Act®® which world-renowned pharmacy historian David lowgn
called “by far the outstanding enactment in thetdnis of pharmaceutical
legislation.™™

Eighty years before the U.S. annexed Louisianandfreofficials passed a law
that mirrored the 1808 lal* It is likely that the 1723 French law was a pirsor

heads of families, in said application in writirtg, state for what use said remedy is wanted,
the day on which said remedy was delivered, andivedsic] the name, the quality, and the
quantity of said remedy. Said application in wagtishall be the only means of defence [sic]
allowed to the seller, in case said remedy shoaldbeen made use of with evil design; and
should the seller prove unable to exhibit such iivgr for his discharge, he shall be deprived
of the exercise of his profession, and shall fordeid pay the sum of one thousand dollars, to
the benefit of the hospital of New-Orleans.

ACTS PASSED AT THE FIRST SESSION OF THESECOND LEGISLATURE OF THE TERRITORY OF
ORLEANS (New Orleans, 1808), at 24-3fjuoted in David L. Cowen,America’s First
Pharmacy Laws3 J.oF THEAM. PHARMACEUTICAL Assoc 162-63 (1942).

185 Apigail Alliance 495 F.3d at 704.

166 SeeRuUDOLPH MATAS, HISTORY OF MEDICINE IN LouisiaNa 332 (John Duffy ed., La.
State Univ. 1958).

187 1d. at 64. From the days of early settlement, Freoffisials engaged in “zealous
supervision” of drugs, hospital facilities, and noadl personnel, an enthusiasm reflected in
French Louisiana lawsld.

18814, at xv-xvi. The area that is today Louisiana badn a French territory from 1699 to
1768, and had been a Spanish colony from 1769Q8.18.

169 5ee id.at 330 (stating that “the long tradition of regidat under the French and
Spanish governments was bound to have had conkidensfluence” in early American
attempts to regulate medicine in Louisiandyt see Cowen, supra note 164, at 219
(cautioning against assuming that Louisiana’s pieente in the field for medical regulation
should be ascribed to its Franco-Spanish traditimcause “at least ten of the twenty-six
individuals associated with drug shops in 1822 Nerteans had last names that were not of
French or Spanish origin,” and there is evidencat tih the early 1800s “the medical
profession in Louisiana was rather disreputable™).

10 |n Memoriam, Davib L. CoweN, MEDICAL HISTORY SOCIETY OF NEW JERSEY,
http://www.mhsnj.org/ (last visited Nov. 30, 200Bge alsoDavid L. Cowen,Louisiang
Pioneer in the Regulation of Pharmaay LA. HisT. QUART. 331 (1943).

171 SeemaTAs, supranote 166, at 64. In 1723, Louisiana’s Superiou@il became
alarmed that “several ignorant persons were givergedies and performing operations in
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of the 1808 New Orleans Act, because the “relagigttong controls which French
authorities had established over medical practioeing the first half of the
eighteenth century were continued and strengthemelér the Spanish regim&?
Louisiana also boasts what is likely the earliestetican law designed to regulate
drug quality*”® The law was the prototype of the New Orleans ‘Adbut was only
one of many Spanish laws that reflected a strongniSh commitment to the
regulation of drugé’™ It is no wonder that in the area of drug regolatiLouisiana
was far ahead of every other American state atbénginning of the nineteenth
century™

Louisiana’s preeminence in this field would nottlimg under American rule.
In 1816, the state passed a law repealing the Ndeafs Act and made no new
provision to prohibit the sale of drug€. According to John Duffy, “[n]either the
apothecaries nor the public apparently favoredsaroh regulations, and a wide field
was opened for unethical and unscrupulous indivgteaprofit at the expense of the
sick.”’® In 1820, the American tradition of self-medicationade its way into
Louisiana law when the legislature permitted umigsd persons to sell “medicines
which shall have been purchased from any legalhegary, and which have been
plainly labeled by said apothecarly”” While this law certainly regulated drugs, it
did so by requiring that they be labeféda tactic that would have made it easier for
the average citizen to choose his preferred meditat

By 1820, the American spirit of laissez-faire dreegulation had seemingly
displaced the Franco-Spanish traditions, but theoldement was not then
complete!®® The most telling evidence of this shift in tramlits is that in 1852
Louisiana succumbed to the American tradition aimélly repealed all medical

New Orleans as well as the countryltl. at 64. The council responded by declaring that
unlicensed practitioners were “forbidden to medifiehe arts of medicine or surgery on
penalty of being prosecuted by the Attorney Genamal punished with deathld.

17219, at 173.

173 Cowen,supranote 170, at 331. Promulgated February 12, Bg7Don Alexandre
O'Reilly, Louisiana’s Spanish governor, the edietkred that, “[s]urgeons shall be always
ready to open and show to the physician the pldwrevthey keep their remedies so that they
may be inspected and thrown out if they are bad.” The decree also forbade quackery by
providing that “[a]ll pretended healers, who are pmvided with documents and certificates,
will be punished with imprisonment and arbitraryn@inment if they are caught abusing the
credulity of the people.” MrAs, supranote 166, at 178.

174 MaTas, supranote 166, at 178.
1751d. at 186-92.
176 Cowen,supranote 170, at 330.

177 John Duffy, Pharmacy in Franco-Spanish Americen AMER. PHARMACY IN THE
CoLONIAL AND REvoOL. PERIODS 15, 24-25 (George A. Bender & John Parascando|a®edker.
Inst. of the History of Pharm., 1976).

178 SeavaTAs, supranote 163, at 342.
17 SeeCowen,supranote 167, at 334.

180 Id

181 SeeKREMERS supranote 34, at 214.
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legislation’® According to Cowen, this devolution demonstrateéduisiana’s

assimilation of the culture pattern of the restha country...[flor the repeal of the
legislation in 1852 came not from conditions pemulto Louisiana, but from
conditions characteristic of the entire Americaarse™®® If anything, the 1808 New
Orleans Act marked the highpoint of the Franco-8garradition and does not
accurately reflect the American tradition of druggulation. TheAbigail court’s

reference to the law therefore misrepresented thrital reality that the New
Orleans Act reflected Franco-Spanish traditions Jaiesez-faire American attitudes.

3. A Short Survey of State Regulations

Although by 1870 many American states and teresrhad passed drug
regulations, it does not necessarily follow thattsuegulations were designed to
ensure drug safety. The 1736 Virginia Act is meral example of the various laws
states passed to regulate the profession of pharitssdf, not the access to unsafe
drugs'® Meanwhile, the historical context surrounding tNew Orleans Act
illustrates the American tradition of self-medicatj as well as the government’s
accommodation of those who sold drugs without kesf®* To be sure, the

182 Id

183 Cowen,supranote 170, at 339.

184 The Virginia Act “reflects the attitude of Londgysicians of this period toward the
medical ambitions of the apothecaries. REUERS supranote 34, at 159. The law grew from
a territorial dispute in which physicians soughtrtaintain status by differentiating themselves
from the growing number of apothecaries, who haditéid education but who were
nonetheless permitted to dispense drugs. The fActregulating fees and accounts”
recognized the relative importance of the diffenemfessions by stamping each with specific
rates associated with their differing levels of eation. Id.

185 The Abigail court noted that in 1817 South Carolina introdulssgislation requiring
the licensing of pharmacistsSee Abigail Alliance495 F.3d at 704. To be sure, South
Carolina was the first of the American coloniegeéquire pharmacists to pass examinations
(1818) and to require apothecaries to obtain tieénses by applying to the state’s medical
society or board of physicianSeeKREMERS supranote 34, at 184. The 1817 Act contained
a fatal flaw, however, at least from the point &w of those who assumed that the act was
designed to eliminate the sale of medicines by prafiessionals. It declared “[t]hat nothing
herein contained, be construed to prevent merchantshop-keepers from vending or
exposing to sale medicines already prepared.” @owmgpranote 164, at 166. Thus, while
the South Carolina law required examinations acenking of pharmacists and apothecaries,
it did not preclude the common man from enterirghap and choosing the medication he felt
was necessary to cure his ailments. In fact, thattSCarolina legislation was intended to
regulate the practice of medicine, not to curb dkeilability of drugs to the common man.
Moreover, twenty years later, this legislation wiasther emasculated. In 1838, South
Carolina repealed all of the penalty provisionstialy to both pharmacists and apothecaries—
which essentially eviscerated the entire legishatitl. In 1825, Georgia passed a statute that
closely tracked the language of the South Cardliciapassed in 18171d. at 167. Entitled,
“An Act to regulate licensing of Physicians to piee in this state,” the act permitted
physicians to sell drugs, required apothecariebddicensed by the state, and prohibited
“[m]erchants, shop keepers and all other persara tompounding and preparing drugs and
medicines, or either.ld. It is clear then, that the Georgia Act was desiyto prohibit the
manufacture of drugs by anyone other than a lickrmefessional. Eleven years later,
however, Georgia repealed all of the penalty piomss of the 1825 actld. Although in 1839
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language of the various state acts must be readntext and their terms understood
within the purposes of the various acts.

The Abigail court failed to recognize this need to examinepthrticulars of each
act’®® |t stated that “[b]y 1870, at least twenty-fiven@rican states or territories had
statutes regulating drug adulteration (impure drugsd a few others had laws
addressing poisons®” While this statement appears to support the tsoorerall
conclusion regarding drug safety regulation, ifant reveals the court’s failure to
recognize the intricacies and purposes of eacheftwenty-five laws to which it
referred!® For example, when it defined “drug adulterati@s’ the fabrication of
“impure drugs,” theAbigail court implied that the twenty-five states barrée t
production of inherently dangerous drdés. The word “impure” does not strictly
mean dangerous, but it connotes danger, partigwaen it is associated with the
consumption of medicatiort¥ As we shall see, the term “adulterat@tias used in
government drug regulations typically referred togs whose impurity has rendered
them largely ineffective or inert, a quality thade them dangerolisin that they

and 1847 the state declared the Georgia Act tanlalli force, it did not also reinstate laws
that prohibited the practice of Thompsonian medicind. Thompsonian medicine was
premised on the idea that every man could be hispysician SeeY ouNg, supranote 58, at
54,

188 For the purposes of this paper, an exhaustive ieion of each statute cited by the
court is not necessary. The Virginia and New QOrieacts illustrate thAbigail court’s failure
to examine closely the laws it cited to supportcidmclusion. See supréSections IV.B.1-2.
Moreover, that the court's facile construction bktword “adulterated” strongly implies
danger demonstrates its failure to scrutinize séingliage of the various actSee infraSection
IV.B.3.

187 Abigail Alliance 495 F.3d at 704.

188 The Abigail court cited the work of Edward Kremers and Geddgeéang with regard
to these twenty-five lawsSee Abigail Alliance495 F.3d at 703-04ee also supraote 34.
This author’s research into the sources used bynkre and Urdang did not confirm the
court’s assertion.

189 SeeAbigail Alliance 495 F.3d at 704.

190 Merriam-Webster's online dictionary defines “impliras inter alia, “containing
something unclean.” Merriam-Webster Online Dictdon http://www.merriam-webster.com/
dictionary/impure (last visited Mar. 10, 2008).

191 The 1828 edition of Webster's American Dictionafythe English Language defines
“adulterated” as “[c]orrupted; debased by a mixtwith something ofess valu¢ Webster's
1828 Dictionary CORNERSTONE BAPTIST TEMPLE, http://www.cbtministries.org/resources/
webster1828.htm (last visited Nov. 30, 2007) (emsghaadded); Merriam-Webster's
contemporary online dictionary defines “adulterade™to corrupt, debase, or make impure by
the addition of a foreign or inferior substanceet@ment;especially: to prepare for sale by
replacing more valuable with less valuable or inergredients’ Merriam-Webster Online
Dictionary, http://www.m-w.com/dictionary/adulteeat (last visited Nov. 30, 2007) (emphasis
added). Therefore, the term did not merely meamge@usly “impure,” but that which has
been made less effective by corruption.

192 The danger associated with purchasing cheap dmagsthat patients would forego
more reliable medical treatment. If the patiectsdition worsened while on the inadequate
treatment, it might become too late to adminisferdaving medical therapySeeH.R. Rep.
No. 30-664, at 20 (1848) (stating that physicianthe Mexican War administered “herculean



76 JOURNAL OF LAW AND HEALTH [Vol. 21:53

gave false hope to unsuspecting consumers who bahglap, useless drugs from
“gquacks™®?in their efforts to self-medicate.

In any event, “under the double impact of the gloat medical laissez-faire and
of the Civil War,” state laws regulating accesgdtags became dead letters on the
books'® In fact, a survey of state pharmaceutical lawsiébthat by 1931, twenty-
three states had no restrictions on the sale oénpamedicines by “general
merchants”—that is, “anyone permitted to sell dragd medicines who [was] not a
registered pharmacist or assistant pharmatist.Furthermore, only three states—
Colorado, Mississippi, and Nebraska—absolutely imitdd such saleS? Given the
relatively lax state regulations of pharmacy, itwebbe difficult to conclude, as the
Abigail court seems to have dolféthat states maintained a strong commitment to
regulating drug safety even by the time of theyetwkntieth century.

C. Federal Regulations

It was not until 1938 that Congress passed anyrddegislation regulating drug
safety’®® TheAbigail court, however, characterized three federal degglations as
laws designed to prevent access to unsafe drugstpert Drug Act of 1848, the
Biologics Controls Act of 1902, and the Pure Foad ®rug Act of 1906%° While
the court accurately described the Biologics Cdndrct as a safety regulation, it
failed to consider the purpose behind it, which ¥eaensure that vaccinations being
forced on American citizens were in fact s&felndeed, that act had little to do with
personal choic&® Meanwhile, the court failed to recognize the giacuanguage of
the Import Drug Act and the Pure Food and Drug Aelther of which prohibited

portions of active medicines” of adulterated drygschased abroad). That such large
portions of drugs had to be administered demomstritte danger of adulterated drugs. The
concern with such a danger as associated with firawlident in the variety of state laws
dealing with drug adulteration. For example, by588 Tennessee law penalized any
adulteration of drugs that would render the dress leffective and thus dangerous to health.
In fact, various states prohibited fraudulent aghaltion, which would render drugs harmful.
In 1839 and 1844, Vermont and Rhode Island eagiectisely passed such prohibitionSee
Sonnedeckesupranote 125, at 97.

193\Worling, supranote 75, at 60.
194 KREMERS supranote 34, at 215.
195 |d

196 seeRobert P. Fischelish Survey of State Pharmacy Laws with ReferendeetSale of
Drugs and Medicines by General Merchants AM. PHARM. Assoc 1331, 1333-38(Dec.
1931).

197 SeeAbigail Alliance 495 F.3d at 704.

1% SeeThe Federal Food, Drug, and Cosmetic Act, 21 U.S.G01 (1938)see also
YOUNG, supranote 129, at 12.

19935ee Abigail Alliance495 F.3d at 704.

200 seeHenning Jacobson v. Commonwealth of Mass., 197 U1Y1905) (holding that
the state may exercise its police power to manidated vaccinations because they are part of
a wholesome practice of ensuring the public we)fare

201 Id
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the sale of dangerous druis. In fact, these two laws are better characterasd
attempts to provide consumer information to tho$wosing medications for
themselved® Any regulation of drug safety under these twodaseems to have
been an incidental effect subordinated to the tamepose of achieving greater
economic reliability for consumef:

1. The Import Drug Act of 1848

In 1848, Congress passed the Import Drug®&cfThe Import Drug Act was the
federal government’s first attempt to regulate dragd was passed because by 1848
the U.S. had become a virtual dumping ground fterimational adulterated drug$.

In noting this disturbing trend, th&bigail court inferred a sense of alarm among
Americans and Congress at the increasing presehcauah drugs by 184%’
Therefore, the court cited the Import Drug Actlasugh Congress had designed it to
halt the importation of all inherently dangerousgh®® The Import Drug Act itself
and its legislative history, however, tell anotstary. That is, Congress passed it to
protect consumers, who deserved to get their meneydrth when buying
international drugé®

Certainly, Section | of the Import Drug Act provitiéhat the American custom-
house would examine and appraise all medicinedamgs arriving at U.S. port&

202 geginfra text accompanying notes 201-243.
203 1d.

204 Id

205 |mport Drug Act, 38 Cong., ch. 70, 9 Stat. 237 (1848). The law wailed “An Act
to prevent the Importation of adulterated and sugiDrugs and Medicinek.

206 geeHeath,supranote 126, at 169, 171-72. European countries siscRrance and
England had already passed laws designed to cwbintiportation of such medicines;
therefore, more and more adulterated drugs reaémeerican shores.SeeAlex Berman,
Drug Control in Nineteenth-Century France: Antecatdeand Directionsin SAFEGUARDING
THE PuBLIC: HISTORICAL ASPECTS OFMEDICINAL DRuUG CONTROL at 9 (John B. Blake ed.,
Johns Hopkins Press 1970) (noting that in the aargteenth century, France promulgated
national laws to eradicate adulterated drugge slsoH.R. Rep. No. 30-664, at 4, 9
(recognizing London as the largest drug markethia world in 1848, and asserting that
because of long-standing British laws against adation, England was likely shipping its
inferior drugs to the U.S.).

207 see Abigail Alliance495 F.3d at 704.

2081d. at 704. The court stated that the Act “bannetptrted adulterated drugs’ after a
Congressional committee concluded that ‘this cquriitad become the grand mart and
receptacle of all the refuse [drugs] . . . not dinym the European warehouses, but from the
whole Eastern world.” Id. Although the court quoted Heath, the Committaegliage
appears in H.R. Rep. No. 30-664, at 3 (1848).(quoting Heathsupranote 126, at 175).

209 seeAngela Walch,A Spurious Solution to a Genuine Problem: An Inthdpok at
the Import Drugs Act of 1848at 29, available at http://leda.law.harvard.edu/leda/data/
448/Walch.pdf.

2% 1mport Drug Act,supranote 205. The Act states in pertinent part:

[A]ll drugs, medicines, medicinal preparations,liting medicinal essential oils, and
chemical preparations used wholly or in part asiomee, imported into the United
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The Import Drug Act, however, limited the examioatiand appraisal to an
assessment of their “quality, purity, and fitness fnedical purposess to their
value and identity specified in the invai&* A close reading of the act reveals that
the “quality, purity, and fitness” of the drugs didt refer to any dangers that might

States from abroad, shall, before passing the woubtmuse, be examined and
appraised, as well in reference to their qualityrity, and fitness for medical
purposes, as to their value and identity specifietie invoice.

Sec. 2. And be it further enacted, That all medicinal prapians, whether
chemical or otherwise, usually imported with theneaof the manufacturer, shall have
the true name of the manufacturer, and the placrawviey are prepared, permanently
and legibly affixed to each parcel, by stamp, laloel otherwise; and all medicinal
preparations imported without such names affixeafaesaid, shall be adjudged to be
forfeited.

Sec. 3. And be it further enacted, That if, on examio@tiany drugs, medicines,
medicinal preparations, whether chemical or oth&swincluding medicinal essential
oils, are found, in the opinion of the examiner,b® so far adulterated, or in any
manner deteriorated, as to render them inferiagtieangth and purity to the standard
established by the United States, Edinburgh, LondBrench, and German
pharmacopoeias and dispensatories, and therebyp@prunsafe, or dangers to be
used for medicinal purposes, a return to that effeall be made upon the invoice, and
the articles so noted shall not pass the custorséjaunless, on reexamination of a
strictly analytical character, called for by thermw or consignee, the return of the
examiner shall be found erroneous; and it shalldeelared as the result of such
analysis, that the said articles may properly, IgaBnd without danger, be used for
medicinal purposes.

Sec. 4. And be it further enacted, That the owner or camsgyshall at all times,
when dissatisfied with the examiner’s return, hthe privilege of calling, at his own
expense, for a reexamination; and, on depositirth thie collector such sum as the
latter may deem sulfficient to defray such expeitshall be the duty of that officer to
procure some competent analytical chemist possgdisenconfidence of the medical
profession, as well as of the colleges of medicamel pharmacy, if any such
institutions exist in the State in which the callen district is situated, a careful
analysis of the articles included in said retumnd a report upon the same under oath;
and in case the report, which shall be final, stafllare the return of the examiner to
be erroneous, and the said articles to be of thaisite strength and purity, according
to the standards referr3ed to in the next precedigion orf this act, the entire
invoice shall be passed without reservation, ommat of the customary duties; but,
in case the examiner's return shall be sustainethbyanalysis and report, the said
articles shall remain in charge of the collectond ahe owner or consignee, on
payment of the charges of storage, and other erpenscessarily incurred by the
United States, shall have the privilege of reexpgrthem at any time within the six
months after the report of the analysis; but if shél articles shall not be sent out of
the United States within the time specified, itlsba the duty of the collector, at the
expiration of said time, to cause the same to k&ralged, holding the owner or
consignee responsible to the United States for payrof all charges, in the same
manner as if said articles had been reexported.

211d. at § 1 (emphasis added).
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be inherent in drug8? Instead, the phrase referred specifically tortleebonomic
valuation and their identification as reflected time invoice accompanying the
drugs®?

To be sure, the words “strength and purity” reflE€cingress’s apparent intent to
exclude those drugs which were chemically ineffector laden with chemically
inert material$* so that American consumers could know how effecthe drugs
and medicines would B8 when they self-medicatéf. Congress would have been
aware that the strength of a drug could be dimedshy long storage or exposure to
the elements and might therefore become deteribrimtethe point of inertnegd’
Meanwhile, a drug’s purity could be degraded bytifilers like vegetable matter,
clay, sand, and waté Consequently, a drug’s value could be manipulated
dramatically without the requisite price adjustment the shipping invoice, upon
which the seller would nevertheless demand the epriommensurate with
unadulterated drugd® Indeed, a close reading of H.R. Rep. No. 304&&#4als that
it was such sharp practices that were the targdteofmport Drug Act® In short, it
appears Congress designed this section of the tniprg Act to prevent entry
through U.S. ports of those drugs which, in fadtl dot meet the professed
specifications under which they were séfd.Those drugs which failed to meet the
standards professed were thereby considered ibllifgir importatior???

212 Id

213 Id

2145eeH.R. Rep. No. 30-664, at 7 (1848ge alsdNalch,supranote 209, at 28.
2155eeH.R. Rep. No. 30-664, at 2 (1848).
218 SeesupraPart Ill.

217 seeOmudhome Ogbruwhat You Should Know About Drudstp://www.medicine
net.com/script/main/art.asp?articlekey=16667 {f&sted Nov. 30, 2007).

2185eeH.R. Rep. No. 30-664, at 7 (1848).

21914, at 11;see alsdWalch,supra209, at 30 (stating that although the Committeaho
that deteriorated, ineffectual drugs were ofter stla lower price than that charged for purer
products, the Committee was outraged that such riastecould be sold at all to an
unsuspecting public that bought the cheaper drag®liance of promises that they would
have some medicinal effect).

220 geeH.R. Rep. No. 30-664, at 9-13 (1848). The gentmabr of the report can be
summed up by the words of the doctor commissione®port on the problem of adulterated
foreign drugs which stated:

Many of the foreign medicinal extracts are prepaaed sold in reference to price

rather than strength and purity. The foreign maotufrers prepare any quality called

for. Compound extract of colocynth (as the lalmgbarts) comes to us in a manner
well calculated to deceive, but, on examinatiorfpisnd to contain not one particle of
colocynth.

Id. at 11.

22! seeSonnedeckesupranote 41, at 28-29.
222 |mport Drug Act,supranote 205.
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An examination of Section Il of the Import Drug tA@lso reveals that
Congress’s primary goal was to prevent misrepresient of the value of drugs and
medicines® American consumers could therefore know how éiffecthe drugs
and medicines would be when they self-medicatedcti@ 1l of the Import Drug
Act provided that drugs and medicines would noarcleustoms if they were “so far
adulterated, or in any manner deteriorated, aender them inferior iistrength and
purity to the standard established by the United St&edsburgh, London, French,
and German pharmacopoéfdsaind dispensatories, atiierebyimproper, unsafe, or
dangerous to be used for medicinal purpo$gs.”

The word “adulterated” is susceptible to variougiipretations, but the meaning
Congress ascribed to it in the Import Drug Act seeto reflect Congress’s
preoccupation with consumer protection, not patignbtectior?® Congress
assigned the term a broader meaning than that vthehbigail court ascribed to it
when it described adulterated drugs merely as “mep@a word that allows the facile
inference that the Import Drug Act was designednarily to exclude drugs that
were contaminated with inherently dangerous ingne??” A close reading of
Section Il reveals, however, that the word “adwlted” referred to those drugs and
medicines which were so “inferior in strength andity” that they did not meet the
efficacystandards of the various international pharmaciagé@ In fact, the statute
states that by not meeting these standards ofgitreand purity, the drugs were
“therebyimproper, unsafe, or dangerous to be used for civedipurposes?® not
that their quality was inherently dangergéfs Therefore, rather than a law designed
to ensure the inherent safety of drugs, the Impottg Act appears to have been
designed to ensure the efficacy of drugs so thaswmers would know whether they
were getting their money’s worth. As such, the fves little support to thAbigail

223 1d.; see alsowalch, supranote 209 at 29 (stating that page after page eftthuse
Committee’s Report describes the importation of ymanrthless drugs, and averring that the
Committee was concerned particularly with protegthmericans from paying high prices for
worthless drugs).

224 |n 1820, physicians and pharmacists convened extUthited States Pharmacopeial
Convention. HRRY F. DOWLING, MEDICINES FORMAN: THE DEVELOPMENT, REGULATION,
AND USE OF PRESCRIPTION DRUG439 (Knopf 1970). In an effort to set standargisnthich
they could determine whether particular drugs wene and effective, they published a set of
standards which have become the basis for se\estatdl laws.Id.

225 |mport Drug Act,supranote 205, at § 3 (emphasis added).

226 seeWalch, supra note 209, at 29 (stating that “economic concerat)er than the
safety, of the American people were persuasiveoiogess.”).

227 The Merriam-Webster's online dictionary definemfiure” as inter alia, “containing
something unclean.”

Merriam-Webster Online Dictionary, http://www.mem-webster.com/dictionary/impure
(last visited Mar. 10, 2008).

228 seelmport Drug Act,supranote 205, at § 3 (emphasis added).
229 1d.

0 g5eeSonnedeckesupranote 41, at 28-30 (emphasis added).
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court's stilted conclusion that the Import Drug Acepresents the federal
government’s intent to regulate drug safety in téeath-century America.

2. The Pure Food and Drugs Act of 1906

In 1906, Congress passed and President TheodorsefReb signed, the Pure
Food and Drugs Act, also known as the Wiley Z&ttin describing the Wiley Act,
the Abigail court mischaracterized its purpose and effect whstated that Congress
“passed the Food and Drugs Act of 1906, which fribddl the manufacture of any
drug that was ‘adulterated®® The court mischaracterized the Wiley Act as agdru
safety regulation, when, in the words of James ejarYoung, the law actually
“provided only modest controls of self-dosage matians.®* In short, Congress
passed the Wiley Act to protect consumers fromdraumisrepresentation. Rather
than being concerned about drug safety, Congragghsdo “ensure that fair value
was received for money spent®

The Wiley Act prohibited the manufacture and inti@tes trade of “adulterated”
drugs®® It also prescribed, however, a particular meafimghe term “adulterated”
that theAbigail court failed to recogniz€® The Wiley Act set out two definitions
for “adulterated.®’ First, it stated that no drug “defined in the tddi States
Pharmacopoeia or National Formulary shall be deetmdske adulterated under this
provision if the standard of strength, quality, purity be plainly statedupon the
bottle, box, or other container thereathough the standard may differ from that
determined by the te$iid down in the United States Pharmacopoeia dioNal
Formulary.®® Thus, a drug defined by the official pharmacopoeould be of
inferior “strength, quality, or purity,” but its pkaging would have to disclose that
fact?® If it did so, the drug would not be consideredtherated®° and could be
manufactured and even transported interstat&econd, the Wiley act stated that a
drug would not be “adulterated” unless its “stréngtr purity [fell] below the

1 geePure Food and Drugs Act, 34 Stat. 768 (190€3; alsoY OUNG, supra note 129, at
12. The Wiley Act was named after Dr. Harvey Wilagad of the Bureau of Chemistry of the
U.S. Department of Agriculture. Wiley was a staumclvocate of pure food and drugs laws
and is credited for leading the movement that tethe Pure Food and Drugs Act of 1906.
SeeHERBERTBURKHOLZ, THE FDA FOLLIES 7-8 (Basicbooks 1994).

232 ppigail Alliance 495 F.3d at 705.
233y ouNG, supranote 129, at 12.

234 PETER TEMIN, TAKING YOUR MEDICINE: DRUG REGULATION IN THE UNITED STATES 4
(Harvard Press 1980).

5pyre Food and Drugs Act, ch. 3915, 34 Stat. 7682a£1906).

236 SeeAbigail Alliance 495 F.3d at 705ee alsdPure Food and Drugs Act ch. 3915, 34
Stat. 768 at § 7 (1906).

37pyre Food and Drugs Act, ch. 3915, 34 Stat. 7687a£1906).
28|d. (emphasis added).

29 sonnedeckesupranote 41, at 37.

24035eePure Food and Drugs Act, ch. 3915, 34 Stat. 76B7at

2135edd. at § 2:see alsdSonnedeckesupranote 41, at 37.
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professed standard or quality under which it [wesll,”?*> a provision that referred
to drugs not covered by the two pharmacopoeias iorett abové?® As a result,
any drug not officially recognized by the two phaaopoeias would be considered
unadulterated and could therefore be manufacttradsported, and sold as long as
the seller did not misrepresent the value of thagd&¥ In short, the term
“adulterated” as used in the Wiley Act did not médangerous” or even “impure,”
which was the superficial definition assigned tbyitheAbigail court?#

The Wiley Act did little to regulate access to dsumgecause it was not designed to
do so?*® It is unlikely, however, that thabigail court recognized this fact when it
deemed the Act one of the “early examples of fddgoaernment interventioré*
The federal government certainly intervened, butlid@ so to prevent fraud and
misrepresentation; it did not do so to prevent sgde unsafe drugs. While it did
require disclosure of potentially dangerous sulzstanthe Wiley Act did not “strike
a blow against self-medication, but sought to niakafer.’®*

3. The Food, Drug, and Cosmetic Act of 1938 and @62 Kefauver-Harris
Amendments

As noted above, Congress passed the first fedanakégulating drug safety in
1938, the Federal Food, Drug, and Cosmetic?ZActAlthough the 1938 law did not
regulate the efficacy of drug®,the new powers it bestowed on government agencies
were far-reaching® The new law provided four new safeguards whendjt:
commanded the use of prescriptié¥¥s2) required that drugs be labeled with

242pyre Food and Drugs Act, 34 ch. 3915. Stat. 768.806).
243 |d.

2441d: see alsdSonnedeckesupranote 41, at 29-30.
245 seeAbigail Alliance 495 F.3d at 704.

248 SeeYOUNG, supranote 58, at 244. Furthermore, the Wiley Act dad require drug
manufacturers to name all the ingredients in a.dryg/long as the drug compounder made no
false or misleading claims with regard to the inligats, he could sell his wares to willing
Americans.|d. If he chose to name ingredients, however, thoseesits had to be present in
the amount claimed.ld. The only ingredients that needed to be named wdreréntly
suspect articles such as alcohol, poisons, andietyaf opiates.ld. at 243-44. Peter Temin
described the situation succinctly when he saitl ‘ilaavoid the scope of the law entirely, [a
manufacturer] could produce a nonnarcotic prepamatjive it a novel name, and say little
definite about it.” EMIN, supranote 234, at 30.

247 Abigail Alliance 495 F.3d at 704.
248 Y ouNG, supranote 58, at 244.

24% SeeThe Federal Food, Drug, and Cosmetic Act, 21 U.R@ (1938); se also
Y OUNG, supranote 129, atl12.

20 geaTeEMIN, supranote 234, at 125-26.
Bld, at 4, 127.

%2 geeWWallace F. Janssehljstory of the FDA: The 1938 Food, Drug, and CosmAtt,
http://www.fda.gov/oc/history/historyoffda/sectiahgml (last visited Oct. 29, 2007). This
law was passed in response to 100 deaths causethebyintested sulfa drug, Elixir
Sulfanilamide. Id. The law arguably marks the beginning of the pesjive testing that the
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directions for safe use, 3) removed the scientguirement for proving false
therapeutic claims, and 4) mandated that all dhegdeemed safe before they could
be marketed> Of note, the final provision regarding drug sgfetas introduced
late into the proposed legislation for the 1938.#%wThat Congress included this
crucial provision as a virtual afterthought revedlse federal government’s
ambiguous approach to drug safety regulation ernel®B8 when it passed the first
“safety” regulatior?®® Still, the new controls were string&fitrelative to those laid
out in the corpus of laissez-faire drug laws thed flourished since the early days of
American settlemertt? In effect, the 1938 law was the first Americanv I¢that
could be called a drug safety regulation affectimg discretion Americans had long
enjoyed when choosing medications. The law’s nestrictions were such that
James Harvey Young said, “self-medication was dabi#é

On October 10, 1962, Congress passed the KefauseisHAmendments to the
1938 law?*® These amendments compelled drug makers to opamdts procedures
prescribed by the FDA and required that factorielnst to inspections, present
plans for prospective clinical trials, and contingly monitor the effects of their
drugs on patient&? In effect, the amendments strengthened dramitite FDA’s
control over the regulation of drug manufacturing.

The 1962 amendments were the first federal reguiatithat purportééf to
require drug manufacturers to make a substantialvisty that their drugs were

FDA now requires before experimental drugs may beketed once they pass the final phase
of testing. Also, in 1936 Ruth De Forest publistrest bookThe American Chamber of
Horrors, which detailed the pervasiveness of useless aadderous” foods, cosmetics, and
drugs. See RoBERT N. MAYER, THE CONSUMER MOVEMENT: GUARDIANS OF THE
MARKETPLACE 24 (Twayne Publ. 1989). The book caused a pulicry, which pushed
Congress to enact the 1938 lalal.

253 SeeJaMES HARVEY YOUNG, MEDICAL MESSIAHS A SOCIAL HISTORY OFHEALTH AND
QUACKERY IN TWENTIETH-CENTURY AMERICA 189-90 (Princeton Univ. Press 1967).

24 seeJames Harvey Younddrugs and The 1906 Lgvin SAFEGUARDING THE PUBLIC:
HisToRICAL ASPECTS ORMEDICINAL DRUG CONTROL 156 (John B. Blake ed., Johns Hopkins
Press 1970).

255 Id

256 Id

%7gee suprdPart IV.

28 James Harvey Youngihe Government and the Consumer: Evolution of Faod
Drug Laws, The 1938 Food, Drug and Cosmetic A8t.Pus. L. 197, 201 (1964).

29 5eeY OUNG, supranote 253, at 418.
26014, at 420-21.

%1 The new amendments offered little guidance on tmgauge the “effectiveness” of a
drug. TEMIN, supranote 234, at 127. The amendments of 1962 relied drug’s label to
determine its effectiveneskl. Indeed, the law stated that experts would beleyed “to
evaluate the effectiveness of the drug involved,ttom basis of which it could fairly and
responsibly be concluded by such experts that thg Will have the effect it purports or is
represented to have. . " Id. at 127 (emphasis added). Thus, a panel of expentild decide
whether the drug’s actual efficacy comported withawn claim, a requirement reminiscent of
that found in the 1906 law.
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efficaciousnot merely safé®® This efficacy requirement prompted thbigail court
to state correctly, if tritely, that “even settitige safety issue to one side..., as a
matter of history, at least some drug regulatidorpio 1962 addressed efficac
The court failed, however, to elucidate on the tjaasof why ensuring drug efficacy
has historically been an important government @ger Its treatment ignores the fact
that the history of drug regulation in the U.S. ha&en tied to the tradition of self-
medication and the desire to protect consumerskgtbooks, not their heal!
Congress’s requirement that drug makers make aanted showing that their
drugs be effective suggests strongly that the 1862was also rooted in a desire to
protect market consumers. According to Louis Lasaghe committee hearings
leading up to the passage of the 1962 law appedarééd primarily concerned with
“excessive drug costs, inadequate competition, epricontrol, and patent
protections.?® Robert N. Mayer adds that, “the amendments wermapily
designed to save dollars, not livé&” If Lasagna and Mayer are correct, then the
efficacy requirement was largely an extension ofradition within which the
government had long engaged—that is, the regulatfodrugs with the intent to
protect consumers from fraud or misrepresentafionTherefore, theAbigail court
was correct in stating that the government has tegglated the efficacy of drugs,
but its intimation that it did so to ensure theesafof drugs has little support from
history. In fact, the court's words reflect its smnderstanding of our country’s
history and traditions regarding the consumptioth @egulation of medicines.

V. THE PROPOSAL

On January 14, 2008, the United States Supremet Gaatined the Abigail
Alliance’s petition for a writ of certioraff® By doing so, the Court failed to address
the circuit split®® over which test courts should apply when detemgjnivhether a
particular liberty interest is deeply rooted in aauntry’s history and traditiofi®

262 5eeY OUNG, supranote 253, at 418.
283 Abigail Alliance 495 F.3d at 706.
%435eesupraParts I1l and IV.

25| guis Lasagnal938-1968: The FDA, the Drug Industry, the Medieabfession, and
the Publi¢ in SAFEGUARDING THE PuBLIC: HISTORICAL ASPECTS OFMEDICINAL DRUG
CoNTROL 171, 173 (John B. Blake ed., Johns Hopkins Prégg)1

266 MAYER, supranote 252, at 123.
%7 gee suprdart IV.
268 Abigail Alliance v. von Eschenbact28 S.Ct. 1069 (2008).

29 geelisa K. ParshallRedefining Due Process Analysis: Justice Anthony&hnedy
and the Concept of

Emergent Right$69ALB. L. Rev. 237 (2005-06)see alsdBrian Hawkins,The Glucksberg
Renaissance: Substantive Due Process Since Lawnengexas 105 MicH. L. Rev. 409
(2006).

279 By denying certiorari, the Court has also declinedaddress the circuit split over
whetherLawrence v. Texakas supersede@lucksberg v. Washingtomith regard to the test
the Court will consider when determining that atigaftar liberty interest is not deeply rooted
in our country’s history and tradition. To be sur@wrencehas called into question the
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More apropos of this paper, the Court declined ieweer the salient question of
whether terminally ill patients with no medicaleattatives have a fundamental right
of access to experimental drugs that have been etbesafe enough by Phase |
investigative trials to continue human testing.isTitefusal leaves in place a deeply
flawed precedent.

To be sure, théAbigail court’s mischaracterization of history revealsttita
approach was almost wholly devoid of historical lgsia. Because it ignored this
country’s history of self-medication and disregatdts duty to scrutinize the laws it
cited in support of its decision, tibigail court found no deeply-rooted tradition of
access to experimental drugs. In short, becauses afisappropriation of history,
the Abigail court rendered a conclusion perfectly contraryrdality. Had the
Supreme Court chosen to review this nation’s tristoly under theGlucksberg
test?™ it would have found that access to experimentagighad been an institution
that for centuries was “deeply rooted in this na@gohistory and tradition®? This
finding would have opened the door to further cibmisdnal analysis and the

Supreme Court’s analysis set outGlucksberg See generall{Hawkins,supranote 269. In
Lawrence the Court held that the Due Process Clause gcamsenting adults a liberty right
to be free of government interference into homoakegadomy practiced within the privacy of
their own homes.See Lawrence v. Texads39 U.S. 558, 578 (2003). More importantly, for
purposes of the issue at hand, the Court concldldadthis country’s recent history with
regard to attitudes toward homosexuality weighedentoeavily than the purported long-
standing tradition of anti-homosexual sentimeltt. at 559. Therefore, the Court concluded
that “laws and traditions in the past half centarg of most relevance” when determining
whether the liberty interest inawrenceshould be given substantive constitutional pradect
Id. In reaching its conclusion, the Court noted thanynatates in the latter half of the
twentieth-century had repealed anti-sodomy lawwels as laws banning homosexual sex in
general. Id. The Court interpreted this as a jurisprudentiafthiat reflected “emerging
awareness” that certain liberties indeed exidt.

Given the Court’s analysis ihawrence it is possible that courts faced with the issue
presented here will eschew the testGiucksbergfor Lawrencés “emerging awareness”
analysis. If so, such courts may find that teriiynidl patients have no fundamental right of
access to experimental drugs because the fedevatrgoent has clearly established safety
regulations, which have been in place since 1988s important to note, however, that the
LawrenceCourt did not subject the Texas statute undectstdrutiny, but instead a rational
basis scrutiny.ld. at 574. It merely found that the statute wasioretl and arbitrary because
it singled out homosexuals and invaded their sultise& due process rightsld. at 578-79.
Yet, the Court stopped short of calling that rifilmidamental. More importantly, the Court
did not say that history is irrelevantd. at 572. Instead, it stated that “[h]istory aratlition
are the starting point but not in all cases theirengboint of the substantive due process
inquiry.” Id. Thus, rather than a repudiation of extendedhjstawrenceappears to stand
for the proposition that courts may look to recsotial developments to decide whether to
recognize the fundamental nature of a particubserty interest.See generallParshallsupra
note 269.

271 A finding that self-medication and laissez-fai@vgrnment regulation of drugs was a
deeply-rooted tradition of American history wouldtnrmean that the Abigail Alliance would
have met its burden of showing that access to @rpeatal drugs is a fundamental right.
Whether a liberty interest rises to the level diiadamental right involves a more complex
analysis. SeeGlucksberg 117 U.S. at 720-72Fge also infréSection V.

272 Glucksberg521 U.S. at 720-721.
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prospect of subjecting FDA policies to strict satyt a much higher standard than
the rational basis standard tAbigail court used to deny terminally ill patients with
no other alternatives a fundamental right of acteg®tentially life-saving drugs.

Of course, a finding that a particular liberty st is “deeply-rooted” does not
dispose of the question of whether that interestitmeonstitutional protectiofi?
Under Glucksberg once a court determines that a particular inteies'deeply-
rooted,” it must then decide whether that interigstimplicit in the concept of
ordered liberty, such that neither liberty nor icst would exist if [it] were
sacrificed.?”

Allowing terminally ill patients, such as Abigadccess to potentially life-saving
drugs is a right of liberty that is “implicit in éhconcept of ordered liberty’® This
facet of theGlucksbergest, despite its seemingly distinctive naturén ifact closely
related to the question of whether a liberty irgéis “deeply rooted.” For example,
when the GlucksbergCourt held that there is no fundamental right ssisted
suicide, the Court relied heavily on the fact thla@ government has throughout
American history banned, and continues to banstskisuicidé’® While the Court
recognized that a liberty interest in suicide maycharacterized as a right “to define
one’s own concept of existence, of meaning, ofuherse, and of the mystery of
human life,”?"" it stressed that the mere fact that “rights aberties...sound in
personal autonomy does not warrant the sweepinglesion that any and all
important, intimate, and personal decisions aradfamental rights]?® Thus, the
Court recognized that a liberty interest is “imjilia the concept of ordered liberty”
not because it involves personal autonomy desemirgotection from government
intrusion, but because it involves a personal tipénat is grounded in history and
tradition—a construction that supports the Abig&lliance’s pursuit of access to
experimental drugs. To be sure, American histefiects a long tradition in which
Americans enjoyed personal access to dflfgddore than that, Americans’ right of
self-medication was recognized and furthered byeguwent regulations intended to
promote consumer confident®&. As such, a court that establishes the fundamental
liberty the Abigail Alliance seeks would be recagng a liberty interest in personal
autonomy, as well as the tradition that has fotuées supported this freedom.

Finally, underGlucksberg the Abigail Alliance would also have to submit a
“careful description of the asserted fundamentaérast” it seeks to establidt.
Although theAbigail court failed to reach this aspect of tBducksbergtest, the
court asserted that the Abigail Alliance would likdoe unable to make such a

2131d. at 721.
274 |d.

275 Id

2°|d. at 728.
27|d. at 726.
*81d. at 727.
219 seesupraPart Il1.
80geesupraPart IV.

81 Glucksberg521 U.S. at 721 (internal quotations omitted).
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showing because access to experimental drugs wdeftend on the FDA's
regulatory determinations regarding the drug’s tyafnd efficacy’® The court

asked, “How can a constitutional right be defingddm administrative regulation
that is subject to changeé® In addition, the court found it “difficult to ingine how

a right inextricably entangled with the detailsabiifting administrative regulations
could be deeply rooted in this Nation’s history anadition and implicit in the

concept of ordered liberty®*

The Abigail court failed to recognize that fundamental inteyessich as the one
the Abigail Alliance seeks have been carefully dést with regard to medical
experts’ evolving understanding of medicine and rpfaology. In Planned
Parenthood v. Case¥® the Supreme Court upheRloe v. Wad€® and recognized
that a woman’s right to choose to abort a pre-eatdtus shall not be unduly
burdened by government interfereri®e. That theCaseyCourt did not grant an
absolute right to abortié# is instructive. While it recognized the fundanadmight
of access to an abortion, tlaseyCourt qualified that right by reference to medical
principles surrounding the viability of the fetuadaconcerns over the mother’'s
health? In short, the government’s interests in potertfal and in the mother’s
health are circumscribed by medical opinions reigaréetal viability and the health
of the mothef*™® That doctors make such determinations is indieatif their role in
carefully describing the mother’s liberty interegshaving an abortion.

The fundamental right the Abigail Alliance seeksetgtablish is similar to the
right recognized inCasey That is, the right that terminally ill patienteek in
gaining access to experimental drugs is analogous tvoman’s right to choose
abortion under certain circumstances. It is imgurtto note that the Abigail
Alliance does not advocate absolute access torafjsdnot proven safe; it merely
seeks access to post-Phase | drugs that have kmmmed sufficiently safe for
continued experimentation on humans. The detetinimathat the FDA’'s medical
experts make with regard to a drug’s safety anidafy are analogous to that which
medical experts make with regard to whether a wdsnaaquest for an abortion is
medically advisable. More specifically, determioas over whether continued
human testing of post-Phase | drugs is advisaldeaaalogous to determinations
over whether a fetus is viable, or whether a womdréalth will be inadvisably
compromised by an invasive abortion. Yet the fumelatal right to government-
fettered access to an abortion is widely-recognizetile the patient who is
breathing her last breath is denied access to pallgnlife-saving post-Phase |

8235ee Abigail Alliance495 F.3d at 703 n.6.

283 1d.

24)d. (internal quotations omitted).

25planned Parenthood v. Casey, 505 U.S. 833 (1992).
26 Roe v. Wade, 410 U.S. 113 (1973).

7 Casey 505 U.S.at 874.

288 Id

2891d. at 846.
290 |d.
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drugs. Rather than resting on concerns surroungitignts’ health, it appears this
artificial distinction rests largely on adminisikest, bureaucratic, and economic
reasons having little to do with the impact thataaefully described right of access
might entail**

The Abigail Alliance does not seek a liberty insgréor the general public in
obtaining access to experimental drugs. Ratheeeks to establish a liberty interest
for those terminally ill patients who have no Igaving alternatives and who consent
to consume post-Phase | experimental dfffgsLike patients who seek abortions,
these patients would act under the direction oir thersonal physicians, who are
best-situated to make the determination that utldercircumstances post-Phase |
experimental drugs are the best alternative to glyi\bigail’'s doctor made that
determination for he®* Had he had his way, she might be alive today.

Were a court to determine that the liberty intetbst Abigail Alliance seeks is
fundamental, it would still need to decide whettier FDA policy is constitutional.
That is, it must strictly scrutinize the FDA's dahof access to terminally ill patients
who seek to consume post-Phase | experimental dri8sch an exercise would
entail greater effort and analysis than that diggdaby the court il\bigail.

To determine the constitutionality of the FDA regfions, the court must
determine whether those policies are narrowly tadoto furthering a compelling
government intere$t! Of course, the court may find the policies passhs
constitutional muster by finding that the fundana¢mtght of access to potentially
life-saving drugs must yield to the state’s intésem preserving public health.
Applying the Glucksbergtest to the true history and tradition regardiredf-s
medication and the lack of drug safety regulatitrasyever, would require a court to
make that difficult determination by weighing temally ill patients’ weighty
interest in survival against the government’s ieserin prohibitingthis particular
group’saccess to potential cures.

If the thrust of the FDA policy is to protect thergeral public health, then it
sweeps too broadly. The FDA has the alternativeatwow its prohibition on post-
Phase | experimental drugs to exclude those whonateboth terminally ill and
willing to undergo post-Phase | clinical trials, iafn are regularly made available to
those patients the FDA has deemed suitable teptctab That the FDA allows post-
Phase | drugs to be administered to willing tesfextts demonstrates its willingness
to accept risks to patients who themselves knowiragisume the risks. As the
Abigail Alliance has stated, all that it seeks is a

right for terminally ill patients with no remainingjeatment options to
fight for their own lives, by taking a drug thateth doctors have
concluded is justified by the available scienti@gidence and that the

21 gee generallBUrRkHOLZ, supranote 231.

292 Brief of Petitioner, Abigail Alliance v. von Esahieach, 128 S.Ct. 1069 (2008) (No.
07-444), at 9.

298 5eeKovach,supranote 1, at 26.

24Casey 505 U.S. at 929.
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FDA itself would let them take if they were lucky well-connected
enough to get a spot in the trial.

This statement reflects the frustrations that p&giesuch as Abigail, feel when
they are denied access to a drug that is indeatbmdministered to human test
subjects. As Abigail’s failure to be accepted asibject indicate$? many patients
are understandably frustrated when they are exdlfiolereasons associated with a
drug’s marketability, not for an overweening comcar patient safety.

Finding that terminally ill patients have a fundanad right of access to
experimental drugs would not mean a return to thgsdf governmental laissez-
faire regulation of drugs. The government surelgintains strong interests in
regulating the sale and ingestion of drugs generallts interests in regulating
narcotics are surely compelling and would outwelghpublic’s interest in ingesting
such substances without strict oversight. Simjilathe government’s interests in
withholding access to experimental drugs would @igiv the general public’s right
of access to them. Absent the strong interestelfipseservation, the interest in
seeking access to experimental drugs would be agitwd by the government’s
concern for patient safety. Indeed, courts matifiasly deny such access even as
they recognize that terminally ill patients havduadamental right of access to
potentially life-saving cures that have passed &had the FDA's testing regime.

VI. CONCLUSIONS

The Abigail court declared that to prove its claim, the Abigdliance would
need to show “that there is a tradition of accessirugs that have not yet been
proven effective, but also a tradition of accesdrtggs that have not yet been proven
safe.™” American history bears proof of both—that is,udtural institution of self-
medication, as well as government’'s accommodatmmhpaotection of that tradition.

American history reveals that British colonists eatm America with a wealth of
personal medical knowledge, and the custom of naédlf-treatment that had been
and would for long continue to be their traditfdh.Such traditions flourished in the
New World of frontier living, experimentation, anthissez-faire economics.
Meanwhile, the American laissez-faire attitude rsftbened the belief that
Americans expected government would not interferiéh viheir right to self-
medication. It is perhaps true, as #kigail court noted, that the “lack of prior
governmental regulation of an activity tells utidiabout whether the activity merits
constitutional protection?® This statement assumes, however, that the Abigail
Alliance’s argument rests on the proposition thategnment assumedcampletely
laissez-faire approach to drug regulation. It diot. For the greater part of
American history, government regulation of drugsted on protectionist principles
and was designed to guard against charlatans wieyegr on unsuspecting
Americans seeking potential cures. Early Ameristate and federal governments

2% Brief of Petitionersupranote 292, at 9.
296 geeKovach,supranote 1, at 26-28.

297 Abigail Alliance 495 F.3d at 703.

28 5eesupraPart lll.

29 Abigail Alliance 495 F.3d at 707.
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often stepped in to regulate medical fees and dosts because they recognized that
citizens regularly engaged in such choices. Theeethe government’s laissez-faire
approach to drug regulation involved recognitionttod right of self-medicatioff®
Drug safety regulation did not begin until 1988&nd any regulations dealing with
the efficacy of drugs were aimed at ensuring thaeficans received fair value, that
is, that they did not pay for fraudulent therapeataims®®2

Despite this unmistakable history, thdigail court found no “deeply rooted”
tradition that would support the Abigail Alliance®sition. It is therefore ironic that
the court began its analysis by noting that, “th@r®me Court has directed courts to
exercise theitmost caravhenever we are asked to break new ground irfiehds” 3%
In short, courts exploring the expansion of suliitandue process rights must
exercise extraordinary caution. While it is natdoa a court facing such a question
to be wary of the consequences that attend theynégmn of substantive rights, the
caveat does not amount to a license to courts thcafe their responsibility of
carefully analyzing the issue and the facts at hand

In summary, thé\bigail court’s holding was founded on faulty conclusiah®ut
American history. A court reviewing the Abigail l&Ince’s case unddslucksberg
must apply an accurate account of our nation’ohyst By doing so, the court will
be able to find that there is a deeply-rooted trawliof self-medication and laissez-
faire drug regulation in this country, and will thée able to proceed with the
appropriate constitutional analysis. Such an amlwould produce the conclusion
that a particular group of persons indeed has aldmmental right of access to
experimental drugs. These are terminally ill peoplho, having no life-saving
options, consent to consume post-Phase | experanentigs under the care of
physicians trying to save their lives.

300 seesupraPart IV.

%01 1d. at Part IV.C. TheAbigail court noted that the lack of regulation does not
presuppose that a right is historically rooteBee AbigailAlliance, 495 F.3d at 706. This
paper, however, has illuminated the history of-gefdication in the United States and has
revealed government’s accommodating, laissez-faley toward drugsafetyregulation. See
supraParts Ill and IV. Moreover, it has shown thattestand local governments certainly
passed drug regulations, but these were usually prahibiting pharmacists and apothecaries
from charging exorbitant fees, selling mislabeled ummarked products, or defrauding
customers.Seeid. at Part IV. Thus, there is in the United Statdsng tradition of regulating
drugs with regard to their marketability, not theafety. In short, thAbigail court was wrong
to assume that there has been a lack of governinegtregulation in general.

302 geesupraPart IV.
303 Abigail Alliance 495 F.3d at 702 (internal quotations omitted){basis added).
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