Fraom:

Robert Tdward Orth

7207 Lafayette Rd

Indianapolis, IN 46278

June 30, 2018

To: ‘

Federal Bureau ol Tnvestigation

SPECIAL AGENT ABBOTT

8825 Nelson B Klein Pkwy

indianapalis, IN 46250

Re: This 15 a sworn eriminal complaint under 18 USC § 4 to report felony violations of laws of
the United States.
Speetal Agent Abboltl,

L am writing to complain of felony violations ol the laws ol the Umited States that are in
progress. | am being threatened through the mail by public scrvants for the sole reason that 1 am
exercising rights Lo redress. [ have received a written threat of loss of thousands of dollars if |
don’t abandon my attempt o access the law, Any and all emphasis employed herein may be
construed to have been added. All exhibits altached herelo are incorporated by this relerence as tf
fully restated herein. The term “as bricfed™ shali signify my appellate opening bricl al Exhibit A
hereto.

The federal government s long on commands for everybody to obey the law, and the IRS
parades through the lives of cach and all Americans while wielding the Tax Code (26 USC),
ITowever, when somchody knows exactly which provisions to focus on (below) the federal
governmenl IMposes enoTmous monetary sanctions, as briefed.

As vou read this eriminal complaint observe expression of a right to access the law, a
right to be taxed by clear language, the duly of the courl in cases mvolving slalulory
construction, and how the law must govern to determine a tax hability. As you read, explore the
reasonableness of having to pay thousands of dollars and get absolutely no discussion of the laws
upont which vou've relied when all you've attempted is to get a rulinp on the law. I've
complained herein that Uns 18 & conspiracy n violation ol 18 USC § 2471, und is an act of mail
fraud in violation of 18 USC § 1341, When sanclions are imposed it will be un act ol extortion in

violation of 18 USC § 872 that will inelude use of the mail.

A
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26 USC §§ 1. 31, 61, 83(a), 212, 879()(2), 1001, 1011, 1012, 1401, 1402(b), 3101,
3121(e), 3306(]), 6201, 6671(h), 7343, 7621, 70%: YA, and 7655:

26 CFR 111, 1.83-3(c), (1), (g). 1.83-4(b)(2), 1.1001-1(a), 1.1031-1(s), 1.1012-1(a),
1EOT-F&), L1402(a)-2¢a), L1402{)=-1(d), 31.0-2(a)1), 31.3121¢e)-1{k), 301.6201-
I{a), and GOZ. 10 ;

42 USC §411(h)(2);

Social Security Act of 1935 § 211, P.L. 74-271, 49 Stat. 620 (August 14, 1933), now
codified ng 42 UJSC ¢h. 7;

1939 Internal Revenue Code §§ 111,112, 113, 3040, and 3811.

T filed an appesl (Fx.A) on the 7 Civewit (Orth v, Comm'r of IRS, #17-3348) secking
revicw of ONLY relevant tax provisions that cither govern my tax liabilitics, appear to constrain
official authority, or which are unconstitutional in my circumstances, Despite (his prudent
foundation for my claims, that “court” placed in the mail a contrivance directed at deterring me
from seeking review of ONLY (he above provisions. To pumish a person (or doing what the
law plainty permits 1s a due process violation of the most basic sort. (Sce Lordenkircher v,
[ayes, 434 US 357, 363 (1978): US v. Goodwin, 457 US 368, 372 (1982)),

Exhibit A: My 7" Cir. appeal from US Tax Courl withouwt its exhibits.

Exhibit B: I'inal opinion and notice of ntent to impose sanctions.

Fxhibit C: Both the 4" Cir. and Supreme Court memorandum decisions which

Hlustrate for this court how o sel about duly disposing of cases involving statutory

constroction,

Agency power is “nol the power o make law. Rather, it 1s “the power to adopt regulations

o carry nto ellect the will ol Congress as expressed by the statute.™ Lrnst & Lrnst v

Hochfelder, 425 U5 185, 213-14 (1976) (quoting Manhartan Gen. Fguip. Co. v, Comimission,
297 US 129, 134 (19360, It is “the judiciary’s duty “to say whal the law 18" Murbury

Madison, 1 Cranch, 137, 177 (1803) (Marshal, C.1).7 Y And with the understanding that:

“As inoall statutory construction cases, we begin with the fanguage of the statute. The
Jiest step “is to determine whether the language at issue has a plain and wnwmbigaous
meaning with regard to the particular dispute in the case” Robinson v, Shell (il

bSee LS v, Lopez, 514 U5, 549, 115 S.CL 1624, 1633 (1995),
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Clo, 519 U8, 337, 340 (1997) (eiting United States v. Ron Poir Eaterprives, Inc., 489

LIS, 235, 240 (Y980, The inquiry ceases “if the statutory lunguage is unambiguouy
and Cthe statutory scleme is colterent and consistent.”” 519 U5, at 340,

See Bornhar!, Comm v of Social Securitv v Sigmon Coal Co., Ine, ef all, 534 Us 438, 450, 122
S0 941, 151 1L.10d.2d 908 (2002},

*We shall begin our analysis with an excgesis of the general provisions ol seclion
83. We then shall examine those provisions in conjunction with the facts of the instant
case so that we may decide whether respondent adequately notified petitioner of the issuc
of the applicability of section 83,7

See Pagel, Ine. v Commissioner, 91 TC 200, 204-05 (Tax Court #34122-85, 1988). An

texepesisT s an interpretation,

That's what cverybody clse gets: an interpretation, the application of Taw to fact, and a
ruling based on the proper operation of the law. Thal Titigant gol review of 26 TISC § 83, bul LS
Tax Courl and the 7" Circuil have outlawed this provision that explains how 1o lax the entire
workforee, as bricled. I'm being threatoned through the mail for sccking this in relation to the
provisions herein,

Evervthing in the controlling provisions is an “outlandish theory.” but being mistaken can
only occur through a misinterpretation of the law, which requires that the correct interpretalion
be disclosed as the reason lor rejection of the claim or argument. A statutory argument is cither
right or 1t 1s wrong, bat it is never a mere theory, What's truly “outlandish® is any beliel that the
government can prevent every American Irom accessing controlling provisions while 1t steals

their proper(y by threats and hy force.

“The parties provide vastly differing interpretations of the statutory language. and both
contend thal the language clearly supports thetr position.”

“I'he Commissioner™s arpument has considerable force, i one locuses solely on the
language of scetions 1281 and 1283 and divorces them from the broader statutory
context. Bul we cannot do thal. The Supreme Court has noted that, “the trie meaning of
@ single section of a statute in a setting ay complex as that of the revenue acts, however
precise ifs language, cannol he ascertained if it be considered apart from related
sections, or if the mind be ivolated from the history of the income tax legislation of
wihich it is an imtegral part.” (Cite omitted) Aceording to the Coust, the construing
court’s duly 15 “to find that imterprefation whiclh can most faivly be said to be imbedded
in the statute, In the sense of being most harmoniony with ity sclreme and with the
general purposes that Congress manifested.”” (Cite omitted) The creumnstances ol the
cnactment of particular legislation may bhe parficutar relevant o this inguiry. (Cite
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omitted) Finally, when there is reasonable doubt ahout the meaning of a revenue
statute, the doubt is resolved in favor of those raxed, {Cile omitled)

As i all cases of statutory interpretation, we must start with the text of the
stetate. Bul we cannot simply [ocus ot sections 1281 through 1283 because they do not
exist in a vacuum. Rather, we must consider the context provided by the more peneral
statutory scheme of which fthey] are a part™ ?

And -

“The Right to Be Informed.- Taxpayers have the right 1o know what they nced to do to
comply with the tax laws, They are entitled to clear explunations of the lovs and RS
procedures in all tax forms, instructions, publications, notices, and comrespondence. They
have the right 1o be informed of RS decisions about their tax accounts and (o receive
clear explanations ol the outcornes.”™

Sce: | https/fwww.irs.gov/Taxpayer-Bill-of-Rights 1. See also US Supreme Court - Helvering v.

Lex-enn Qi Co., 300 TS 487, 498 (1937) (“The taxpayers were entitled o know the basis of
law and facton which the Commissioner sought o sustain the defieieneics.”™). And with the

knowledge that the IRS and DOJ have to foltow the law:

“I aprec with the Court that the Internmal Revenue Code provision and the
corresponding Trcasury Regulations that control consclidated filings are best interpreled
as requiting a single-entity approach in caleulating produet liability loss. 1 write
separately, however, because T respect(ully disagree with the dissent’s suggestion that,
when a provision of the Code and rhe corresponding regulations arc ambiguous, this
Court should defer to the Government’s interpretalion. See post this page (opimon ol
Stevens, ). A a bare minimum, in cases such as thiy one, in which the complex
statutory and regulutory scheme lends itself to any number of interprefations, we
should be inclined to rely on the traditional canon that construes revenue-raising liowvs
against their drafter. See Teavell v Blades, 237 Mo, 695, 700-701, 141 5.W, 893, §94
(1911 (“When the tax gatherer puts hiy finger on the citizen, e must alvo putl Iuis
Singer on the law permitting "), United Stares v, Merricm, 263 TLS. 179, [88 (1923)
(“If the wordy are doubtful, the doubt must be resolved against the Government and in
Javor of the tuxpayer”); Bowers v. New York & Albany Lighterage Co., 273 LS, 340,
350 Q927 (“The provision iy part of a faxing statute; and sucl laws are fo be
interpreted fiberally in favor of the taxpayers™. Accord, dmericon Net & Twine Co. v,
Worthington, 141 UK, 468, 474 (1891); Denziger v United States, 192 1150 38, 55
(19047

See United Dominion Indusiries, Tne. v, United States, 532 TIS 822 838-39 (2001).

26 CIFR O 601.106(f)  Contference  and  practice  requirements. Practice and
conferenee procedure before Appeals is governed by Treasury Department Circular 230

T See Securiny Rank of Minnesota v, Commnissioner of IRS, Y94 F2d 432, 43536 (CAR 1997).
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as amended (31 CTR Part 10, and the requirements of Subpart F ol thts part. Tn addition
to such rutes but not in modification of them, the following rules are also applicable to
practice before Appeals:

(1) Rulc L. An exaction by the ULS. Government, which is not based upon faw,
stututory or otherwise, iv a taking of property without due process of fwow, in violation of
the Fifth Amendment to the LS. Constitution. Accordingly, an Appeals representative
m his or her conclusions of fact or application of the Taw, shafl hew to the law and the
recapnized standards of legal construction. 1t shall be his or her duty to determine the
corrcet amount of the tax, with strict impartiality as between the taxpayver and the
Government, and without favoritism or discrimination as belween taxpaycrs.

“With the TRS™ broad power must come a concomitant responsibility Lo exercise il within
the confines of the law.” *

“Morc importantly, the statute does not require that the taxpayer put a legal elassification
on his protest. The Service, however, with ils expertise, 15 obliged 1o know 115 own
governing statules and to apply them realistically.”

“The mission of the Service 15 to cneourage and achicve the highest possible
degree ol voluntary compliance with the tax laws and regulations and fo maintain the
highest degree of public confidence in the integrity and efficiency of the Service, This
includes communicating the requivements of the faw to the pubdic, delermining (he
extent of compliance and causes of non-compliance, and doing all things needful to a
proper enforcement of the law.” Federal Register, Yol.39, #62, I'ri.March 29, 1974,
1110 Organization and functions of the Internal Revenue Scorvice, Sce 11111 Mission,
sinee revised Lo sound less congental.

“It has long been established that a taxpayer has the right to arrange his affairs so as to

minimive the taxes he pays. See Gregory v Helvering, 293 118, 465, 469, 55 S.CL 266, 267,79

L.Ed. 596 (1935) . The linm's arrangements were not illegal and so were not prohibited] .| ?

26 USC § 7214 Offenses by officers and cmployees of the United States, -

(a) Unlawlul acts of revenue ollieers or agents, Any officer or employee of the
United States acting in connection with any revenue law ol the Uniled States - (1
wha is guilty of any extortion or willful eppression under color of law; or

(2} whe knowingly demands otlier or greater sums than are authorized by taw, or
reccives any foe. componsation, or reward, oxcept as by law prescribed, for the
performance of any duly; or

(3) whao with intent to defeat the application of any provision of this title fails to
perform any of the duties of his office or employment, or

U See Buthke v, Fluor Engineers cned Constructors, I, 713 F.2d 1405, 3413, w1 [11T(CAD 1983).

< Jel

" See Boccarda v, CUARLD5GESD 1016, TOTE 1020 (CAY 1995),
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(4} who conspires or colludes with any other person to defraud the United States;
Or

(57 who knowingly makes opportunity [or any person o defraud the United States;
or

(6) who does or omits to do any act with intent 1o enable any other person to
cefiaud the United States: or

(7) who makes or signs any fraudulent entry tn any book, or makes or signs any
frandulent certificule, retum, or statement; or

(8) who, having knowledge or information of the violation of any revenue law by
any person, or of fraud committed by any person against the United States under any
revenue law, fails (o report, in writing, such knowledge or information to the Secretary;
Or

(9 who demands, or accepts, or allempts o colleet, direetly or indivectly as
pavment or pift, or otherwise, any sum ol money or other thing ol value [or the
compromise, adjustment, or settlement of any charpe or complamt for any viotation or
atleped  violation ol law, oxeept as expressly  authorized by jaw so to do;

shall be divmissed from office or discharged from emplopment and, upon
conviction thereot, shall be ined nol more than $ 10,000, or imprisoned not more than 5
yvears, of both, The court may in its discretion award ouwl of the fine so imposcd an
amouit, not in excess of one-half thercof, for the use of the informer, i any, who shall be
ascertained by the judgment of the court. The court also shall render judgment against the
suid ollicer or cmployee for the amount of damages sustained in favor of the party
mjured, 1o be collected by execution.

A tax must be imposed by clear and unequivocal language. Where the construction ol a
tax law is doubtful, the doubt is to be resolved in favor of whom upon which the tax 1y sought 1o
be laid. (See Spreckles Sugar Refining v. MeClain, 192 US 397, 416 (1904, Gould v. Gould, 245
US 158, 133 (1917Y; Smietankea v. First Trust & Savings Bank, 257 U5 602, 606 (1922, Lucas v,
Alexander, 279 UK 573, 577 (1929}, Crooks v, Larrelson, 282 UUS 53 (1930); Burnet v. Niagra
Falls Breveing Co,, 282 TS 648, 654 (19310, Miller v. Siondard Nut Moargaring Co., 284 1S 498,
SO8 (1932), Gregory v Helvering, 293 TS 405, 469 (1935); Hassert v. Belch, 303 1S 303, 314
(1938, [LS v Bufchelder, 442 V15 114, 123 (1978).

P UESC § 241 Conspivacy against nights, [f Owe or more persons conspire to injure,
appress, threaten, or imtimidate any person in any State, 'crritory, Commonwealtls,
Possession, or District in the free exercise or enjoyment of any right or privilege
secured to him by the Constitution or laws of the United Stales, or because ol his having
s0 exercised the sance, or

If two or more persony go in disguise on e highway, or on the premises of
anotlier, with intent to prevent or hinder liis free exercise or enjoyment of any right or
privilege so0 secured -
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They shall be fined under this titke or imprisoned not more than ten years, or both,
and if death results from the acts connitted in violavion of this section or if such acts
include kidnapping or an alfempt to kidnap, aggravated sexual abuse oran atlempl o
commil aguraviled sexual abuse, or un atlempt to kill, they shall be fined under this title
or imprisoned for any term of years or for life, or bath, or may he senfenced fo death.

18 UUSC § 872 Lxtortion by officers or employees of the Thnited States. Whoever, being
an officer, or employee of the United States or any department or agency thereof, or
representing himseif 1o be or assuming o act as such, under color or pretense of office

or employment commits or attempts an act of extortion, shall be fined uader this title or
imprisoned not more than three years, ov both; bul if the amount so extorted or
demanded docs not excoed $1,000, he shall be fined under this nde or imprisoned not
more than one yvear, or both.

18 USC § 1341 Trauds and swindles.- Whaoever, having devived or intending to devise
any scheme or arfifice to defraud, or for obtaining money or property by means of fulse
or fraudulent pretenses, representitions, or promises, or to sell, dispose ol loun,
exchange, alter, give away, disteibute, supply, or furnish or procure for unlawlul use any
counlerfeil or spurious coin, obligalion, sceurity, or other article, or anything represented
to be or intimalted or held ol (o he such counterleit or spurious article, for the purpose of
executing such scheme or artifice or atfempting so to do, places in any post office or
authorized depository for mail matter, any matter or thing whatever to be sent or
delivered by the Postal Service, ot deposits or causes to be deposiled any malter or thing
whalever 1o be sent or delivered by any private or commercial interstate cagrier, or takes
or receives therelrom, sny such matler or thing, or knowingly causes to be delivered by
mail or such carrier according Lo the direction thercon, or al the place at which it is
dirceted to be delivered by the person to whom 11 1s addressed, any such malter or thing,
shall be fined under this title or imprisoned not meore than 20 years, or both. [f* the
violation allects a (nancial nstitution, such person shall be fined not more than
$1.000,000 or imprisoned not more than 30 years, or both. ‘

I've done nothing illepal, 've only exercised my rights, Tve clemwty relied upon ONLY
poverning provisions of law, Tve presented nothing “lrivolous” 1o the 7% Cireuit, and I'm
obviousty entitled 1o review upon the tunguage ol the provisions 've cited. Despite having all of
these rights, and despite having gone to such great lengths to responsibly and compelently
cxplaim my clanms, 1 stand threatened with the loss of countless US doilars (properly nights).

The court can cite no case that has held in the past that statules and regulations are
outlandish theorics, no case that contains an inlerpretation ol the provisions i my appeal, and no
case which examined 26 USC § | and s smplementing regulation 26 CEFR 1.1-1 to determine if
that regudation, and not § 1, ideatilics Americans as subject to § 1 income tax, which a mere

regulation cannot do, My argpument on this bepins at pg.s of 28, as brefed. THIS COURT, the
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7" Circuit Court of Appeals, states precisely this in 2012 and now culls its own ruling

“oullandish theories.”

“Vallone wrote a letter to the IRS in which he made a variety of baseless claims,
including the assertions that he cnjoved certain rights unique to a “sovereign citizen”
born in the United States; that he was neither a citizen nor resident of the Hnited States as
those terms are vsed in the Fourteenth Amendment or 20 CFR § 1.1-I(a)-(c), the IRS
regulation identifyving those _persons who wre subject to Income tax by the Uniled
States|.|”

soc US v Vallone, 1TO AT TR2d (RTA) 6110 (CA7 2012).

We now understand that if vou rely on what the 7" Chreuit says (above) it will
penalize you thousands of dollars for spouting outlandish theories. Nowhere in my bricfing
did Tin any way “challenge the legality of the tax code™; the accused arce lars, The Tax
Code is legal, but it says what it says, il apphes where Congress says it applies; [ challenged
the lepality of enforcemeni of the Tax Code on the part of the IRS. Only eriminals have o
lic. Material misrepresentations, false statements, conveyed by public servants through the
mail to unduly deprive me by distraint of rights (o due process and to property; this is mail
(raud and extortion in progress.

THEREFORE T, Robert Fo Orth, must complain that DIANE P, WOOD, JOEL M.
FLAUM, DIANFE 8. SYKES, are in violaton of 18 USC § 241 when conspiring (o deprive me
of my rights o redress (access the [awy and to property, T sanclions are ultimately imposed as
threatened, consider this complaint to also allege a violation of 18 USC §§ 872 and 1341, (See
Kx.B).

Reasonable suspicion that a lelony has been committed translates into or equates W the

rioht of a private individual w arrest the felon with any_pecessary lovee. (Sce Shelburg v. City of
Scoftsdate, #OV-09-18G0-PHX-NVW, USDC Arizona (8/23720010); US v fwullbright, 105
Fad 443 (CA 1993 in MLy US v Grigg, 498 F3d 1070 (CAY 2007) in OR; Tekle v 1S,

;;;;;

457 F.3d 1088 (CAD2005) in CA; Rhomberg v, Wilson, 108 F.3d 339 (CAY 1990) n CA;

Collins v, Womancare, 878 V.2d 1345 (CAY 1989), Lopking v, Bonvicine, 573 F.3d 752
(CAD 2008) Buwcdnick v, Barnstable County Bar Advocates, Tne., 192-1933 (CAl 1993);
Aletrich v, Town of Mifton, Civil #2009-11282-J1T (USDC of Mass. July 9, 2012); Holm v
Town of Derry, Civil #11-0v-32-0T (USDC New Hampshire, Dec. 20, 2011): U8 v Gowen,
40 .ad 5930 596 (1930); Currall v, United Stares, 207 US 1320 161, 45 5.C0L 280, 69
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[LEQ 543, 39 AR, 790, LS v Lindenfield, 142 F2d 829, 831 (CAZ 1944); U5 »
Swarovski, 557 1°.2d 400 45 (CA2 Y977y, Carrolf v, (25, 267 US 132, 45 5.C 280, 69 T.Ed
543,39 A TR, T790; Brady v. US, 6" Cir, 300 . 540, cort. den. 266 1S 620, 45 $.Ct, 99, 69 1. Fd.
472 (1924Y, Richardson v, TS, 217 F.24 690, 698 (CAY 1934); Hester v. Redwood County, Civil
#11-1690-ADM-ITK (USDC Minn. Aug. 6, 2012); US v, Kriz, 301 F.Supp. 1329 1331 (USDC
Minnesota, Division TTIT (July 25, 1969); Foss v LS, 266 1. 881, 882 (1920); Weard v. 15, 316
F.2d 113, (1963); Jack v. Rhay, 366 T.2d 191 (CA91966)Y; Iernandez v, Kiinger, 340 F.2d 210,
211-12 (CA9 1965); Rlkanichv. US, 327 1F.2d 417 (CA91904), cerl, den. 377 US 917 118 v
Coplon, 185 T.2d 629, 634, 28 AT.R2Zd 1041 (CAZ 1930), cert, den. 342 115 920);
Daorsey v, TS, 174 F2d4 899 (CA6 [949), cort. den. 388 US 930 and 340 1S 878; State
vo MeClung, 66 Wash.2d 654, 404 P2d 400 (1905), Smock v, Peppermifl Casinos, Inc.,
H3:1 1-cv-00094-RCI-VPC USDC Nevada (May 14.2002); Huang v Melowen, Civil#09-0355-
PALICG (USDC Central Dhist, of Cal. April 26, 2042); Stroh v U5, Clivil #11-cv-00544-T. TR-
BNDB (USDC Colorado, Sept. 17, 20102); (/85 v, Lise, 424 A2d 113, 120 (1980)).

The might of citizen’s arrest extends to any_felony violation, state or federal, and is
soverned by state law. (Sce Brady v. US, 300 T, 540 (CA6 1924); 1S v Coplon, 185 1'.2d 629
(CAZ 1930); Richardson v, TS, 217 F2d 696 (CA8 1954); Ward v, L5, 316 I'2d 113 (CAY
1963); Llkanich v, US, 327 F2d 417 (CA9 1964); (/S v. Swarovski, 357 T7.2d 40 (CA2 1977);
Dorsey v, TS, 174 F2d. 899 (CAS 1949)),

Indtana Code § 35-33-1-4 Any person.-
§ 4(a) Any person may arrcst any other person if:

(1) the other person committed a felony in his presence;

(2 a felony has been committed and he has probable cause to believe that the
other person has connnitted that felony: or

(3) a misdemeanor invelving a breach of peuce is being committed in his
presence and the arrest 15 necessary to prevent the continuance ol the breach of peace.

(b) A person making an arrest under this scetion shall, as soon as praciical, notity
a law enforcement officer and deliver custody of the person acrested to a law enforcement

olhcer.

(€} The law enforcement officer may process the arrested persons if the officer
had arresled him. The oflicer who reecives or processes a person arrested by another
under this section s nol lable for false arrest or false imprisonment. Ay added by Acts
1981, P.L.298, SIC.2, Amended by Acts 1982, PL1.204, SLC.7.

Hinois Compiled Statutes - 725 ILCS 5/107-3 ((rom Ch. 38, par. 107-3)

CRIMINAL COMPT.AINT re felony vielations of laws of the United Stales. Page 9 ol 10



§ 107-3. Arrest by private person. Any person may arrest another when he has
rcasonable grounds o believe that an offense other than an ordinance violation is being
commiticd. (Source: Taws 1963, p. 2836).

From my view it appcars that those 've numed herein are felons who are subject to
citizen’s arrest by anyone and everyvone in Amctica. Based on my evidence, how is a suspicion
of § 241 and § 1341 violalions unreasonable? Lvery time [ read the law, as brieled, it says the
same thing to me, which 1 stated sucemetly in my pleadings. Am 1 supposed to incur penalties
each and every year the law says this (o me jusl to access controlling provisions? What cxactly
insulales the accused from prosccution? | have (o demand an investigation by qualificd lceal
professionals and either a memorandum to the contrary thal includes an exegesis of controlling
provisions, as brieled, or that the accused be notified that their conduct likely violates the Taw as

alleped herein.

Verification:

I, Robert Lidward Orth, do hereby declare (28 TISC § 1746) that the forcpoing statements
arc true and correct, and that the cxhibits attached hereto are authenlic and have not been
misrepresenied in any way, Lo the best of my knowledge and beliell Execuled under penalties of

perjury this 30" day of Junc, 2018.

Robert JEclwarcl Orth, AlTant

The above affirmation was subseribed and duly sworn Lo before me this 30" day of June,

2018, by Robert Edward Orth.

 Gubelt i)

the State of Indiana whose commission expires on AJAU{, £ /” 20€5 , and be it known by

. ama Notaly under license from

my hand and my Seal as follows: — i,
y he y Seal ¢ VS SNNELs, | GABRIELA HENRTS IEs”
/ .__;'_:* s AOTAR,), -*E otiry '::IIJENC State af mf‘ilurmg
E* e laE tion Lo
) Al ¢ § Commirging #Ut-ln‘_ﬂ.i._«}?zd
r":pu “;\\\ My Cammigsian Cxpires
o e o 2zt Apili 26, 2055
Nolary signalure / B
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Exhibit A:

Exhibit A: My 7" Cir. appeal from US Tax Court without its exhibits.

Exhibit: A
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JURISDICTIONAL STATEMENT

On may 16, 2016, Appellant, who resides in Indiana, was issued two Notices of
Deficiency relating to 2012 and 2013. Appellant timely petitioned US Tax Court on
2016. Tax Court’s final Order was issued on Oct. __, 2017. Appellant timely filed a Notice of
Appeal on or about | 2017. This Court has jurisdiction pursuant to 26 USC § 7482 and

venue is proper.

EXHIBITS ON APPEAL

Appendix A to this Appeal contains several exhibits from the record below which

support issues raised anew in this Court.

Ex.A: Notices of Deficiency for 2012 and for 2013 both issued on May 16, 2016.
Ex.B: Appellant’s US Tax Court petition w/o exhibits.

Ex.C: Appellee’s US Tax Court reply to Appellant’s petition.

Ex.D: US Tax Court’s final order.

Ex.E: 1993 through 2016 editions of IRS Publication 17 stating that Appellant’s cost
includes his personal “services” or “other property.”

STATEMENT OF THE CASE

This appeal concerns the issues presented in Tax Court, and additional statutory
arguments that are prohibited in Tax Court. Tax Court’s policy of imposing enormous
monetary sanctions for statutory arguments constitutes a fundamental error and miscarriage of
justice. A refusal or other failure to provide review of the issues presented herein serves to
preserve a plain violation of due process.

The law and the IRS’ own instructions show Appellant to have no duty to keep records,
so he was unable to defend himself against the IRS’ bald assertion that he owes or must file a

tax return relating to the taxable years of 2012 and 2013 now in controversy. Tax Court ruled
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against the Appellant who would rather have argued the issues briefed herein but feared Tax
Court’s reprisals or would have otherwise raised these issues (see Ex.D hereto, Order and
Decision for T.C. docket#  dated October _ ,2017.)

ON APPEAL presented are 1) a matter concerning statutory scope and construction, 2)
a matter of statutory and regulatory interpretation, 3) right to appear and defend as a matter of
due process, 4) the matter of lenity and how it is owed to Appellant due to the situation arising
from plain language of controlling provisions and how the Appellee fails to justify an opposing
policy or position, and 5) loss of passport privileges under 26 USC § 7345 after being deprived
of any meaningful review and exegesis of controlling provisions violates Appellant’s rights to

procedural due process.

26 CFR 601.106(f) Conference and practice requirements. Practice  and
conference procedure before Appeals is governed by Treasury Department Circular 230
as amended (31 CFR Part 10), and the requirements of Subpart E of this part. In
addition to such rules but not in modification of them, the following rules are also
applicable to practice before Appeals:

(1) Rule I. An exaction by the U.S. Government, which is not based upon law,
statutory or otherwise, is a taking of property without due process of law, in violation
of the Fifth Amendment to the U.S. Constitution. Accordingly, an Appeals
representative in his or her conclusions of fact or application of the law, shall hew to
the law and the recognized standards of legal construction. It shall be his or her duty
to determine the correct amount of the tax, with strict impartiality as between the
taxpayer and the Government, and without favoritism or discrimination as between
taxpayers.

To date, the way in which Appellant has been menaced has been void of this measure of
due process, and the law remains entirely off limits. The present controversy and the degree to
which the Appellee has dreamt up the Appellant’s financial ruin are a retaliatory strike arising
vengefully from his willingness to confront his servants with the law; plain and simple.

Appellee now tests its belief and understanding that it owns Tax Court, that it owns this
Court, and that no American or law can stand in its way. Proof of this will lie in Appellee’s
response to this brief, wherein this Court will witness only evasion, diatribe, and the likening of
the Appellant to some sort of anti-tax movement clown. The Appellant is entitled to access the
law and to see for himself that it operates to found the authority the Appellee, to date, has been

unable to prove is its to wield.
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STANDARD OF REVIEW

Appellant seeks reasoned adjudication of conclusions that are, without question,
unpopular at best, but which are entirely founded upon the plain language of relevant
provisions. Appellant seeks the invalidation of Appellee’s [determination] that he owes the
amounts sought, and a holding that the collection by distraint of the amounts sought violates his

rights to due process.

5 USC § 706 Scope of review.- To the extent necessary to decision and when
presented, the reviewing court shall decide all relevant questions of law, interpret
constitutional and statutory provisions, and determine the meaning or applicability of
the terms of an agency action. The reviewing court shall -

(1) compel agency action unlawfully withheld or unreasonably delayed; and

(2) hold unlawful and set aside agency action, findings, and conclusions found
to be -

(A) arbitrary, capricious, an abuse of discretion, or otherwise not in
accordance with law;

(B) contrary to constitutional right, power, privilege, or immunity;

(C) in excess of statutory jurisdiction, authority, or limitations, or short of
statutory right;

(D) without observance of procedure required by law;

(E) unsupported by substantial evidence in a case subject to sections 556 and
557 of this title or otherwise reviewed on the record of an agency hearing provided by
statute; or

(F) unwarranted by the facts to the extent that the facts are subject to trial de
novo by the reviewing court.

In making the foregoing determinations, the court shall review the whole record
or those parts of it cited by a party, and due account shall be taken of the rule of
prejudicial error.

Review of “a tax court’s legal conclusions and interpretations of the tax code de novo.”
Ocmulgee Fields, Inc. v. C.I.R., 613 F.3d 1360, 1364 (CA11 2010). Tax Court’s “findings of
facts and factual inferences, whether based on oral, documentary, or stipulated evidence, for
clear error.” Id. ““A finding of fact is clearly erroneous if the record lacks substantial evidence
to support it, so that our review of the entire evidence leaves us with the definite and firm
conviction that a mistake has been committed.”” 1d. (quoting Atl. Athletic Club v. C.I.R., 980
F.2d 1409, 1411-12 (CA11 1993)).

This case is not about facts but rather is about statutory construction. (See Barnhart, Comm’r of Social
Security v. Sigmon Coal Co., Inc., 534 U.S. 438, 450 (2002) (“As in all statutory construction cases, we begin with

the language of the statute. The first step “is to determine whether the language at issue has a plain and
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unambiguous meaning with regard to the particular dispute in the case.” Robinson v. Shell Qil Co., 519 U.S. 337,
340 (1997) (citing United States v. Ron Pair Enterprises, Inc., 489 U.S. 235, 240 (1989)). The inquiry ceases “if

the statutory language is unambiguous and ‘the statutory scheme is coherent and consistent.”” 519 U.S., at 340.”).

STATEMENT OF THE ISSUES

Tax Court abdicated its role as a court “sitting to interpret the law” in 1984 and will
impose severe sanctions upon any petitioner, there, who raises statutory issues that court finds

uncomfortable, distasteful, or inconvenient.

“...The logical force requiring rejection of their arguments-apart from their assertions
of personal political philosophy which do not provide a basis for us, a Court sitting to
interpret the law, to decide the questions dispositive of this case...” See Rowlee v.
C.L.R., 80 USTC 1111, 1120 (1983), quoting Reading v. C.I.R., 70 TC 730 (1978),
aff’d. 614 F.2d 159 (CA8 1980, at 173).

Compare:
“...the pleadings do not raise a genuine issue of material fact respecting Respondent’s
determinations . . . but rather involve only issues of law. (Cite omitted) Therefore ....
Respondent’s motion for judgment on the pleadings will be granted. . . . The final
matter we consider is [penalties].” See Abrams v. C.1.R., 82 USTC 403, 408 (1984).

Tax Court sits to decide issues at law one year, but sits to penalize all those who dare

bring issues at law in the next year; this is a [judicial] holiday spanning over thirty years.
Appellant seeks review of issues not raised below due to the lower court’s record of imposing
26 USC § 6673 monetary sanctions on those who make statutory arguments against IRS’

standard operating procedures.

Tax Court docket number:

#11315-94 Chris Bernsdorff was penalized $1000.00 for asking Tax Court to indulge
issues concerning applicable provisions, e.g., 26 USC 8 83 and others.

#15685-94 Susan Eckles was penalized $3000.00 for asking Tax Court to indulge issues
concerning applicable provisions, e.g., 26 USC § 83 and others.

#3176-95 Robert and Mauris Justice were penalized $3750.00 for asking Tax Court to
indulge issues concerning applicable provisions, e.g., 26 USC § 83 and others.

#1610-95 Richard and Pamela Bryan were threatened with penalties for asking Tax
Court to indulge issues concerning applicable provisions, e.g., 26 USC § 83 and others.
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#8766-95 William Santangelo was penalized for asking Tax Court to indulge issues
concerning applicable provisions, e.g., 26 USC § 83 and others. (See Memorandum
Opinion, filed 10/2/95, pg.13, $2,500.00).

#339-95 Stephen Talmage was penalized $6500.00 for offering to concede all facts in
exchange for “how to comply with 8 83.” (See Order and Decision, 3/11/96, pg.8, 19,
20).

Santangelo, 9th Cir.App.#95-70866, and Bryan, 9th Cir.App. #95-70800, $2000.00
each.

Due to this climate of willful oppression Appellant’s reasonable apprehension prevented
her from raising issues she otherwise would have sought to litigate. Issues now raised for the

first time fit established exceptions to the bar against appellate review of new issues, to wit:

Issue A: Social Security provisions have been misapplied in this case. (pp.3-5 of Brief).

Issue B: As a citizen of the United States, the Appellant is named solely through the
promulgation of Treasury Regulations as a subject of the tax now at issue, in violation of
the 16" Amdt. which authorizes only Congress to lay and collect income taxes. Treasury
Regulation 26 CFR 1.1-1 is void as derogation or vitiation of, or deviation from, statute 26
USC § 1. Without 26 CFR 1.1-1 there’s no authority which subjects a “citizens of the
United States” to the tax imposed by 26 USC § 1. The “deficiency” alleged by Appellee is
therefore invalid. (pp.5-8 of Brief).

Issue C: Appellee is in violation of 26 USC § 83(a) in its determination of the subject
deficiency. In doing so, the executive has chosen which subject to tax in violation of the
16™ Amdt. (pp.8-19 of Brief).

Issue D: The income tax imposed under 26 USC § 1 is not imposed by clear language;
lenity; void for vagueness; misleading statements from the IRS. The deficiency at issue is
void and amounts in controversy cannot be collected without a violation of Appellant’s
rights to due process.

D(a) If the Appellee’s interpretation regarding 26 USC § 83(a) is upheld, it must be
viewed as having misled the Appellant as to his duties and liabilities under 26 USC.
(pp.20-22 of Brief).

D(b) The tax at issue is not imposed by clear language; lenity. (pp.22-25 of Brief).
Issue E: Without clear and definitive explanation of the law and proof that it has operated
according to its letter, Appellant’s right to travel out of the country will be suspended

while access to the law is denied. Rights to due process are violated when Appellant is
sanctioned under 8§ 7345 without proof the governing law has operated in accordance with
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well established canons and maxims. This requires Appellee’s alleged deficiency be
declared invalid. (pp.25-28 of Brief).

NEW ISSUES ON APPEAL

A fundamental error or miscarriage of justice exception to the bar against raising new
issues has been recognized. (See US v. Addonizio, 442 U.S. 178, 185 (1979); Hormel v.
Helvering, 312 U.S. 552, 555-56 (1941); McGinnis v. Ingram Equipment Co., Inc., 918 F.2d
1491, 1495 (CA11 1990); Mills v. US, 36 F.3d 1052, 1055-56 (CA11 1994); Burke v. US, 152
F.3d 1329, 1331 (CA11 1998); Richards v. US, 837 F.2d 965, 966 (CA11l 1988); Scottsdale
Insurance Co. v. Flowers, 513 F.3d 546, 552 (CA6 2008)). Another exception to this rule is
when new issues are purely legal in nature, e.g., constitutional," statutory,? or relating to legal

doctrines. °

! See, e.g., Glidden Co. v. Zdanok, 370 US 530, 535-37 (1962) (failure to question absence of article 111
judge does not forgo issue); Federal Election Comm’n v. Lance, 635 F.2d 1132, 1136 (CAS5) (en banc)
(facial challenge to constitutionality of Federal Corrupt Practices Act could be raised for first time on
appeal when facts fully developed), cert. denied, 453 US 917 (1981); McDonald v. Illinois, 557 F.2d
596, 601 (CA7) (failure of state’s counsel to raise eleventh amendment immunity below does not waive
issue), cert. denied, 434 US 966 (1977), cert. granted and judgment vacated, No. 87-1384 (Jan. 23,
1989) (1989 W.L. 4558).

2 See, e.g., Allen v. State Bd. of Elections, 393 US 544, 553-54 (1969) (in the interest of judicial
economy, applicability of Voting Rights Act provision not precluded from consideration by failure to
raise issue below where all facts undisputed); Telco Leasing v. Transwestern Title Co., 630 F.2d 691,
693-94 (CA9 1980) (where issue purely one of law and not affected by factual record below appellate
court has discretion to consider for first time application of correct state statute concerning attorney’s
fees); Higginbotham v. Ford Motor Co., 540 F.2d 762, 768 n.10 (CA5 1976) (new argument based on
state wrongful death statute considered on appeal where purely legal question raised and post-oral
argument briefs submitted); Smith v. Pasqualetto, 276 F.2d 765, 767-78 (CA1 1957) (where relevant
“Sunday statute” overlooked below, consideration on appeal imposed no substantial injustice upon
parties if costs of appeal imposed on appellant).

® See, e.g., Bellotti v. Baird, 428 US 132, 143 n.10 (1976) (purely legal issue of federal abstention may
be raised for first time on appeal); National Advertising Co. v. City of Rolling Meadows, 789 F.2d 571,
574-75 (CA7 1986) (case disposed of on new legal issue to avoid deciding constitutional issue);
Chicago B. & Q.R.R. v. City of N. Kansas City, 276 F.2d 932, 939 (CA8 1960) (public policy
underlying abstention doctrine merits appellate consideration despite failure to raise issue below);
Booking v. General Star Management Co., 254 F.3d 414, 419-420 (CA2 2001) (consideration of new
but purely legal issues on appeal is discretionary); See generally Robert J. Martineau, Considering New
Issues on Appeal: The General Rule and the Gorilla Rule, 40 VAND.L.REV. 1023, n.1, at 1035-36.
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BRIEF OF THE ISSUES

1. United States Tax Court will penalize all who seek to apply governing provisions to
their compensation for personal services, or who make a statutory claim that seeks to change or
constrain the Appellee in any way. The ruling below very plainly defines the term “tax
protester” as anyone who argues statute against the IRS. (See Ex.D hereto at its fn.6, calling a
web site with purely legal arguments a “tax protester” web site). Despite the confrontational
tone of Appellant’s petition (Ex.B hereto), Tax Court did not step forward to deny that the law
is off limits under threat of enormous monetary sanctions, but it crumbles under the weight of
this:

“How did those provisions on that site operate in your conclusion that 26 CFR 1.1 does
not deviate from 8§ 1? How did § 83 operate in your conclusion that an American owes
an income tax on his or her paycheck?”

2. Tax Court refuses to speak of these controlling provisions (and others) and will
handily bury all litigants who dare to do so, a fortiori, a “tax protester” is anyone who uses the
law to challenge the IRS. Exhibits appended hereto (Appendix A) are from the record in the
court below:

EX.A: Notices of Deficiency for 2012 and for 2013 both issued on May 16, 2016.

Ex.B: Appellant’s US Tax Court petition w/o exhibits.

Ex.C: Appellee’s US Tax Court reply to Appellant’s petition.

Ex.D: US Tax Court’s final order.

Ex.E: 1993 through 2016 editions of IRS Publication 17 stating that Appellant’s cost
includes his personal “services” or “other property.”

3. In this case Tax Court did nothing to change the course on this policy of penalizing

statutory arguments.

Tax Court docket number:
#11315-94 Chris Bernsdorff was penalized $1000.00 for asking Tax Court to indulge
issues concerning applicable provisions, e.g., 26 USC § 83 and others.
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#15685-94 Susan Eckles was penalized $3000.00 for asking Tax Court to indulge issues
concerning applicable provisions, e.g., 26 USC § 83 and others.

#3176-95 Robert and Mauris Justice were penalized $3750.00 for asking Tax Court to
indulge issues concerning applicable provisions, e.g., 26 USC § 83 and others.

#1610-95 Richard and Pamela Bryan were threatened with penalties for asking Tax
Court to indulge issues concerning applicable provisions, e.g., 26 USC § 83 and others.

#8766-95 William Santangelo was penalized for asking Tax Court to indulge issues
concerning applicable provisions, e.g., 26 USC § 83 and others. (See Memorandum
Opinion, filed Oct.2, 1995, pg.13, $2,500.00).

#339-95 Stephen Talmage was penalized $6500.00 for offering to concede all facts in
exchange for “how to comply with 8 83”. (See Order and Decision, 3/11/96, pg.8, 19,
20).

Santangelo, 9th Cir.App.#95-70866, and Bryan, 9th Cir.App. #95-70800, $2000.00

additional penalty each. *

4. Indeed, Tax Court proclaimed its judicial holiday in perpetuity in very plain language
when it announced that asking it to deal with issues of law justifies penalties for frivolity.

“...The logical force requiring rejection of their arguments-apart from their assertions
of personal political philosophy which do not provide a basis for us, a Court sitting to
interpret the law, to decide the questions dispositive of this case...”

See Rowlee v. C.I.R., 80 USTC 1111, 1120 (1983), quoting Reading v. C.I.R., 70 TC 730

(1978), aff’d. 614 F.2d 159 (CA8 1980, at 173). Compare:

“... the pleadings do not raise a genuine issue of material fact respecting Respondent’s
determinations . . . but rather involve only issues of law. (Cite omitted) Therefore ....
Respondent’s motion for judgment on the pleadings will be granted. . . . The final
matter we consider is [penalties].”
See Abrams v. C.I.R., 82 USTC 403, 408 (1984).
5. This Court will see that these issues are well founded and ripe for adjudication, that
they have festered without resolution for many years, and that they have plagued the

relationship between the American People and their federal government for decades. The courts

! Appellant “listed” this case as an example of Tax Court’s abuses, not as an authority as the
court below would have one believe. (See Ex.D hereto, final Order at fn.6).
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and the People have toiled under the complexities of 26 USC since 1954, costing them all vast
amounts of precious resources better spent on other pursuits.

6. None of these claims are on the IRS’ “frivolous arguments list” despite its having
been faced with Appellant’s key claims for over twenty-two years. All statutes referenced shall
be deemed to be in 26 USC unless otherwise specified. Any and emphasis employed herein
may be construed to have been added.

Issue A: Statutory constraints limit the scope of 26 USC ch.2 making it inapplicable to
citizens of the United States.

7. Social Security is imposed by 26 USC ch.2 and ch.21. The Appellee alleges a
liability under 26 USC ch.2 (Social Security self employed) while it deems the Appellant to be
a “citizen of the United States.” It is clear that such citizens are excluded from the purview of
26 USC ch.2.

8. In the Tax Code, Congress has indeed named a subject of the tax or procedure in
other commonly applied portions of the Tax Code’s statutory scheme, such as in its chapter

two:

§ 1402(b) ... An individual who is not a citizen of the United States but who is a
resident of the Commonwealth of Puerto Rico, the Virgin Islands, Guam, or American
Samoa shall not, for the purposes of this chapter be considered to be a nonresident
alien individual.

26 CFR 1.1402(b)-1(d) Nonresident aliens. A nonresident alien individual never has
self-employment income. While a nonresident alien individual who derives income
from a trade or business carried on within the United States, Puerto Rico, the Virgin
Islands, Guam, or American Samoa... may be subject to the applicable income tax
provisions on such income, such nonresident alien individual will not be subject to the
tax on self-employment income, since any net earnings which he may have...do not
constitute self-employment income. For the purposes of the tax on self-employment
income, an individual who is not a citizen of the United States but who is a resident of
the Commonwealth of Puerto Rico, the Virgin Islands, or . . . of Guam or American
Samoa is not considered to be a nonresident alien individual.

And in Tax Code chapter 21, Congress named a subject:
§ 3121(e) An individual who is a citizen of the Commonwealth of Puerto Rico (but not

otherwise a citizen of the United States) shall be considered . . . as a citizen of the
United States.
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26 CFR 31.0-2(a)(1) The terms defined in the provisions of law contained in the
regulations in this part shall have the meaning so assigned to them.

26 CFR 31.3121(e)-1(b) ...The term “citizen of the United States” includes a citizen of
the Commonwealth of Puerto Rico or the Virgin Islands, and, effective January 1, 1961,
a citizen of Guam or American Samoa.

8§ 7655 Cross references.-

(@) Imposition of tax in possessions.- For provisions imposing tax in
pOSsessions, see -

(1) Chapter 2, relating to self-employment tax;

(2) Chapter 21, relating to the tax under the Federal Insurance Contributions
Act.

And in Social Security administration legislation Congress named a beneficiary:

42 USC § 411(b)(2) The net earnings from self-employment, if such net earnings for the
taxable year are less than $400. An individual who is not a citizen of the United States
but who is a resident of the Commonwealth of Puerto Rico, the Virgin Islands, Guam,
or American Samoa shall not, for the purpose of this subsection, be considered to be a
nonresident alien individual. In the case of church employee income, the special rules
of subsection (i)(2) of this section shall apply for purposes of paragraph (2).

9. Congress says that nonresident aliens to the Complainant are to go to chapter 2 for
self employment earnings (See 26 U.S.C. 879(a)(2) *); it’s a tax for non-U.S. citizens. Congress

says that Social Security under chapters 2 and 21 are the same tax imposed by 1939 Tax Code §
3811.

§ 7651(4) Virgin Islands.-

(A) For purposes of this section, the reference in section 28(a) of the Revised
Organic Act of the Virgin Islands to “any tax specified in section 3811 of the Internal
Revenue Code” shall be deemed to refer to any tax imposed by chapter 2 or by chapter
21.

1939 Tax Code § 3811 Collection of Taxes in Puerto Rico and Virgin Islands.
(a) Puerto Rico.

2 From § 211 of The Social Security Act (Pub.L. 74-271, 49 Stat. 620, enacted August 14,
1935).

¥ See 26 USC § 879 Tax Treatment of Certain Community Income in the Case of Nonresident
Alien Individuals. (a) General rule.-In the case of a married couple 1 or both of whom are
nonresident alien individuals..., such community income shall be treated as follows: (2) Trade
or business income..., shall be treated as provided in section 1402(a)(5).
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(b) Virgin Islands. *

10. There’s an abundance of evidence that Appellant cannot be both citizens, the citizen

of the United States in chapter one and the citizen liable for Social Security. Complainant must
meet the statutory definition of “citizen” in 26 USC chapters 2 and 21 to be liable for Social

Security.

“. .. Thus, Congress did not reach every transaction in which an investor actually relies
on inside information. A person avoids liability if he does not meet the statutory
definition of an “insider[.]” °

“It is axiomatic that the statutory definition of the term excludes unstated meanings of
that term,” ® “[h]owever severe the consequences.” ’

11. In the Tax Code, Congress has indeed named a subject of the tax in 26 USC ch.2
and has chosen to exclude the citizenship Appellee says the Appellant [enjoys]. All portions of

the alleged deficiency purportedly imposed under § 1401 should therefore be invalidated.

Issue B: As [if] a citizen of the United States, the Appellant is named solely through the
promulgation of Treasury Regulations as a subject of the tax now at issue, in violation of
the 16" Amdt. which authorizes only Congress to lay and collect income taxes. Treasury
Regulation 26 CFR 1.1-1 is void as derogation or vitiation of, or deviation from, statute 26
USC § 1. Without 26 CFR 1.1-1 there is no authority which subjects a “citizens of the
United States” to the tax imposed by 26 USC § 1. The “deficiency” alleged by Appellee is
therefore invalid.

12. The Appellee also alleges a liability under 26 USC ch.1 where § 1 imposes the
graduated income tax on “taxable income.” Unlike chapters examined above, ch.1 has no
statutory definition of “citizen” to identify the subject of the tax in 8 1, which makes no
mention whatsoever of anyone’s citizenship.

13. Nowhere in 26 USC § 1 is there any reference whatsoever to any citizenship as is
found in other chapters of the Internal Revenue Code and relevant statutes elsewhere, such as at
26 USC 88 1402(b), 3121(e), 3306(j), 42 USC 8 411(b)(2), and in § 211 of The Social Security
Act (Pub.L. 74-271, 49 Stat. 620, enacted August 14, 1935, now codified as 42 USC ch.7). In

* Clearly, 1939 Tax Code § 3811 was merely split into chapters 2 and 21 of the 1954 Tax
Code.

> See Reliance Elec. Co. v. Emerson Elec. Co., 404 US 418, 422 (1972).

® See Meese v. Keene, 481 US 465, 484 (1987).
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those statutes Congress thought it necessary to expressly exclude by reference “citizens of the
United States.” Congress is acutely aware of such citizens and chose to not identify them as a
subject of any 26 USC income tax.

14. The executive (Secretary of the Treasury, see 26 USC 8§ 7801, 7805) saw this, and
sensed the dilemma it creates were any attempt ever made to apply the Title to Americans
(“citizens of the United States”), so a regulation was written to implement 26 USC § 1 and to

identify a subject of the tax imposed thereunder:

26 CFR 1.1-1 Income tax on individuals.

(a) General rule.

(1) Section 1 of the Code imposes an income tax on the income of every
individual who is a citizen or resident of the United States.

(b) Citizens of the United States or residents liable to tax. In general, all citizens
of the United States, wherever resident, and all resident alien individuals are liable to
the income taxes imposed by the Code whether the income is received from sources
within or without the United States.

(c) Who is a citizen. Every person born or naturalized in the United States and
subject to its jurisdiction is a citizen. ®

“Vallone wrote a letter to the IRS in which he made a variety of baseless claims,
including the assertions that he enjoyed certain rights unique to a “sovereign citizen”
born in the United States; that he was neither a citizen nor resident of the United States
as those terms are used in the Fourteenth Amendment or 26 CFR § 1.1-1(a)-(c), the
IRS regulation identifying those persons who are subject to income tax by the United
States[.]”

See US v. Vallone, 110 A.F.T.R.2d (RIA) 6110 (CA7 2012).

15. Problem solved. However, this stunning remark and holding of this Court (above) is
directly at the core of this claim and is stated wholly in support of Appellant’s claim about 26
CFR 1.1-1.

“Where Congress includes particular language in one section of a statute but omits it in
another section of the same Act, it is generally presumed that Congress acts
intentionally and purposely in the disparate inclusion or exclusion.”

See Russello v. United States, 464 US 16, 23 (1983).

’ See Jay v. Boyd, 351 US 345, 357 (1956).
¥ See T.D. 6500, 25 FR 11402, Nov. 26, 1960, as amended by T.D. 7332, 39 FR 44216, Dec.
23, 1974; T.D. 9391, 73 FR 19358, Apr. 9, 2008.
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16. Nowhere has Congress supplied a statutory definition of the term *citizen” which
identifies the Appellant as the subject of the § 1 income tax, so the Appellee wrote and
promulgated 26 CFR 1.1-1 to do so; that is impermissible as a violation of the 16™ Amdt., to

wit:

U.S. Constitution, Amdt. 16, February 25, 1913. “The Congress shall have power to lay
and collect taxes on incomes, from whatever source derived, without apportionment
among the several States and without regard to any census or enumeration.”

17. Congress’ omission of such a statutory definition of “citizen” from 26 USC must be
viewed as an intentional withholding of statutory authority from the Internal Revenue Service
just as its lack of delegation to the FDA was deemed intentional, in FDA v. Brown &
Williamson, 153 F.3d 155, 160-167 (CA4 1998), aff’d 529 US 120 (2000), where the 4" Circuit
and the Supreme Court rendered very lengthy memorandum opinions in decisions that stripped
the FDA of tobacco enforcement authority, finding that it arose and was founded solely upon
regulations promulgated by executive officials. Appellant’s claim that Americans (“citizens of
the United States”) are implicated as subject to 26 USC by regulation alone is identical in

nature to the claims made against the FDA in that case.

“And ““[i]n our anxiety to effectuate the congressional purpose of protecting the public,
we must take care not to extend the scope of the statute beyond the point where
Congress indicated it would stop.”” United States v. Article of Drug . . . Bacto-Unidisk,
394 U.S. 784, 800 (1969) (quoting 62 Cases of Jam v. United States, 340 U.S. 593, 600
(1951)).”

See FDA v. Brown & Williamson, Id. at 161.

“Finally, the Government points to the fact that the Treasury Regulations
relating to the statute purport to include the pick-up man among those subject to
the § 3290 tax, and argues (a) that this constitutes an administrative
interpretation to which we should give weight in construing the statute,
particularly because (b) section 3290 was carried over in haec verba into § 4411
of the Internal Revenue Code of 1954. We find neither argument persuasive. In
light of the above discussion, we cannot but regard this Treasury Regulation
as no more than an attempted addition to the statute of something which is not
there. As such the regulation can furnish no sustenance to the statute.
Koshland v. Helvering, 298 U.S. 441, 446-447. Nor is the Government helped
by its argument as to the 1954 Code. The regulation had been in effect for only
three years, and there is nothing to indicate that it was ever called to the
attention of Congress. The re-enactment of 8 3290 in the 1954 Code was not
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accompanied by any congressional discussion which throws light on its intended
scope. In such circumstances we consider the 1954 re-enactment to be without
significance. Commissioner v. Glenshaw Glass Co., 348 U.S. 426, 431.”

See United States v. Calamaro, 354 US 351, 358-59, 77 S.Ct. 1138 (1957). See also, Water
Quality Ass’n v. United States, 795 F.2d 1303 (7" Cir. 1986), where, citing and quoting
Calamaro, the 7" Cir. added at p.1309:

“It is a basic principle of statutory construction that courts have no right first to
determine the legislative intent of a statute and then, under the guise of its
interpretation, proceed to either add words to or eliminate other words from the
statute’s language. DeSoto Securities Co. v. Commissioner, 235 F.2d 409, 411 (7" Cir.
1956); see also 2A Sutherland Statutory Construction § 47.38 (4" Ed. 1984). Similarly,
the Secretary has no power to change the language of the revenue statutes because he
thinks Congress may have overlooked something.”

“But the section contains nothing to that effect, and, therefore, to uphold [IRS

Commr’s] addition to the tax would be to hold that it may be imposed by regulation,

which, of course, the law does not permit. U.S. v. Calamaro, 354 US 351, 359;

Koshland v. Helvering, 298 US 441, 446-67; Manhattan Equipment Co. V.

Commissioner, 297 US 129, 134.” °

18. Appellant charges that 26 CFR 1.1-1 is invalid for the fact that it impermissibly
“add[s] to the statute of something which is not there.” (See US v. Calamaro, supra, p.358-59).
Had this impermissible and unconstitutional (Amdt. 16) promulgation not occurred, the law is
void of any reference to citizens of the United States as the subject of the income tax imposed
at 8 1; a regulation identifies the subject of the tax. (Vallone, supra). Inasmuch as the subject

ch.1 deficiency arises out of purely regulatory authority, it must be declared invalid.

Issue C: Appellee is in violation of 26 USC § 83(a) in its determination of the subject
deficiency. Appellant has been deprived of the provisions of 26 USC 8§ 83, 212, 1001,
1011, and 1012, as it relates to ch.1 and ch.2 income taxes now sought. In doing so
Appellee is in violation of the 16™ Amendment to the US Constitution.

19. While it is universally held that 26 USC § 83(a) (not § 61(a)) explains how to tax all
compensation paid for personal services actually performed, Tax Court and other courts have

imposed severe sanctions on anyone who dares to seek review of it language and that of its

9 See C.I.R. v. Acker, 361 US 87, 92 (1959).
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implementing regulations in relation to standard compensation such as fees, commissions, tips,

salaries, wages, self employment earnings, and the like.

26 USC 8 61(b) Cross references.- For items specifically included in gross income, see
part Il (sec. 71 and following). For items specifically excluded from gross income, see
part 111 (sec. 101 and following).

IRS” Office of Associate Chief Counsel (Procedure & Administration), Administrative
Provisions and Judicial Practice Division, Revenue Ruling 2007-19: “Section 83
provides for the determination of the amount to be included in gross income and the
timing of the inclusion when property is transferred to an employee or independent
contractor in connection with the performance of services.”

Cohn v. C.I.LR., 73 USTC 443, 446 (1979): “Petitioners rest their entire case on the
proposition that Elovich and Cohn and/or Mega were “independent contractors” and not
employees of the Integrated and that, therefore, section 83 does not apply to the
acquisition of the shares from Integrated. They rely on the legislative history
surrounding the statute to support their proposition that section 83 was intended to
apply only to restricted stock transferred to employees. Respondent contends that the
words “any person” in section 83(a) encompass independent contractors as well as
employees. We agree with Respondent. . . . We reject petitioner’s argument. While
restricted stock plans involving employers and employees may have been the primary
impetus behind the enactment of section 83, the language of the section covers the
transfer_of any property transferred in connection with the performance of services
“to any person other than the person for whom the services are performed.” (Emphasis
added.) The legislative history makes clear that Congress was aware that the statute’s
coverage extended beyond restricted stock plans for employees. H.Rept. 91-413 (Part
1) (1969), 1969-3 C.B. 200, 255; S.Rept. 91-552 (1969), 1969-3 C.B. 423, 501. The
regulations state that that section 83 applies to employees and independent
contractors (sec. 1.83-1(a), Income Tax Regs.). There is no question but that, under the
foregoing circumstances, these requlations are not “unreasonably and plainly
inconsistent with the revenue statutes.” Consequently, they are sustained. (cites
omitted)”

Alves v. C.I.R., 734 F.2d 478, 481 (CA9 1984): “The plain language of section 83(a)
belies Alve’s argument. Section 83(a) applies to all property transferred in connection
with the performance of services. No reference is made to the term “compensation.”
Nor is there any statutory requirement that property have a fair market value in excess
of the amount paid at the time of transfer. Indeed, if Congress had intended section
83(a) to apply solely to restricted stock used to compensate its employees, it could
have used much narrower language. Indeed, Congress made section 83(a) applicable
to all restricted “property,” not just stock; to property transferred to “any person,” not
just to employees; and to property transferred “in connection with . . . services,” not
just compensation for employment. See Cohn v. Commissioner, 73 USTC 443, 446-47
(1979).”
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Concurring with Cohn, Alves, see Centel Communications Co. v. CIR, 920 F.2d 1335,
1342 (CA7 1990).

Montelepre Systemed, Inc. v. C.1.R., 956 F.2d 496, 498 at [1] (CA5 1992): “Section
83(a) explains how property received in exchange for services is taxed.”

Gudmundsson v. US, 634 F.3d 212 (CA2 2011): “At the heart of this case is I.R.C. § 83,
which governs the taxation of property transferred in connection with the performance
of services.”

20. In only one instance has there been precise reasoning offered as justification for the

imposition of penalties for frivolity (26 USC 8§ 6673), in Talmage v. Comm’r of IRS, USTC
docket #339-95, 71 T.C.M. 2370 (1996):

“Because the issues are purely legal, this case is ripe for summary judgment. Tax
protester arguments like the claim that wages are not taxable income also suffice (as an
alternative to dismissal, and in the absence of better argument) to justify summary
judgment for the respondent. (protester cite omitted). Even if wages are, in effect, an
exchange of value for equal value, they are nevertheless taxable income. (protester cite
omitted) And even if we apply section 1001, his basis is determined under sections 1011
and 1012 as his cost, not fair market value. Since he paid nothing for his labor, his cost
and thus his basis are zero. (protester cite omitted) Consequently, even under section
1001, his taxable income from his labor is his total gain reduced by nothing, i.e., his
wages.

Petitioner’s primary argument is that section 83, Property Transferred in Connection
with the Performance of Services, has the effect of exempting his wages from income tax
because it requires us to apply section 1012, which specifies that cost should be used to
determine the basis of property (unless the Code provides otherwise) to determine the
extent to which wages constitute taxable income. Petitioner asserts that he “paid” for his
wages with his labor and that section 83 allows the value of his labor as a cost to be offset
against his wages, thereby exempting them from tax. Section 83 provides that property
received for services is taxable to the recipient of the property to the extent of its fair
market value minus the amount (if any) paid for the property. In attempting to equate his
wages with property for which he has a tax cost, petitioner’s argument is nothing more
than a variation of the wages-are-not-income claim frequently advanced by tax protesters,
and it is completely without merit. (protester cites omitted) Petitioner’s argument fails for
the same reason that other protester’s arguments fail; the worker’s cost for his services-
and thus his basis-is zero, not their fair market value.”

*End quote from Talmage in US Tax Court. The appeal:

“Stephen V. Talmage appeals from the tax court’s orders (1) entered March 11, 1996,
granting summary judgment to the Commissioner and imposing a penalty under 26
U.S.C. § 6673(a)(1)(B) (1994) for pursuing a frivolous action in tax court; and, (2)

APPELLANT’S OPENING BRIEF. Page 10 of 29




© 00 N o o B~ O w N

[NCIN T R R I I R R N i T e e L o e
©® ~N o 0B W N B O © 0O N o UM W N P O

entered April 17, 1996, denying his motion for reconsideration. We affirm, based on
the reasoning of the tax court.”

See Talmage v. Comm’r of IRS, 101 F.3d 695 (CA4 Nov. 15, 1996) (unpublished decision).

21. In US Tax Court below the Appellant quoted Talmage v. Comm’r of IRS, wherein
the IRS’ reasoning in disagreement with claims regarding how to calculate the “amount paid”
under 26 USC 8 83(a) is articulated. (See Ex.B at its 11.13).

*Begin quote of petition below:

“1.13 In Talmage v. Comm’r of IRS, USTC docket #339-95, 71 T.C.M. 2370
(1996), this was the answer to the claim that the IRS had deprived Mr. Talmage of the
provisions of 26 USC 88 83, 212, 1001, 1011, and 1012:

“Because the issues are purely legal, this case is ripe for summary judgment.
Tax protester arguments like the claim that wages are not taxable income also
suffice (as an alternative to dismissal, and in the absence of better argument) to
justify summary judgment for the respondent. (protester cite omitted). Even if
wages are, in effect, an exchange of value for equal value, they are nevertheless
taxable income. (protester cite omitted) And even if we apply section 1001, his
basis is determined under sections 1011 and 1012 as his cost, not fair market value.
Since he paid nothing for his labor, his cost and thus his basis are zero. (protester
cite omitted) Consequently, even under section 1001, his taxable income from his
labor is his total gain reduced by nothing, i.e., his wages.

“Petitioner’s primary argument is that section 83, Property Transferred in
Connection with the Performance of Services, has the effect of exempting his
wages from income tax because it requires us to apply section 1012, which
specifies that cost should be used to determine the basis of property (unless the
Code provides otherwise) to determine the extent to which wages constitute taxable
income. Petitioner asserts that he “paid” for his wages with his labor and that
section 83 allows the value of his labor as a cost to be offset against his wages,
thereby exempting them from tax. Section 83 provides that property received for
services is taxable to the recipient of the property to the extent of its fair market
value minus the amount (if any) paid for the property. In attempting to equate his
wages with property for which he has a tax cost, petitioner’s argument is nothing
more than a variation of the wages-are-not-income claim frequently advanced by
tax protesters, and it is completely without merit. (protester cites omitted)
Petitioner’s argument fails for the same reason that other protester’s arguments fail,
the worker’s cost for his services-and thus his basis-is zero, not their fair market
value.”

*End quote from Talmage in US Tax Court. The appeal:
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“Stephen V. Talmage appeals from the tax court’s orders (1) entered March 11,
1996, granting summary judgment to the Commissioner and imposing a penalty
under 26 U.S.C. § 6673(a)(1)(B) (1994) for pursuing a frivolous action in tax court;
and, (2) entered April 17, 1996, denying his motion for reconsideration. We affirm,
based on the reasoning of the tax court.”

See Talmage v. Comm’r of IRS, 101 F.3d 695 (CA4 Nov. 15, 1996) (unpublished
decision).”

*End quote of petition.

22. The Appellee filed an answer to the petition (See Ex.C at its pp.7-8) which clearly

concurred with the Talmage appellate and Tax Court decisions and reasoning:

“Paragraph 1.13 beginning on page 11 of the attachment entitled petition for
redetermination: The allegations are argumentative in nature rather than statements of
fact pertaining to this petitioner’s income and deficiencies, and do not require admission
or denial in accordance with Tax Court Rule 36. To the extent any of said allegations
are deemed to be statements of material fact, admits the compensation paid to
petitioner, whether paid in the form of cash or property, is includible in gross income
and taxable, and that his basis in his own labor for which he earned compensation is
zero as stated in the opinion of the Court cited by the petitioner.”

23. This makes clear that for only one reason, property within which one has no basis is

excluded from consideration as a cost paid (“amount (if any) paid” 26 USC § 83(a)) by the

individual or corporation (“person”) who performed the services at issue.

8 83 “Property Transferred in Connection with the Performance of Services.
(@) If, in connection with the performance of services, property is transferred...,
the excess of -
(1) the fair market value of such property...over,
(2) the amount (if any) paid for such property . . . shall be included in the
gross income of the person who performed such services|[.]”

“We shall begin our analysis with an exegesis of the general provisions of
section 83. We then shall examine those provisions in conjunction with the facts of the
instant case so that we may decide whether respondent adequately notified petitioner of
the issue of the applicability of section 83. Section 83(a) generally provides that where
property is transferred in connection with the performance of past, present, or future
services, the excess of the fair market value of the property over the amount paid for
the property is includable as compensation in the gross income of the taxpayer who
performed the services. Bagley v. Commissioner, 85 T.C. 663, 669 (1985), affd. per
curiam 806 F.2d 169 (8th Cir. 1986). Section 83 does not apply only to employees of
the transferor of the property; rather, it is applicable to any person other than the one
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for whom the services were performed, including independent contractors of the
transferor. Cohn v. Commissioner, 73 T.C. 443, 446 (1979). (footnote omitted). Thus,
even though petitioner’s relationship to Immuno was that of an independent contractor
rather than an employee, section 83 may apply to the receipt or disposition of the
warrant by petitioner if the other requirements of that section are met.”

See Pagel, Inc. v. Commissioner, 91 TC 200, 204-05 (Tax Court #34122-85, 1988).
26 CFR 1.83-3(g) Amount paid. For the purposes of section 83 and the regulations

thereunder, the term “amount paid” refers to the value of any money or property paid
for the transfer of property to which 8 83 applies.

26 CFR 1.83-4(b)(2) If property to which 1.83-1 applies is transferred at an arm’s
length, the basis of the property in the hands of the transferee shall be determined
under section 1012 and the regulations thereunder.

26 CFR 1.1012-1(a) “ ... The cost is the amount paid for such property in cash or
other property.”

26 CFR 1.1011-1 Adjusted basis.-The adjusted basis... is the cost or other basis
prescribed in section 1012[.]”

26 CFR 1.1001-1 Computation of gain or loss.

(a) General rule. Except as otherwise provided in subtitle A of the Code, the
gain or loss realized from the conversion of property into cash, or from the exchange of
property for other property differing materially either in kind or in extent, is treated as
income or as loss sustained. The amount realized from a sale or other disposition of
property is the sum of any money received plus the fair market value of any property
(other than money) received. The fair market value of property is a question of fact,
but only in rare and extraordinary cases will property be considered to have no fair
market value. The general method of computing such gain or loss is prescribed by
section 1001 (a) through (d) which contemplates that from the amount realized upon
the sale or exchange there shall be withdrawn a sum sufficient to restore the adjusted
basis prescribed by section 1011 and the regulations thereunder (i.e., the cost or other
basis adjusted for receipts, expenditures, losses, allowances, and other items chargeable
against and applicable to such cost or other basis). The amount which remains after
the adjusted basis has been restored to the taxpayer constitutes the realized gain.

24. In the Talmage decision no citation is made to any legal authority, neither statute
nor regulation, upon which the exclusion from cost of property within which one has no basis is
founded. When construing the term *“any property” the Supreme Court requires an express

authoritative exception before any exception will be permitted.

APPELLANT’S OPENING BRIEF. Page 13 of 29




© 00 N o o B~ O w N

[NCIN T R R I I R R N i T e e L o e
©® ~N o 0B W N B O © 0O N o UM W N P O

“Finally, respondent urges us, see Brief for Respondent 20-29, to invoke a
variety of general canons of statutory construction, as well as several prudential
doctrines of this Court, to create the statutory exemption he advances; among these
doctrines is our admonition that courts should construe statutes to avoid decision as to
their constitutionality. See, e.g., Edward J. DeBartolo Corp. v. Florida Gulf Coast
Building & Constr. Trades Council, 485 U.S. 568, 575 (1988); NLRB. v. Catholic
Bishop of Chicago, 440 U.S. 490, 500 (1979). We respect these canons, and they are
quite often useful in close cases, or when statutory language is ambiguous. But we have
observed before that such “interpretative canon[s are] not a license for the judiciary
to rewrite language enacted by the legislature.” United States v. Albertini, 472 U.S.
675, 680 (1985). Here, the language is clear and the statute comprehensive: 853 does
not exempt assets to be used for attorney’s fees from its forfeiture provisions.

In sum, whatever force there might be to respondent’s claim for an exemption
from forfeiture under 853(a) of assets necessary to pay attorney’s fees - based on his
theories about the statute’s purpose, or the implications of interpretative canons, or the
understandings of individual Members of Congress about the statute’s scope - “[t]he
short answer is that Congress did not write the statute that way.” United States v.
Naftalin, 441 U.S. 768, 773 (1979).”

See U.S. v. Monsanto, 491 U.S. 600, 611 (1989).

25. The Appellee (US government) has won in the Supreme Court on five occasions

arguing that the statutory terms “any” and “any property” are all inclusive unless the law
provides for an exclusion of something from the item or class of thing, property, or matter to
which said term(s) applies. (See United States v. Monsanto, 491 US 600, 607-611 and
(syllabus) (1989); United States v. Alvarez-Sanchez, 511 US 350, 357 (1994); United States v.
Gonzales, 520 US 1, 4-6 (1997); Department of Housing and Urban Renewal v. Rucker, 535
US 125, 130-31 (2002) citing Gonzalez and Monsanto); Ali v. Fed. Bureau of Prisons, 552 US
214, 228, 128 S.Ct. 831, 835-36 (2008)). Appellant insists upon this standard.

26. This interpretation of “any” is universal. (See decisions citing Gonzales, id. “any” is
expansive and all inclusive: Ashland Hospital Corp. v. RLI Ins. Co., Civil #13-143-DLB-EBA
(E.D. Kentucky, Northern Division, Ashland, March 17, 2015); Electronic Privacy Center v.
U.S. Dept. of Homeland Security, 777 F.3d 518, 525 (CA Dist. Columbia February
10, 2015); Florida Health Sciences Center v. Sec. of U.S. Dept. of Health and Human Svcs.,
Civil #14-0791 (ABJ) (USDC of D.C. March 31, 2015); Florez v. Holder, U.S. Attorney
General, Civil #14-874 (CA2 March 4, 2015); United States v. Kaluza, #14-30122 (CA5 March
11, 2015); United States v. Shill, 740 F.3d 1347, 1352 (CA9 January 14, 2014); United States v.
Weisinger, #13-3655-cr (CA2 October 6, 2014); Arcia v. Florida Sec. of State, 746 F.3d 1273,
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1281 (CA1l 2014); In re Bernard Madoff Investment Securities, LLC v. IDA Fishman
Revocable Trust, #12-2557-bk(L) (CA2 December 8, 2014); Natural Resources Defense
Council v. Environmental Protection Agency, 755 F.3d 1010, 1019 (CA D.C. June
27, 2014); WNET, et al. v. Aero, Inc., et al., 722 F.3d 500, 510 (CA2 July 16, 2013); PBBPC,
Inc. v. OPK Biotech, LLC, 484 B.R. 860, 868 (Jan 17, 2013); Harkness v. United States, 727
F.3d 465, 471 (CA6 July 11, 2013)).

“Petitioner’s argument is inconsistent with the statute’s language. (fn.
omitted) The phrase “any other law enforcement officer” suggests a broad
meaning. Ibid. (emphasis added). We have previously noted that “[r]ead naturally, the
word “any’ has [836] an expansive meaning, that is, ‘one or some indiscriminately of
whatever kind.”” United States v. Gonzales, 520 U.S. 1, 5, 117 S.Ct. 1032, 137 L.Ed.2d
132 (1997) (quoting Webster’s Third New International Dictionary 97 (1976)).
In Gonzales, we considered a provision that imposed an additional sentence for firearms
used in federal drug trafficking crimes and provided that such additional sentence shall
not be concurrent with “any other term of imprisonment.” 520 U.S., at 4, 117 S.Ct.
1032 (quoting 18 U.S.C. 8 924(c)(1) (1994 ed.) (emphasis deleted)). Notwithstanding
the subsection’s initial reference to federal drug trafficking crimes, we held that the
expansive word “any” and the absence of restrictive language left “no basis in the text
for limiting” the phrase “any other term of imprisonment” to federal sentences. 520
U.S., at 5, 117 S.Ct. 1032. Similarly, in Harrison v. PPG Industries, Inc., 446 U.S. 578,
100 S.Ct. 1889, 64 L.Ed.2d 525 (1980), the Court considered the phrase “any other final
action” in amendments to the Clean Air Act. The Court explained that the amendments
expanded a list of Environmental Protection Agency Administrator actions by adding
two categories of actions: actions under a specifically enumerated statutory provision,
and “any other final action” under the Clean Air Act. Id., at 584, 100 S.Ct. 1889
(emphasis deleted). Focusing on Congress’ choice of the word “any,” the Court
“discern[ed] no uncertainty in the meaning of the phrase, "any other final action,””
and emphasized that the statute’s “expansive language offer[ed] no indication
whatever that Congress intended” to limit the phrase to final actions similar to those
in the specifically enumerated sections. Id., at 588-589, 100 S.Ct. 1889.”

See Ali v. Federal Bureau of Prisons, 128 S.Ct. 831, 835-36 (2008). Here is US’ Reply Brief in
Ali v. Federal Bureau of Prisons, 128 S.Ct. 831 (2008):

“As this Court has repeatedly noted, “in any case of statutory construction, our
analysis begins with the language of the statute,” and, “where the statutory language
provides a clear answer, it ends there as well.” Hughes Aircraft Co. v. Jacobson, 525
U.S. 432, 438 (1999) (internal quotation marks and citation omitted); see Connecticut
Nat’l Bank v. Germain, 503 U.S. 249, 253-254 (1992) (noting that “courts must
presume that a legislature says in a statute what it means and means in a statute what it
says there”). That basic principle of statutory interpretation is equally applicable in
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construing the FTCA. The Court has explained that, where the “straightforward
language” of an FTCA exception applies, judicially crafted limitations on the exception
- whether rooted in policy concerns or intimations in the legislative history - have no
place. Sosa v. Alvarez-Machain, 542 U.S. 692, 701 (2004). Section 2680(c) contains
precisely such “straightforward language,” and that language controls this case. As is
relevant here, Section 2680(c) preserves the government’s immunity for any claim
concerning the “detention” of any property by “any officer of customs or excise or any
other law enforcement officer.” The phrase “any other law enforcement officer” thus
reaches “any * * * law enforcement officer” other than an “officer of customs or
excise.” The language of Section 2680(c) “leaves no room to speculate about
congressional intent,” because, “[r]lead naturally, the word ‘any’ has an expansive
meaning, that is, ‘one or some indiscriminately of whatever kind.”” United States v.
Gonzales, 520 U.S. 1, 5, 9 (1997) (quoting Webster’s Third New International
Dictionary 97 (1976)). Accordingly, Section 2680(c) should be read to exempt claims
concerning the detention of property by all law enforcement officers. (fn.3 omitted).”

“[WT]hen the statute’s language is plain, the sole function of the courts * * * is to
enforce it according to its terms,” unless “the disposition required by the text is * * *
absurd.” Hartford Underwriters Ins. Co. v. Union Planters Bank, N.A., 530 U.S. 1, 6
(2000) (internal quotation marks and citation omitted). Petitioner does not contend that
construing Section 2680(c) to reach claims concerning the detention of property by all
law enforcement officers would produce absurd results. Nor could he plausibly do so,
because, far from being absurd, it is perfectly reasonable to immunize the federal
government against such claims. See pp. 37-45, infra. Under first principles of statutory
interpretation, therefore, Section 2680(c) should be read to mean what it says: i.e., that
claims concerning the detention of property by any law enforcement officer are exempt
from the FTCA’s waiver of sovereign immunity.”

Id. at p. 9-10.

“Because the phrase “any other law enforcement officer” is broad but not
ambiguous, the noscitur a sociis canon has no application. Cf. Pennsylvania Dep’t of
Corr. v. Yeskey, 524 U.S. 206, 212 (1998) (noting that, “the fact that a statute can be
applied in situations not expressly anticipated by Congress does not demonstrate
ambiguity[;] [i]t demonstrates breadth”) (internal quotation marks and citation omitted);
accord United States v. Monsanto, 491 U.S. 600, 609 (1989) (characterizing statutory
reference in forfeiture statute to “any property” as “comprehensive,” “broad,” and
“unambiguous”).

Petitioner’s effort to use the noscitur a sociis canon dramatically to narrow the
scope of the statute simply cannot be squared with the expansive term “any.” See pp. 9-
10, supra. Petitioner seeks to use the canon here to invert the phrase “any other law
enforcement officer” to mean almost no other law enforcement officer. But that is a
weight that the canon cannot bear.”

Id. atp. 21-22.
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27. The IRS’ exclusion of the value of personal services from “the value of any money

or property paid,” and from “cash or other property,” is arbitrary, a fortiori, it is impermissible.
The Talmage court cited no such exception provided by law.

28. The parties have divergent interpretations of the same provision. The Appellant
reads § 83(a)’s “amount (if any) paid” - 26 CFR 1.83-3(g)’s “any money or property paid” -
and 26 CFR 1.1012-1(a)’s “cash or other property” as expansive, as all inclusive, but the
Appellee has read into these provisions an exception for property within which one has no

basis, but can cite no legal authority for such an exclusion. The executive has chosen the

subject of an income tax.

“The parties provide vastly differing interpretations of the statutory language, and
both contend that the language clearly supports their position.”

“The Commissioner’s argument has considerable force, if one focuses solely on the
language of sections 1281 and 1283 and divorces them from the broader statutory
context. But we cannot do that. The Supreme Court has noted that, “the true meaning
of a single section of a statute in a setting as complex as that of the revenue acts,
however precise its language, cannot be ascertained if it be considered apart from
related sections, or if the mind be isolated from the history of the income tax
legislation of which it is an integral part.” (Cite omitted) According to the Court, the
construing court’s duty is “to find that interpretation which can most fairly be said to
be imbedded in the statute, in the sense of being most harmonious with its scheme
and with the general purposes that Congress manifested.”” (Cite omitted) The
circumstances of the enactment of particular legislation may be particular relevant to
this inquiry. (Cite omitted) Finally, when there is reasonable doubt about the meaning
of a revenue statute, the doubt is resolved in favor of those taxed. (Cite omitted)

As in all cases of statutory interpretation, we must start with the text of the
statute. But we cannot simply focus on sections 1281 through 1283 because they do not
exist in a vacuum. Rather, we must consider the context provided by the more general
statutory scheme of which [they] are a part.” *°

29. Of peculiar interest and conspicuous of Appellant’s view of the all inclusive nature
of the language at issue is the Appellee’s encouragement of this view spanning no less than
twenty-three years. Consider these instructions found in IRS Publication 17 Tax Guide For

Individuals (See Ex.E) which is in alignment with Petitioner’s interpretation of 26 USC 88

83(a) and 1012, and relevant implementing regulations 26 CFR 1.83-3(g) (amount paid is “any

19 See Security Bank of Minnesota v. C.I.R., 994 F.2d 432, 435-36 (CA8 1993).
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money or property”), 1.83-4(b)(2) (apply 8 1012 to calculate cost), and 1.1012-1(a) (cost is

“cash or other property”).

1993 Edition pg. 117 “Cost Basis.- The basis of property you buy is usually its cost.
The cost is the amount of cash and debt obligations you pay for it and the fair market
value of other property or services you provide in the transaction. Your cost also
includes amounts you pay for...[.]”

1994 Edition pg. 117 (same as 1993).

1995 Edition pg. 115 “Cost Basis.- The basis of property you buy is usually its cost.
The cost is the amount of cash and debt obligations or in other property. Your cost also
includes amounts you pay for...[.]”

1996 Edition pg. 114 “Cost Basis.- The basis of property you buy is usually its cost.
The cost is the amount of cash and debt obligations or in other property. Your cost also
includes, for example, amounts you pay for ... [.]”

1997 Edition pg. 99 (same as 1996);

1998 Edition pg. 95 “Cost Basis.- The basis of property you buy is usually its cost. The
cost is the amount you pay in cash, debt obligations, or other property. Your cost also
includes, for example, amounts you pay for the following items . . .[.]”

1999 Edition pg. 95 (same as 1998);

2000 Edition pg. 94 “Cost Basis.- The basis of property you buy is usually its cost. The
cost is the amount you pay in cash, debt obligations, or other property. Your cost also
includes amounts you pay for the following items][.]”

2001 Edition pg. 97 “Cost Basis.- The basis of property you buy is usually its cost. The

cost is the amount you pay in cash, debt obligations, other property, or services. Your

cost also includes amounts you pay for the following items[.]”

30. Same 2001 Edition phrase is found in IRS Publication 17 Tax Guide for Individuals:
2002 Edition pg. 97, 2003 Edition pg. 101, 2004 Edition pg. 100, 2005 Edition pg. 89, 2006
Edition pg. 89, 2007 Edition pg. 91, 2008 Edition pg. 93, 2009 Edition pg. 96, 2010 Edition pg.
95, 2011 Edition pg. 96, 2012 Edition pg. 96, 2013 Edition pg. 98, 2014 Edition pg. 98, 2015
Edition pg. 98, and 2016 edition pg. 98.

31. The Appellee’s own publications contradict the Talmage court [reasoning] while
emulating or repeating the language of governing regulations 26 CFR 1.83-3(g) and 1.1012-

1(a), while any indulgence and edification is entirely out of reach. In Talmage no authorities
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regarding “any” were cited out of a belief that interpreting that term as expansive was
understood.

“The Right to Be Informed.- Taxpayers have the right to know what they need to do to
comply with the tax laws. They are entitled to clear explanations of the laws and IRS
procedures in all tax forms, instructions, publications, notices, and correspondence.
They have the right to be informed of IRS decisions about their tax accounts and to
receive clear explanations of the outcomes.”

See: [ https://www.irs.gov/Taxpayer-Bill-of-Rights ]. See also Helvering v. Tex-Penn Qil Co.,
300 US 481, 498 (1937) (“The taxpayers were entitled to know the basis of law and fact on

which the Commissioner sought to sustain the deficiencies.”).

“But unless we wish anarchy to prevail within the federal judicial system, a precedent
of this Court must be followed by the lower federal courts no matter how misguided the
judges of those courts may think it to be.”

See Hutto v. Davis, 454 US 370, 375 (1982). See also Hart v. Massanari, 266 F.3d 1155,
passim (CA9 2001)).

32. The IRS and Department of Justice, as well as the courts, calculate income tax
liabilities related to compensation for services without regard to 88 83, 212, 1001, 1011, and
1012 as required ** :

“Furthermore, the duty to file returns and pay income taxes is clear. Section 1
of the Internal Revenue Code imposes a federal tax on the taxable income of every
individual. 26 U.S.C. § 1. Section 63 defines “taxable income” as gross income minus
allowable deductions. 26 U.S.C. 8 63. Section 61 states that “gross income means all
income from whatever source derived,” including compensation for services. 26
U.S.C. § 61. Sections 6001 and 6011 provide that a person must keep records and file a
tax return for any tax for which he is liable. 26 U.S.C. 88 6001 & 6011. Finally, section
6012 provides that every individual having gross income that equals or exceeds the
exemption amount in a taxable year shall file an income tax return. 26 U.S.C. § 6012.
The duty to pay federal income taxes therefore is “manifest on the face of the statutes,
without any resort to IRS rules, forms or regulations.” United States v. Bowers, 920
F.2d 220, 222 (4th Cir. 1990). The rarely recognized proposition that, “where the law is
vague or highly debatable, a defendant - actually or imputedly - lacks the requisite
intent to violate it,” Mallas, 762 F.2d at 363 (quoting United States v. Critzer, 498 F.2d
1160, 1162 (4th Cir. 1974)), simply does not apply here.”

11 See 26 CFR 1.83-4(b)(2) If property to which 1.83-1 applies is transferred at an arm’s
length, the basis of the property in the hands of the transferee shall be determined under
section 1012 and the regulations thereunder.
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See US v. Melton, #94-5535 (CA4 May 22, 1996 Unpublished) (USDC #CR-93-34 W.D. North
Carolina at Shelby).

33. The Appellee does not train IRS employees on the operation of § 83 or § 1012, nor
does it instruct staff on the maxims of law and canons of interpretation essential to the proper
application of governing statutory terms. Appellant has been deprived of the provisions of 26
USC 88 83, 212, 1001, 1011, and 1012, as it relates to all alleged underpayments of an income
tax imposed by 26 USC ch.1 or ch.2. The Appellee’s having named the subject of an income
tax through the Talmage exclusion violates the 16™ Amdt. which authorizes only Congress to

lay an income tax.

Issue D: The income tax imposed under 26 USC § 1 is not imposed by clear language;
lenity; void for vagueness; misleading statements from the IRS. The deficiency at issue is
void and amounts in controversy cannot be collected without a violation of Appellant’s
rights to due process.

D(a) If the Appellee’s interpretation regarding 26 USC § 83(a) is upheld, it must be

viewed as having misled the Appellant as to his duties and liabilities under 26 USC.

34. When seen in juxtaposition, the profoundly severe penalty of $6500.00 (US) in
Talmage and the IRS’ having instructed each year for more than two decades that Appellant’s
cost is his services, in language identical or similar to 26 CFR 1.83-3(g) and 1.1012-1(a)
(“value of any money or property paid” and “cash or other property”), one can readily see the
peril this situation poses. In reading the excerpt from the unpublished Melton decision, supra,
which frames the standard equation followed by the IRS and the public at large, if Appellant
has no gross income he needn’t file a return. (26 USC § 6012).

35. If Appellant needn’t file a return he needn’t keep records. (26 USC 88 6001, 6011).
If Appellant has received only § 83(a)’s “amount paid” he has no gross income or “excess,” no
duty to file a return, a fortiori, no duty to keep records. Appellant sees regulations and the
Appellee’s “Tax Guide for Individuals” instructing just the opposite of the Talmage exclusion
of personal services from cost, which has been proven to be an arbitrary exclusion which is
impermissible.

36. After using the term “any” in § 83(a), “any money or property” in 26 CFR 1.83-

3(9), and outright telling the Appellant that his cost includes his services, Appellee now asks of
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this Court that it ratify the Talmage exclusion as lawful despite the non-existence of authorities
that provide, “except for property within which one has no basis.” This is a trap.

“The Internal Revenue Service has articulated eight reasons for a late filing that it
considers to constitute “reasonable cause.” These reasons include unavoidable postal
delays, the taxpayer’s timely filing of a return with the wrong IRS office, the taxpayer’s
reliance on the erroneous advice of an IRS officer or employee, the death or serious
iliness of the taxpayer or a member of his immediate family, the taxpayer’s unavoidable
absence, destruction by casualty of the taxpayer’s records or place of business, failure
of the IRS to furnish the taxpayer with the necessary forms in a timely fashion, and the
inability of an IRS representative to meet with the taxpayer when the taxpayer makes a
timely visit to an IRS office in an attempt to secure information or aid in the preparation
of a return. Internal Revenue Manual (CCH) § 4350, (24) 1 22.2(2) (Mar. 20, 1980)
(Audit Technique Manual for Estate Tax Examiners). If the cause asserted by the
taxpayer does not implicate any of these eight reasons, the district director determines
whether the asserted cause is reasonable. “A cause for delinquency which appears to a
person of ordinary prudence and intelligence as a reasonable cause for delay in filing
a return and which clearly negatives willful neglect will be accepted as
reasonable.” 1d., § 22.2(3).”

See United States v. Boyle, 469 US 241, fn.1 (1985).

“This case is not one in which a taxpayer has relied on the erroneous advice of
counsel concerning a question of law. Courts have frequently held that *““reasonable
cause” is established when a taxpayer shows that he reasonably relied on the advice
of an accountant or attorney that it was unnecessary to file a return, even when such
advice turned out to have been mistaken. [cites omitted] This Court also has implied
that, in such a situation, reliance on the opinion of a tax adviser may constitute
reasonable cause for failure to file a return. See Commissioner v. Lane-Wells Co., 321
U.S. 219 (1944) (remanding for determination whether failure to file return was due to
reasonable cause, when taxpayer was advised that filing was not required).

When an accountant or attorney advises a taxpayer on a matter of tax law,
such as whether a liability exists, it is reasonable for the taxpayer to rely on that
advice. Most taxpayers are not competent to discern error in the substantive advice of
an accountant or attorney. To require the taxpayer to challenge the attorney, to seek a
““second opinion,” or to try to monitor counsel on the provisions of the Code himself
would nullify the very purpose of seeking the advice of a presumed expert in the first
place. See Haywood Lumber, supra, at 771. “Ordinary business care and prudence” do
not demand such actions.”

Id. at 250-51.

“Quite different from the question of a state’s power to discharge trustees is that
of the opportunity it must give beneficiaries to contest. Many controversies have raged
about the cryptic and abstract words of the Due Process Clause but there can be no
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doubt that at a minimum they require that deprivation of life, liberty or property by
adjudication be preceded by notice and opportunity for hearing appropriate to the
nature of the case.

In two ways this proceeding does or may deprive beneficiaries of property. It
may cut off their rights to have the trustee answer for negligent or illegal impairments
of their interests. Also, their interests are presumably subject to diminution in the
proceeding by allowance of fees and expenses to one who, in their names but without
their knowledge, may conduct a fruitless or uncompensatory contest. Certainly the
proceeding is one in which they may be deprived of property rights and hence notice
and hearing must measure up to the standards of due process.

Personal service of written notice within the jurisdiction is the classic form of
notice always adequate in any type of proceeding. But the vital interest of the State in
bringing any issues as to its fiduciaries to a final settlement can be served only if
interests or claims of individuals who are outside of the State can somehow be
determined. A construction of the Due Process Clause which would place impossible
or impractical obstacles in the way could not be justified.

Against this interest of the State we must balance the individual interest sought
to be protected by the Fourteenth Amendment. This is defined by our holding that “The
fundamental requisite of due process of law is the opportunity to be
heard.” Grannisv. Ordean, 234 US 385, 394. This right to be heard has little reality or
worth unless one is informed that the matter is pending and can choose for himself
whether to appear or default, acquiesce or contest.”

See Mullane v. Central Hanover Bank & Trust Co., 339 US 306, 313-14 (1950).

37. The Appellant can assure the Court, and does so now, that he never in his lifetime
received an “excess over the amount (if any) paid” as provided by § 83(a); he has never
received “gross income” or “realized gain” as defined by 8 83(a) and 26 CFR 1.1001-1(a).

38. Appellant charges that this situation violates his rights to a meaningful hearing at a
meaningful time, and that to uphold the subject deficiency sanctifies license for the Appellee’s
treatment of the Appellant and the entrapment of others who may find themselves similarly

situated.

D(b) The tax at issue is not imposed by clear language; lenity.

39. If upheld as valid, the Talmage exclusion services and compensation from cost
under § 83(a) is still one not founded upon a specific provision of law and is contrary to an
orgy of authorities, including this Court regarding the term “any”; this is not clear language.
The Talmage exclusion from *“any money or property” is arbitrary, not at all borne of clear
language. Misunderstandings relating to 26 USC and duties imposed thereby can lead to
prison. (26 USC § 7201 et seq.).
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40. If the Talmage exclusion is upheld as valid then all are forced to speculate as to the
meaning of penal statutes. In the unknown presence of an arbitrary standard that determines

guilt or innocence, or any liability itself, one knows naught if speculation is even necessary.

“But the Internal Revenue Code cannot be so read, for each section is not a self-
contained whole, but rather a building block of a complex, interrelated statute.”

See Hartman v. C.I1.R., 65 T.C. 542 (T.C. 1975).

“We agree with the holdings of the District Court and the Court of Appeals on
the due process doctrine of vagueness. The settled principles of that doctrine require no
extensive restatement here. (fn.7 omitted) The doctrine incorporates notions of fair
notice or warning. (fn.8 omitted) Moreover, it requires legislatures to set reasonably
clear guidelines for law enforcement officials and triers of fact in order to prevent
“arbitrary and discriminatory enforcement.” (fn.9 omitted).”

See Smith v. Gougen, 415 US 566, 572 (1974). And -

“This ordinance is void for vagueness, both in the sense that it “fails to give a
person of ordinary intelligence fair notice that his contemplated conduct is forbidden
by the statute,” United States v. Harriss, 347 U.S. 612, 617, and because it encourages
arbitrary and erratic arrests and convictions. Thornhill v. Alabama, 310 U.S. 88;
Herndon v. Lowry, 301 U.S. 242.”

“Living under a rule of law entails various suppositions, one of which is that
“[all persons] are entitled to be informed as to what the State commands or forbids.”
Lanzetta v. New Jersey, 306 U.S. 451, 453.”

“Lanzetta is one of a well-recognized group of cases insisting that the law give
fair notice of the offending conduct. See Connally v. General Construction Co., 269
U.S. 385, 391; Cline v. Frink Dairy Co., 274 U.S. 445; United States v. Cohen Grocery
Co., 255 U.S. 81. In the field of regulatory statutes governing business activities, where
the acts limited are in a narrow category, greater leeway is allowed. Boyce Motor Lines,
Inc. v. United States, 342 U.S. 337; United States v. National Dairy Products Corp.,
372 U.S. 29; United States v. Petrillo, 332 U.S. 1.” *?

“l agree with the Court that the Internal Revenue Code provision and the
corresponding Treasury Regulations that control consolidated filings are best
interpreted as requiring a single-entity approach in calculating product liability loss. |
write separately, however, because | respectfully disagree with the dissent’s suggestion
that, when a provision of the Code and the corresponding regulations are ambiguous,
this Court should defer to the Government’s interpretation. See post this page (opinion
of Stevens, J.). At a bare minimum, in cases such as this one, in which the complex
statutory and regulatory scheme lends itself to any number of interpretations, we
should be inclined to rely on the traditional canon that construes revenue-raising

12 See Papachristou v. City of Jacksonville, 405 US 156, 172 (1972).
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laws against their drafter. See Leavell v. Blades, 237 Mo. 695, 700-701, 141 S.W. 893,
894 (1911) (“When the tax gatherer puts his finger on the citizen, he must also put his
finger on the law permitting it”); United States v. Merriam, 263 U.S. 179, 188 (1923)
(“If the words are doubtful, the doubt must be resolved against the Government and
in favor of the taxpayer”); Bowers v. New York & Albany Lighterage Co., 273 U.S.
346, 350 (1927) (“The provision is part of a taxing statute; and such laws are to be
interpreted liberally in favor of the taxpayers”). Accord, American Net & Twine Co. v.
Worthington, 141 U.S. 468, 474 (1891); Benziger v. United States, 192 U.S. 38, 55
(1904).”

See United Dominion Industries, Inc. v. United States, 532 US 822, 838-39 (2001).
41. Appellee is naturally unable to “put his finger” on an unwritten and wholly

unsupported standard or policy such as the Talmage exclusion. A tax must be imposed by clear

and unequivocal language. Where the construction of a tax law is doubtful, the doubt is to be
resolved in favor of whom upon which the tax is sought to be laid. (See Spreckles Sugar
Refining v. McClain, 192 US 397, 416 (1904); Gould v. Gould, 245 US 151, 153 (1917);
Smietanka v. First Trust & Savings Bank, 257 US 602, 606 (1922); Lucas v. Alexander, 279 US
573, 577 (1929); Crooks v. Harrelson, 282 US 55 (1930); Burnet v. Niagra Falls Brewing Co.,
282 US 648, 654 (1931); Miller v. Standard Nut Margarine Co., 284 US 498, 508 (1932);
Gregory v. Helvering, 293 US 465, 469 (1935); Hassett v. Welch, 303 US 303, 314 (1938);
U.S. v. Batchelder, 442 US 114, 123 (1978)).

“Void for vagueness simply means that criminal responsibility should not attach where
one could not reasonably understand that his contemplated conduct is proscribed.
United States v. Harris, 347 US 612, 617 (1954).”
See US. v National Dairy Corp., 372 US 29, 32 (1963); see also Browning-Ferris Industries of
Vermont v. Kelso Disposal, Inc., 492 US 257, 300-301 (1989); US v. Classic, 313 US 299, 331

(1941). Albert Einstein said:

“The hardest thing in the world to understand is the income tax.”

See: [ http://lwww.irs.gov/uac/Tax-Quotes ]

42. A court’s duty is to interpret the provisions relied upon. (See Barnhart, Comm’r of
Social Security v. Sigmon Coal Co., Inc., 534 US 438, 450 (2002) (“As in all statutory
construction cases, we begin with the language of the statute. The first step “is to determine

whether the language at issue has a plain and unambiguous meaning with regard to the
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particular dispute in the case.” Robinsonv. Shell Oil Co.,519 US 337, 340
(1997) (citing United Statesv. Ron Pair Enterprises, Inc.,489 US 235, 240 (1989)). The
inquiry ceases “if the statutory language is unambiguous and ‘the statutory scheme is coherent
and consistent.”” 519 US, at 340.™)).

“We shall begin our analysis with an exeqgesis of the general provisions of section 83.
We then shall examine those provisions in conjunction with the facts of the instant case
so that we may decide whether respondent adequately . . .”

See Pagel, Inc. v. Commissioner, 91 TC 200, 204 (Tax Court #34122-85, 1988).

43. Times change. Since 1994 the courts have refused all indulgence of claims
involving Appellant’s cited authorities, which keeps a resolution wholly out of reach. Without
cogent and responsible explanations as to how Appellant’s interpretation of the law is mistaken,

and how his contentions are ill-founded, the subject deficiency must be declared void.

Issue E: Without clear and definitive explanation of the law and proof that it has operated
according to its letter, Appellant’s right to travel out of the country will be suspended
while access to the law is denied. Rights to due process are violated when Appellant is
sanctioned under § 7345 without proof the governing law has operated in accordance with
well established canons and maxims. This requires Appellee’s alleged deficiency be
declared invalid.

44. Appellant has shown the Appellee to be bound by provisions it refuses to interpret
and explain, and that he has reasonable claims regarding the letter of provisions relating to this
controversy. The decision of this Court is the difference between Appellant having the right to
travel outside the United States and being prohibited from doing so.

26 USC § 7345 - Revocation or denial of passport in case of certain tax delinquencies.-

(@) In general.- If the Secretary receives certification by the Commissioner of
Internal Revenue that an individual has a seriously delinquent tax debt, the Secretary
shall transmit such certification to the Secretary of State for action with respect to
denial, revocation, or limitation of a passport pursuant to section 32101 of the FAST
Act.

(b) Seriously delinquent tax debt.-

(1) In general.- For purposes of this section, the term “seriously delinquent tax
debt” means an unpaid, legally enforceable Federal tax liability of an individual -

(A) which has been assessed,

(B) which is greater than $50,000, and

(C) with respect to which -
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(1) a notice of lien has been filed pursuant to section 6323 and the
administrative rights under section 6320 with respect to such filing have been exhausted
or have lapsed, or

(i) a levy is made pursuant to section 6331.

(2) [omitted]

45. This penalty or sanction is violative if imposed without a review of the relevant law
to prove it has in fact operated to impose the amounts now sought by the Appellee. “The
hearing, moreover, must be a real one, not a sham or a pretense.” (See Joint Anti-Fascist
Refugee Committee v. McGrath, 341 US 123, 164 (1951) (invalidating as arbitrary USAG’s
defamatory listing of JAFRC on list of purported Communists, citing Palko v. Connecticut, 302
US 319, 327 (1937))).

“[T]he right to be heard before being condemned to suffer grievous loss of any kind,
even though it may not involve the stigma and hardships of a criminal conviction, is a
principle basic to our society.” Joint Anti-Fascist Refugee Comm. v. McGrath, 341 US
123, 168 (1951) (concurring opinion.) See also Homer v. Richmond, 110 US.App.D.C.
226, 292 F.2d 719 (1961); Parker v. Lester, 227 F. 2d 708 (C.A. 9th Cir. 1955).”

McGrath, id. at 168. And -

“Due process also was violated by the City’s unfortunate reaction to the Ciebien
family’s threat of adverse publicity, which infused the disciplinary procedures with a
deliberate, illegitimate bias. Due process requires that a hearing “‘must be a real one,
not a sham or a pretense.’”

See Ceichon v. City of Chicago, 686 F.2d 511, 517 (CA7 1982). And -

“The likelihood of error that results illustrates that “fairness can rarely be obtained by
secret, one-sided determination of facts decisive of rights . . . . [And n]o better
instrument has been devised for arriving at truth than to give a person in jeopardy of
serious loss notice of the case against him and opportunity to meet it.” Joint Anti-
Fascist Refugee Comm.v. McGrath, 341 US 123, 170-172 (1951) (Frankfurter, J.,
concurring).”

See Connecticut v. Doehr, 501 US 1, 14 (1991). And -

“To repeat, we deal here with a constitutional right of the citizen, a right which we
must assume Congress will be faithful to respect. We would be faced with important
constitutional questions were we to hold that Congress by § 1185 and § 211a had given
the Secretary authority to withhold passports to citizens because of their beliefs or
associations. Congress has made no such provision in explicit terms; and absent one,
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the Secretary may not employ that standard to restrict the citizens’ right of free
movement.”

See Kent v. Dulles, 357 US 116, 130 (1958). And -

“Suspension of issued licenses thus involves state action that adjudicates important
interests of the licensees. In such cases the licenses are not to be taken away without
that procedural due process required by the Fourteenth Amendment. Sniadach v.
Family Finance Corp., 395 US 337 (1969); Goldberg v. Kelly, 397 US 254 (1970).”

See Bell v. Burson, 402 US 535, 539 (1971). And -

“It is of course well-established that due process requires ‘that a hearing must be a

real one, not a sham or pretense.” See Joint Anti-Fascist Refugee Comm. v. McGrath,

341 US 123, 164 (1951).”

See Dietchweiler v. Lucas, #15-1489 (CA7 June 28, 2016).

46. Appellant charges that 26 CFR 1.1-1 is invalid for the fact that it impermissibly
“add[s] to the statute of something which is not there.” (See US v. Calamaro, supra). Had this
impermissible and unconstitutional promulgation not occurred, the law is void of any reference
to citizens of the United States as the subject of the income tax imposed at 8 1; a regulation
identifies the subject of the tax.

47. Based upon the relevant provisions (See “Statement of the Issues”) having been
barred from discussion of any nature under threat of life-destroying monetary sanctions, by
Tax Court, Appellant rightfully believes that he has no duty to file or to pay, and this is
expressly supported by the Appellee’s having told him that his personal services actually
performed are a cost to him, a fortiori, the value of such constituting an “amount paid”
under 8 83(a) and a deductible cost under § 212 if mistakenly included in gross income.
(See Ex.E IRS Publication 17 excerpts).

48. When in receipt of only the fair market value of his personal services as

compensation for such, Appellant’s not filing tax returns, his not generating and keeping

records, and his not paying any tax under 26 USC ch.1, 2, or 21, clearly constitutes his
doing what the law plainly permits. Were this not the case, Appellee and Tax Court would
permit discussion of the subject provisions.

“The Right to Be Informed.- Taxpayers have the right to know what they need to do to
comply with the tax laws. They are entitled to clear explanations of the laws and IRS
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procedures in all tax forms, instructions, publications, notices, and correspondence.
They have the right to be informed of IRS decisions about their tax accounts and to
receive clear explanations of the outcomes.”

See: [ https://www.irs.gov/Taxpayer-Bill-of-Rights ]. See also Helvering v. Tex-Penn Qil Co.,

300 US 481, 498 (1937) (“The taxpayers were entitled to know the basis of law and fact on

which the Commissioner sought to sustain the deficiencies.”).

49. “To punish a person for doing what the law plainly permits is a due process
violation of the most basic sort.” (See Bordenkircher v. Hayes, 434 US 357, 363 (1978).
Accord, citing Bordenkircher: US v. Goodwin, 457 US 368, 372 (1982); US v. Dorsey, #06-
16698 (CA11 Decided Jan. 14, 2008); US v. Segal, et al., 495 F.3d 826, 832 (CA7 2007); US
v. Osmani, 20 F.3d 266, 269 (CA7 1994); US v. Warda, 285 F.3d 573, 580 (CA7 2002); US v.
Jarrett, 447 F.3d 520, 525 (CA7 2006); Corcoran v. Buss, 551 F.3d 703, 710 (CA7 2008); US
v. Contreras, 108 F.3d 1255, 1262 (CA10 1997); US v. Tarallo, 380 F.3d 1174, 1194 (CA9
2004); Nulph v. Cook, 333 F.3d 1052, 1056 (CA9 2002); White v. Ford Motor Co., 312
F.3d 998, 1019-20 (CA9 2000); US v. Murphy, 65 F.3d 758, 762 (CA9 1995)).

50. “The law plainly permits” the Appellant to treat “the amount (if any) paid” as not
gross income, to treat “any money or property paid” as not gross income, and to treat “cash or
other property” as not gross income. (See 26 USC 8§ 83, 212, 1001, 1011, 1012, and

regulations thereunder). If this void of access to the law is allowed to persist, Appellant’s rights

to travel outside America will be suspended until such time as an agreement for payment is
made with the Appellee and cash is flowing to pay what nobody can prove is owed by law.

51. Appellant believes that the law protects him but is barred by conduct already
detailed from asserting claims based upon the subject provisions. Any process in this court that
does not include disclosure of the operation of the subject provisions but which upholds
Appellee’s deficiency allegations serves to deprive the Appellant of procedural due process
rights (5™ Amdt.) relative to instances where important liberty interests may be withheld.
Absent such disclosure, only dismissal of Appellee’s presumably arbitrary and capricious claim
of deficiency suffices as due process.

///
///
///
///
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CONCLUSION

52. This Court will now watch as the Appellee pays its tribute to the Court as a place
where, in its view, government gets away with anything, for its pleadings will ring hollow and
of evasion of the authorities from which it’s fled for more than twenty-four years. For each and

all of the reasons set forth above, the Appellee’s alleged deficiency must be declared invalid.

Respectfully submitted:

Robert Orth
7207 Lafayette Rd.
Indianapolis, IN 46278-1503
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Ex.A: Notices of Deficiency for 2012 and for 2013 both issued on May 16, 2016.
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Ex.B: Appellant’s US Tax Court petition w/o exhibits.
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Ex.C: Appellee’s US Tax Court reply to Appellant’s petition.

Exhibit: C



Exhibit D:

Ex.D: US Tax Court’s final order.

Exhibit: D



Exhibit E:

Ex.E: 1993 through 2016 editions of IRS Publication 17 stating that Appellant’s
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Before
DIANE P. WOOD, Chief Judge
JOEL M. FLAUM, Circuit Judge

DIANE S. SYKES, Circuit Judge

No. 17-3348

ROBERT EDWARD ORTH, Appeal from the
Petitioner-Appellant, United States Tax Court.
v. No. 18049-16

COMMISSIONER OF INTERNAL Ronald L. Buch,

REVENUE, Judge.
Respondent-Appellee.

ORDER

Robert Orth failed to file tax returns for two years because he believes the law
justifies his nonpayment. He petitioned the United States Tax Court for redetermination
of tax deficiencies and additions to tax assessed by the Commissioner of Internal
Revenue but elected to “reserve for appeal” his outlandish theories challenging the
legality of the tax code. His restraint was strategic; he knew that tax courts often impose
penalties on litigants who assert the frivolous tax-protester arguments that Orth now

" We agreed to decide this case without oral argument because the appeal is
frivolous. See FED. R. APP. P. 34(a)(2)(A).
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presents for review. See 26 U.S.C. § 6673(a)(1)(B). In his response to a motion for
summary judgment, Orth referred to his own arguments as “off-limits” and
acknowledged that he is “banned from mentioning” and “barred from arguing” them in
the Tax Court. The Tax Court entered summary judgment for the Commissioner,
finding that Orth had not contested the facts establishing the tax deficiencies.

Orth insists that he is not a tax protester. Regardless of his disclaimer, he has
filed an appeal rife with tax-protester arguments that this court and others have
repeatedly deemed frivolous. He contends, for example, that United States citizens are
not subject to an income tax, that the Treasury regulations violate the Sixteenth
Amendment because only Congress can collect income taxes, and that wages are not
taxable income. See United States v. Stuart, 773 F.3d 849, 850-51 (7th Cir. 2014)
(identifying tax-protester argument that wages are not income); United States v. Benson,
561 F.3d 718, 720 (7th Cir. 2009) (calling a tax-protester argument challenging the
constitutionality of the Sixteenth Amendment “frivolous”); United States v. Cooper,

170 F.3d 691, 691 (7th Cir. 1999) (labeling same arguments “frivolous squared”). Orth’s
arguments raise no nonfrivolous challenge to the Commissioner’s assessment and do
not excuse deficiencies in his income taxes.

Because this appeal is frivolous, we AFFIRM the decision of the Tax Court and
direct Orth to show cause within 14 days why sanctions should not be imposed under
Rule 38 of the Federal Rules of Appellate Procedure. See Szopa v. United States, 460 F.3d
884, 887 (7th Cir. 2006) (establishing that $4,000 is the presumptive sanction for a tax
appeal of this type).
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Exhibit C: Both the 4" Cir. and Supreme Court memorandum decisions which
illustrate for this court how to set about duly disposing of cases involving
statutory construction.
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OPINION
WIDENER, Circuit Judge:

On August 28, 1996, the Food and Drug Administration (FDA) published a final rule
entitled “Regulations Restricting the Sale and Distribution of Cigarettes and Smokeless
Tobacco to Protect Children and Adolescents.” 61 Fed. Reg. 44,396 (1996) (to be codified at
21 C.F.R. pt. 801, et al.). In general, this rule set out regulations restricting the sale and
distribution of cigarettes and smokeless tobacco (collectively referred to as tobacco products)
to minors and limiting the advertising and promotion of tobacco products. Plaintiffs (cigarette
and smokeless tobacco manufacturers, convenience store retailers, and advertisers) filed these
consolidated actions in federal district court, challenging the FDA’s jurisdiction over tobacco
products and seeking declaratory and injunctive relief. *  Plaintiffs then filed a motion for
summary judgment in the district court, alleging that, as a matter of law: (1) Congress has
withheld from the FDA the jurisdiction to regulate tobacco products as marketed by plaintiffs;
and (2) the Federal Food, Drug, and Cosmetic Act (Act) does not permit the FDA to regulate
tobacco products either as drugs or as devices. In denying plaintiffs’ motion for summary
judgment in part and granting the motion in part, the district court held that Congress did not
“[intend] to withhold from FDA” the jurisdiction to regulate tobacco products. Coyne Beahm,
Inc. v. FDA, 966 F.Supp. 1374, 1388 (M.D.N.C.1997). The district court also concluded that

! When the complaint was filed on August 10, 1995, the FDA had only issued a Notice of
Proposed Rulemaking. 60 Fed.Reg. 41,314 (1995). Following a comment period, the FDA
adopted the proposed rule in modified form. 61 Fed. Reg. 44,396 (1996). Unless noted
otherwise, all references in this opinion are to the final version of the rule published in the
Federal Register on August 28, 1996. Where italics appear here within a quotation, they have
been added for emphasis unless otherwise indicated.
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the FDA had authority to regulate tobacco products under the device provision of the Act, but
disapproved the FDA’s restrictions on advertising as inconsistent with its statutory authority.
Coyne Beahm, 966 F.Supp. at 1393-1400. Finally, the district court stayed implementation of
the majority of the FDA’s regulations pending appeal. > Coyne Beahm, 966 F.Supp. at 1400-
01. The district court certified its order for immediate interlocutory appeal pursuant to 28
U.S.C. § 1292(b), Coyne Beahm, 966 F.Supp. at 1401, and by order dated May 13, 1997, this
court granted the § 1292(b) petitions for immediate appeal filed by two of the plaintiff groups
and the FDA. In addition, the FDA had filed its Notice of Appeal dated May 2, 1997 from the
partial injunction granted by the district court. Jurisdiction over the consolidated appeals is
proper in this court under 28 U.S.C. 88 1292(a)(1) and 1292(b).

Because this case arises from a motion for summary judgment, we review the
judgment of the district court de novo. Myers v. Finkle, 950 F.2d 165, 167 (4th Cir. 1991). For
purposes of these appeals, plaintiffs do not dispute the factual findings of the FDA. Based on
our review of the record and the relevant legal authorities, we are of opinion that the FDA
lacks jurisdiction to regulate tobacco products. For the reasons set forth below, all of the
FDA’s August 28, 1996 regulations of tobacco products are thus invalid. Accordingly, we
reverse the judgment of the district court.

I. FDA’s Asserted Basis for Jurisdiction

The FDA 3 has authority to regulate products only if they fall within one of the
categories defined by Congress in the Act. * In the jurisdictional determination attached to its
August 28, 1996 regulations, the FDA asserted jurisdiction over tobacco products under the
drug ° and device ® definitions in the Act. 61 Fed. Reg. at 44,628. According to the FDA,

% The district court left in place the FDA’s proof of age requirement for tobacco sales and the
restrictions on sales to persons under age 18, which had already gone into effect. Coyne
Beahm, 966 F.Supp. at 1400. How- ever, all 50 States have already banned the sale of tobacco
to minors under state law. See 61 Fed. Reg. at 44,419 (citing a joint letter from 25 state
attorneys general and other comments submitted to the FDA).

¥ On most occasions, the Act refers to the authority of the Secretary of the Department Health
and Human Services (HHS) to take certain actions. However, the Secretary acts through the
Commissioner of Food and Drugs. 21 U.S.C. 8 393(d)(2). For simplicity, we will refer to any
legislative delegation as if made directly to the FDA.

* The categories of products subject to regulation by the FDA are food, drugs, devices, and
cosmetics. 21 U.S.C. § 321.

> The Act defines “drug” in pertinent part as “articles (other than food) intended to affect the
structure or any function of the body of man or other animals.” 21 U.S.C. § 321(g)(1)(C).

® In relevant part, “device” is defined as an article which is: intended to affect the structure or
any function of the body of man or other animals, and which does not achieve its primary
intended purposes through chemical action within or on the body of man or other animals and
which is not dependent upon being metabolized for the achievement of its primary intended
purposes

21 U.S.C. § 321(h)(3).
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tobacco products fit within these definitions because they are “intended to affect the structure
or any function of the body.” More specifically, the FDA concluded that tobacco products are
“combination products consisting of nicotine, a drug that causes addiction and other
significant pharmacological effects on the human body, and device components that deliver
nicotine to the body.” 7 61 Fed.Reg. at 44,628, 44,649-650. Based on its classification of
tobacco products as combination products, the FDA claimed that it could exercise its
discretion in deciding whether the drug provisions or device provisions of the Act should
apply. 61 Fed.Reg. at 44,400. Although finding that tobacco products function primarily as
drugs, 61 Fed. Reg. at 45,209-218, the FDA concluded that tobacco products are most
properly regulated under the device provisions of the Act, in particular the restricted devices
section, 21 U.S.C. § 360j(e). ® 61 Fed.Reg. at 44,400. The FDA’s jurisdictional determination
encompasses over 600 pages in the Federal Register; however, its basic premise can be fairly
summarized in one sentence. That is, the FDA asserted jurisdiction over tobacco products
based on its conclusion that tobacco products fit within the literal definitions of drug and
device as set forth in the Act. In short, the FDA’s inquiry began and ended with the
definitions section of the Act.

We are of opinion that the FDA’s limited, mechanistic inquiry is insufficient to
determine Congress’ intent. Therefore, as directed by Chevron U.S.A., Inc. v. Natural
Resources Defense Council, Inc., 467 U.S. 837 (1984), we employ the traditional tools of
statutory construction to ascertain congressional intent regarding whether the FDA has
authority to regulate tobacco products.

" A combination product is described as a product that contains a combination of a drug,
device, or biological product. 21 U.S.C. § 353(g). Neither party contends that tobacco
products contain any “biological product,” as that term is used in the Act. See 42 U.S.C. §
262(1) (defining a biological product as a “virus, therapeutic serum, toxin, antitoxin, vaccine,
blood, blood component or derivative, allergenic product, or analogous product . . . applicable
to the prevention, treatment, or cure of a disease or condition of human beings”).

® Section 360j(e) provides in relevant part:

(1) The Secretary may by regulation require that a device be restricted to sale,
distribution, or use --

(B) upon such other conditions as the Secretary may prescribe in such
regulation,

if, because of its potentiality for harmful effect or the collateral measures necessary to
its use, the Secretary determines that there cannot otherwise be reasonable assurance
of its safety and effectiveness.

21 U.S.C. § 360j(e).
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I1. Jurisdictional Analysis

We begin with the basic proposition that agency power is “not the power to make law.
Rather, it is "the power to adopt regulations to carry into effect the will of Congress as
expressed by the statute.”” Ernst & Ernst v. Hochfelder, 425 U.S. 185, 213-14 (1976) (quoting
Manhattan Gen. Equip. Co. v. Commission, 297 U.S. 129, 134 (1936)). Thus, our initial
inquiry is whether Congress intended to delegate to the FDA authority to regulate tobacco
products as “customarily marketed.”®  The district court framed the issue as “whether
Congress has evidenced its clear intent to withhold from FDA jurisdiction to regulate tobacco
products as customarily marketed.” Coyne Beahm, 966 F.Supp. at 1380. However, we are of
opinion that the issue is correctly framed as whether Congress intended to delegate such
jurisdiction to the FDA. See Bowen v. Georgetown Univ. Hosp., 488 U.S. 204, 208 (1988)
(stating that “[i]t is axiomatic that an administrative agency’s power to promulgate legislative
regulations is limited to the authority delegated by Congress”); INS v. Chadha, 462 U.S. 919,
953 n.16, 955 n.19 (1983) (providing that agency action “is always subject to check by the
terms of the legislation that authorized it; and if that authority is exceeded it is open to judicial
review” and “Congress ultimately controls administrative agencies in the legislation that
creates them”). This fundamental misconception by the district court of the principal issue in
the case unavoidably skewed the remainder of its analysis.

Applying the principles set forth by the Supreme Court in Chevron, we examine
whether Congress intended to give the FDA jurisdiction over tobacco products. Under
Chevron, we first consider the intent of Congress because “[i]f the intent of Congress is clear,
that is the end of the matter; for the court, as well as the agency, must give effect to the
unambiguously expressed intent of Congress.” Chevron, 467 U.S. at 842-43. It is only if the
intent of Congress is ambiguous that we defer to a permissible interpretation by the agency.
Chevron, 467 U.S. at 843. And we note, with emphasis, that the Supreme Court has stated
that “[a] precondition to deference under Chevron is a congressional delegation of
administrative authority.” Adams Fruit Co. v. Barrett, 494 U.S. 638, 649 (1990). Accordingly,
no deference is due the FDA’s construction of the Act unless it is acting within the bounds of
its congressionally-established authority. If the court can ascertain Congress’ intent on a
particular question by applying the traditional rules of statutory construction, then it must give
effect to that intent. Chevron, 467 U.S. at 843 n.9; see also Cabell Huntington Hosp., Inc. v.
Shalala, 101 F.3d 984, 986 (4th Cir. 1996) (stating that “[t]he goal of statutory interpretation
is to implement congressional intent”). We also note that ascertaining congressional intent is
of particular importance where, as here, an agency is attempting to expand the scope of its
jurisdiction. See, e.g., Adams Fruit Co., 494 U.S. at 650 (quoting Federal Maritime Comm’n

% Plaintiffs use the term “customarily marketed” in their briefs to indicate tobacco products
marketed with customary claims such as smoking pleasure as opposed to tobacco products
marketed with specific therapeutic claims such as weight loss. Unless indicated otherwise, all
references in this opinion are to tobacco products as customarily marketed.
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v. Seatrain Lines, Inc., 411 U.S. 726, 745 (1973)) (warning that “an agency may not bootstrap
itself into an area in which it has no jurisdiction”); ACLU v. FCC, 823 F.2d 1554, 1567 n. 32
(D.C. Cir. 1987) (stating that”[w]hen an agency’s assertion of power into new arenas is under
attack, therefore, courts should perform a close and searching analysis of congressional intent,
remaining skeptical of the proposition that Congress did not speak to such a fundamental
issue”), cert. denied, 485 U.S. 959 (1988); Hi-Craft Clothing Co. v. NLRB, 660 F.2d 910, 916
(3d Cir. 1981) (noting that “[t]he more intense scrutiny that is appropriate when the agency
interprets its own authority may be grounded in the unspoken premise that government
agencies have a tendency to swell, not shrink, and are likely to have an expansive view of
their mission”).

Although the task of statutory construction generally begins with the actual language
of the provision in question, Mead Corp. v. Tilley, 490 U.S. 714, 722 (1989), the inquiry does
not end there.’® The Supreme Court has often emphasized the crucial role of context as a
tool of statutory construction. For example, the Court has stated that when construing a
statute, courts “must not be guided by a single sentence or member of a sentence, but look to
the provisions of the whole law, and to its object and policy.” United States Nat’l Bank of Or.
v. Independent Ins. Agents of America, Inc., 508 U.S. 439, 455 (1993) (quoting United States
v. Heirs of Boisdore, 49 U.S. (8 How.) 113, 122, (1849)); see also Regions Hosp. v. Shalala,
66 U.S.L.W. 4125, 4129 n.5 (U.S. Feb. 24, 1998) (No. 96-1375); Massachusetts v. Morash,
490 U.S. 107, 115 (1989). Thus, the traditional rules of statutory construction to be used in
ascertaining congressional intent include: the overall statutory scheme, Offshore Logistics,
Inc. v. Tallentire, 477 U.S. 207, 220-221 (1986) (directing courts to examine the language of
the statute as a whole); legislative history, Atherton v. FDIC, 65 U.S.L.W. 4062, 4067 (U.S.
Jan. 14, 1997) (No. 95-928); “the history of evolving congressional regulation in the area,”
Dunn v. CFTC, 65 U.S.L.W. 4141, 4144 (U.S. Feb. 25, 1997) (No. 95- 1181); and a
consideration of other relevant statutes, United States v. Stewart, 311 U.S. 60, 64 (1940)
(explaining that “all acts in pari materia are to be taken together as if they were one law”)
(italics in original). With these general principles in mind, we begin our inquiry into the issue
of whether Congress intended to delegate jurisdiction over tobacco products to the FDA.

A. Intrinsic Evidence

The FDA correctly contends that the language of the statute must be the starting point
of our analysis. We agree that the first step of statutory construction is determining the plain
meaning of the statutory text. In fact, the Court instructs that the inquiry ends with the
statutory language when the language is unambiguous and “the statutory scheme is coherent

1 In fact, if application of the plain language of a statute “would pro- duce a result
demonstrably at odds with the intent of Congress . . . the intent of Congress rather than the
strict language controls.” Maryland State Dep’t of Educ. v. U.S. Dep’t of Veterans Affairs, 98
F.3d 165, 169 (4th Cir. 1996) (citing United States v. Ron Pair Enter., Inc., 489 U.S. 235, 242
(1989)), cert. denied, 118 S. Ct. 43 (1997).
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and consistent.” Robinson v. Shell Oil, 65 U.S.L.W. 4103, 4104 (U.S. Feb. 18, 1997) (No. 95-
1376) (quoting Ron Pair Enter., 489 U.S. at 240 ).

However, the flaw in the limited approach suggested by the FDA and taken by the
district court is that they examine only the literal meaning of the statutory definitions of drug
and device."* See FDA Red Br. at 34 (stating that “the jurisdictional inquiry is at an end with
the conclusion that cigarettes and smokeless tobacco are “intended to affect the structure of
any function of the body’ within the meaning of the Act’s drug and device provisions™); see
also Coyne Beahm, 966 F.Supp. at 1380.

A mechanical reading of only the definitions provisions may appear to support the
government’s position that tobacco products fit within the Act’s definitions of drugs or
devices. However, an initial problem with the government’s theory is that the definitions of
drug and device require not only that the article “affect the structure or any function of the
body,” but also that these effects be intended. 21 U.S.C. 88 321(g)(1)(C), 321(h)(3). As noted
by the district court, “no court has ever found that a product is “intended for use’ or “intended
to affect’ within the meaning of the [Act] absent manufacturer claims as to that product’s
use.” Coyne Beahm, 966 F.Supp. at 1390. Even the FDA does not contend that tobacco
manufacturers make any such claims. Coyne Beahm, 966 F.Supp. at 1389 n.14.

Even if we were to accept the FDA'’s position that no other inquiry is permissible if
tobacco products fall within the literal definition of drug or device, the jurisdictional inquiry
would not end there. Both the FDA and the district court failed to examine the literal
definitions in view of the language and structure of the Act as a whole. Such holistic approach
to statutory construction is well-supported by the case law. See, e.g., Robinson, 65 U.S.L.W.
at 4104 (stating that statutory language must be examined by “reference to the language itself,
the specific context in which that language is used, and the broader context of the statute as a
whole”); Gustafson v. Alloyd Co., 513 U.S. 561, 570 (1995) (instructing that acts of Congress
“should not be read as a series of unrelated and isolated provisions”); United States Nat’l
Bank, 508 U.S. at 455 (quoting United Savings Ass’n of Texas v. Timbers of Inwood Forest
Assoc., Ltd. 484 U.S. 365, 371 (1988)) (explaining that statutory interpretation is a “holistic
endeavor” that must include, at a minimum, an examination of the statute’s full text, its
structure, and the subject matter). Accordingly, our task is to examine whether tobacco
products fit into the overall regulatory scheme created by Congress.

According to FDA Deputy Commissioner Schultz, “[a] fundamental precept of drug
and device regulation in this country is that these products must be proven safe and effective
before they can be sold.” Statement by FDA Deputy Commissioner William B. Schultz before

1 For example, in its jurisdictional analysis, the district court purported to examine the “Text
of the Federal Food, Drug, and Cosmetic Act.” Coyne Beahm, 966 F.Supp. at 1380. However,
the court mentioned only the definitions sections of the statute and ignored the text of all of
the mandatory operative provisions of the Act.
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the Senate Comm. on Labor and Human Resources, 104th Cong., p.8 (2/22/96). In fact, the
FDA'’s congressionally-established mission statement provides that the FDA is charged with
protecting the public health by ensuring that human drugs are “safe and effective” and that
“there is a reasonable assurance of the safety and effective- ness of devices intended for
human use.” 21 U.S.C. § 393(b)(2)(B), (C). During its rulemaking, the FDA found that
tobacco products are “dangerous,” “unsafe,” and the cause of “great pain and suffering from
iliness such as cancer, respiratory illnesses, and heart disease.” 61 Fed.Reg. at 44,412. In
addition, the FDA determined that over 400,000 people die each year from tobacco use. 61
Fed. Reg. at 44,412. Yet, the FDA has proposed to regulate tobacco products under a statutory
provision that requires conditions on sale and distribution which provide a reasonable
assurance of safety. 21 U.S.C. § 360j(e). According to the FDA, a determination of safety
under the Act requires consideration of the risks of a product compared to the “countervailing
effects of use of that product, including the consequences of not permitting the product to be
marketed.” 61 Fed.Reg. at 44,412-13. Thus, the FDA concluded that withdrawal of tobacco
from the market poses significant health risks to addicted adults which outweigh the risks of
leaving tobacco products on the market. 61 Fed. Reg. at 44,405, 44,412-44,413.

But that test is contrary to the statute. The statutory provision, 21 U.S.C. §
360c(a)(2)(C), provides that safety and effectiveness are to be determined by “weighing any
probable benefit to health from the use of the device against any probable risk of injury or
illness from such use .” See also United States v. Rutherford, 442 U.S. 544, 556 (1979)
(stating that “a drug is unsafe if its potential for inflicting death and physical injury is not
offset by the possibility of therapeutic benefit”). According to the language of §
360c(a)(2)(C), the FDA’s obligation is to strike a balance between the risks and benefits of
the use of a certain product, not to weigh the risks of leaving a product on the market against
the risks of taking a product off the market. The FDA is unable to state any real health benefit
derived from leaving tobacco products on the market. This is not to say that there are not
other public policy reasons, such as impact on the national economy and the potential for a
black market, weighing against a ban on tobacco products. However, this type of decision
involving countervailing national policy concerns is just the type of decision left for
Congress. By statute, the FDA’s authority is limited to the balancing of health benefits and
risks. 21 U.S.C. § 360c(a)(2)(C). Thus, its attempted analogy between tobacco products and
chemotherapy drugs is not well taken. 61 Fed.Reg. at 44,413. These cancer-fighting drugs
may be considered high-risk, but they have not been deemed “unsafe” by the FDA. Under the
Act, the key to allowing these drugs to remain on the market is that their use produces
affirmative health benefits which outweigh their risks. 21 U.S.C. 8 360c(a)(2)(C). According
to the FDA’s own findings, tobacco products do not meet this test, for there is no health
benefit from the use of tobacco. The FDA’s inquiry into whether the risks of removing
tobacco products from the market are greater than the risks of leaving them on the market is
irrelevant under § 360c(a)(2)(C).
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In the proposed regulations, the FDA characterized tobacco products as combination
products containing drug and device components, but purported to regulate tobacco products
as restricted devices under 8 360j(e) of the Act. Section 360j(e) permits the FDA to place
restrictions on the sale, distribution or use of a product which are necessary for a “reasonable
assurance of safety” of the product. 21 U.S.C. § 360j(e). However, based on the FDA’s
characterization of tobacco products as unsafe, it is impossible to create regulations which
will provide a reasonable assurance of safety. Thus, the FDA cannot com- ply with the terms
of the very statutory provision it has chosen as its basis for regulation. In addition to the
fundamental conflicts described above, at least six internal inconsistencies arise when tobacco
products are forced into the drug or device regulatory schemes of the Act.

First, 8 355(a) of the Act requires that all new drugs be approved by the FDA before
marketing. 21 U.S.C. § 355(a). The Act requires the FDA to disapprove applications for new
drugs®? if the drug is deemed unsafe or if there is not substantial evidence of its effective-
ness. 21 U.S.C. § 355(d). This mandatory approval process presents an insurmountable
problem for the FDA with respect to tobacco products because of the FDA’s finding that they
are unsafe. 61 Fed. Reg. at 44,412. In fact, the FDA has conceded that under the mandatory
approval provisions, tobacco products would constitute unapproved new drugs. 60 Fed. Reg.
41,348 (1995) (FDA Proposed Rulemaking). As such, the Act would require the prohibition
of the distribution and marketing of tobacco products. 21 U.S.C. §8 331(d), 355(a).

The FDA attempts to avoid the problem inherent in the new drug approval
requirement by classifying tobacco products as combination products and then choosing to
regulate them as devices rather than as drugs. The Act directs the FDA to determine the
primary mode of action of a combination product. 21 U.S.C. § 353(g)(1). If the FDA
determines that the primary mode of action is that of a drug, then it must assign “primary
jurisdiction” over the product to the persons charged with premarket review of drugs. 21
U.S.C.8 353(g)(1)(A), (B). The FDA concedes that the “primary mode of action” of tobacco
products is that of a drug.™® FDA Red Br. at 26 (citing 61 Fed. Reg. at 45,209-18; 44,400-03).
Yet, it chose to regulate tobacco products devices under § 360j(e) of the Act. This transparent
action by the FDA, obvious sophistry, taken in order to avoid the new drug provisions of the
Act, reinforces the conclusion that regulation of tobacco products under the Act was not

12 In relevant part, the Act defines a “new drug” as: Any drug . . . the composition of which is
such that such drug is not generally recognized, among experts qualified by scientific training
and experience to evaluate the safety and effectiveness of drugs, as safe and effective for use
under the conditions pre- scribed, recommended, or suggested in the labeling thereof . . . 21
U.S.C. § 321(p)(1).

3 Interestingly, the FDA chose to regulate tobacco products as devices even though it has
regulated the nicotine products within its jurisdiction - nicotine patches, nicotine gum, and
nicotine nasal sprays - as drugs. Approved Drug Products with Therapeutic Equivalence
Evaluations, 1762 Food Drug Cosm.L.Rep. (CCH) 3-220, 221 (FDA May 29, 1996).
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intended by Congress. However, the FDA'’s classification of tobacco products as devices
could not avoid similar problems caused by other provisions of the Act.

Section 331(a) of the Act prohibits the introduction into or delivery in interstate
commerce of any drug or device that is misbranded. 21 U.S.C. § 331(a). Under § 352(j), a
drug or device is deemed to be misbranded if it is dangerous to health when used in the
manner suggested in the labeling. 21 U.S.C. 8 352(j). The FDA has concluded that the use of
tobacco products is dangerous to health. 61 Fed. Reg. at 44,412. Thus, it is impossible for the
labeling of tobacco products to suggest a nondangerous use. Accordingly, #8E8E # 331(a) and
352(j) operate to make the continued marketing of tobacco products illegal.

A drug or device is also considered misbranded, and thus prohibited under § 331(a), if
it does not include “adequate directions for use.” 21 U.S.C. § 352(f)(1). According to the
FDA, the requirement of adequate directions for use means “directions under which the lay-
man can use a device safely and for the purposes for which it is intended.” 61 Fed. Reg. at
44,464. The FDA can exempt drugs and devices from 8 352(f)(1)’s directions requirement,
but only if the information is “not necessary for the protection of public health.” 21 U.S.C. §
352(f). The FDA has previously interpreted 8 352(f) to mean that an exemption from the
direction requirements may be granted when other circumstances (such as a physician’s
prescription) can reasonably assure safe use of the drug or device. 21 C.F.R. 88 201.100-
201.129, 801.109-801.127 (1996).

The FDA now contends that an exemption for tobacco products is appropriate, 61 Fed.
Reg. at 44,410, because everyone knows how to use tobacco products and thus directions are
not needed. See 61 Fed. Reg. at 44,465 (stating that tobacco products are “one of the most
readily available consumer products on the market today. Consequently, the way in which
these products are used is common knowledge.”). However, the FDA violated its own
interpretation of the Act by exempting tobacco products under § 352(f) without any
assurances of safety. Because of the FDA’s finding that tobacco products are unsafe, 61 Fed.
Reg. at 44,412, it is impossible to provide directions for safe use as required by the statute. In
addition, the exemption is inapplicable because no assurance of safety can be given for
inherently unsafe products such as tobacco. Again, the FDA’s need to apply the statutory
exemption demonstrates that the Act does not and cannot apply to tobacco products.

Similarly, a drug or device is also considered misbranded, and thus prohibited by §
331(a), if it fails to bear “adequate warnings against use . . . by children where its use may be
dangerous to health.” 21 U.S.C. § 352(f)(2). Unlike 8 352(f)(1), this section does not permit
any exemptions from the warning requirement. In support of its pro- posed regulations, the
FDA cited widespread use of tobacco products by minors and focused on controlling youth
use as a means of decreasing tobacco-related ilinesses and deaths. See 61 Fed. Reg. at 45,238-
243 (characterizing youth use of tobacco products as a “pediatric disease”). The FDA
concluded that the warnings mandated by other federal statutes satisfy the Act’s requirement
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for adequate warnings to children even though none of the statutorily-prescribed warnings
address the particular dangers of youth use repeatedly emphasized by the FDA. See 15 U.S.C.
§ 1333, 4402 (requiring Surgeon General warnings about health risks posed by tobacco
products); see also 61 Fed. Reg. at 44,465. The FDA was constrained to find that the warnings
mandated by other federal statutes are sufficient because the applicable federal statutes do not
permit federal agencies to add to or modify the congressionally-mandated warnings. 15
U.S.C. 88 1334(a), 4406(a). Again, the contortions that the FDA has gone through
demonstrate that Congress did not intend its jurisdictional grant to the FDA to extend to
tobacco products.

Furthermore, under 21 U.S.C. 8 360c(b)(1), all devices intended for human use must
be classified into one of three categories, Class I, 1I, or I1l, based on ascending degrees of
dangerousness. Placement is appropriate in the class that will provide a “reasonable assurance
of the safety and effectiveness of the device.” 21 U.S.C. § 360c(a)(1)(A)-(C). As discussed
above, safety and effectiveness are determined by “weighing any probable benefit to health
from the use of the device against any probable risk of injury or illness from such use.” 21
U.S.C. § 360c(a)(2)(C). Three years after it first introduced the proposed regulations, the FDA
has yet to place tobacco products into one of the three categories. However, the agency’s own
findings with respect to dangers to health require classification of tobacco products as a Class
111 device subject to premarket approval because they “[present] a potential unreasonable risk
of illness or injury.” 21 U.S.C. § 360c(a)(1)(C)(ii)(I1); see also 61 Fed. Reg. at 44,398, 44,412
(discussing dangers of tobacco use). Under the premarket approval process, tobacco products
could not be approved without a showing that there is a reasonable assurance of safety and
effectiveness of the products when used in the manner suggested by the labeling. 21 U.S.C. §
360c(a)(1)(C). The FDA contends that it will classify tobacco products at some point in the
future and that the long delay is consistent with both the statutory framework and the agency’s
prior actions for other devices. 61 Fed. Reg. at 44,412; FDA Red Br. at 45. However, the real
problem with attempting a classification is that all three categories of devices require
reasonable assurances of safety and effectiveness for the product. 21 U.S.C. § 360c(a)(1). As
discussed earlier, the FDA cannot provide reasonable assurances of safety for a product that it
has found to be inherently unsafe and dangerous. Thus, it has not, and more importantly,
cannot comply with Congress’ statutory classification directive because complying with the
statute would trigger a ban on tobacco products, a result not intended by Congress.

Finally, the Act requires the FDA to issue an immediate cease- distribution order for
all products found to cause “serious, adverse health consequences or death.” 21 U.S.C. §
360h(e)(1).** This order begins an agency process that may ultimately result in a recall order

In relevant part, § 360h(e)(1) provides: If the [FDA] finds that there is a reasonable
probability that a device intended for human use would cause serious, adverse health
consequences or death, the [FDA] shall issue an order requiring the appropriate person
(including the manufacturers, importers, distributors, or retailers of the device) - (A) to
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for the device. 21 U.S.C. 8 360h(e)(2). The FDA has found that “tobacco use is the single
leading cause of preventable death in the United States. More than 400,000 people die each
year from tobacco- related illnesses, such as cancer, respiratory illnesses, and heart disease,
often suffering long and painful deaths.” 61 Fed. Reg. at 44,398 (citations omitted).
According to the terms of the Act, these findings, standing alone, mandate that the FDA issue
a cease-distribution order for tobacco products. Nevertheless, the FDA has no intention of
com- plying with the requirements of the Act. See 61 Fed. Reg. at 44,419 (stating that the
FDA will not ban tobacco products). The necessity of the FDA’s avoidance of the statutory
directives again demonstrates that Congress did not intend that the Act regulate tobacco
products. A faithful application of the statutory language would lead to a ban on tobacco
products - a result not intended by Congress. The FDA makes a linguistic argument in an
attempt to avoid the problem presented by this section. The statute provides that if the FDA
finds there is a reasonable probability that a device will cause health problems or death, then
the FDA *“ shall issue an order requiring . . . [the immediate] cease distribution of such
device.” 21 U.S.C. § 360h(e)(1)(A). However, the FDA contends that “shall” should be
interpreted to mean “may.” FDA Red Br. at 42-43. Even if we were to adopt this
interpretation, the substance of our analysis would not change. As discussed above, the FDA
has made the requisite finding of dangerousness under the statute. Thus, even if “shall” were
interpreted as “may,” the FDA still could exercise its discretion under the statute and ban
tobacco products. And a failure to ban a product as dangerous as is tobacco, by the FDA’s
own findings, would necessarily be an abuse of discretion. But because an absolute ban falls
out- side the scope of congressional intent, construing the Act to cover tobacco products
would be inconsistent with the will of Congress.

As demonstrated by the examples provided above, the FDA’s need to maneuver
around the obstacles created by the operative provisions of the Act reflects congressional
intent not to include tobacco products within the scope of the FDA’s authority. The FDA
argues that even if it has misapplied the Act, this error does not bear on the jurisdictional
issue. However, the point is not merely that the FDA misapplied the Act, but these examples
demonstrate the FDA’s need to ignore and misapply the operative provisions of the Act
before it can attain its end, not the end contemplated by Congress. Cf. United States v. Two
Plastic Drums, 984 F.2d 814, 819 (7th Cir. 1993) (rejecting another recent attempt by the
FDA to enlarge its jurisdiction and stating that “the only justification for this Alice-in-
Wonderland approach is to allow the FDA to make an end-run around the statutory scheme”).
The fact is that Congress did not equip the FDA with tools appropriate for the regulation of
tobacco because it had no intention that the Act apply to tobacco products.

We do not dispute in this case that Congress has charged the FDA with protecting the
public health and that tobacco products present serious health risks for the public. However,

immediately cease distribution of such device;
... 21 U.S.C. § 360h(e)(1).
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the Supreme Court has warned that “[i]n our anxiety to effectuate the congressional purpose
of protecting the public, we must take care not to extend the scope of the statute beyond the
point where Congress indicated it would stop.” 62 Cases of Jam v. United States, 340 U.S.
593, 600 (1951). Based on our examination of the regulatory scheme created by Congress, we
are of opinion that the FDA is attempting to stretch the Act beyond the scope intended by
Congress.

B. Extrinsic Evidence

Pursuant to Chevron’s instruction to employ the traditional tools of statutory
construction, we now examine the events surrounding the 1938 passage of the Act as well
as subsequent statements and actions by Congress and the FDA. These individual events
are like pieces of a puzzle in that no single event is outcome determinative. However, when
viewed as a whole, it is clear that Congress did not intend to give the FDA jurisdiction over
tobacco products in 1938 when it passed the Act. See MCI Telecomm. Corp. v. AT&T, 512
U.S. 218, 228 (1994) (stating that relevant time for determining congressional intent on
meaning of statute is when controlling statute enacted). As discussed above, the fact that the
operative provisions of the Act simply cannot accommodate tobacco products is a clear
indication of congressional intent. Cf. Gustafson, 513 U.S. at 569 (explaining that an
operative provision of the Securities Act of 1933 does not define prospectus, the term at issue,
but “does instruct us what a prospectus cannot be if the Act is to be interpreted as a
symmetrical and coherent regulatory scheme”). Subsequent events outside the language of the
statute only confirm our understanding of Congress’ intent.

1. Historical Actions of the FDA

From 1914 until the present rulemaking attempt, the FDA had consistently stated that
tobacco products were outside the scope of its jurisdiction. And, as early as 1898, the
Supreme Court of Tennessee acknowledged the dangerous nature of tobacco products,
characterizing cigarettes as “wholly noxious and deleterious to health,” “inherently bad, and
bad only,” and “widely condemned as pernicious altogether.” Austin v. State, 48 S.W. 305,
306 (Tenn. 1898). Yet, the statute preceding the Act, the Pure Food and Drugs Act of 1906,
Pub.L.No. 59-384, 34 Stat. 768 (1906), did not mention tobacco. As early as 1914, the
FDA’s predecessor agency stated that it had authority to regulate tobacco products if their
labeling indicated use for “the cure, mitigation, or prevention of a disease,” but not if
labeled or used for *“smoking or chewing or as snuff and not for medicinal purposes.”
Bureau of Chemistry, U.S. Dept. of Agriculture, 13 Service and Regulatory Announcements
24 (Apr. 2, 1914). Enacted in 1938, the present Act expanded the definition of drug from the
definition provided in the Pure Food and Drugs Act of 1906 and also granted the FDA new
authority to regulate “devices.” Food, Drug, and Cosmetic Act, Pub.L.No. 75-717, 52 Stat.
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1040 (1938). However, neither the Act nor its legislative history mention tobacco
products.’

In the 60 years following the passage of the Act, the FDA has repeatedly informed
Congress that cigarettes marketed without therapeutic claims do not fit within the scope of the
Act. Ever since its beginning in the 1930s, the FDA has taken the position and made
statements indicating that the Act did not apply to cigarettes marketed without specific health
claims. FDA/Dep’t of Justice Brief in ASH v. Harris (N0.79-1397), at 16. Again, in 1963, an
FDA Bureau of Enforcement Guideline stated that “[t]he statutory basis for the exclusion of
tobacco products from FDA’s jurisdiction is the fact that tobacco marketed for chewing or
smoking without accompanying therapeutic claims, does not meet the definitions in the Food,
Drug, and Cosmetic Act for food, drug, device or cosmetic.” Letter to Directors of Bureaus
and Divisions and Directors of Districts from FDA Bureau of Enforcement (May 24, 1963),
reprinted in Public Health Cigarette Amendments of 1971: Hearings Before the Consumer
Sub- comm. of the Senate Comm. on Commerce on S. 1454, 92d Cong. 240 (1972). When
Congress later examined the issue of the FDA'’s jurisdiction during its consideration of
tobacco-specific legislation, FDA Commissioner Charles Edwards testified regarding the
FDA'’s lack of authority over cigarettes and stated that “if cigarettes were to be classified as
drugs, they would have to be removed from the market because it would be impossible to
prove they were safe for their intended [use].”*® Hearings on S. 1454 at 239. The
Commissioner took the position that the Federal Cigarette Labeling and Advertising Act,
discussed in greater detail below, reinforced that “the regulation of cigarettes is to be the
domain of Congress.” Hearings on S.1454 at 242. The Commissioner then concluded that
“labeling or banning cigarettes is a step that can be take[n] only by Congress. Any such
move by the FDA would be inconsistent with the clear congressional intent.” Hearings on S.
1454 at 242.

In 1977, Action on Smoking and Health (ASH), a public health group, petitioned the
FDA to regulate cigarettes. ASH claimed that cigarettes were drugs because they contain
nicotine which produces addiction in many smokers, and particularly in youth. Citizen

> Two of the main supporters of the Act were representatives from the two leading tobacco
States - Senator Bailey (D-NC) and Representative Chapman (D-KY). See 83 Cong. Rec.
9094 (1938). In fact, Sen. Bailey and Rep. Chapman were among Senate and House managers
of the Act in the Conference Committee. Had there been any indication that the Act might
apply to tobacco products, we can only assume that such members of Congress would have
expressed opposition to the Act.

' The Commissioner cited several cases in support of the FDA’s conclusion that it lacked
authority over cigarettes as customarily marketed. See, e.g., FTC v. Liggett & Myers Tobacco
Co., 203 F.2d 955 (2d Cir. 1953), affirming on opinion below, 108 F.Supp. 573 (S.D.N.Y.
1952); United States v. 354 Bulk Cartons . . . Trim Reducing-Aid Cigarettes, 178 F.Supp. 847
(D.N.J. 1959); United States v. 46 Cartons . . . Fairfax Cigarettes, 113 F.Supp. 336 (D.N.J.
1952).
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Petition, FDA Docket No. 77P-0185, at 4-11 (5/26/77)[G.Br.Att.77]. In rejecting ASH’s
petition,'” the FDA cited a 1953 Second Circuit opinion, FTC v. Liggett & Myers Tobacco
Co., 203 F.2d 955 (2d Cir. 1953), affirming on opinion below, 108 F.Supp. 573
(S.D.N.Y.1952), for the proposition that cigarettes marketed without health claims by the
vendor are not within the FDA’s jurisdiction. Specifically, the FDA guoted with approval the
following language from the court’s opinion:

The legislative history, such as it is, coupled with indications of contemporaneous
administrative interpretation leads me to the conclusion that Congress, had the matter
been considered, would not have intended cigarettes to be included as an article
“intended to affect the functions of the body of man” or in any other definition of
“drug.”

See Letter from FDA Commissioner Donald Kennedy to John F. Banzhaf, Ill, at 3
(22/5/77)(quoting Liggett & Myers, 108 F.Supp. at 577) (stating that the FDA’s consistent
position has been that cigarettes marketed without health claims by vendors are not drugs
within the Act).

In 1978, ASH filed a second petition, claiming that cigarettes were devices under the
Act and thus were within the scope of the FDA'’s jurisdiction. Citizen Petition, FDA Docket
No. 78P-0338 (Oct. 2, 1978). After reviewing the legislative history of the Act, the FDA
stated that “[iJnsofar as rulemaking would relate to cigarettes or attached filters as
customarily marketed, we have concluded that FDA has no jurisdiction under [the
definition of device]. Therefore, no rulemaking is permissible as a matter of law.” Letter
from FDA Com- missioner Jere E. Goyan to John F. Banzhaf, 1l and Peter N. Georgiades, at
12 (11/25/80). In considering the effect of the Medical Device Amendments of 1976 which
modified the definition of device to its current formulation, the FDA Commissioner stated:

Specifically, there is no evidence in the legislative history that Congress intended to
include cigarettes within the definition of “device” nor does the legislative history
contain any discussion of a possibility that cigarettes were “devices” within the prior
definition.

The amendments were thoroughly considered, and the legislative history discusses the
types of products intended to be regulated and the types of health hazards with respect to
which the amendments were intended to provide authority. Cigarettes are not mentioned even

7 A federal appeals court upheld the FDA’s denial of jurisdiction. See ASH v. Harris, 655
F.2d 236 (D.C.Cir. 1980). In upholding the FDA’s denial of jurisdiction, the court
emphasized the relevance of the remarks of the district court in Liggett. In construing the
identical language of the definitions in the Federal Trade Commission Act, the Liggett court
stated: “[s]urely, the legislators did not mean to be as all-inclusive as a literal interpretation of
[the definitions] would compel us to be.” ASH, 655 F.2d at 240 (quoting Liggett & Myers,
108 F.Supp. at 576).
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though Congress was aware of the considerable public discussion of the health hazards of
cigarette smoking. It is, therefore, not reasonable to consider cigarettes as “devices” when
there was no discussion in the legislative history of congressional intent to provide
jurisdiction over cigarettes or to provide authority suitable to the regulation of cigarettes.
Goyan/Banzhaf Letter, at 3. The FDA’s holdings and statements that the Act fails to provide
“authority suitable to the regulation of cigarettes” are consistent with part 11.A’s conclusion,
supra, that the Act’s regulatory scheme simply cannot accommodate tobacco products.

Again in 1989, the FDA Commissioner stated that: “it doesn’t look like it is possible
to regulate [tobacco products] under the Food, Drug and Cosmetic Act even though smoking,
I think, has been widely recognized as being harmful to human health.” Hearings Before the
Sub- comm. on Rural Development, Agriculture, and Related Agencies of the House Comm.
on Appropriations, 100th Cong., 2d Sess. 409 (1989). The above statements evidence the
FDA'’s position from 1914 until the present rulemaking attempt that, as a matter of law, it did
not have jurisdiction to regulate tobacco products as customarily marketed. The FDA’s
public, consistent, and longstanding interpretation'® of the Act gains even more significance
when viewed in conjunction with the actions of Congress during the same time period.

2. Congressional Inaction

We recognize the general reluctance of courts to rely on congressional inaction as a
basis for statutory interpretation. See Brecht v. Abrahamson, 507 U.S. 619, 632 (1993) (noting
that “[a]s a general matter, "we are reluctant to draw inferences from Congress’s failure to
act’”) (quoting Schneidewind v. ANR Pipeline Co., 485 U.S. 293, 306 (1988)). However,
under certain circumstances, inaction by Congress may be interpreted as legislative
ratification of or acquiescence to an agency’s position. See Bob Jones Univ. v. United States,
461 U.S. 574, 601 (1983) (stating that “[i]n view of its prolonged and acute awareness of so
important an issue, Congress’ failure to act on the bills proposed on this subject provides
added support for concluding that Congress acquiesced in the IRS rulings™). In Bob Jones, the
Court examined Congress’ failure to modify two IRS rulings when the public and Congress
were well aware of the position of the IRS. Bob Jones, 461 U.S. 599 -602. In finding
legislative acquiescence to the IRS position, the Court emphasized: extensive hearings held by
Congress on the issue; the introduction and failure of numerous bills in Congress introduced
to overturn the IRS’s interpretation of the Internal Revenue Code; and Congress’ awareness of
the IRS position when enacting other, related legislation. Bob Jones, 461 U.S. at 599 - 601,
see also United States v. Riverside Bayview Homes, Inc., 474 U.S. 121, 137 (1985) (finding

¥ We do not mean to suggest that an agency is always irrevocably bound by its prior
interpretations of a statute. However, we note that an agency’s interpretation of a statutory
provision that conflicts with the agency’s earlier interpretation is “entitled to considerably
less deference’ than a consistently held agency view.” Good Samaritan Hosp. v. Shalala, 508
U.S. 402, 417 (1993) (quoting Watt v. Alaska, 451 U.S. 259, 273 (1981)). In addition, the
evidence of legislative ratification also weighs against the FDA’s actions in the present case.
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legislative acquiescence and explaining that “a refusal by Congress to overrule an agency’s
construction of legislation” is particularly relevant “where the administrative construction has
been brought to Congress’ attention through legislation specifically designed to supplant it”).

We are of opinion that the matter before us presents an equally strong case of
legislative acquiescence.™® As noted by the district court, Congress has introduced numerous
bills that would have granted the FDA jurisdiction over tobacco products. See Coyne Beahm,
966 F.Supp. at 1382 (stating that “members of Congress agreed with FDA’s assertions that it
lacked jurisdiction” and thus introduced bills expressly granting the FDA jurisdiction “in an
effort to remedy the situation™). In fact, the district court listed 15 different bills introduced in
Congress which would have expressly granted the FDA jurisdiction over tobacco products.
Coyne Beahm, 966 F.Supp. at 1382. However, none of these bills were enacted. As discussed
above, FDA officials have testified at many congressional hearings regarding the FDA’s lack
of jurisdiction over tobacco products. See also Coyne Beahm, 966 F.Supp. at 1381. Thus,
Congress has been well aware of the FDA’s position that it lacked jurisdiction over tobacco
products since 1914. On several occasions, Congress has enacted legislation to deal
specifically with the dangers of tobacco products, but has never enacted legislation to
overturn the FDA’s interpretation of its jurisdiction under the Act. Accordingly, this is not a
case where congressional inaction demonstrates “unawareness, pre- occupation, or paralysis.”
See Zuber v. Allen, 396 U.S. 168, 185-86 n.21 (1969). We believe that the actions rejected
and taken by Congress with respect to the regulation of tobacco provide strong evidence of
congressional intent that it, and not the FDA, controls the regulation of tobacco products.

3. Congress’ Tobacco-Specific Legislation

Under Chevron ‘s instruction to apply the traditional rules of statutory construction, it
is also appropriate to consider the provisions of the “whole law, and . . . its object and policy”
in ascertaining the will of Congress. Dole v. United Steelworkers of America, 494 U.S. 26, 35
(1990) (quoting Pilot Life Ins. Co. v. Dedeaux, 481 U.S. 41, 51 (1987)). Having examined the
Act and prior actions of the FDA and Congress, we now take a closer look at three statutes
and related amendments (collectively referred to as the tobacco-specific legislation) enacted
by Congress for the purpose of addressing public health concerns about the use of tobacco
products.

The issue is not, in the words of the stalking horse set up by the government, whether
these three statutes partially repeal or amend the Act to withhold jurisdiction over tobacco
products from the FDA. FDA Red Br. at 57. Rather, we examine the tobacco-specific
legislation as a part of our inquiry into congressional intent. As discussed above, we are of

9 The district court attempted to distinguish the Bob Jones and Riverside Bayview cases by
noting that they involved agency action rather than statements by an agency that it did not
have jurisdiction to act. Coyne Beahm, 966 F.Supp. at 1383. We fail to see any real distinction
and thus find the cases applicable.

Brown & Williamson v. FDA - Both decisions. Page 22 of 80


http://caselaw.lp.findlaw.com/cgi-bin/getcase.pl?navby=case&court=us&vol=396&invol=168&pageno=185
http://caselaw.lp.findlaw.com/cgi-bin/getcase.pl?navby=case&court=us&vol=494&invol=26&pageno=35
http://caselaw.lp.findlaw.com/cgi-bin/getcase.pl?navby=case&court=us&vol=481&invol=41&pageno=51

opinion that the statutory text, viewed as a coherent whole, clearly indicates that Congress did
not intend the FDA’s original jurisdictional grant to include tobacco products. Thus, the sub-
sequent enactment of tobacco-specific legislation provides corroborating evidence of
established congressional intent.

In January 1964, the publication of the first Surgeon General’s report on smoking and
health called the federal government’s attention to the dangers of tobacco products. Dept. of
Health, Education and Welfare, Smoking and Health: Report of the Advisory Committee to the
Surgeon General of the Public Health Service (1964); see also H.R.Rep.N0.289, 91st Cong.,
1st Sess., at 5 (characterizing the 1964 Surgeon General’s Report as the “principal basis” for
regulatory efforts). Shortly thereafter, the House Committee on Interstate and Foreign
Commerce initiated a series of hearings regarding the federal government’s role in dealing
with smoking-related health problems. Committee Chairman, Representative Oren Harris,
stated that:

The purpose of these hearings will be, if we can reach that point, to determine the
extent of authority under existing law to deal with the various aspects of this general
field, and to determine whether any action of the Congress is warranted in the interest
of public health. In other words, we want to find out under our responsibility whether
or not legislative action is necessary, and if so, what kind.

Hearings Before the Comm. on Interstate and Foreign Commerce on Bills Regulating
the Labeling and Advertising of Cigarettes and Relating to Health Problems Associated with
Smoking, 88th Cong., 2d Sess. 23 (1964).

During the course of these hearings, Congress considered and rejected the option of
granting the FDA jurisdiction over tobacco products. Of the eleven bills submitted to the
Committee, two would have expressly amended the Act to make it applicable to tobacco
products. 1964 Hearings at 2-12. These two bills proposed expansion of the Act to cover
tobacco products by creating a new category of products subject to FDA jurisdiction. See
1964 Hearings at 4-7 (suggesting creation of new category entitled “smoking products”).
These two bills also proposed new operative provisions applicable only to “smoking
products.”®® 1964 Hearings at 4-7. As part of the hearings, Surgeon General Terry was asked
whether the Department of Health, Education, and Welfare (HEW), the FDA’s parent
department, had authority to regulate tobacco products. Dr. Terry’s unqualified response was
that his department did not believe that it had “such authority in existing laws governing the
Public Health Service and Food and Drug Administration.” 1964 Hearings at 56. Similar
testimony was later provided by the Deputy Commissioner of the FDA. See Cigarette
Labeling and Advertising: Hearings Before the House Comm. on Interstate and Foreign

2% The fact that the two proposed bills created a new jurisdictional category and new operative
provisions for tobacco products is consistent with our analysis in part 1l.A, supra, which
concludes that the current structure of the Act cannot accommodate tobacco products.
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Commerce, 89th Cong., 2d Sess. 193 (1965) (statement of Deputy Commissioner Rankin that
“[t]he Food and Drug Administration has no jurisdiction under the Food, Drug, and Cosmetic
Act over tobacco, unless it bears drug claims”); see also 111 Cong. Rec. 13431 (1965). In
addition, the Secretary of HEW, Anthony J. Celebrezze, warned the Committee that giving
the FDA jurisdiction over tobacco products “might well” lead to a ban and that such a ban
would be contrary to the intent of Congress and the will of the American public. See 1964
Hearings at 18 (stating that a ban would be “contrary to what, we understand, is intended or
what, in the light of our experience with the 18th amendment, would be acceptable to the
American people”).

Following the hearings and consideration of the various bills, Congress responded to
the Surgeon General’s report by enacting The Federal Cigarette Labeling and Advertising Act
(Cigarette Labeling Act), Pub. L. No. 89-92, 79 Stat. 282 (1965) (codified at 15 U.S.C. 8§
1331 et seq.). In general, the Cigarette Labeling Act required manufacturers to place specific
health-hazard warnings from the Surgeon General on cigarette packaging, advertising, and
billboards. 15 U.S.C. § 1333. The Cigarette Labeling Act also set forth congressional policy
regarding regulation of tobacco products:

It is the policy of the Congress, and the purpose of this chapter, to establish a
comprehensive Federal program to deal with cigarette labeling and advertising with
respect to any relationship between smoking and health, whereby -

(1) the public may be adequately informed about any adverse health effects of
cigarette smoking by inclusion of warning notices on each package of cigarettes and in
each advertisement of cigarettes; and

(2) commerce and the national economy may be (A) protected to the maximum
extent consistent with this declared policy and (B) not impeded by diverse,
nonuniform, and confusing cigarette labeling and advertising regulations with respect
to any relationship between smoking and health. 15 U.S.C. § 1331. Thus, the express
goal of the Cigarette Labeling Act is to warn consumers about the health hazards of
smoking while also protecting the national economy.

The district court apparently considered that the plaintiffs claimed that the separate
preemption provision of the Cigarette Labeling Act precluded any further regulation of
tobacco products except by Congress. See Coyne Beahm, 966 F.Supp. at 1385-1386. We do
not think that the claim was so broad then, certainly it is not so broad now. While it is true
that 15 U.S.C. § 1334, requires that no statement relating to smoking or health other than the
statement required by § 1333, shall be required on any cigarette package, that is not a
statement excluding other regulation of tobacco products. But the fact that Congress has,
some 27 years after the establishment of the FDA in its present form, enacted the Cigarette
Labeling Act, is strong evidence that Congress has reserved for itself the regulation of tobacco
products rather than delegating that regulation to the FDA.
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Congressional policy, as set out in the Cigarette Labeling Act, can- not be harmonized
with the FDA’s assertion of jurisdiction over tobacco products. First, by enacting the
Cigarette Labeling Act rather than other proposed legislation, Congress clearly rejected the
proposed regulatory role for the FDA. Next, the Act charges the FDA with protecting the
public health, but does not authorize the FDA to consider protection of commerce and the
national economy. Thus, by the terms of its enabling statute, the FDA is not capable of
complying with Congress’ stated policy regarding the regulation of tobacco products. In
addition, the congressionally-established regulatory plan of the Cigarette Labeling Act
directly contradicts the FDA’s mandatory requirements set forth in the Act. As discussed
supra in part I1.A, the Act prohibits the sale or distribution of unsafe devices. See, e.g., 21
U.S.C. 88 331(a), 352(j). In contrast, the Cigarette Labeling Act recognizes the unsafe and
dangerous nature of cigarettes, but permits continued marketing with consumer warnings. 15
U.S.C. 88 1331, 1333. The decision by Congress to allow continued marketing of unsafe
products cannot be reconciled with the operative provisions of the Act, primarily because
the Act does not allow FDA consideration of the factors involved in Congress’ policy
determination. See 15 U.S.C. § 1331(2) (establishing policy of protecting “commerce and the
national economy”). Finally, in developing the Cigarette Labeling Act, Congress clearly
considered and rejected a role for the FDA. The government does not produce any legislative
history to the contrary. The legislative history of the Cigarette Labeling Act is thus important
to understanding congressional intent because it reflects the historical context in which the
Cigarette Labeling Act was developed. See Radowich v. United States Att’y, 658 F.2d 957,
961 (4th Cir.1981) (stating that courts should look at the “clearly expressed intention as
expressed without dissent in the legislative history” to be certain that their construction of a
stat- ute is consistent with the “manifest purpose as clearly mirrored in the legislative
history”). Thus, the Cigarette Labeling Act and the context in which it was enacted provides
evidence of Congress’ intent that the FDA not have jurisdiction over tobacco products.
Subsequent legislation by Congress reinforces our understanding of this expressed
congressional intent.

The Cigarette Labeling Act’s advertising and labeling regulations originally were set
to expire on June 30, 1969. In response, the Federal Communications Commission (FCC)
introduced a proposal to ban all television and radio cigarette advertising. 34 Fed. Reg. 1959
(1969). In addition, the Federal Trade Commission (FTC) renewed its proposed rule from
1964. See 34 Fed.Reg. 7917 (1969) (citing health hazards of smoking and proposing warning
statements for cigarette packages and advertisements).”* Again, Congress debated the role of
administrative agencies in the regulation of tobacco products. See generally Cigarette
Labeling and Advertising: Hearings Before the House Comm. on Interstate and Foreign
Commerce, 91st Cong., 1st Sess. (1969). The House Report stated:

2L \We note that the FDA took no action at this time.
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The regulations [proposed by the FCC and the FTC] raise basic constitutional
questions and would affect the growing, sale, and manufacturing of tobacco for
cigarettes and the persons involved in or affected by those activities. These activities
cut across the whole spectrum of commercial and social life in the United States. It is
therefore an area where the Congress, if anyone, must make policy. . . .

Aside from the questions of constitutional and statutory law which the two agencies’
proposed rules raise, they are an assumption by these agencies of policymaking with respect
to a subject matter on which the Congress has made policy . . ., [and] has stated its intention to
be the exclusive policymaker on the subject matter . . . . H.R. Rep. No. 289, at 4-5.

Following these debates and hearings, Congress amended the Cigarette Labeling Act
by enacting the Public Health Cigarette Smoking Act of 1969, Pub. L. No. 91-222, 84 Stat. 87
(1970). Basically, the 1969 Act reenacted the Cigarette Labeling Act, but with several
amendments.?* Notably, Congress did not amend or replace 15 U.S.C. § 1331, the provision
setting out its policy determination regarding the regulation of tobacco products.

Congress showed a continuing interest in the regulation of tobacco products with the
Alcohol and Drug Abuse Amendments of 1983, Pub.L.N0.98-24, 97 Stat. 175, 178 (1983)
(codified at 42 U.S.C. 88 290aa et seq.). These amendments require the Secretary of HHS,
FDA’s parent agency, to submit certain reports to Congress every three years. 42 U.S.C. §
290aa-2(b). The statute directs the Secretary to report to Congress current findings on “the
addictive property of tobacco” and to recommend “legislation and administrative action as the
Secretary may deem appropriate.” 42 U.S.C.§ 290aa-2(b)(2)-(3). This statute evidences
Congress’ awareness of the addictive nature of tobacco products and its intent to retain
control over further regulatory action.

In 1984, Congress again amended the Cigarette Labeling Act, but retained the basic
regulatory approach established in 1965. See Comprehensive Smoking Education Act
(Smoking Education Act), Pub. L. No. 98-474, 98 Stat. 2200 (1984) (amending the Cigarette
Labeling Act). The Smoking Education Act required rotating warnings on cigarette packaging
and advertising, 15 U.S.C. 8§ 1333; established an Interagency Committee on Smoking and
Health, including members from the FTC, the Department of Education, and the Department
of Labor, but not from the FDA, 15 U.S.C. § 1341(b); and required annual disclosure of
tobacco ingredients to the Secretary of HHS, 15 U.S.C. § 1335a. Quoting U.S. Surgeon
General Dr. C. Everett Koop, the House Report recommending this legislation described
cigarette smoking as “the most important public issue of our time.” H.R. Rep. No. 805, 98th
Cong., 2d Sess., at 12 (1984). Consistent with the prior actions of Congress discussed above,

22 For example, the 1970 amendments changed the wording of the warning to be included on
cigarette packages, 15 U.S.C. § 1333; revised § 1334’s express preemption provision; and
made it unlawful to advertise cigarettes on electronic communications subject to FCC
jurisdiction, 15 U.S.C. § 1335.
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the House Report recognized that “[f]ederal laws that protect the public from hazardous
food, drugs and consumer products do not apply to cigarettes.” H.R. Rep. 805, at 12.

In 1986, Congress created a similar regulatory program for smoke- less tobacco, but
with some additions.? Comprehensive Smokeless Tobacco Health Education Act (Smokeless
Tobacco Act), Pub.L.N0.99-252, 100 Stat. 30 (1986) (codified at 15 U.S.C.88 4401-4408). In
general, the Smokeless Tobacco Act required specific health warnings in smokeless tobacco
advertising and on packaging, 15 U.S.C. § 4402(a),(b); authorized the FTC to issue specified
regulations regarding the content and form of label warnings, 15 U.S.C. § 4402(c); banned
advertising on electronic communications subject to FCC jurisdiction, 15 U.S.C. § 4402(f);
and required annual ingredient and nicotine-level reporting to the HHS Secretary, 15 U.S.C. §
4403. In addition, the Smokeless Tobacco Act authorized the Secretary of HHS to develop a
program for informing the public of the health hazards caused by use of smokeless tobacco.
15 U.S.C. § 4401(a). Specifically, the Secretary is instructed to make this information
available to school systems for educational purposes. 15 U.S.C. § 4401(a)(1)(B). The statute
also provided for technical and financial assistance to States for their development of
educational programs about the dangers of smokeless tobacco and for establishing 18 as the
minimum age for purchasing smokeless tobacco. 15 U.S.C. § 4401(b). ** Finally, the
Smokeless Tobacco Act requires the Secretary of HHS to submit biennial reports to Congress
containing “a description of the effects of health education efforts,” “an evaluation of the
health effects of smokeless tobacco products,” and “recommendations for legislation and
administrative action.” 15 U.S.C. § 4407(a).

Like the Cigarette Labeling Act, the Smokeless Tobacco Act also contains an express
preemption provision. See 15 U.S.C. § 4406 (pro- viding that “[n]o statement relating to the
use of smokeless tobacco products and health, other than the statements required by section
4402 of this title, shall be required by any Federal agency to appear on any package or in any
advertisement”). However, as discussed in relation to the Cigarette Labeling Act, this express
preemption provision does not detract from our examination of the statute as a tool for
determining congressional intent. In recommending passage of the Smokeless Tobacco Act,
the House Report cited particular concerns about the popularity of smokeless tobacco with
minors. See S. Rep. No. 209, 99th Cong., at 4 (1985), reprinted in 1986 U.S.C.C.A.N. 7, 10
(stating that “a major reason for the development of a legislative proposal is the alarming
incidence of use by children”). Thus, in 1986, Congress considered the very issues that the
FDA now purports to address in its proposed regulations.

2% |t is worth noting that Congress adopted a very similar approach to the one taken in the
Cigarette Labeling Act, even though it had expressly recognized the addictive nature of
tobacco. 42 U.S.C. § 290aa-2(b)(2).

% As discussed below, Congress built on the youth education and age limit provisions of the
Smokeless Tobacco Act in the Alcohol, Drug Abuse, and Mental Health Administration
Reorganization Act of 1992 (1992 Amendments), Pub.L.No. 102-321, 106 Stat. 394 (codified
at 42 U.S.C. § 300x-26).
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Within the context of the FDA’s repeated stated positions that it had no jurisdiction,
Congress enacted comprehensive legislation addressing many of the activities that the FDA
now attempts to regulate, based on the same concerns relating to youth use now cited by the
FDA. The enactment of the Smokeless Tobacco Act in no way supports a conclusion that
Congress intended to give the FDA jurisdiction over tobacco products. To the contrary, the
detailed scheme created by Congress evidences its intent to retain authority over regulation
of smokeless tobacco. Cf. Patterson v. McLean Credit Union, 491 U.S. 164, 181 (1989)
(stating that courts “should be reluctant . . . to read an earlier statute broadly where the result
is to circumvent the detailed remedial scheme constructed in a later statute”). The FDA may
not, without empowerment by Congress, construct what it believes is a “better” regulatory
scheme. MCI, 512 U.S. at 234 . If the FDA believed that additional regulation was needed, the
Secretary should have recommended such action to Congress, as directed in the Smokeless
Tobacco Act. 15 U.S.C. § 4407(a)(4).

In 1992, Congress again addressed the problem of youth access to tobacco products.
The Alcohol, Drug Abuse, and Mental Health Administration Reorganization Act of 1992
(1992 Amendments), Pub. L. No. 102-321, 106 Stat. 394, focused on regulation at the state
level by providing financial incentives to States which enact and enforce access restrictions
for individuals under age 18. 42 U.S.C. § 300x-26.%

The 1992 Amendments express clear congressional intent that States exercise their
traditional police powers and take a primary role in attacking the problem of youth access to
tobacco products. How- ever, the FDA’s proposed regulatory scheme would preempt much
state regulation in this area, including more stringent regulations than those proposed by the
FDA. The Act prohibits States from imposing on devices any requirements “different from, or
in addition to” those imposed by the FDA. 21 U.S.C. 8 360k(a). Thus, if the Act applied to
tobacco products, 8 360k(a) would prohibit States from addressing the problem of youth
access. The FDA responds, FDA Red Br. p.67, n.16, that States “might” qualify for
exemptions from preemption under § 360k(b). However, the possibility of a discretionary
exemption does not take away the inherent conflict between the state regulatory role
established by Congress and the FDA'’s proposed scheme. In developing its regulatory scheme
for tobacco products, Congress made a policy determination that state participation was
necessary for effective regulation of youth access. Allowing the FDA to override this decision
would be contrary to congressional intent.

%> More specifically, States are eligible for the financial incentives only if they: (1) prohibit
sales to individuals under age 18, 42 U.S.C. § 300x- 26(a)(1); (2) enforce the prohibition in a
way that “can reasonably be expected to reduce the extent to which tobacco products are
available to individuals under the age of 18,” 42 U.S.C. § 300x-26(b)(1); (3) conduct
“random, unannounced inspections” of retailers to check compliance, 42 U.S.C. § 300x-
26(b)(2)(A); and (4) make annual reports to the HHS Secretary regarding the manner and
success of state enforcement activities, 42 U.S.C. § 300x-26(b)(2)(B).
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Over the last 60 years, Congress has enacted numerous statutes and amendments for
the regulation of tobacco products. Throughout this period, Congress was well aware of the
dangers of tobacco products and of the FDA'’s consistent position that it had no jurisdiction
over tobacco products. Yet, Congress took no steps to overturn the FDA'’s interpretation of
the Act, that it had no jurisdiction over tobacco products as customarily used. In fact,
Congress deliberately rejected a role for the FDA during its consideration of various
legislation from 1965 through 1993.%° Instead, Congress developed a regulatory scheme
whereby it retained the position of policymaker for the industry.?’ In addition, it developed a
scheme whereby designated agencies would periodically report any new information and
recommendations for legislation or regulation to Congress.?® Taken together, these actions by
Congress are relevant and corroborative evidence that Congress never intended to give the
FDA jurisdiction over tobacco products.

I11. Conclusion

This is not a case about whether additional or different regulations are needed to
address legitimate concerns about the serious health problems related to tobacco use, and
particularly youth tobacco use, in this country. At its core, this case is about who has the
power to make this type of major policy decision. As the Supreme Court has previously stated
about a different agency and its enabling statute, neither federal agencies nor the courts can
substitute their policy judgments for those of Congress. See MCI, 512 U.S. at 234 (stating that
“our estimations, and the [FCC’s] estimations, of desirable policy cannot alter the meaning of
the federal Communications Act of 1934”). In rejecting the agency’s interpretation of its
enabling statute, the MCI Court characterized the agency’s action as “effectively the
introduction of a whole new regime of regulation . .. which may well be a better regime but is
not the one that Congress established.” MCI, 512 U.S. at 234 . Accordingly, we do not, indeed
cannot, pass judgment on the merits of the regulatory scheme proposed by the FDA. By its
ultra vires action, the FDA has exceeded the authority granted to it by Congress, and its
rulemaking action cannot stand.

%6 Between 1965 and 1993, at least 13 bills were introduced in Congress which would have
given the FDA jurisdiction over tobacco products. None of these bills were enacted.

2" Although Congress has given the FTC limited authority to regulate advertising related to
tobacco products, this power is limited by the tobacco-specific legislation. 15 U.S.C. 88
1336m, 4404-06.

% The HHS, FTC, and Interagency Committee are all directed to make periodic reports to
Congress including information on the health effects of tobacco products, the addictive nature
of tobacco products, cigarette advertising. See e.g., 15 U.S.C. 8§ 1337(a), (b), 1341(a)-(c); 42
U.S.C. § 290aa-2.
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We are thus of opinion that Congress did not intend to delegate jurisdiction over

tobacco products to the FDA. Accordingly, the judgment of the district court is REVERSED.
29

HALL, Circuit Judge, dissenting:

The FDCA delegates to the FDA the duty of promulgating and enforcing regulations
aimed at protecting the nation’s citizens from misbranded and unsafe drugs and food. After
years of considering an array of evidence, much of it only recently brought to light, the FDA
decided to regulate a product that is estimated to cause some 400,000 deaths a year. While not
actually disputing that tobacco products deliver a drug, nicotine, into the body, the majority
would deny to the FDA the authority to act to address this acknowledged health threat. |
dissent.

Tobacco products fit comfortably into the FDCA’s definitions of “drug” and “device.”
Inasmuch as cigarettes and smokeless tobacco are responsible for illness and death on a vast
scale, FDA regulations aimed at curbing tobacco use by children cannot possibly be contrary
to the general intent of the FDCA to protect the public health. But even when we expand our
search for legislative intent beyond the words of the statute, the evidence falls far short of
demonstrating that Congress intended to deny or withdraw jurisdiction over tobacco from the
FDA. Therefore, on the major question before us, | would affirm the district court’s denial of
summary judgment to the companies to the extent such judgment turns on the issue of the
FDA’s authority to regulate tobacco products.

As a consequence of this view, | must also reach those subordinate issues not
discussed by the majority. | would affirm the denial of summary judgment to the companies
on the issue of the FDA’s choice of the “combination-products” regulatory scheme. I believe,
however, that the district court erred in ruling that the FDA cannot, as a matter of statutory
law, restrict the advertising of tobacco pursuant to the agency’s authority to regulate the
“sale” of such products.

%% This footnote is added to make clear that the judgment of the district court regarding the
construction of 21 U.S.C. 8§ 360j(e), Coyne Beahm, 966 F.Supp. at 1399-1400, is vacated. The
district court’s construction of § 360j(e) was based on its erroneous holding that the FDA had
authority to promulgate regulations regarding tobacco products. Had the district court reached
the correct conclusion on the jurisdictional issue, there would have been no occasion to
address the construction of § 360j(e). Accordingly, we vacate the district court’s decision on
that issue which is the subject of the government’s appeal. We express no opinion on that
question, and our decision should not be construed as either agreeing with or disagreeing with
the district court’s decision on the construction of § 360j(e).
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When reviewing an agency’s construction of a statute, we must first ask “whether
Congress has directly spoken to the precise question at issue.” Chevron, U.S.A., Inc., V.
Natural Resources Defense Council, Inc., 467 U.S. 837, 842 (1984). The usual rule is to
enforce the plain language of a statute according to its terms. United States v. Ron Pair
Enters., Inc., 489 U.S. 235, 241 (1989). Whether the language is plain is “determined by
reference to the language itself, the specific context in which the language is used, and the
broader con- text of the statute as a whole.” Robinson v. Shell Oil Company, 519 U.S. 337,
_, 117 S. Ct. 843, 846 (1997). Here, the language is plain, and the context does not
command a result contrary to the plain meaning.

The majority devotes approximately three paragraphs to the words that form the heart
of the FDA’s jurisdictional claim: “[T]he term "drug’ means . . . articles (other than food)
intended to affect the structure or function of the body.” 21 U.S.C.§ 321(g)(1)(C). While as
much as conceding that tobacco products fit the FDCA’s “literal” definition of drug, the
majority concentrates instead on what it believes is abundant evidence -elsewhere
demonstrating that Congress has never intended that tobacco come under FDA authority.
Despite the apparent agreement about the “literal” meaning of “drug” and “de- vice,” a few
words are necessary to set the stage before moving on to a discussion of the “context” of the
FDCA.

A

The rulemaking record contains voluminous evidence of the pharmacological effects
of nicotine; in addition to being highly addictive, nicotine acts as a stimulant, tranquilizer and
appetite suppressant. See 61 Fed. Reg. 44665-66 (1996). Under these assumed facts, nicotine
clearly *“affect[s] the structure or function of the body of man . . .”, and | do not understand
the majority to be saying otherwise. The only arguable impediment to a complete fit between
the terms of the statute and tobacco products is the word “intended.”

B

Building on the conclusion that the nicotine in tobacco products is highly addictive,
the FDA proffered four independent rationales to satisfy the additional requirement that
tobacco products be “intended” to affect the body: (1) a reasonable manufacturer would
foresee that consumers would use the product to satisfy addiction, see 61 Fed.Reg. 44634,
44701-39; (2) most consumers do in fact use tobacco products to satisfy addiction, see id. at
44233; (3) the manufacturers have long known that consumers use the products for the
pharmacological effects, see id. at 44849; and (4) the manufacturers design the products to
deliver active doses of nicotine, see id. at 44951. On reasoning with which | agree, the district
court held that the FDA could proffer evidence in support of the first and second of these
rationales. Coyne Beahm, 966 F.Supp. at 1388-92. In addition, | would also permit the use of
recently disclosed evidence, including heretofore-secret company documents, that establish
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that the companies have known about the addictive qualities of their products for years and
that cigarettes are deliberately manipulated to create and sustain addiction to nicotine.

My dictionary contains the following definitions of “intend”: “1. To have in mind:
PLAN. 2a. To design for a particular purpose. b. To have in mind for a particular purpose.”
WEBSTER’S Il NEW RIVERSIDE UNIVERSITY DICTIONARY (1984). As a matter of
simple English, the resultant effect on the body -- nicotine addiction-- is intended when the
manufacturer (as we are assuming for the purposes of this appeal) deliberately designs the
product to have that effect. This meaning is the primary, literal, and most common one
attached to the word “in- tend,” and it is ordinarily the one we should use. See Asgrow Seed
Co. v. Winterboer, 513 U.S. 179, 187 (1995) (“When terms used in a statute are undefined, we
give them their ordinary meaning.”). The majority’s argument does not convince me that we
should abandon this common sense rule in this situation.

Prior to these rules, the FDA had “asserted jurisdiction over cigarettes only when
health claims were made by the vendors or manufacturers.” Action on Smoking and Health v.
Harris, 655 F.2d 236, 239 & n.7 (D.C.Cir. 1980) [hereinafter ASH ] (citing as examples
United States v. 354 Bulk Cartons . . . Trim Reducing-Aid Cigarettes, 178 F.Supp. 847
(D.N.J.1959), in which cigarettes were marketed as weight reduction aids, and United States
v. 46 Cartons . . . Fairfax Cigarettes, 113 F.Supp. 336 (D.N.J.1953), in which cigarettes were
marketed as helping to prevent respiratory diseases). No other court, however, has been
confronted with the type and quantity of evidence collected during the rulemaking process in
this case; the strength of nicotine’s addictive qualities, the extent of the health problems
created by tobacco products, and the complicity of the manufacturers bring us to a different
place than we have been before.

Products deliberately designed to create and sustain addiction are not likely to be
marketed as such; indeed, such products are more likely listed elsewhere in Title 21 among
the illegal controlled sub- stances. It strikes me as patently absurd to contend that cigarettes
and smokeless tobacco, products that are (under the assumed facts) actually designed to exert
powerful and quintessentially drug-like effects on the users, should escape FDA regulation
because the products are marketed as essential accoutrements of a more exciting or more
sophisticated lifestyle.

Tobacco products, then, come squarely within the plain terms of the FDCA. If the
words of a statute are plain, “absent any “indication that doing so would frustrate Congress’s
clear intention or yield patent absurdity, our obligation is to apply the statute as Congress
wrote it.,” Hubbard v. United States, 514 U.S. 695, 703 (1995) (quoting BFP v. Resolution
Trust Corporation, 511 U.S. 531, 570 (1994) (Souter, J., dissenting)), quoted in Dunn v.
Commodity Futures Trad- ing Commission, 117 S.Ct. 913, 916 (1997). The questions, then,
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should be: Does upholding FDA jurisdiction over tobacco frustrate clear congressional intent
to withhold such jurisdiction? Is it patently absurd? Does it “conflict with any other section of
the Code, or with any important state or federal interest, [or] is a contrary view suggested by
the legislative history[?]” Ron Pair, 489 U.S. at 243 . In other words, given the plain language
used in 8 321(g)(1)(C), the question should be whether the intent manifested by the words
used -- that tobacco products are “drugs delivery devices” subject to FDA regulation -- is
trumped by evidence to the contrary.

The majority seeks to show that the “context” of these readily understood words
demonstrates that Congress really meant something else where tobacco is concerned. This
search for context takes us into “the overall regulatory scheme created by Congress” (Maj.op.
at 20) and “the history of evolving congressional regulation in the area” (Maj.op. at 19)
(citation omitted), the legislative history of the FDCA and related statutes, and even
congressional inaction. | will address each avenue explored by the majority.

A

The majority opens with this argument: The FDA’s mandate is to prevent the
marketing of any drug or device that is found to be unsafe; tobacco products are unsafe; to
allow the continued sale of cigarettes is completely at odds with such mandate; ergo, the
regulations must be struck down. But whether the regulations contravene the statute is a
question wholly apart from whether any regulations could be issued. How the FDA has
chosen to regulate tobacco has no bearing on the question of whether that agency has the
authority to regulate it at all, particularly when it is agreed that the power to regulate under the
FDCA includes the power (under the assumed facts) to ban tobacco products completely. The
FDA made an eminently reasonable decision to focus on preventing addiction among children
while permitting sales to adults. See Fed.Reg. 44398-99, 44412-13. It is no argument to say
that the FDA can do nothing because it could have done more.

B

The majority’s analysis of the “extrinsic evidence” of congressional intent stands on
three legs: The lack of any mention of tobacco in the statute itself or the legislative history of
the 1938 Act; the FDA’s consistent disavowal of any intention of taking jurisdiction over
tobacco, and, concomitantly, the general assumption that the agency was right; and the series
of tobacco-related statutes enacted over the last thirty years.®

% Dissent footnote #1: As a corollary to this third point, the majority also relies on
congressional refusal to enact legislation that would have expressly given the FDA the
authority it now claims. See Maj.op. at 32-34. To whatever extent this inaction may be
interpreted as “ratification” of the FDA’s prior (no tobacco jurisdiction) position, it would
appear that Congress’s continued inaction in the face of all that has followed the FDA’s
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The FDCA

In construing remedial legislation, we must be ever mindful of the salutary purpose of
the statute.

The historical expansion of the definition of drug, and the creation of a parallel
concept of devices, clearly show, we think, that Congress fully intended that the Act’s
coverage be as broad as its literal language indicates--and equally clearly, broader than any
strict medical definition might otherwise allow. [W]e are all the more convinced that we must
give effect to congressional intent in view of the well- accepted principle that remedial
legislation such as the Food, Drug, and Cosmetic Act is to be given a liberal construction
consistent with the Act’s overriding purpose to protect the public health . . . . United States v.
An Atrticle of Drug . . . Bacto-Unidisk, 394 U.S. 784, 798 (1969).%" The majority starts off on
the wrong foot when it asks “whether Congress intended to delegate jurisdiction over tobacco
products to the FDA.” Maj.op. at 19.

Congress did not “intend” that any particular product be included; as the district court
noted, “[r]ather than itemize each product subject to regulation under the FDCA, Congress
defined these categories broadly so that each encompasses a wide range of products.” Coyne
Beahm v. FDA, 966 F.Supp. at 1380. An exhaustive list of covered products was neither
feasible nor necessary; effective regulation required flexibility within broad parameters.

Pointing out the obvious -- that the FDCA was not originally directed at tobacco --
gets us nowhere. No one contends that Congress foresaw in 1938 that tobacco was or might
someday be included as a “drug” under the FDCA. The operative congressional intent at the
outset was simply to confer broad discretionary powers on the FDA to regulate “drugs” and
“devices.” The FDCA was written broadly enough to accommodate both new products and
evolving knowledge about existing ones, and it was written that way on purpose.

FDA'’s Prior Position

Until the rulemaking began in 1995, the FDA had interpreted the FDCA to include
tobacco products only when health claims were made. See Maj. op. at 29-30. The agency’s
refusal even extended to opposing citizens’ petitions to regulate cigarettes on essentially the
same basis that is used in the regulations today. See, e.g., ASH, 655 F.2d 236. The agency’s

announcement of the proposed rule three years ago (see 60 Fed.Reg. 41314) would more than
offset any ratification effect to be gleaned from the earlier inaction.

! Dissent footnote #2: Justice Frankfurter put it this way: The purposes of this legislation
[FDCA] thus touch phases of the lives and health of people which, in the circumstances of
modern industrialism, are largely beyond self-protection. Regard for these purposes should
infuse construction of the legislation if it is to be treated as a working instrument of
government and not merely as a collection of English words. United States v. Dotterweich,
320 U.S. 277, 280 (1943).
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current position is a response to the increasing level of knowledge about the addictive nature
of nicotine and the manufacturer’s deliberate design to enhance and sustain the additive effect
of tobacco products. When the early tobacco-specific statutes were being debated in
Congress, the essential link between tobacco and illness had not yet been proven to the
satisfaction of all. For instance, during the floor debate on amendments to the FCLAA, Rep.
Perkins stated that

[i]t is my feeling that not one of the tobacco farmers in my district would knowingly
produce any commodity which, when consumed, would cause the dread diseases
which have been claimed to be associated with tobacco. But the claims . . . are not
proved. Tobacco has been impeached in passion but it had not been convicted in fact.
Facts, cold hard facts are the basis upon which congress should legislate.

Cigarette Labeling and Advertising: Hearings Before the House Comm. on Interstate and
Foreign Commerce, 91st Cong. 16 (1969). Well, the “cold hard facts” are now in.

It is a familiar canon of administrative law that an agency can change its view of what
action is possible or necessary, particularly when new facts come to light. See Rust v.
Sullivan, 500 U.S. 173, 186-87 (1991) (“An agency . . . must be given latitude to adapt its
rules and policies to the demands of changing circumstances™) (citations and internal
quotation marks omitted). Even when upholding the FDA’s earlier denial of its own power to
regulate tobacco, the court added the following caveat:

Nothing in this opinion should suggest that the[FDA] is irrevocably bound by any
long-standing interpretation and representations thereof to the legislative branch. An
admin- istrative agency is clearly free to revise its interpretations.... The very structure
of the [FDCA] which the FDA must administer, moreover, calls for case-by-case
analysis. Should an agency depart from its prior interpretations, however, it must
provide a reasoned explanation for its action. . . . [citations omitted]. ASH, 655 F.2d at
242 n.10.

Under the facts found by the FDA during the rulemaking process, it is now a scientific
certainty that nicotine is extremely addictive and that a large majority of tobacco users use the
product to satisfy that addiction; even more important to my mind is the new evidence that the
manufacturers design their products to sustain such addiction. The administrative record in
this case is a perfect illustration of why an agency’s opportunity to adopt a new position
should remain open.

The Tobacco Statutes

As products of the democratic process, each tobacco-specific statute is a balance of
health, economic, and other concerns. The majority cites this body of legislation as
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“corroborating evidence of established congressional intent” to withhold jurisdiction over
tobacco from the FDA. Maj.op. at 34. Again, | think the majority’s approach ignores the
fundamental source of intent, the words of the statute itself. Nevertheless, closer examination
of these tobacco statutes reveals that they form something less than Congress’s
“comprehensive program” to address the tobacco problem. Absent a discernable intent to
exclude future FDA action,® that these statutes were written with knowledge that the FDA
foreswore jurisdiction over tobacco does not supply that intent. The first in this series, the
Federal Cigarette Labeling and Advertising Act (FCLAA),* was enacted in response to the
Surgeon General’s groundbreaking 1964 report linking smoking to health problems. The
companies describe it as a statute that “set the boundaries of the federal regulatory role,”
“clearly expresses a congressional intent that precludes FDA jurisdiction over tobacco
products,” “embodied the view that Congress, itself, should retain all policy making authority
as to tobacco, even in areas open to regulation,” “ratified the established understanding that
FDA does not have jurisdiction over tobacco products,” “ruled out any later reading of the
FDCA as an “implicit’ delegation to FDA . . . of authority to decide whether or how to
regulate tobacco products and whether to ban them.” Companies’ Opening br.13, 18-20. An
examination of the statute reveals something considerably more modest, something that will
not bear anything approaching the weight placed upon it by the companies or the majority.
The majority’s focus is § 1331, which reads:

It is the policy of the Congress, and the purpose of this chapter, to establish a
comprehensive Federal program to deal with cigarette labeling and advertising with
respect to any relationship between smoking and health, whereby--

(1) the public may be adequately informed about any adverse health effects of
cigarette smoking by inclusion of warning notices on each package of cigarettes and in
each advertisement of cigarettes; and

(2) commerce and the national economy may be (A) protected to the maximum
extent consistent with this declared policy and (B) not impeded by diverse,
nonuniform, and confusing cigarette labeling and advertising regulations with respect
to any relationship between smoking and health.

%2 Dissent footnote #3: Congress certainly knows how to exempt tobacco. The only mention
of tobacco in the FDCA was added in 1994 to explicitly remove tobacco from the new
exemption of “dietary supplements” from the definition of “drug.” See Pub.L.No. 103-407,8
3(a), 108 Stat. 4325, 4327 (codified at 21 U.S.C. § 321(ff)). The criminal laws regarding
narcotics incorporate the definition of “drug” found in the FDCA, see 21 U.S.C. § 802(12),
but the definition of “controlled substance,” which includes “a drug,” specifically excludes
tobacco. See 21 U.S.C. § 802(6).

%8 Dissent footnote #4: The Comprehensive Smokeless Tobacco Health and Education Act, 15
U.S.C. 88 4401-4407, more or less mirrors the FCLAA.
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This is a far cry from a comprehensive federal tobacco program; it is little more than a
mild response to one of the earliest official recognitions of an emerging health issue.

The narrowness of the FCLAA was emphasized in Banzhaf v. FCC, 405 F.2d 1082
(D.C. Cir. 1968), where the court was con- fronted with a post-FCLAA ruling by the FCC that
required radio and television stations that carried cigarette commercials to devote significant
broadcast time to permit the case to be made against smoking. Then, as they do today, the
tobacco companies argued that the FCLAA embodied a clear congressional intent to preclude
intrusions into the regulation of tobacco by any agency. See id. at 1088. Judge Bazelon,
however, saw things differently:

[T]here are positive indications that Congress’s ‘“comprehensive program” was
directed at the relatively narrow specific issue of regulation of “cigarette labeling and
advertising.” . . . Nothing in the [FCLAA] indicates that Congress had any intent at all
with respect to other types of regulation by other agencies-- much less that it
specifically meant to foreclose all such regulation. If it meant to do any- thing so
dramatic, it might reasonably be expected to have said so directly . . . .

Id. at 1089 (footnotes omitted) (quotations in original). 3 The next thirty years would see
several more small steps that, even when considered together, fall far short of a
comprehensive program, and even shorter of a demonstration that Congress intended to
preclude the exercise of jurisdiction now being asserted by the FDA.

Following the FCLAA, the next step in what the companies characterize as Congress’s
ongoing program was the Public Health Cigarette Smoking Act of 1969, which amended the
FCLAA in response to pro- posed incursions into the field by the FCC and FTC by way of
pro- posed regulations that would have restricted tobacco advertising. Again, Congress
addressed only advertising, this time in the electronic media, and short-circuited the roles
proposed by the agencies for themselves.

Thirteen years later, Congress enacted the Alcohol and Drug Abuse Amendments of
1983, which simply directs the Secretary of HHS to report to Congress every three years on
“the health consequences of drug abuse in the United States [and] current research findings
made with respect to drug abuse, including current findings on . . . the addictive property of
tobacco” and to include recommendations for “legislation and administrative action as the
Secretary may deem appropriate.” 42 U.S.C. § 290aa-2(b). This does not, as the majority
asserts, “evidence[ ] Congress’ . . . intent to retain control over further regulatory action.”
Maj. op. at 39. It is more an acknowledgment that because the HHS (and the FDA), as the
experts in the complex field of drug abuse, had and would continue to have a crucial role to

% Dissent footnote #5: In Cippolone v. Liggett Group, Inc., 505 U.S. 504, 514 (1992), the
Court described the purposes of the FCLAA as informing the public of the health risks and
“protecting the national economy from the burden imposed by diverse, nonuniform, and
confusing cigarette labeling advertising regulations” [footnote omitted].

Brown & Williamson v. FDA - Both decisions. Page 37 of 80


http://caselaw.lp.findlaw.com/cgi-bin/getcase.pl?navby=case&court=us&vol=505&invol=504&pageno=514

play, the Secretary was required to ask Congress for any additional tools it needed get to
perform that role effectively.

The Alcohol, Drug Abuse, and Mental Health Administration Reorganization Act of
1992 [ADAMHA], the last brick in the pur- ported congressional tobacco program, provides
financial incentives to the States to enforce their own restrictions on access to tobacco by
minors. The majority argues that the FDA regulations would conflict with this congressional
determination that the States should take an active role in addressing the youth access
problem because the FDCA preempts any different restrictions on devices. See 21 U.S.C. §
360Kk(a). This overstates the case.

ADAMHA restructured block grant programs aimed at substance abuse and mental
health services; only a few provisions relate to underage smoking. See 42 U.S.C. § 300x-26.
ADAMHA does not demonstrate an intent on Congress’s part that the states “take the primary
role” in addressing the problem of underage smoking, and it certainly does not “establish” a
regulatory role for the states. Maj. op. at 42-43. Although the FDA’s proposed regulations
would preempt some state laws, the exercise of FDA authority over tobacco would not
“prohibit the States from addressing the problem of youth access.” Id. The proposed rule can
co-exist with most of the states’ separate laws prohibiting sales to minors and imposing other
restrictions on tobacco sales. Even the few more stringent state or local restrictions that are
preempted by the FDA’s proposed regulations (see 61 Fed.Reg. 44548-50) might qualify for
an exemption from preemption, thereby further minimizing conflicts. See 21 U.S.C. §
360k(b). An overlap between two regulatory systems does not require wholesale jettisoning of
one in favor of the other. See Connecticut Nat’l Bank v. Germain, 503 U.S. 249, 253 (1992)
(*Redundancies across statutes are not unusual events in drafting, and so long as there is no
“positive repugnancy’ between two laws, a court must give effect to both”) (internal citation
omitted).

C

Tobacco is different from the articles commonly associated with the word “drugs,” the
FDA regulations are indeed the result of turn- around in agency thinking, and tobacco was
most probably not on anyone’s mind when the FDCA was enacted. But the FDCA was
broadly worded by design. In an area in which complex new products (and old products, seen
in the light of new evidence) pose the potential for grievous harm, Congress deemed it
necessary to delegate to an expert -- the FDA -- the job of monitoring drugs. Cigarettes and
smokeless tobacco clearly fit within the literal terms of the FDCA. Absent a showing that
following these statutory terms would be absurd or somehow frustrate congressional intent,
we are bound to uphold FDA jurisdiction.

The FDA'’s denials that it had any authority over tobacco were certainly part of the
background against which Congress passed tobacco- related legislation in the thirty years
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following the Surgeon General’s 1964 report, but this series of statutes is hardly an argument
for “legislative ratification” (Maj. op. at 32 n.18) of the FDA’s prior position that the agency
was powerless to act. It is agreed, moreover, that an agency is permitted to change its mind,
particularly in response to new facts, so the real question is whether all that has gone before --
the tobacco statutes, the consistent denials by the FDA -- is sufficient to demonstrate a clear
intent on Congress’s part to preclude FDA jurisdiction. The evidence offered by the
companies falls far short.

Having decided that the FDA has no jurisdiction over tobacco products, the majority
had no reason to address whether cigarettes and smokeless tobacco were “devices” and
whether the choice of regulatory regime -- as a combination product, pursuant to the device
authorities -- was permissible. | agree with and adopt the district court’s reasoning on these
points entirely. See Coyne Beahm, 966 F.Supp. at 1393-97.

v

Another issue not reached by the majority is whether the FDA may restrict the
advertising of tobacco products.® On this point, | disagree with the district court’s conclusion
that the advertising regulations exceeded the FDA’s statutory authority.

The FDA found that “cigarette and smokeless tobacco use begins almost exclusively
in childhood and adolescence.” 61 Fed. Reg. 45239. Minors are particularly vulnerable to
Madison Avenue’s exhortations, plastered on racing cars and outfield fences, to be cool and
smoke, be manly and chew, and the FDA found “compelling evidence that promotional
campaigns can be extremely effective in attracting young people to tobacco products.” Id. at
45247. * The FDA chose to attack the problem by attempting to reduce the pressures to start
using tobacco in the first place.

The pertinent portion of the of the 1976 Medical Device Amendments, 21 U.S.C. §
360j(e), provides:

% Dissent footnote #6: In view of its ruling on statutory grounds, it was unnecessary for the
district court to reach the companies’ constitutional objections to the advertising restrictions.
Coyne Beahm, 966 F.Supp. at 1400 n.33. Because neither party has briefed the First
Amendment issue, | do not discuss it here.

% Dissent footnote #7: For example, one study cited in the rulemaking record found that
“30% of 3-year-olds and 91% of 6-year-olds could identify Joe Camel as a symbol for
smoking.” Id. at 45246 (citing Fischer, Schwartz & Richards, Brand Logo Recognition by
Children Aged 3 to 6 Years, Mickey Mouse and Old Joe the Camel, Journal of the American
Medical Association, 1991).
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The Secretary may by regulation require that a device be restricted to sale,
distribution, or use . . . [by prescription] or upon such other conditions as the Secretary
may pre- scribe in such regulation, if, because of its potentiality for harmful effect or
the collateral measures necessary to its use, the Secretary determines that there cannot
otherwise be reasonable assurance of its safety and effectiveness.

The FDA relies on this section as authority for the regulations restricting the
advertising of tobacco products, its rationale being that the authority to restrict the “sale” of or
to impose “other conditions” on a product includes within it the authority to restrict the means
by which such sales are generated.

Examples of obviously permissible restrictions of the “sale” of a product are
regulations regarding where, when, by whom, and to whom a product can be sold. But is a
restriction on advertising a restriction of the “sale” of a product? The district court found that
the plain meaning of the words precluded advertising restrictions: “Both as ordinarily defined
and as used in the phrase "may . . . be restricted to sale, distribution, or use,” the word “sale’
does not encompass the advertising or promotion of a product.” Coyne Beahm, 966 F.Supp. at
1398 (footnote omitted). But even the dictionary entry cited in the district court’s opinion
defines “sale” as “the act of selling”; the term “sales” is defined as “[a]ctivities involved in
the selling of goods and services.” Id. at n.23. Under a Chevron step-two analysis -- “if the
statute is silent or ambiguous with respect to the specific issue, the question is whether the
agency’s answer is based on a permissible construction of the statute[,]” Chevron, 467 U.S. at
843 (footnote omitted) -- we need only find that the agency construction is a reasonable one,
not the best one. See id. at n.11. | believe the term *“sale” is ambiguous enough to encompass
the concept of “offer for sale.”

The district court also distilled an intent to withhold the authority asserted by the FDA
from the use of the terms “offer for sale” and “advertising” elsewhere in 1976 legislation. See
Coyne Beahm, 966 F.Supp. at 1398-99. However, while the “language and design of the
statute as a whole” (K Mart Corp. v. Cartier, Inc., 486 U.S. 281, 291 (1988)) might raise a
question about the extent of the FDA’s authority in this area, it does not mandate a conclusion
that Congress intended to foreclose the FDA from imposing advertising restrictions. There is
simply no conclusive evidence of intent either way; the phrase is simply ambiguous, both in
isolation and with reference to the context in which it is used.

The term “sale, distribution and use,” which is used only once in the entire FDCA, can
reasonably be construed to include all aspects of a product’s journey from the factory to the
store and to the home. As | have noted above, tobacco is different from the run-of-the-mine
drugs and devices in the FDA’s bailiwick, and the nature of the differences dictate new
approaches to fight the dangers posed. Because the precise approach chosen might not have
been considered by the drafters of the statute does not necessarily preclude it. The
interpretation is a reasonable one and, therefore, we must defer to the agency.
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I would affirm the district court’s judgment to the extent that it denies summary
judgment to the tobacco companies on the issues of the FDA’s authority to regulate tobacco
products under the FDCA and to regulate such products as “combination products.” 1 would
vacate the judgment below to the extent it grants summary judgment to the companies on the
issue of the FDA’s authority to regulate the advertising of tobacco products.
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U.S.S.Ct. #98-1152 Argued 12/1/99, Decided 3/21/00.

529 US 120, 120 S.Ct. 1291, 146 L.Ed.2d 121

U.S. Supreme Court

FOOD AND DRUG ADMINISTRATION et al. v. BROWN & WILLIAMSON
TOBACCO CORP. et al.
certiorari to the united states court of appeals for the fourth circuit

No. 98-1152. Argued December 1, 1999--Decided March 21, 2000

The Food, Drug, and Cosmetic Act (FDCA), 21 U.S.C. 8301 et seq.,grants the Food
and Drug Administration (FDA), as the designee of the Secretary of Health and Human
Services (HHS), the authority to regulate, among other items, “drugs” and “devices,”
88321(g)-(h), 393. In 1996, the FDA asserted jurisdiction to regulate tobacco products,
concluding that, under the FDCA, nicotine is a “drug” and cigarettes and smokeless tobacco
are “devices” that deliver nicotine to the body. Pursuant to this authority, the FDA
promulgated regulations governing tobacco products’ promotion, labeling, and accessibility to
children and adolescents. The FDA found that tobacco use is the Nation’s leading cause of
premature death, resulting in more than 400,000 deaths annually, and that most adult smokers
begin when they are minors. The regulations therefore aim to reduce tobacco use by minors so
as to substantially reduce the prevalence of addiction in future generations, and thus the
incidence of tobacco-related death and disease. Respondents, a group of tobacco
manufacturers, retailers, and advertisers, filed this suit challenging the FDA’s regulations.
They moved for summary judgment on the ground, inter alia, that the FDA lacked
jurisdiction to regulate tobacco products as customarily marketed, that is, without
manufacturer claims of therapeutic benefit. The District Court upheld the FDA’s authority,
but the Fourth Circuit reversed, holding that Congress has not granted the FDA jurisdiction to
regulate tobacco products. The court concluded that construing the FDCA to include tobacco
products would lead to several internal inconsistencies in the Act. It also found that evidence
external to the FDCA--that the FDA consistently stated before 1995 that it lacked jurisdiction
over tobacco, that Congress has enacted several tobacco-specific statutes fully cognizant of
the FDA’s position, and that Congress has considered and rejected many bills that would have
given the agency such authority--confirms this conclusion.
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Held: Reading the FDCA as a whole, as well as in conjunction with Congress’
subsequent tobacco-specific legislation, it is plain that Congress has not given the FDA the
authority to regulate tobacco products as customarily marketed. Pp. 8-40.

(@) Because this case involves an agency’s construction of a statute it administers,
the Court’s analysis is governed by Chevron U.S. A. Inc. v. Natural Resources Defense
Council, Inc., 467 U.S. 837 , under which a reviewing court must first ask whether Congress
has directly spoken to the precise question at issue, id., at 842. If so, the court must give effect
to Congress’ unambiguously expressed intent. E.g., id., at 843. If not, the court must defer to
the agency’s construction of the statute so long as it is permissible. See, e.g., INS v. Aguirre-
Aguirre, 526 U.S. 415, 424 . In determining whether Congress has specifically addressed the
question at issue, the court should not confine itself to examining a particular statutory
provision in isolation. Rather, it must place the provision in context, interpreting the statute to
create a symmetrical and coherent regulatory scheme. Gustafson v. Alloyd Co., 513 U.S. 561
569 . In addition, the meaning of one statute may be affected by other Acts, particularly where
Congress has spoken subsequently and more specifically to the topic at hand. See, e.g., United
States v. Estate of Romani, 523 U.S. 517 , 530-531. Finally, the court must be guided to a
degree by common sense as to the manner in which Congress is likely to delegate a policy
decision of such economic and political magnitude to an administrative agency. Cf. MCI
Telecommunications Corp. v. American Telephone & Telegraph Co., 512 U.S. 218, 231 . Pp.
8-10.

(b) Considering the FDCA as a whole, it is clear that Congress intended to exclude
tobacco products from the FDA’s jurisdiction. A fundamental precept of the FDCA is that
any product regulated by the FDA that remains on the market must be safe and effective for
its intended use. See, e.g., 8393(b)(2). That is, the potential for inflicting death or physical
injury must be offset by the possibility of therapeutic benefit. United States v. Rutherford, 442
U.S. 544, 556 . In its rulemaking proceeding, the FDA quite exhaustively documented that
tobacco products are unsafe, dangerous, and cause great pain and suffering from illness.
These findings logically imply that, if tobacco products were “devices” under the FDCA, the
FDA would be required to remove them from the market under the FDCA’s misbranding, see,
e.g., 8331(a), and device classification, see, e.g., 8360e(d)(2)(A), provisions. In fact, based on
such provisions, the FDA itself has previously asserted that if tobacco products were within
its jurisdiction, they would have to be removed from the market because it would be
impossible to prove they were safe for their intended use. Congress, however, has foreclosed a
ban of such products, choosing instead to create a distinct regulatory scheme focusing on the
labeling and advertising of cigarettes and smokeless tobacco. Its express policy is to protect
commerce and the national economy while informing consumers about any adverse health
effects. See 15 U.S.C. §1331. Thus, an FDA ban would plainly contradict congressional
intent. Apparently recognizing this dilemma, the FDA has concluded that tobacco products
are actually “safe” under the FDCA because banning them would cause a greater harm to
public health than leaving them on the market. But this safety determination--focusing on the
relative harms caused by alternative remedial measures--is not a substitute for those required
by the FDCA. Various provisions in the Act require the agency to determine that, at least for
some consumers, the product’s therapeutic benefits outweigh the risks of illness or serious
injury. This the FDA cannot do, because tobacco products are unsafe for obtaining any
therapeutic benefit. The inescapable conclusion is that there is no room for tobacco products
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within the FDCA’s regulatory scheme. If they cannot be used safely for any therapeutic
purpose, and yet they cannot be banned, they simply do not fit. Pp. 10-20.

(c) The history of tobacco-specific legislation also demonstrates that Congress has
spoken directly to the FDA’s authority to regulate tobacco products. Since 1965, Congress
has enacted six separate statutes addressing the problem of tobacco use and human health.
Those statutes, among other things, require that health warnings appear on all packaging and
in all print and outdoor advertisements, see 15 U.S.C. 881331, 1333, 4402; prohibit the
advertisement of tobacco products through any electronic communication medium regulated
by the Federal Communications Commission, see 881335, 4402(f); require the Secretary of
HHS to report every three years to Congress on research findings concerning tobacco’s
addictive property, 42 U.S.C. 8290aa-2(b)(2); and make States’ receipt of certain federal
block grants contingent on their prohibiting any tobacco product manufacturer, retailer, or
distributor from selling or distributing any such product to individuals under age 18, §300x-
26(a)(1). This tobacco-specific legislation has created a specific regulatory scheme for
addressing the problem of tobacco and health. And it was adopted against the backdrop of the
FDA consistently and resolutely stating that it was without authority under the FDCA to
regulate tobacco products as customarily marketed. In fact, Congress several times considered
and rejected bills that would have given the FDA such authority. Indeed, Congress’ actions in
this area have evidenced a clear intent to preclude a meaningful policymaking role for any
administrative agency. Further, Congress’ tobacco legislation prohibits any additional
regulation of tobacco product labeling with respect to tobacco’s health consequences, a
central aspect of regulation under the FDCA. Under these circumstances, it is evident that
Congress has ratified the FDA’s previous, long-held position that it lacks jurisdiction to
regulate tobacco products as customarily marketed. Congress has created a distinct scheme for
addressing the subject, and that scheme excludes any role for FDA regulation. Pp. 20-37.

(d) Finally, the Court’s inquiry is shaped, at least in some measure, by the nature of
the question presented. Chevron deference is premised on the theory that a statute’s
ambiguity constitutes an implicit delegation from Congress to the agency to fill in the
statutory gaps. See 467 U.S., at 844 . In extraordinary cases, however, there may be reason
to hesitate before concluding that Congress has intended such an implicit delegation. This is
hardly an ordinary case. Contrary to the agency’s position from its inception until 1995, the
FDA has now asserted jurisdiction to regulate an industry constituting a significant portion
of the American economy. In fact, the FDA contends that, were it to determine that tobacco
products provide no “reasonable assurance of safety,” it would have the authority to ban
cigarettes and smokeless tobacco entirely. It is highly unlikely that Congress would leave the
determination as to whether the sale of tobacco products would be regulated, or even
banned, to the FDA’s discretion in so cryptic a fashion. See MCI Telecommunications, 512
U.S., at 231 . Given tobacco’s unique political history, as well as the breadth of the authority
that the FDA has asserted, the Court is obliged to defer not to the agency’s expansive
construction of the statute, but to Congress’ consistent judgment to deny the FDA this power.
Pp. 37-39.

() No matter how important, conspicuous, and controversial the issue, and
regardless of how likely the public is to hold the Executive Branch politically accountable, an
administrative agency’s power to regulate in the public interest must always be grounded in a
valid grant of authority from Congress. Courts must take care not to extend a statute’s scope
beyond the point where Congress indicated it would stop. E.g., United States v. Article of
Drug ... Bacto-Unidisk, 394 U.S. 784, 800 . P. 40. 153 F. 3d 155, affirmed.
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O’Connor, J., delivered the opinion of the Court, in which Rehnquist, C. J., and
Scalia, Kennedy, and Thomas, JJ., joined. Breyer, J., filed a dissenting opinion, in which
Stevens, Souter, and Ginsburg, JJ., joined.

FOOD AND DRUG ADMINISTRATION, etal.,, PETITIONERS v. BROWN &
WILLIAMSON TOBACCO CORPORATION et al. on writ of certiorari to the united
states court of appeals for the fourth circuit

[March 21, 2000]

Justice O’Connor delivered the opinion of the Court.

This case involves one of the most troubling public health problems facing our
Nation today: the thousands of premature deaths that occur each year because of tobacco use.
In 1996, the Food and Drug Administration (FDA), after having expressly disavowed any
such authority since its inception, asserted jurisdiction to regulate tobacco products. See 61
Fed. Reg. 44619-45318. The FDA concluded that nicotine is a “drug” within the meaning of
the Food, Drug, and Cosmetic Act (FDCA or Act), 52 Stat. 1040, as amended, 21 U.S.C.
8301 et seq., and that cigarettes and smokeless tobacco are “combination products” that
deliver nicotine to the body. 61 Fed. Reg. 44397 (1996). Pursuant to this authority, it
promulgated regulations intended to reduce tobacco consumption among children and
adolescents. Id., at 44615-44618. The agency believed that, because most tobacco consumers
begin their use before reaching the age of 18, curbing tobacco use by minors could
substantially reduce the prevalence of addiction in future generations and thus the incidence
of tobacco-related death and disease. 1d., at 44398-44399.

Regardless of how serious the problem an administrative agency seeks to address,
however, it may not exercise its authority “in a manner that is inconsistent with the
administrative structure that Congress enacted into law.” ETSI Pipeline Project v. Missouri,
484 U.S. 495, 517 (1988). And although agencies are generally entitled to deference in the
interpretation of statutes that they administer, a reviewing “court, as well as the agency, must
give effect to the unambiguously expressed intent of Congress.” Chevron U.S. A. Inc. v.
Natural Resources Defense Council, Inc., 467 U.S. 837, 842-843 (1984). In this case, we
believe that Congress has clearly precluded the FDA from asserting jurisdiction to regulate
tobacco products. Such authority is inconsistent with the intent that Congress has expressed in
the FDCA'’s overall regulatory scheme and in the tobacco-specific legislation that it has
enacted subsequent to the FDCA. In light of this clear intent, the FDA’s assertion of
jurisdiction is impermissible.

The FDCA grants the FDA, as the designee of the Secretary of Health and Human
Services, the authority to regulate, among other items, “drugs” and “devices.” See 21 U.S.C.
88321(g)-(h), 393 (1994 ed. and Supp. I11). The Act defines “drug” to include “articles (other
than food) intended to affect the structure or any function of the body.” 21 U.S.C.
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8321(g)(1)(C). It defines “device,” in part, as “an instrument, apparatus, implement, machine,
contrivance, ... or other similar or related article, including any component, part, or accessory,
which is ... intended to affect the structure or any function of the body.” 8321(h). The Act also
grants the FDA the authority to regulate so-called “combination products,” which *“constitute
a combination of a drug, device, or biologic product.” 8353(g)(1). The FDA has construed
this provision as giving it the discretion to regulate combination products as drugs, as devices,
or as both. See 61 Fed. Reg. 44400 (1996).

On August 11, 1995, the FDA published a proposed rule concerning the sale of
cigarettes and smokeless tobacco to children and adolescents. 60 Fed. Reg. 41314-41787. The
rule, which included several restrictions on the sale, distribution, and advertisement of
tobacco products, was designed to reduce the availability and attractiveness of tobacco
products to young people. Id., at 41314. A public comment period followed, during which the
FDA received over 700,000 submissions, more than “at any other time in its history on any
other subject.” 61 Fed. Reg. 44418 (1996).

On August 28, 1996, the FDA issued a final rule entitled “Regulations Restricting
the Sale and Distribution of Cigarettes and Smokeless Tobacco to Protect Children and
Adolescents.” Id., at 44396. The FDA determined that nicotine is a “drug” and that cigarettes
and smokeless tobacco are “drug delivery devices,” and therefore it had jurisdiction under the
FDCA to regulate tobacco products as customarily marketed--that is, without manufacturer
claims of therapeutic benefit. Id., at 44397, 44402. First, the FDA found that tobacco products
“ “affect the structure or any function of the body’ ” because nicotine “has significant
pharmacological effects.” Id., at 44631. Specifically, nicotine “exerts psychoactive, or mood-
altering, effects on the brain” that cause and sustain addiction, have both tranquilizing and
stimulating effects, and control weight. Id., at 44631-44632. Second, the FDA determined that
these effects were “intended” under the FDCA because they “are so widely known and
foreseeable that [they] may be deemed to have been intended by the manufacturers,” id., at
44687; consumers use tobacco products “predominantly or nearly exclusively” to obtain these
effects, id., at 44807; and the statements, research, and actions of manufacturers revealed that
they “have “designed’ cigarettes to provide pharmacologically active doses of nicotine to
consumers,” id., at 44849. Finally, the agency concluded that cigarettes and smokeless
tobacco are “combination products” because, in addition to containing nicotine, they include
device components that deliver a controlled amount of nicotine to the body, id., at 45208-
45216.

Having resolved the jurisdictional question, the FDA next explained the policy
justifications for its regulations, detailing the deleterious health effects associated with
tobacco use. It found that tobacco consumption was “the single leading cause of preventable
death in the United States.” Id., at 44398. According to the FDA, “[m]ore than 400,000
people die each year from tobacco-related illnesses, such as cancer, respiratory illnesses, and
heart disease.” Ibid. The agency also determined that the only way to reduce the amount of
tobacco-related illness and mortality was to reduce the level of addiction, a goal that could be
accomplished only by preventing children and adolescents from starting to use tobacco. Id., at
44398-44399. The FDA found that 82% of adult smokers had their first cigarette before the
age of 18, and more than half had already become regular smokers by that age. Id., at 44398 .
It also found that children were beginning to smoke at a younger age, that the prevalence of
youth smoking had recently increased, and that similar problems existed with respect to
smokeless tobacco. Id., at 44398-44399. The FDA accordingly concluded that if “the number
of children and adolescents who begin tobacco use can be substantially diminished, tobacco-
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related illness can be correspondingly reduced because data suggest that anyone who does not
begin smoking in childhood or adolescence is unlikely ever to begin.” 1d., at 44399.

Based on these findings, the FDA promulgated regulations concerning tobacco
products’ promotion, labeling, and accessibility to children and adolescents. See id., at 44615-
44618. The access regulations prohibit the sale of cigarettes or smokeless tobacco to persons
younger than 18; require retailers to verify through photo identification the age of all
purchasers younger than 27; prohibit the sale of cigarettes in quantities smaller than 20;
prohibit the distribution of free samples; and prohibit sales through self-service displays and
vending machines except in adult-only locations. Id., at 44616-44617. The promotion
regulations require that any print advertising appear in a black-and-white, text-only format
unless the publication in which it appears is read almost exclusively by adults; prohibit
outdoor advertising within 1,000 feet of any public playground or school; prohibit the
distribution of any promotional items, such as T-shirts or hats, bearing the manufacturer’s
brand name; and prohibit a manufacturer from sponsoring any athletic, musical, artistic, or
other social or cultural event using its brand name. Id., at 44617-44618. The labeling
regulation requires that the statement, “A Nicotine-Delivery Device for Persons 18 or Older,”
appear on all tobacco product packages. Id., at 44617.

The FDA promulgated these regulations pursuant to its authority to regulate
“restricted devices.” See 21 U.S.C. 8§360j(e). The FDA construed 8353(g)(1) as giving it the
discretion to regulate “combination products” using the Act’s drug authorities, device
authorities, or both, depending on “how the public health goals of the act can be best
accomplished.” 61 Fed. Reg. 44403 (1996). Given the greater flexibility in the FDCA for the
regulation of devices, the FDA determined that “the device authorities provide the most
appropriate basis for regulating cigarettes and smokeless tobacco.” Id., at 44404. Under 21
U.S.C. 8360j(e), the agency may “require that a device be restricted to sale, distribution, or
use ... upon such other conditions as [the FDA] may prescribe in such regulation, if, because
of its potentiality for harmful effect or the collateral measures necessary to its use, [the FDA]
determines that there cannot otherwise be reasonable assurance of its safety and
effectiveness.” The FDA reasoned that its regulations fell within the authority granted by
8360j(e) because they related to the sale or distribution of tobacco products and were
necessary for providing a reasonable assurance of safety. 61 Fed. Reg. 44405-44407 (1996).

Respondents, a group of tobacco manufacturers, retailers, and advertisers, filed suit
in United States District Court for the Middle District of North Carolina challenging the
regulations. See Coyne Beahm, Inc. v. FDA, 966 F. Supp. 1374 (1997). They moved for
summary judgment on the grounds that the FDA lacked jurisdiction to regulate tobacco
products as customarily marketed, the regulations exceeded the FDA’s authority under 21
U.S.C. 8360j(e), and the advertising restrictions violated the First Amendment. Second Brief
in Support of Plaintiffs’ Motion for Summary Judgment in No. 2:95CV00591 (MDNC), in 3
Rec. in No. 97-1604 (CA4), Tab No. 40; Third Brief in Support of Plaintiffs’ Motion for
Summary Judgment in No. 2:95CV00591 (MDNC), in 3 Rec. in No. 97-1604 (CA4), Tab No.
42. The District Court granted respondents’ motion in part and denied it in part. 966 F. Supp.,
at 1400. The court held that the FDCA authorizes the FDA to regulate tobacco products as
customarily marketed and that the FDA’s access and labeling regulations are permissible, but
it also found that the agency’s advertising and promotion restrictions exceed its authority
under 8360j(e). 1d., at 1380-1400. The court stayed implementation of the regulations it found
valid (except the prohibition on the sale of tobacco products to minors) and certified its order
for immediate interlocutory appeal. Id., at 1400-1401.
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The Court of Appeals for the Fourth Circuit reversed, holding that Congress has
not granted the FDA jurisdiction to regulate tobacco products. See 153 F.3d 155 (1998).
Examining the FDCA as a whole, the court concluded that the FDA’s regulation of
tobacco products would create a number of internal inconsistencies. Id., at 162-167.
Various provisions of the Act require the agency to determine that any regulated product is
“safe” before it can be sold or allowed to remain on the market, yet the FDA found in its
rulemaking proceeding that tobacco products are “dangerous” and “unsafe.” 1d., at 164-167.
Thus, the FDA would apparently have to ban tobacco products, a result the court found
clearly contrary to congressional intent. Ibid. This apparent anomaly, the Court of Appeals
concluded, demonstrates that Congress did not intend to give the FDA authority to regulate
tobacco. Id., at 167. The court also found that evidence external to the FDCA confirms this
conclusion. Importantly, the FDA consistently stated before 1995 that it lacked jurisdiction
over tobacco, and Congress has enacted several tobacco-specific statutes fully cognizant of
the FDA’s position. See id., at 168-176. In fact, the court reasoned, Congress has considered
and rejected many bills that would have given the agency such authority. See id., at 170-171.
This, along with the absence of any intent by the enacting Congress in 1938 to subject tobacco
products to regulation under the FDCA, demonstrates that Congress intended to withhold such
authority from the FDA. Id., at 167-176. Having resolved the jurisdictional question against
the agency, the Court of Appeals did not address whether the regulations exceed the FDA'’s
authority under 21 U.S.C. 8360j(e) or violate the First Amendment. See 153 F. 3d, at 176,
n. 29.

We granted the Government’s petition for certiorari, 526 U.S. 1086 (1999), to
determine whether the FDA has authority under the FDCA to regulate tobacco products as
customarily marketed.

The FDA'’s assertion of jurisdiction to regulate tobacco products is founded on its
conclusions that nicotine is a “drug” and that cigarettes and smokeless tobacco are “drug
delivery devices.” Again, the FDA found that tobacco products are “intended” to deliver the
pharmacological effects of satisfying addiction, stimulation and tranquilization, and weight
control because those effects are foreseeable to any reasonable manufacturer, consumers use
tobacco products to obtain those effects, and tobacco manufacturers have designed their
products to produce those effects. 61 Fed. Reg. 44632-44633 (1996). As an initial matter,
respondents take issue with the FDA’s reading of “intended,” arguing that it is a term of art
that refers exclusively to claims made by the manufacturer or vendor about the product. See
Brief for Respondent Brown & Williamson Tobacco Corp. 6. That is, a product is not a drug
or device under the FDCA unless the manufacturer or vendor makes some express claim
concerning the product’s therapeutic benefits. See id., at 6-7. We need not resolve this
question, however, because assuming, arguendo, that a product can be “intended to affect the
structure or any function of the body” absent claims of therapeutic or medical benefit, the
FDA'’s claim to jurisdiction contravenes the clear intent of Congress.

A threshold issue is the appropriate framework for analyzing the FDA'’s assertion of
authority to regulate tobacco products. Because this case involves an administrative agency’s
construction of a statute that it administers, our analysis is governed by Chevron U.S. A. Inc.
v. Natural Resources Defense Council, Inc., 467 U.S. 837 (1984). Under Chevron, a
reviewing court must first ask “whether Congress has directly spoken to the precise question
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at issue.” Id., at 842. If Congress has done so, the inquiry is at an end; the court “must give
effect to the unambiguously expressed intent of Congress.” Id., at 843; see also United States
v. Haggar Apparel Co., 526 U.S. 380, 392 (1999); Holly Farms Corp. v. NLRB, 517 U.S.
392, 398 (1996). But if Congress has not specifically addressed the question, a reviewing
court must respect the agency’s construction of the statute so long as it is permissible. See
INS v. Aguirre-Aguirre, 526 U.S. 415, 424 (1999); Auer v. Robbins, 519 U.S. 452, 457
(1997). Such deference is justified because “[t]he responsibilities for assessing the wisdom of
such policy choices and resolving the struggle between competing views of the public interest
are not judicial ones,” Chevron, supra, at 866, and because of the agency’s greater familiarity
with the ever-changing facts and circumstances surrounding the subjects regulated, see Rust v.
Sullivan, 500 U.S. 173, 187 (1991).

In determining whether Congress has specifically addressed the question at issue, a
reviewing court should not confine itself to examining a particular statutory provision in
isolation. The meaning--or ambiguity--of certain words or phrases may only become evident
when placed in context. See Brown v. Gardner, 513 U.S. 115, 118 (1994)(“Ambiguity is a
creature not of definitional possibilities but of statutory context™). It is a “fundamental canon
of statutory construction that the words of a statute must be read in their context and with a
view to their place in the overall statutory scheme.” Davis v. Michigan Dept. of Treasury,
489 U.S. 803, 809 (1989). A court must therefore interpret the statute “as a symmetrical
and coherent regulatory scheme,” Gustafson v. Alloyd Co., 513 U.S. 561, 569 (1995), and
“fit, if possible, all parts into an harmonious whole,” FTC v. Mandel Brothers, Inc., 359
U.S. 385, 389 (1959). Similarly, the meaning of one statute may be affected by other Acts,
particularly where Congress has spoken subsequently and more specifically to the topic at
hand. See United States v. Estate of Romani, 523 U.S. 517, 530-531 (1998); United States v.
Fausto, 484 U.S. 439, 453 (1988). In addition, we must be guided to a degree by common
sense as to the manner in which Congress is likely to delegate a policy decision of such
economic and political magnitude to an administrative agency. Cf. MCI Telecommunications
Corp. v. American Telephone & Telegraph Co., 512 U.S. 218, 231 (1994).

With these principles in mind, we find that Congress has directly spoken to the
issue here and precluded the FDA’s jurisdiction to regulate tobacco products.

A

Viewing the FDCA as a whole, it is evident that one of the Act’s core objectives is
to ensure that any product regulated by the FDA is “safe” and “effective” for its intended
use. See 21 U.S.C. 8393(b)(2)(1994 ed., Supp. IlI)(defining the FDA’s mission); More
Information for Better Patient Care: Hearing before the Senate Committee on Labor and
Human Resources, 104th Cong., 2d Sess., 83 (1996)(statement of FDA Deputy Commissioner
Schultz)(“A fundamental precept of drug and device regulation in this country is that these
products must be proven safe and effective before they can be sold”). This essential purpose
pervades the FDCA. For instance, 21 U.S.C. 8393(b)(2)(1994 ed., Supp. Ill) defines the
FDA’s “mission” to include “protect[ing] the public health by ensuring that ... drugs are safe
and effective” and that “there is reasonable assurance of the safety and effectiveness of
devices intended for human use.” The FDCA requires premarket approval of any new drug,
with some limited exceptions, and states that the FDA “shall issue an order refusing to
approve the application” of a new drug if it is not safe and effective for its intended purpose.
88355(d)(1)-(2), (4)-(5). If the FDA discovers after approval that a drug is unsafe or
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ineffective, it “shall, after due notice and opportunity for hearing to the applicant, withdraw
approval” of the drug. 21 U.S.C. 88355(e)(1)-(3). The Act also requires the FDA to classify
all devices into one of three categories. 8360c(b)(1). Regardless of which category the FDA
chooses, there must be a “reasonable assurance of the safety and effectiveness of the
device.” 21 U.S.C. 88360c(a)(1)(A)(i), (B), (C)(1994 ed. and Supp. I1); 61 Fed. Reg. 44412
(1996). Even the “restricted device” provision pursuant to which the FDA promulgated the
regulations at issue here authorizes the agency to place conditions on the sale or distribution
of a device specifically when “there cannot otherwise be reasonable assurance of its safety
and effectiveness.” 21 U.S.C. 8360j(e). Thus, the Act generally requires the FDA to prevent
the marketing of any drug or device where the “potential for inflicting death or physical
injury is not offset by the possibility of therapeutic benefit.” United States v. Rutherford, 442
U.S. 544, 556 (1979).

In its rulemaking proceeding, the FDA quite exhaustively documented that
“tobacco products are unsafe,” *“dangerous,” and “cause great pain and suffering from
illness.” 61 Fed. Reg. 44412 (1996). It found that the consumption of tobacco products
“presents extraordinary health risks,” and that “tobacco use is the single leading cause of
preventable death in the United States.” Id., at 44398. It stated that “[m]ore than 400,000
people die each year from tobacco-related illnesses, such as cancer, respiratory illnesses,
and heart disease, often suffering long and painful deaths,” and that “[tJobacco alone kills
more people each year in the United States than acquired immunodeficiency syndrome
(AIDS), car accidents, alcohol, homicides, illegal drugs, suicides, and fires, combined.”
Ibid. Indeed, the FDA characterized smoking as “a pediatric disease,” id., at 44421,
because “one out of every three young people who become regular smokers ... will die
prematurely as a result,” id., at 44399.

These findings logically imply that, if tobacco products were “devices” under the
FDCA, the FDA would be required to remove them from the market. Consider, first, the
FDCA’s provisions concerning the misbranding of drugs or devices. The Act prohibits
“[t]he introduction or delivery for introduction into interstate commerce of any food, drug,
device, or cosmetic that is adultered or misbranded.” 21 U.S.C. §331(a). In light of the
FDA’s findings, two distinct FDCA provisions would render cigarettes and smokeless
tobacco misbranded devices. First, 8352(j) deems a drug or device misbranded “[i]f it is
dangerous to health when used in the dosage or manner, or with the frequency or duration
prescribed, recommended, or suggested in the labeling thereof.” The FDA’s findings make
clear that tobacco products are “dangerous to health” when used in the manner prescribed.
Second, a drug or device is misbranded under the Act “[u]nless its labeling bears ... adequate
directions for use ... in such manner and form, as are necessary for the protection of users,”
except where such directions are “not necessary for the protection of the public health.”
8352(f)(1). Given the FDA’s conclusions concerning the health consequences of tobacco use,
there are no directions that could adequately protect consumers. That is, there are no
directions that could make tobacco products safe for obtaining their intended effects. Thus,
were tobacco products within the FDA'’s jurisdiction, the Act would deem them misbranded
devices that could not be introduced into interstate commerce. Contrary to the dissent’s
contention, the Act admits no remedial discretion once it is evident that the device is
misbranded.

Second, the FDCA requires the FDA to place all devices that it regulates into one
of three classifications. See 8360c(b)(1). The agency relies on a device’s classification in
determining the degree of control and regulation necessary to ensure that there is “a
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reasonable assurance of safety and effectiveness.” 61 Fed. Reg. 44412 (1996). The FDA has
yet to classify tobacco products. Instead, the regulations at issue here represent so-called
“general controls,” which the Act entitles the agency to impose in advance of classification.
See id., at 44404-44405. Although the FDCA prescribes no deadline for device classification,
the FDA has stated that it will classify tobacco products “in a future rulemaking” as required
by the Act. Id., at 44412. Given the FDA'’s findings regarding the health consequences of
tobacco use, the agency would have to place cigarettes and smokeless tobacco in Class 111
because, even after the application of the Act’s available controls, they would “presen[t] a
potential unreasonable risk of illness or injury.” 21 U.S.C. 8360c(a)(1)(C). As Class Il
devices, tobacco products would be subject to the FDCA’s premarket approval process. See
21 U.S.C. 8360c(a)(1)(C)(1994 ed., Supp. II); 21 U.S.C. 8360e; 61 Fed. Reg. 44412 (1996).
Under these provisions, the FDA would be prohibited from approving an application for
premarket approval without “a showing of reasonable assurance that such device is safe
under the conditions of use prescribed, recommended, or suggested on the labeling
thereof.” 21 U.S.C. 8§360e(d)(2)(A). In view of the FDA’s conclusions regarding the health
effects of tobacco use, the agency would have no basis for finding any such reasonable
assurance of safety. Thus, once the FDA fulfilled its statutory obligation to classify tobacco
products, it could not allow them to be marketed.

The FDCA’s misbranding and device classification provisions therefore make
evident that were the FDA to regulate cigarettes and smokeless tobacco, the Act would
require the agency to ban them. In fact, based on these provisions, the FDA itself has
previously taken the position that if tobacco products were within its jurisdiction, “they
would have to be removed from the market because it would be impossible to prove they
were safe for their intended us[e].” Public Health Cigarette Amendments of 1971: Hearings
before the Commerce Subcommittee on S. 1454, 92d Cong., 2d Sess., 239 (1972)(hereinafter
1972 Hearings)(statement of FDA Commissioner Charles Edwards). See also Cigarette
Labeling and Advertising: Hearings before the House Committee on Interstate and Foreign
Commerce, 88th Cong., 2d Sess., 18 (1964)(hereinafter 1964 Hearings)(statement of
Department of Health, Education, and Welfare (HEW) Secretary Anthony Celebrezze that
proposed amendments to the FDCA that would have given the FDA jurisdiction over
“smoking product[s]” “might well completely outlaw at least cigarettes”).

Congress, however, has foreclosed the removal of tobacco products from the
market. A provision of the United States Code currently in force states that “[t]he
marketing of tobacco constitutes one of the greatest basic industries of the United States
with ramifying activities which directly affect interstate and foreign commerce at every
point, and stable conditions therein are necessary to the general welfare.” 7 U.S.C.
81311(a). More importantly, Congress has directly addressed the problem of tobacco and
health through legislation on six occasions since 1965. See Federal Cigarette Labeling and
Advertising Act (FCLAA), Pub. L. 89-92, 79 Stat. 282; Public Health Cigarette Smoking Act
of 1969, Pub. L. 91-222, 84 Stat. 87; Alcohol and Drug Abuse Amendments of 1983, Pub. L.
98-24, 97 Stat. 175; Comprehensive Smoking Education Act, Pub. L. 98-474, 98 Stat. 2200;
Comprehensive Smokeless Tobacco Health Education Act of 1986, Pub. L. 99-252, 100 Stat.
30; Alcohol, Drug Abuse, and Mental Health Administration Reorganization Act, Pub. L.
102-321, 8202, 106 Stat. 394. When Congress enacted these statutes, the adverse health
consequences of tobacco use were well known, as were nicotine’s pharmacological effects.
See, e.g.,U.S. Dept. of Health, Education, and Welfare, U.S. Surgeon General’s Advisory
Committee, Smoking and Health 25-40, 69-75 (1964)(hereinafter 1964 Surgeon General’s

Brown & Williamson v. FDA - Both decisions. Page 50 of 80



Report)(concluding that cigarette smoking causes lung cancer, coronary artery disease, and
chronic bronchitis and emphysema, and that nicotine has various pharmacological effects,
including stimulation, tranquilization, and appetite suppression); U.S. Dept. of Health and
Human Services, Public Health Service, Health Consequences of Smoking for Women 7-12
(1980)(finding that mortality rates for lung cancer, chronic lung disease, and coronary heart
disease are increased for both women and men smokers, and that smoking during pregnancy
is associated with significant adverse health effects on the unborn fetus and newborn child);
U.S. Dept. of Health and Human Services, Public Health Service, Why People Smoke
Cigarettes (1983), in Smoking Prevention Education Act, Hearings on H. R. 1824 before the
Subcommittee on Health and the Environment of the House Committee on Energy and
Commerce, 98th Cong., 1st Sess., 32-37 (1983)(hereinafter 1983 House Hearings)(stating that
smoking is “the most widespread example of drug dependence in our country,” and that
cigarettes “affect the chemistry of the brain and nervous system”); U.S. Dept. of Health and
Human Services, Public Health Service, The Health Consequences of Smoking: Nicotine
Addiction 6-9, 145-239 (1988)(hereinafter 1988 Surgeon General’s Report)(concluding that
tobacco products are addicting in much the same way as heroin and cocaine, and that
nicotine is the drug that causes addiction). Nonetheless, Congress stopped well short of
ordering a ban. Instead, it has generally regulated the labeling and advertisement of tobacco
products, expressly providing that it is the policy of Congress that “commerce and the
national economy may be ... protected to the maximum extent consistent with” consumers
“be[ing] adequately informed about any adverse health effects.” 15 U.S.C. §1331. Congress’
decisions to regulate labeling and advertising and to adopt the express policy of protecting
“commerce and the national economy ... to the maximum extent” reveal its intent that tobacco
products remain on the market. Indeed, the collective premise of these statutes is that
cigarettes and smokeless tobacco will continue to be sold in the United States. A ban of
tobacco products by the FDA would therefore plainly contradict congressional policy.

The FDA apparently recognized this dilemma and concluded, somewhat
ironically, that tobacco products are actually “safe”” within the meaning of the FDCA. In
promulgating its regulations, the agency conceded that “tobacco products are unsafe, as
that term is conventionally understood.” 61 Fed. Reg. 44412 (1996). Nonetheless, the FDA
reasoned that, in determining whether a device is safe under the Act, it must consider *“not
only the risks presented by a product but also any of the countervailing effects of use of that
product, including the consequences of not permitting the product to be marketed.” Id., at
44412-44413. Applying this standard, the FDA found that, because of the high level of
addiction among tobacco users, a ban would likely be “dangerous.” Id., at 44413. In
particular, current tobacco users could suffer from extreme withdrawal, the health care
system and available pharmaceuticals might not be able to meet the treatment demands of
those suffering from withdrawal, and a black market offering cigarettes even more
dangerous than those currently sold legally would likely develop. Ibid. The FDA therefore
concluded that, “while taking cigarettes and smokeless tobacco off the market could prevent
some people from becoming addicted and reduce death and disease for others, the record does
not establish that such a ban is the appropriate public health response under the act.” Id., at
44398 .

It may well be, as the FDA asserts, that “these factors must be considered when
developing a regulatory scheme that achieves the best public health result for these products.”
Id., at 44413. But the FDA’s judgment that leaving tobacco products on the market “is more
effective in achieving public health goals than a ban,” ibid.,is no substitute for the specific
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safety determinations required by the FDCA’s various operative provisions. Several
provisions in the Act require the FDA to determine that the product itself is safe as used by
consumers. That is, the product’s probable therapeutic benefits must outweigh its risk of
harm. See United States v. Rutherford, 442 U.S., at 555 (“[T]he Commissioner generally
considers a drug safe when the expected therapeutic gain justifies the risk entailed by its
use”). In contrast, the FDA’s conception of safety would allow the agency, with respect to
each provision of the FDCA that requires the agency to determine a product’s “safety” or
“dangerousness,” to compare the aggregate health effects of alternative administrative actions.
This is a qualitatively different inquiry. Thus, although the FDA has concluded that a ban
would be “dangerous,” it has not concluded that tobacco products are “safe” as that term is
used throughout the Act.

Consider 21 U.S.C. 8360c(a)(2), which specifies those factors that the FDA may
consider in determining the safety and effectiveness of a device for purposes of classification,
performance standards, and premarket approval. For all devices regulated by the FDA, there
must at least be a “reasonable assurance of the safety and effectiveness of the device.” See
21 U.S.C. 88360c(a)(1)(A)(), (B), (C)(1994 ed. and Supp. I11); 61 Fed. Reg. 44412 (1996).
Title 21 U.S.C. 8360c(a)(2) provides that

“the safety and effectiveness of a device are to be determined--

”(A) with respect to the persons for whose use the device is represented or intended,

”(B) with respect to the conditions of use prescribed, recommended, or suggested in
the labeling of the device, and

“(C) weighing any probable benefit to health from the use of the device against any
probable risk of injury or illness from such use.”

A straightforward reading of this provision dictates that the FDA must weigh the
probable therapeutic benefits of the device to the consumer against the probable risk of
injury. Applied to tobacco products, the inquiry is whether their purported benefits--satisfying
addiction, stimulation and sedation, and weight control--outweigh the risks to health from
their use. To accommodate the FDA’s conception of safety, however, one must read “any
probable benefit to health” to include the benefit to public health stemming from adult
consumers’ continued use of tobacco products, even though the reduction of tobacco use is
the raison d’é ;tre of the regulations. In other words, the FDA is forced to contend that the
very evil it seeks to combat is a “benefit to health.” This is implausible.

The FDA’s conception of safety is also incompatible with the FDCA’s misbranding
provision. Again, 8352(j) provides that a product is “misbranded” if “it is dangerous to health
when used in the dosage or manner, or with the frequency or duration prescribed,
recommended, or suggested in the labeling thereof.” According to the FDA’s understanding, a
product would be “dangerous to health,” and therefore misbranded under 8§352(j), when, in
comparison to leaving the product on the market, a ban would not produce “adverse health
consequences” in aggregate. Quite simply, these are different inquiries. Although banning a
particular product might be detrimental to public health in aggregate, the product could still be
“dangerous to health” when used as directed. Section 352(j) focuses on dangers to the
consumer from use of the product, not those stemming from the agency’s remedial measures.

Consequently, the analogy made by the FDA and the dissent to highly toxic drugs
used in the treatment of various cancers is unpersuasive. See 61 Fed. Reg. 44413 (1996); post,
at 17 (opinion of Breyer, J.). Although “dangerous” in some sense, these drugs are safe within
the meaning of the Act because, for certain patients, the therapeutic benefits outweigh the risk
of harm. Accordingly, such drugs cannot properly be described as “dangerous to health”
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under 21 U.S.C. 8352(j). The same is not true for tobacco products. As the FDA has
documented in great detail, cigarettes and smokeless tobacco are an unsafe means to obtaining
any pharmacological effect.

The dissent contends that our conclusion means that “the FDCA requires the FDA to
ban outright "dangerous’ drugs or devices,” post, at 14, and that this is a “perverse” reading of
the statute, id., at 14, 21. This misunderstands our holding. The FDA, consistent with the
FDCA, may clearly regulate many “dangerous” products without banning them. Indeed,
virtually every drug or device poses dangers under certain conditions. What the FDA may not
do is conclude that a drug or device cannot be used safely for any therapeutic purpose and yet,
at the same time, allow that product to remain on the market. Such regulation is incompatible
with the FDCA'’s core objective of ensuring that every drug or device is safe and effective.

Considering the FDCA as a whole, it is clear that Congress intended to exclude
tobacco products from the FDA’s jurisdiction. A fundamental precept of the FDCA is that any
product regulated by the FDA--but not banned--must be safe for its intended use. Various
provisions of the Act make clear that this refers to the safety of using the product to obtain its
intended effects, not the public health ramifications of alternative administrative actions by
the FDA. That is, the FDA must determine that there is a reasonable assurance that the
product’s therapeutic benefits outweigh the risk of harm to the consumer. According to this
standard, the FDA has concluded that, although tobacco products might be effective in
delivering certain pharmacological effects, they are “unsafe” and “dangerous” when used for
these purposes. Consequently, if tobacco products were within the FDA’s jurisdiction, the Act
would require the FDA to remove them from the market entirely. But a ban would contradict
Congress’ clear intent as expressed in its more recent, tobacco-specific legislation. The
inescapable conclusion is that there is no room for tobacco products within the FDCA'’s
regulatory scheme. If they cannot be used safely for any therapeutic purpose, and yet they
cannot be banned, they simply do not fit.

B

In determining whether Congress has spoken directly to the FDA’s authority to
regulate tobacco, we must also consider in greater detail the tobacco-specific legislation that
Congress has enacted over the past 35 years. At the time a statute is enacted, it may have a
range of plausible meanings. Over time, however, subsequent acts can shape or focus those
meanings. The “classic judicial task of reconciling many laws enacted over time, and getting
them to "make sense’ in combination, necessarily assumes that the implications of a statute
may be altered by the implications of a later statute.” United States v. Fausto, 484 U.S., at 453
. This is particularly so where the scope of the earlier statute is broad but the subsequent
statutes more specifically address the topic at hand. As we recognized recently in United
States v. Estate of Romani, “a specific policy embodied in a later federal statute should
control our construction of the [earlier] statute, even though it ha[s] not been expressly
amended.” 523 U.S., at 530 -531.

Congress has enacted six separate pieces of legislation since 1965 addressing the
problem of tobacco use and human health. See supra, at 14. Those statutes, among other
things, require that health warnings appear on all packaging and in all print and outdoor
advertisements, see 15 U.S.C. 881331, 1333, 4402; prohibit the advertisement of tobacco
products through *“any medium of electronic communication” subject to regulation by the
Federal Communications Commission (FCC), see §§1335, 4402(f); require the Secretary of
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Health and Human Services (HHS) to report every three years to Congress on research
findings concerning “the addictive property of tobacco,” 42 U.S.C. 8290aa-2(b)(2); and make
States’ receipt of certain federal block grants contingent on their making it unlawful “for any
manufacturer, retailer, or distributor of tobacco products to sell or distribute any such product
to any individual under the age of 18,” 8300x-26(a)(1).

In adopting each statute, Congress has acted against the backdrop of the FDA’s
consistent and repeated statements that it lacked authority under the FDCA to regulate
tobacco absent claims of therapeutic benefit by the manufacturer. In fact, on several occasions
over this period, and after the health consequences of tobacco use and nicotine’s
pharmacological effects had become well known, Congress considered and rejected bills that
would have granted the FDA such jurisdiction. Under these circumstances, it is evident that
Congress’ tobacco-specific statutes have effectively ratified the FDA’s long-held position
that it lacks jurisdiction under the FDCA to regulate tobacco products. Congress has
created a distinct regulatory scheme to address the problem of tobacco and health, and that
scheme, as presently constructed, precludes any role for the FDA.

On January 11, 1964, the Surgeon General released the report of the Advisory
Committee on Smoking and Health. That report documented the deleterious health effects of
smoking in great detail, concluding, in relevant part, “that cigarette smoking contributes
substantially to mortality from certain specific diseases and to the overall death rate.” 1964
Surgeon General’s Report 31. It also identified the pharmacological effects of nicotine,
including “stimulation,” “tranquilization,” and “suppression of appetite.” 1d., at 74-75. Seven
days after the report’s release, the Federal Trade Commission (FTC) issued a notice of
proposed rulemaking, see 29 Fed. Reg. 530-532 (1964), and in June 1964, the FTC
promulgated a final rule requiring cigarette manufacturers “to disclose, clearly and
prominently, in all advertising and on every pack, box, carton or other container ... that
cigarette smoking is dangerous to health and may cause death from cancer and other
diseases,” id., at 8325. The rule was to become effective January 1, 1965, but, on a request
from Congress, the FTC postponed enforcement for six months. See Cipollone v. Liggett
Group, Inc., 505 U.S. 504, 513-514 (1992).

In response to the Surgeon General’s report and the FTC’s proposed rule, Congress
convened hearings to consider legislation addressing “the tobacco problem.” 1964 Hearings 1.
During those deliberations, FDA representatives testified before Congress that the agency
lacked jurisdiction under the FDCA to regulate tobacco products. Surgeon General Terry was
asked during hearings in 1964 whether HEW had the “authority to brand or label the packages
of cigarettes or to control the advertising there.” Id., at 56. The Surgeon General stated that
“we do not have such authority in existing laws governing the ... Food and Drug
Administration.” Ibid. Similarly, FDA Deputy Commissioner Rankin testified in 1965 that
“[t]he Food and Drug Administration has no jurisdiction under the Food, Drug, and Cosmetic
Act over tobacco, unless it bears drug claims.” Cigarette Labeling and Advertising--1965:
Hearings on H. R. 2248 before the House Committee on Interstate and Foreign Commerce,
89th Cong., 1st Sess., 193 (hereinafter 1965 Hearings). See also Letter to Directors of
Bureaus, Divisions and Directors of Districts from FDA Bureau of Enforcement (May 24,
1963), in 1972 Hearings 240 (“[T]obacco marketed for chewing or smoking without
accompanying therapeutic claims, does not meet the definitions in the Food, Drug, and
Cosmetic Act for food, drug, device or cosmetic™). In fact, HEW Secretary Celebrezze urged
Congress not to amend the FDCA to cover “smoking products” because, in light of the
findings in the Surgeon General’s report, such a “provision might well completely outlaw at
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least cigarettes. This would be contrary to what, we understand, is intended or what, in the
light of our experience with the 18th amendment, would be acceptable to the American
people.” 1964 Hearings 18.

The FDA'’s disavowal of jurisdiction was consistent with the position that it had
taken since the agency’s inception. As the FDA concedes, it never asserted authority to
regulate tobacco products as customarily marketed until it promulgated the regulations at
issue here. See Brief for Petitioners 37; see also Brief for Appellee (FDA) in Action on
Smoking and Health v. Harris, 655 F. 2d 236 (CADC 1980), in 9 Rec. in No. 97-1604 (CA4),
Tab No. 4, pp. 14-15 (“In the 73 years since the enactment of the original Food and Drug Act,
and in the 41 years since the promulgation of the modern Food, Drug, and Cosmetic Act, the
FDA has repeatedly informed Congress that cigarettes are beyond the scope of the statute
absent health claims establishing a therapeutic intent on behalf of the manufacturer or
vendor”).

The FDA’s position was also consistent with Congress’ specific intent when it
enacted the FDCA. Before the Act’s adoption in 1938, the FDA’s predecessor agency, the
Bureau of Chemistry, announced that it lacked authority to regulate tobacco products under
the Pure Food and Drug Act of 1906, ch. 3915, 34 Stat. 768, unless they were marketed with
therapeutic claims. See U.S. Dept. of Agriculture, Bureau of Chemistry, 13 Service and
Regulatory Announcements 24 (Apr. 1914)(Feb. 1914 Announcements ;13, Opinion of
Chief of Bureau C.L. Alsberg). In 1929, Congress considered and rejected a bill “[t]o amend
the Food and Drugs Act of June 30, 1906, by extending its provisions to tobacco and tobacco
products.” S. 1468, 71st Cong., 1st Sess., 1. See also 71 Cong. Rec. 2589 (1929)(remarks of
Sen. Smoot). And, as the FDA admits, there is no evidence in the text of the FDCA or its
legislative history that Congress in 1938 even considered the applicability of the Act to
tobacco products. See Brief for Petitioners 22, n. 4. Given the economic and political
significance of the tobacco industry at the time, it is extremely unlikely that Congress could
have intended to place tobacco within the ambit of the FDCA absent any discussion of the
matter. Of course, whether the Congress that enacted the FDCA specifically intended the Act
to cover tobacco products is not determinative; “it is ultimately the provisions of our laws
rather than the principal concerns of our legislators by which we are governed.” Oncale v.
Sundowner Offshore Services, Inc., 523 U.S. 75, 79 (1998); see also TVA v. Hill, 437 U.S.
153, 185 (1978)(“It is not for us to speculate, much less act, on whether Congress would
have altered its stance had the specific events of this case been anticipated”). Nonetheless,
this intent is certainly relevant to understanding the basis for the FDA’s representations to
Congress and the background against which Congress enacted subsequent tobacco-specific
legislation.

Moreover, before enacting the FCLAA in 1965, Congress considered and rejected
several proposals to give the FDA the authority to regulate tobacco. In April 1963,
Representative Udall introduced a bill “[tJo amend the Federal Food, Drug, and Cosmetic Act
so as to make that Act applicable to smoking products.” H. R. 5973, 88th Cong., 1st Sess., 1.
Two months later, Senator Moss introduced an identical bill in the Senate. S. 1682, 88th
Cong., 1st Sess. (1963). In discussing his proposal on the Senate floor, Senator Moss
explained that “this amendment simply places smoking products under FDA jurisdiction,
along with foods, drugs, and cosmetics.” 109 Cong. Rec. 10322 (1963). In December 1963,
Representative Rhodes introduced another bill that would have amended the FDCA “by
striking out “food, drug, device, or cosmetic, each place where it appears therein and inserting
in lieu thereof “food, drug, device, cosmetic, or smoking product.” ” H. R. 9512, 88th Cong.,
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1st Sess., 8 3 (1963). And in January 1965, five months before passage of the FCLAA,
Representative Udall again introduced a bill to amend the FDCA “to make that Act applicable
to smoking products.” H.R. 2248, 89th Cong., 1st Sess., 1. None of these proposals became
law.

Congress ultimately decided in 1965 to subject tobacco products to the less
extensive regulatory scheme of the FCLAA, which created a “comprehensive Federal
program to deal with cigarette labeling and advertising with respect to any relationship
between smoking and health.” Pub. L. 89-92, § 2, 79 Stat. 282. The FCLAA rejected any
regulation of advertising, but it required the warning, * Caution: Cigarette Smoking May Be
Hazardous to Your Health,” to appear on all cigarette packages. 1d., § 4, 79 Stat. 283. In the
Act’s “Declaration of Policy,” Congress stated that its objective was to balance the goals of
ensuring that “the public may be adequately informed that cigarette smoking may be
hazardous to health” and protecting “commerce and the national economy ... to the maximum
extent.” Id., § 2, 79 Stat. 282 (codified at 15 U.S.C. §1331).

Not only did Congress reject the proposals to grant the FDA jurisdiction, but it
explicitly preempted any other regulation of cigarette labeling: “No statement relating to
smoking and health, other than the statement required by ... this Act, shall be required on any
cigarette package.” 1d., 8 5(a), 79 Stat. 283. The regulation of product labeling, however, is an
integral aspect of the FDCA, both as it existed in 1965 and today. The labeling requirements
currently imposed by the FDCA, which are essentially identical to those in force in 1965,
require the FDA to regulate the labeling of drugs and devices to protect the safety of
consumers. See 21 U.S.C. § 352; 21 U.S.C. § 352 (1964 ed. and Supp. V). As discussed
earlier, the Act requires that all products bear “adequate directions for use ... as are necessary
for the protection of users,” 21 U.S.C. 8§ 352(f)(1); 21 U.S.C. § 352(f)(1)(1964 ed.); requires
that all products provide “adequate warnings against use in those pathological conditions or
by children where its use may be dangerous to health,” 21 U.S.C. § 352(f)(2); 21 U.S.C. §
352(f)(2)(1964 ed.); and deems a product misbranded “[i]f it is dangerous to health when used
in the dosage or manner, or with the frequency or duration prescribed, recommended, or
suggested in the labeling thereof,” 21 U.S.C. 8 352(j); 21 U.S.C. § 352(j)(1964 ed.). In this
sense, the FCLAA was--and remains--incompatible with FDA regulation of tobacco products.
This is not to say that the FCLAA’s preemption provision by itself necessarily foreclosed
FDA jurisdiction. See Cipollone v. Liggett Group, Inc., 505 U.S., at 518 -519. But it is an
important factor in assessing whether Congress ratified the agency’s position--that is, whether
Congress adopted a regulatory approach to the problem of tobacco and health that
contemplated no role for the FDA.

Further, the FCLAA evidences Congress’ intent to preclude any administrative
agency from exercising significant policymaking authority on the subject of smoking and
health. In addition to prohibiting any additional requirements for cigarette labeling, the
FCLAA provided that “[n]o statement relating to smoking and health shall be required in the
advertising of any cigarettes the packages of which are labeled in conformity with the
provisions of this Act.” Pub. L. 89-92, § 5(b), 79 Stat. 283. Thus, in reaction to the FTC’s
attempt to regulate cigarette labeling and advertising, Congress enacted a statute reserving
exclusive control over both subjects to itself.

Subsequent tobacco-specific legislation followed a similar pattern. By the FCLAA'’s
own terms, the prohibition on any additional cigarette labeling or advertising regulations
relating to smoking and health was to expire July 1, 1969. See § 10, 79 Stat. 284. In
anticipation of the provision’s expiration, both the FCC and the FTC proposed rules
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governing the advertisement of cigarettes. See 34 Fed. Reg. 1959 (1969)(FCC proposed rule
to “ban the broadcast of cigarette commercials by radio and television stations”); id., at 7917
(FTC proposed rule requiring manufacturers to disclose on all packaging and in all print
advertising “ “that cigarette smoking is dangerous to health and may cause death from cancer,
coronary heart disease, chronic bronchitis, pulmonary emphysema, and other diseases’ ).
After debating the proper role for administrative agencies in the regulation of tobacco, see
generally Cigarette Labeling and Advertising--1969: Hearings before the House Committee
on Interstate and Foreign Commerce, 91st Cong., 1st Sess., pt. 2 (1969), Congress amended
the FCLAA by banning cigarette advertisements “on any medium of electronic
communication subject to the jurisdiction of the Federal Communications Commission” and
strengthening the warning required to appear on cigarette packages. Public Health Cigarette
Smoking Act of 1969, Pub. L. 91-222, 8§ 4, 6, 84 Stat. 88-89. Importantly, Congress
extended indefinitely the prohibition on any other regulation of cigarette labeling with respect
to smoking and health (again despite the importance of labeling regulation under the FDCA).
85(a), 84 Stat. 88 (codified at 15 U.S.C. § 1334(a)). Moreover, it expressly forbade the FTC
from taking any action on its pending rule until July 1, 1971, and it required the FTC, if it
decided to proceed with its rule thereafter, to notify Congress at least six months in advance
of the rule’s becoming effective. § 7(a), 84 Stat. 89. As the chairman of the House committee
in which the bill originated stated, “the Congress--the body elected by the people--must make
the policy determinations involved in this legislation--and not some agency made up of
appointed officials.” 116 Cong. Rec. 7920 (1970)(remarks of Rep. Staggers).

Four years later, after Congress had transferred the authority to regulate substances
covered by the Hazardous Substances Act (HSA) from the FDA to the Consumer Products
Safety Commission (CPSC), the American Public Health Association, joined by Senator
Moss, petitioned the CPSC to regulate cigarettes yielding more than 21 milligrams of tar. See
Action on Smoking and Health v. Harris, 655 F. 3d 236, 241 (CADC 1980); R. Kluger, Ashes
to Ashes 375-376 (1996). After the CPSC determined that it lacked authority under the HSA
to regulate cigarettes, a District Court held that the Act did, in fact, grant the CPSC such
jurisdiction and ordered it to reexamine the petition. See American Public Health Association
v. Consumer Product Safety Commission, [1972-1975 Transfer Binder] CCH Consumer Prod.
Safety Guide ;75,081 (DC 1975), vacated as moot, No. 75-1863 (CADC 1976). Before the
CPSC could take any action, however, Congress mooted the issue by adopting legislation that
eliminated the agency’s authority to regulate “tobacco and tobacco products.” Consumer
Product Safety Commission Improvements Act of 1976, Pub. L. 94-284, 8§ 3(c), 90 Stat. 503
(codified at 15 U.S.C. § 1261(f)(2)). Senator Moss acknowledged that the “legislation, in
effect, reverse[d]” the District Court’s decision, 121 Cong. Rec. 23563 (1975), and the FDA
later observed that the episode was “particularly” “indicative of the policy of Congress to
limit the regulatory authority over cigarettes by Federal Agencies,” Letter to Action on
Smoking and Health (ASH) Executive Director Banzhaf from FDA Commissioner Goyan
(Nov.25, 1980), App.59. A separate statement in the Senate Report underscored that the
legislation’s purpose was to “unmistakably reaffirm the clear mandate of the Congress that the
basic regulation of tobacco and tobacco products is governed by the legislation dealing with
the subject, ... and that any further regulation in this sensitive and complex area must be
reserved for specific Congressional action.” S. Rep. No. 94-251, p. 43 (1975)(additional
views of Sens. Hartke, Hollings, Ford, Stevens, and Beall).

Meanwhile, the FDA continued to maintain that it lacked jurisdiction under the
FDCA to regulate tobacco products as customarily marketed. In 1972, FDA Commissioner
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Edwards testified before Congress that “cigarettes recommended for smoking pleasure are
beyond the Federal Food, Drug, and Cosmetic Act.” 1972 Hearings 239, 242. He further
stated that the FDA believed that the Public Health Cigarette Smoking Act “demonstrates
that the regulation of cigarettes is to be the domain of Congress,” and that “labeling or
banning cigarettes is a step that can be take[n] only by the Congress. Any such move by
FDA would be inconsistent with the clear congressional intent.” Ibid.

In 1977, ASH filed a citizen petition requesting that the FDA regulate cigarettes,
citing many of the same grounds that motivated the FDA’s rulemaking here. See Citizen
Petition, No. 77P-0185 (May 26, 1977), 10 Rec. in No. 97-1604 (CA4), Tab No. 22, pp. 1-10.
ASH asserted that nicotine was highly addictive and had strong physiological effects on the
body; that those effects were “intended” because consumers use tobacco products precisely to
obtain those effects; and that tobacco causes thousands of premature deaths annually. Ibid. In
denying ASH’s petition, FDA Commissioner Kennedy stated that “[t]he interpretation of the
Act by FDA consistently has been that cigarettes are not a drug unless health claims are made
by the vendors.” Letter to ASH Executive Director Banzhaf (Dec. 5, 1977), App. 47. After the
matter proceeded to litigation, the FDA argued in its brief to the Court of Appeals that
“cigarettes are not comprehended within the statutory definition of the term “drug’ absent
objective evidence that vendors represent or intend that their products be used as a drug.”
Brief for Appellee in Action on Smoking and Health v. Harris, 655 F. 2d 236 (CADC 1980),
9 Rec. in No. 97-1604 (CA4), Tab No. 4, pp. 27-28. The FDA also contended that Congress
had “long been aware that the FDA does not consider cigarettes to be within its regulatory
authority in the absence of health claims made on behalf of the manufacturer or vendor,”
and that, because “Congress has never acted to disturb the agency’s interpretation,” it had
“acquiesced in the FDA'’s interpretation of the statutory limits on its authority to regulate
cigarettes.” Id., at 23, 27, n. 23. The Court of Appeals upheld the FDA’s position, concluding
that “[i]f the statute requires expansion, that is the job of Congress.” Action on Smoking and
Health v. Harris, 655 F. 2d, at 243. In 1980, the FDA also denied a request by ASH to
commence rulemaking proceedings to establish the agency’s jurisdiction to regulate cigarettes
as devices. See Letter to ASH Executive Director Banzhaf from FDA Commissioner Goyan
(Nov. 25, 1980), App. 50-51. The agency stated that “[i]nsofar as rulemaking would relate to
cigarettes or attached filters as customarily marketed, we have concluded that FDA has no
jurisdiction under section 201(h) of the Act [21 U.S.C. 8321(h)].” Id., at 67.

In 1983, Congress again considered legislation on the subject of smoking and health.
HHS Assistant Secretary Brandt testified that, in addition to being “a major cause of cancer,”
smoking is a “major cause of heart disease” and other serious illnesses, and can result in
“unfavorable pregnancy outcomes.” 1983 House Hearings 19-20. He also stated that it was
“well-established that cigarette smoking is a drug dependence, and that smoking is addictive
for many people.” Id., at 20. Nonetheless, Assistant Secretary Brandt maintained that “the
issue of regulation of tobacco ... is something that Congress has reserved to itself, and we do
not within the Department have the authority to regulate nor are we seeking such authority.”
Id., at 74. He also testified before the Senate, stating that, despite the evidence of tobacco’s
health effects and addictiveness, the Department’s view was that “Congress has assumed the
responsibility of regulating ... cigarettes.” Smoking Prevention and Education Act: Hearings
on S. 772 before the Senate Committee on Labor and Human Resources, 98th Cong., 1st
Sess., 56 (1983)(hereinafter 1983 Senate Hearings).

Against this backdrop, Congress enacted three additional tobacco-specific statutes
over the next four years that incrementally expanded its regulatory scheme for tobacco
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products. In 1983, Congress adopted the Alcohol and Drug Abuse Amendments, Pub. L. 98-
24, 97 Stat. 175 (codified at 42 U.S.C. 8 290aa et seq. ), which require the Secretary of HHS
to report to Congress every three years on the “addictive property of tobacco” and to include
recommendations for action that the Secretary may deem appropriate. A year later, Congress
enacted the Comprehensive Smoking Education Act, Pub. L. 98-474, 98 Stat. 2200, which
amended the FCLAA by again modifying the prescribed warning. Notably, during debate on
the Senate floor, Senator Hawkins argued that the Act was necessary in part because “[u]nder
the Food, Drug and Cosmetic Act, the Congress exempted tobacco products.” 130 Cong. Rec.
26953 (1984). And in 1986, Congress enacted the Comprehensive Smokeless Tobacco Health
Education Act of 1986 (CSTHEA), Pub. L. 99-252, 100 Stat. 30 (codified at 15 U.S.C. § 4401
et seq.), which essentially extended the regulatory provisions of the FCLAA to smokeless
tobacco products. Like the FCLAA, the CSTHEA provided that “[n]o statement relating to the
use of smokeless tobacco products and health, other than the statements required by [the Act],
shall be required by any Federal agency to appear on any package ... of a smokeless tobacco
product.” § 7(a), 100 Stat. 34 (codified at 15 U.S.C. § 4406(a)). Thus, as with cigarettes,
Congress reserved for itself an aspect of smokeless tobacco regulation that is particularly
important to the FDCA’s regulatory scheme.

In 1988, the Surgeon General released a report summarizing the abundant
scientific literature demonstrating that “[c]igarettes and other forms of tobacco are
addicting,” and that “nicotine is psychoactive” and *“causes physical dependence
characterized by a withdrawal syndrome that usually accompanies nicotine abstinence.”
1988 Surgeon General’s Report 14. The report further concluded that the “pharmacologic and
behavioral processes that determine tobacco addiction are similar to those that determine
addiction to drugs such as heroin and cocaine.” Id., at 15 . In the same year, FDA
Commissioner Young stated before Congress that “it doesn’t look like it is possible to
regulate [tobacco] under the Food, Drug and Cosmetic Act even though smoking, | think, has
been widely recognized as being harmful to human health.” Rural Development, Agriculture,
and Related Agencies Appropriations for 1989: Hearings before a Subcommittee of the House
Committee on Appropriations, 100th Cong., 2d Sess., 409 (1988). At the same hearing, the
FDA’s General Counsel testified that “what is fairly important in FDA law is whether a
product has a therapeutic purpose,” and “[c]igarettes themselves are not used for a therapeutic
purpose as that concept is ordinarily understood.” Id., at 410. Between 1987 and 1989,
Congress considered three more bills that would have amended the FDCA to grant the FDA
jurisdiction to regulate tobacco products. See H. R. 3294, 100th Cong., 1st Sess. (1987); H. R.
1494, 101st Cong., 1st Sess. (1989); S. 769, 101st Cong., 1st Sess. (1989). As before,
Congress rejected the proposals. In 1992, Congress instead adopted the Alcohol, Drug Abuse,
and Mental Health Administration Reorganization Act, Pub. L. 102-321, § 202, 106 Stat. 394
(codified at 42 U.S.C. § 300x et seq.), which creates incentives for States to regulate the retail
sale of tobacco products by making States’ receipt of certain block grants contingent on their
prohibiting the sale of tobacco products to minors.

Taken together, these actions by Congress over the past 35 years preclude an
interpretation of the FDCA that grants the FDA jurisdiction to regulate tobacco products. We
do not rely on Congress’ failure to act--its consideration and rejection of bills that would have
given the FDA this authority--in reaching this conclusion. Indeed, this is not a case of simple
inaction by Congress that purportedly represents its acquiescence in an agency’s position. To
the contrary, Congress has enacted several statutes addressing the particular subject of
tobacco and health, creating a distinct regulatory scheme for cigarettes and smokeless
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tobacco. In doing so, Congress has been aware of tobacco’s health hazards and its
pharmacological effects. It has also enacted this legislation against the background of the
FDA repeatedly and consistently asserting that it lacks jurisdiction under the FDCA to
regulate tobacco products as customarily marketed. Further, Congress has persistently acted to
preclude a meaningful role for any administrative agency in making policy on the subject of
tobacco and health. Moreover, the substance of Congress’ regulatory scheme is, in an
important respect, incompatible with FDA jurisdiction. Although the supervision of product
labeling to protect consumer health is a substantial component of the FDA’s regulation of
drugs and devices, see 21 U.S.C. 8 352 (1994 ed. and Supp. Ill), the FCLAA and the
CSTHEA explicitly prohibit any federal agency from imposing any health-related labeling
requirements on cigarettes or smokeless tobacco products, see 15 U. S C. 88 1334(a), 4406(a).

Under these circumstances, it is clear that Congress’ tobacco-specific legislation has
effectively ratified the FDA’s previous position that it lacks jurisdiction to regulate tobacco.
As in Bob Jones Univ. v. United States, 461 U.S. 574 (1983), “[i]t is hardly conceivable that
Congress--and in this setting, any Member of Congress--was not abundantly aware of what
was going on.” Id., at 600-601. Congress has affirmatively acted to address the issue of
tobacco and health, relying on the representations of the FDA that it had no authority to
regulate tobacco. It has created a distinct scheme to regulate the sale of tobacco products,
focused on labeling and advertising, and premised on the belief that the FDA lacks such
jurisdiction under the FDCA. As a result, Congress’ tobacco-specific statutes preclude the
FDA from regulating tobacco products as customarily marketed.

Although the dissent takes issue with our discussion of the FDA’s change in
position, post, at 26-29, our conclusion does not rely on the fact that the FDA’s assertion of
jurisdiction represents a sharp break with its prior interpretation of the FDCA. Certainly, an
agency’s initial interpretation of a statute that it is charged with administering is not “carved
in stone.” Chevron, 467 U.S., at 863 ; see also Smiley v. Citibank (South Dakota), N. A., 517
U.S. 735, 742 (1996). As we recognized in Motor Vehicle Mfrs. Assn. of United States, Inc. v.
State Farm Mut. Automobile Ins. Co., 463 U.S. 29 (1983), agencies “must be given ample
latitude to “adapt their rules and policies to the demands of changing circumstances.” ” Id., at
42 (quoting Permian Basin Area Rate Cases, 390 U.S. 747, 784 (1968)). The consistency of
the FDA’s prior position is significant in this case for a different reason: it provides important
context to Congress’ enactment of its tobacco-specific legislation. When the FDA repeatedly
informed Congress that the FDCA does not grant it the authority to regulate tobacco products,
its statements were consistent with the agency’s unwavering position since its inception, and
with the position that its predecessor agency had first taken in 1914. Although not crucial, the
consistency of the FDA’s prior position bolsters the conclusion that when Congress created a
distinct regulatory scheme addressing the subject of tobacco and health, it understood that the
FDA is without jurisdiction to regulate tobacco products and ratified that position.

The dissent also argues that the proper inference to be drawn from Congress’
tobacco-specific legislation is “critically ambivalent.” Post, at 22. We disagree. In that series
of statutes, Congress crafted a specific legislative response to the problem of tobacco and
health, and it did so with the understanding, based on repeated assertions by the FDA, that the
agency has no authority under the FDCA to regulate tobacco products. Moreover, Congress
expressly preempted any other regulation of the labeling of tobacco products concerning their
health consequences, even though the oversight of labeling is central to the FDCA’s
regulatory scheme. And in addressing the subject, Congress consistently evidenced its intent
to preclude any federal agency from exercising significant policymaking authority in the area.
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Under these circumstances, we believe the appropriate inference--that Congress intended to
ratify the FDA’s prior position that it lacks jurisdiction--is unmistakable.

The dissent alternatively argues that, even if Congress’ subsequent tobacco-specific
legislation did, in fact, ratify the FDA’s position, that position was merely a contingent
disavowal of jurisdiction. Specifically, the dissent contends that “the FDA’s traditional view
was largely premised on a perceived inability to prove the necessary statutory  intent’
requirement.” Post, at 30. A fair reading of the FDA’s representations prior to 1995, however,
demonstrates that the agency’s position was essentially unconditional. See, e.g.,1972 Hearings
239, 242 (statement of Commissioner Edwards)(“[R]egulation of cigarettes is to be the
domain of Congress,” and “[a]ny such move by FDA would be inconsistent with the clear
congressional intent”); 1983 House Hearings 74 (statement of Assistant Secretary
Brandt)(“[T]he issue of regulation of tobacco ... is something that Congress has reserved to
itself”); 1983 Senate Hearings 56 (statement of Assistant Secretary Brandt)(“Congress has
assumed the responsibility of regulating ... cigarettes”); Brief for Appellee in Action on
Smoking and Health v. Harris, 655 F. 2d 236 (CADC 1980), 9 Rec. in No. 97-1604 (CA4),
Tab No. 4, pp. 27, n. 23 (because “Congress has never acted to disturb the agency’s
interpretation,” it “acquiesced in the FDA’s interpretation”). To the extent the agency’s
position could be characterized as equivocal, it was only with respect to the well-established
exception of when the manufacturer makes express claims of therapeutic benefit. See, e.g.,
1965 Hearings 193 (statement of Deputy Commissioner Rankin)(“The Food and Drug
Administration has no jurisdiction under the Food, Drug, and Cosmetic Act over tobacco,
unless it bears drug claims™”); Letter to ASH Executive Director Banzhaf from FDA
Commissioner Kennedy (Dec. 5, 1977), App. 47 (“The interpretation of the Act by FDA
consistently has been that cigarettes are not a drug unless health claims are made by the
vendors”); Letter to ASH Executive Director Banzhaf from FDA Commissioner Goyan (Nov.
25, 1980), App. 67 (“Insofar as rulemaking would relate to cigarettes or attached filters as
customarily marketed, we have concluded that FDA has no jurisdiction”). Thus, what
Congress ratified was the FDA'’s plain and resolute position that the FDCA gives the agency
no authority to regulate tobacco products as customarily marketed.

C

Finally, our inquiry into whether Congress has directly spoken to the precise
question at issue is shaped, at least in some measure, by the nature of the question presented.
Deference under Chevron to an agency’s construction of a statute that it administers is
premised on the theory that a statute’s ambiguity constitutes an implicit delegation from
Congress to the agency to fill in the statutory gaps. See Chevron, 467 U.S., at 844 . In
extraordinary cases, however, there may be reason to hesitate before concluding that Congress
has intended such an implicit delegation. Cf. Breyer, Judicial Review of Questions of Law
and Policy, 38 Admin. L. Rev. 363, 370 (1986)(“A court may also ask whether the legal
question is an important one. Congress is more likely to have focused upon, and answered,
major questions, while leaving interstitial matters to answer themselves in the course of the
statute’s daily administration”).

This is hardly an ordinary case. Contrary to its representations to Congress since
1914, the FDA has now asserted jurisdiction to regulate an industry constituting a significant
portion of the American economy. In fact, the FDA contends that, were it to determine that
tobacco products provide no “reasonable assurance of safety,” it would have the authority to
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ban cigarettes and smokeless tobacco entirely. See Brief for Petitioners 35-36; Reply Brief for
Petitioners 14. Owing to its unique place in American history and society, tobacco has its own
unique political history. Congress, for better or for worse, has created a distinct regulatory
scheme for tobacco products, squarely rejected proposals to give the FDA jurisdiction over
tobacco, and repeatedly acted to preclude any agency from exercising significant
policymaking authority in the area. Given this history and the breadth of the authority that the
FDA has asserted, we are obliged to defer not to the agency’s expansive construction of the
statute, but to Congress’ consistent judgment to deny the FDA this power.

Our decision in MCI Telecommunications Corp. v. American Telephone &
Telegraph Co., 512 U.S. 218 (1994), is instructive. That case involved the proper construction
of the term “modify” in §203(b) of the Communications Act of 1934. The FCC contended
that, because the Act gave it the discretion to “modify any requirement” imposed under the
statute, it therefore possessed the authority to render voluntary the otherwise mandatory
requirement that long distance carriers file their rates. Id., at 225. We rejected the FCC’s
construction, finding “not the slightest doubt” that Congress had directly spoken to the
question. Id., at 228. In reasoning even more apt here, we concluded that “[i]t is highly
unlikely that Congress would leave the determination of whether an industry will be entirely,
or even substantially, rate-regulated to agency discretion--and even more unlikely that it
would achieve that through such a subtle device as permission to "modify’ rate-filing
requirements.” Id., at 231.

As in MCI, we are confident that Congress could not have intended to delegate a
decision of such economic and political significance to an agency in so cryptic a fashion. To
find that the FDA has the authority to regulate tobacco products, one must not only adopt an
extremely strained understanding of “safety” as it is used throughout the Act--a concept
central to the FDCA'’s regulatory scheme--but also ignore the plain implication of Congress’
subsequent tobacco-specific legislation. It is therefore clear, based on the FDCA’s overall
regulatory scheme and the subsequent tobacco legislation, that Congress has directly spoken
to the question at issue and precluded the FDA from regulating tobacco products.

* * *

By no means do we question the seriousness of the problem that the FDA has sought
to address. The agency has amply demonstrated that tobacco use, particularly among children
and adolescents, poses perhaps the single most significant threat to public health in the United
States. Nonetheless, no matter how “important, conspicuous, and controversial” the issue, and
regardless of how likely the public is to hold the Executive Branch politically accountable,
post, at 31, an administrative agency’s power to regulate in the public interest must always be
grounded in a valid grant of authority from Congress. And “ “[i]n our anxiety to effectuate the
congressional purpose of protecting the public, we must take care not to extend the scope of
the statute beyond the point where Congress indicated it would stop.” ” United States v.
Article of Drug ... Bacto-Unidisk, 394 U.S. 784, 800 (1969)(quoting 62 Cases of Jam v.
United States, 340 U.S. 593, 600 (1951)). Reading the FDCA as a whole, as well as in
conjunction with Congress’ subsequent tobacco-specific legislation, it is plain that Congress
has not given the FDA the authority that it seeks to exercise here. For these reasons, the
judgment of the Court of Appeals for the Fourth Circuit is affirmed.

It is so ordered.
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*End opinion of the Court.

*Begin dissent.

FOOD AND DRUG ADMINISTRATION, etal., PETITIONERS v. BROWN &
WILLIAMSON TOBACCO CORPORATION et al. on writ of certiorari to the united
states court of appeals for the fourth circuit

[March 21, 2000]

Justice Breyer, with whom Justice Stevens, Justice Souter, and Justice Ginsburg
join, dissenting.

The Food and Drug Administration (FDA) has the authority to regulate “articles (other
than food) intended to affect the structure or any function of the body ....” Federal Food,
Drug and Cosmetic Act (FDCA), 21 U.S.C. §8321(g)(1)(C). Unlike the majority, | believe that
tobacco products fit within this statutory language.

In its own interpretation, the majority nowhere denies the following two salient
points. First, tobacco products (including cigarettes) fall within the scope of this statutory
definition, read literally. Cigarettes achieve their mood-stabilizing effects through the
interaction of the chemical nicotine and the cells of the central nervous system. Both cigarette
manufacturers and smokers alike know of, and desire, that chemically induced result. Hence,
cigarettes are “intended to affect” the body’s “structure” and “function,” in the literal sense of
these words.

Second, the statute’s basic purpose--the protection of public health--supports the
inclusion of cigarettes within its scope. See United States v. Article of Drug ... Bacto-Unidisk,
394 U.S. 784, 798 (1969)(FDCA “is to be given a liberal construction consistent with [its]
overriding purpose to protect the public health “ (emphasis added)). Unregulated tobacco use
causes “[m]ore than 400,000 people [to] die each year from tobacco-related illnesses, such as
cancer, respiratory illnesses, and heart disease.” 61 Fed. Reg. 44398 (1996). Indeed, tobacco
products kill more people in this country every year “than ... AIDS, car accidents, alcohol,
homicides, illegal drugs, suicides, and fires, combined .” Ibid . (emphasis added).

Despite the FDCA'’s literal language and general purpose (both of which support the
FDA’s finding that cigarettes come within its statutory authority), the majority nonetheless
reads the statute as excluding tobacco products for two basic reasons:

(1) the FDCA does not “fit” the case of tobacco because the statute requires the FDA
to prohibit dangerous drugs or devices (like cigarettes) outright, and the agency concedes that
simply banning the sale of cigarettes is not a proper remedy, ante, at 19-20; and
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(2) Congress has enacted other statutes, which, when viewed in light of the FDA’s
long history of denying tobacco-related jurisdiction and considered together with Congress’
failure explicitly to grant the agency tobacco-specific authority, demonstrate that Congress
did not intend for the FDA to exercise jurisdiction over tobacco, ante, at 33-34.

In my view, neither of these propositions is valid. Rather, the FDCA does not
significantly limit the FDA’s remedial alternatives. See infra, at 14-21. And the later statutes
do not tell the FDA it cannot exercise jurisdiction, but simply leave FDA jurisdictional law
where Congress found it. See infra, at 21-26; cf. Food and Drug Administration
Modernization Act of 1997, 111 Stat. 2380 (codified at note following 21 U.S.C. § 321 (1994
ed., Supp. I1))(statute “shall” not “be construed to affect the question of whether” the FDA
“has any authority to regulate any tobacco product”).

The bulk of the opinion that follows will explain the basis for these latter
conclusions. In short, I believe that the most important indicia of statutory meaning--language
and purpose--along with the FDCA’s legislative history (described briefly in Part I) are
sufficient to establish that the FDA has authority to regulate tobacco. The statute-specific
arguments against jurisdiction that the tobacco companies and the majority rely upon
(discussed in PartIl) are based on erroneous assumptions and, thus, do not defeat the
jurisdiction-supporting thrust of the FDCA’s language and purpose. The inferences that the
majority draws from later legislative history are not persuasive, since (as | point out in
Part I11) one can just as easily infer from the later laws that Congress did not intend to affect
the FDA'’s tobacco-related authority at all. And the fact that the FDA changed its mind about
the scope of its own jurisdiction is legally insignificant because (as Part IV establishes) the
agency’s reasons for changing course are fully justified. Finally, as | explain in Part V, the
degree of accountability that likely will attach to the FDA’s action in this case should alleviate
any concern that Congress, rather than an administrative agency, ought to make this important
regulatory decision.

Before 1938, the federal Pure Food and Drug Act contained only two jurisdictional
definitions of “drug”:

“[1] medicines and preparations recognized in the United States Pharmacopoeia or
National Formulary ... and [2] any substance or mixture of substances intended to be used for
the cure, mitigation, or prevention of disease.” Act of June 30, 1906, ch. 3915, § 6, 34 Stat.
769.

In 1938, Congress added a third definition, relevant here:

“(3) articles (other than food) intended to affect the structure or any function of the
body ....” Act of June 25, 1938, ch. 675, § 201(g), 52 Stat. 1041 (codified at 21 U.S.C.
§321(9)(1)(C)).

It also added a similar definition in respect to a “device.” See § 201(h), 52 Stat. 1041
(codified at 21 U.S.C. 8321(h)). As | have mentioned, the literal language of the third
definition and the FDCA’s general purpose both strongly support a projurisdiction reading of
the statute. See supra, at 1-2.
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The statute’s history offers further support. The FDA drafted the new language, and
it testified before Congress that the third definition would expand the FDCA'’s jurisdictional
scope significantly. See Hearings on S. 1944 before a Subcommittee of the Senate Committee
on Commerce, 73d Cong., 2d Sess., 15-16 (1933), reprinted in 1 FDA, Legislative History of
the Federal Food, Drug, and Cosmetic Act and Its Amendments 107-108 (1979)(hereinafter
Leg. Hist.). Indeed, “[t]he purpose” of the new definition was to “make possible the
regulation of a great many products that have been found on the market that cannot be alleged
to be treatments for diseased conditions.” 1d., at 108. While the drafters focused specifically
upon the need to give the FDA jurisdiction over “slenderizing” products such as “anti-fat
remedies,” ibid., they were aware that, in doing so, they had created what was “admittedly an
inclusive, a wide definition.” Id., at 107. And that broad language was included deliberately,
so that jurisdiction could be had over “ all substances and preparations, other than food, and
all devices intended to affect the structure or any function of the body ....” Ibid. (emphasis
added); see also Hearings on S. 2800 before the Senate Committee on Commerce, 73d Cong.,
2d Sess. 516 (1934), reprinted in 2 Leg. Hist. 519 (statement of then-FDA Chief Walter
Campbell acknowledging that “[t]his definition of “drugs’ is all-inclusive™).

After studying the FDCA'’s history, experts have written that the statute “is a
purposefully broad delegation of discretionary powers by Congress,” J. O’Reilly, 1 Food and
Drug Administration § 6.01, p. 6-1 (2d ed. 1995)(hereinafter O’Reilly), and that, in a sense,
the FDCA “must be regarded as a constitution “ that “establish[es] general principles” and
“permit[s] implementation within broad parameters” so that the FDA can “implement these
objectives through the most effective and efficient controls that can be devised.” Hultt,
Philosophy of Regulation Under the Federal Food, Drug and Cosmetic Act, 28 Food Drug
Cosm. L. J. 177, 178-179 (1973)(emphasis added). This Court, too, has said that the

“historical expansion of the definition of drug, and the creation of a parallel concept of
devices, clearly show ... that Congress fully intended that the Act’s coverage be as broad as its
literal language indicates--and equally clearly, broader than any strict medical definition
might otherwise allow.” Bacto-Unidisk, 394 U.S., at 798 .

That Congress would grant the FDA such broad jurisdictional authority should
surprise no one. In 1938, the President and much of Congress believed that federal
administrative agencies needed broad authority and would exercise that authority wisely--a
view embodied in much Second New Deal legislation. Cf. Gray v. Powell, 314 U.S. 402, 411-
412 (1941)(Congress “could have legislated specifically” but decided “to delegate that
function to those whose experience in a particular field gave promise of a better informed,
more equitable” determination). Thus, at around the same time that it added the relevant
language to the FDCA, Congress enacted laws granting other administrative agencies even
broader powers to regulate much of the Nation’s transportation and communication. See, e.g.,
Civil Aeronautics Act of 1938, ch. 601, § 401(d)(1), 52 Stat. 987 (Civil Aeronautics Board to
regulate airlines within confines of highly general “public convenience and necessity”
standard); Motor Carrier Act of 1935, ch. 498, § 204(a)(1), 49 Stat. 546 (Interstate Commerce
Commission to establish “reasonable requirements” for trucking); Communications Act of
1934, ch. 652, 8§201(a), 48 Stat. 1070 (Federal Communications Commission (FCC) to
regulate radio, later television, within confines of even broader “public interest” standard).
Why would the 1938 New Deal Congress suddenly have hesitated to delegate to so well
established an agency as the FDA all of the discretionary authority that a straightforward
reading of the relevant statutory language implies?
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Nor is it surprising that such a statutory delegation of power could lead after many
years to an assertion of jurisdiction that the 1938 legislators might not have expected. Such a
possibility is inherent in the very nature of a broad delegation. In 1938, it may well have
seemed unlikely that the FDA would ever bring cigarette manufacturers within the FDCA'’s
statutory language by proving that cigarettes produce chemical changes in the body and that
the makers “intended” their product chemically to affect the body’s “structure” or “function.”
Or, back then, it may have seemed unlikely that, even assuming such proof, the FDA actually
would exercise its discretion to regulate so popular a product. See R. Kluger, Ashes to Ashes
105 (1997)(in the 1930’s “Americans were in love with smoking ...”).

But it should not have seemed unlikely that, assuming the FDA decided to regulate
and proved the particular jurisdictional prerequisites, the courts would rule such a
jurisdictional assertion fully authorized. Cf. United States v. Southwestern Cable Co., 392
U.S. 157, 172 (1968)(reading Federal Communications Act as authorizing FCC jurisdiction to
regulate cable systems while noting that “Congress could not in 1934 have foreseen the
development of” advanced communications systems). After all, this Court has read more
narrowly phrased statutes to grant what might have seemed even more unlikely assertions of
agency jurisdiction. See, e.g., Permian Basin Area Rate Cases, 390 U.S. 747, 774-777
(1968)(statutory authority to regulate interstate “transportation” of natural gas includes
authority to regulate “prices” charged by field producers); Phillips Petroleum Co. v.
Wisconsin, 347 U.S. 672, 677-684 (1954)(independent gas producer subject to regulation
despite Natural Gas Act’s express exemption of gathering and production facilities).

I shall not pursue these general matters further, for neither the companies nor the
majority denies that the FDCA’s literal language, its general purpose, and its particular
legislative history favor the FDA’s present jurisdictional view. Rather, they have made
several specific arguments in support of one basic contention: even if the statutory delegation
is broad, it is not broad enough to include tobacco. | now turn to each of those arguments.

I
A

The tobacco companies contend that the FDCA’s words cannot possibly be read to
mean what they literally say. The statute defines “device,” for example, as “an instrument,
apparatus, implement, machine, contrivance, implant, in vitro reagent, or other similar or
related article ... intended to affect the structure or any function of the body ... .” 21 U.S.C. §
321(h). Taken literally, this definition might include everything from room air conditioners to
thermal pajamas. The companies argue that, to avoid such a result, the meaning of “drug” or
“device” should be confined to medical or therapeutic products, narrowly defined. See Brief
for Respondent United States Tobacco Co. 8-9.

The companies may well be right that the statute should not be read to cover room
air conditioners and winter underwear. But | do not agree that we must accept their proposed
limitation. For one thing, such a cramped reading contravenes the established purpose of the
statutory language. See Bacto-Unidisk, 394 U.S., at 798 (third definition is “clearly, broader
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than any strict medical definition”); 1 Leg. Hist. 108 (definition covers products “that cannot
be alleged to be treatments for diseased conditions™). For another, the companies’ restriction
would render the other two “drug” definitions superfluous. See 21 U.S.C. 8§ 321(g)(1)(A),
(9)(1)(B)(covering articles in the leading pharmacology compendia and those “intended for
use in the diagnosis, cure, mitigation, treatment, or prevention of disease”).

Most importantly, the statute’s language itself supplies a different, more suitable,
limitation: that a “drug” must be a chemical agent. The FDCA'’s “device” definition states that
an article which affects the structure or function of the body is a “device” only if it “does not
achieve its primary intended purposes through chemical action within ... the body,” and “is
not dependent upon being metabolized for the achievement of its primary intended purposes.”
8 321(h)(emphasis added). One can readily infer from this language that at least an article that
does achieve its primary purpose through chemical action within the body and that is
dependent upon being metabolized is a “drug,” provided that it otherwise falls within the
scope of the “drug” definition. And one need not hypothesize about air conditioners or
thermal pajamas to recognize that the chemical nicotine, an important tobacco ingredient,
meets this test.

Although I now oversimplify, the FDA has determined that once nicotine enters the
body, the blood carries it almost immediately to the brain. See 61 Fed. Reg. 44698-44699
(1966). Nicotine then binds to receptors on the surface of brain cells, setting off a series of
chemical reactions that alter one’s mood and produce feelings of sedation and stimulation.
See id., at 44699, 44739. Nicotine also increases the number of nicotinic receptors on the
brain’s surface, and alters its normal electrical activity. See id., at 44739. And nicotine
stimulates the transmission of a natural chemical that “rewards” the body with pleasurable
sensations (dopamine), causing nicotine addiction. See id., at 44700, 44721-44722. The
upshot is that nicotine stabilizes mood, suppresses appetite, tranquilizes, and satisfies a
physical craving that nicotine itself has helped to create--all through chemical action within
the body after being metabolized.

This physiology--and not simply smoker psychology--helps to explain why as many
as 75% of adult smokers believe that smoking “reduce[s] nervous irritation,” 60 Fed. Reg.
41579 (1995); why 73% of young people (10- to 22-year-olds) who begin smoking say they
do so for “relaxation,” 61 Fed. Reg. 44814 (1996); and why less than 3% of the 70% of
smokers who want to quit each year succeed, id., at 44704. That chemistry also helps to
explain the Surgeon General’s findings that smokers believe “smoking [makes them] feel
better” and smoke more “in situations involving negative mood.” Id., at 44814. And, for
present purposes, that chemistry demonstrates that nicotine affects the “structure” and
“function” of the body in a manner that is quite similar to the effects of other regulated
substances. See id., at 44667 (FDA regulates Valium, NoDoz, weight-loss products). Indeed,
addiction, sedation, stimulation, and weight loss are precisely the kinds of product effects that
the FDA typically reviews and controls. And, since the nicotine in cigarettes plainly is not a
“food,” its chemical effects suffice to establish that it is as a “drug” (and the cigarette that
delivers it a drug-delivery “device”) for the purpose of the FDCA.

B

The tobacco companies’ principal definitional argument focuses upon the statutory
word “intended.” See 21 U.S.C. 8321(g)(1)(C). The companies say that “intended” in this
context is a term of art. See Brief for Respondent Brown & Williamson Tobacco Corp. 2.
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They assert that the statutory word “intended” means that the product’s maker has made an
express claim about the effect that its product will have on the body. Ibid. Indeed, according
to the companies, the FDA'’s inability to prove that cigarette manufacturers make such claims
is precisely why that agency historically has said it lacked the statutory power to regulate
tobacco. See id., at 19-20.

The FDCA, however, does not use the word “claimed”; it uses the word “intended.”
And the FDA long ago issued regulations that say the relevant “intent” can be shown not only
by a manufacturer’s “expressions,” but also “by the circumstances surrounding the
distribution of the article.” 41 Fed. Reg. 6896 (1976)(codified at 21 CFR 8801.4 (1999)); see
also 41 Fed. Reg. 6896 (1976)(“objective intent” shown if “article is, with the knowledge
[of its makers], offered and used” for a particular purpose). Thus, even in the absence of
express claims, the FDA has regulated products that affect the body if the manufacturer
wants, and knows, that consumers so use the product. See, e.g., 60 Fed. Reg. 41527-41531
(1995)(describing agency’s regulation of topical hormones, sunscreens, fluoride, tanning
lamps, thyroid in food supplements, novelty condoms--all marketed without express claims);
see also O’Reilly, Food and Drug Administration 813.04, at 13-15 (“Sometimes the very
nature of the material makes it a drug ...”).

Courts ordinarily reverse an agency interpretation of this kind only if Congress has
clearly answered the interpretive question or if the agency’s interpretation is unreasonable.
Chevron U.S. A. Inc. v. Natural Resources Defense Council, Inc., 467 U.S. 837, 842-843
(1984). The companies, in an effort to argue the former, point to language in the legislative
history tying the word “intended” to a technical concept called “intended use.” But nothing in
Congress’ discussion either of “intended” or “intended use” suggests that an express claim
(which often shows intent) is always necessary. Indeed, the primary statement to which the
companies direct our attention says only that a manufacturer can determine what kind of
regulation applies--"food” or “drug”--because, “through his representations in connection
with its sale, [the manufacturer] can determine” whether an article is to be used as a “food,” as
a “drug,” or as “both.” S. Rep. No. 361, 74th Cong., 1st Sess., 4 (1935), reprinted in 3 Leg.
Hist. 696.

Nor is the FDA’s “objective intent” interpretation unreasonable. It falls well within
the established scope of the ordinary meaning of the word “intended.” See Agnew v. United
States, 165 U.S. 36, 53 (1897)(intent encompasses the known consequences of an act). And
the companies acknowledge that the FDA can regulate a drug-like substance in the ordinary
circumstance, i.e., where the manufacturer makes an express claim, so it is not unreasonable
to conclude that the agency retains such power where a product’s effects on the body are so
well known (say, like those of aspirin or calamine lotion), that there is no need for express
representations because the product speaks for itself.

The companies also cannot deny that the evidence of their intent is sufficient to
satisfy the statutory word “intended” as the FDA long has interpreted it. In the first place,
there was once a time when they actually did make express advertising claims regarding
tobacco’s mood-stabilizing and weight-reducing properties--and historical representations can
portend present expectations. In the late 1920’s, for example, the American Tobacco
Company urged weight-conscious smokers to “ "Reach for a Lucky instead of a sweet.” ”
Kluger, Ashes to Ashes, at 77-78. The advertisements of R J Reynolds (RJR) emphasized
mood stability by depicting a pilot remarking that “ "It Takes Steady Nerves To Fly the Mail
At Night .... That’'s why | smoke Camels. And | smoke plenty!” ” Id., at 86. RJR also
advertised the stimulating quality of cigarettes, stating in one instance that “ "You get a Lift
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with a Camel,” ” and, in another, that Camels are “ "A Harmless Restoration of the Flow of
Natural Body Energy.” ” Id., at 87. And claims of medical proof of mildness (and of other
beneficial effects) once were commonplace. See, e.g., id., at 93 (Brown & Williamson
advertised Kool-brand mentholated cigarettes as “a tonic to hot, tired throats”); id., at 101,
131 (Phillip Morris contended that “[r]ecognized laboratory tests have conclusively proven
the advantage of Phillip Morris™); id., at 88 (RJR proclaimed “ "For Digestion’s sake, smoke
Camels! ... Camels make mealtime more pleasant--digestion is stimulated—alkalinity
increased” ). Although in recent decades cigarette manufacturers have stopped making
express health claims in their advertising, consumers have come to understand what the
companies no longer need to express--that through chemical action cigarettes stabilize mood,
sedate, stimulate, and help suppress appetite.

Second, even though the companies refused to acknowledge publicly (until only
very recently) that the nicotine in cigarettes has chemically induced, and habit-forming,
effects, see, e.g., Regulation of Tobacco Products (Part1): Hearings before the House
Subcommittee on Health and the Environment, 103d Cong., 2d Sess., 628 (1994)(hereinafter
1994 Hearings)(heads of seven major tobacco companies testified under oath that they
believed “nicotine is not addictive” (emphasis added)), the FDA recently has gained access to
solid, documentary evidence proving that cigarette manufacturers have long known tobacco
produces these effects within the body through the metabolizing of chemicals, and that they
have long wanted their products to produce those effects in this way.

For example, in 1972, a tobacco-industry scientist explained that “ “[s]moke is
beyond question the most optimized vehicle of nicotine,” ” and * "the cigarette is the most
optimized dispenser of smoke.”” 61 Fed. Reg. 44856 (1996). That same scientist urged
company executives to

“ “[t]hink of the cigarette pack as a storage container for a day’s supply of nicotine... .
Think of the cigarette as a dispenser for a dose unit of nicotine [and] [t]hink of a puff of
smoke as a vehicle of nicotine.” ” Ibid. (Philip Morris).

That same year, other tobacco industry researchers told their superiors that

“in different situations and at different dose levels, nicotine appears to act as a
stimulant, depressant, tranquilizer, psychic energizer, appetite reducer, anti-fatigue agent, or
energizer... . Therefore, [tobacco] products may, in a sense, compete with a variety of other
products with certain types of drug action.” ” Id., at 44669 (RJR).

A draft report prepared by authorities at Philip Morris said that nicotine

““is a physiologically active, nitrogen containing substance [similar to] quinine,
cocaine, atropine and morphine. [And] [w]hile each of these [other] substances can be used to
affect human physiology, nicotine has a particularly broad range of influence.” ” Id., at 44668-
44669.

And a 1980 manufacturer’s study stated that

“ “the pharmacological response of smokers to nicotine is believed to be responsible
for an individual’s smoking behaviour, providing the motivation for and the degree of
satisfaction required by the smoker.” ” Id., at 44936 (Brown & Williamson).

With such evidence, the FDA has more than sufficiently established that the
companies “intend” their products to “affect” the body within the meaning of the FDCA.

C
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The majority nonetheless reaches the “inescapable conclusion” that the language and
structure of the FDCA as a whole “simply do not fit” the kind of public health problem that
tobacco creates. Ante, at 20. That is because, in the majority’s view, the FDCA requires the
FDA to ban outright “dangerous” drugs or devices (such as cigarettes); yet, the FDA concedes
that an immediate and total cigarette-sale ban is inappropriate. Ibid .

This argument is curious because it leads with similarly “inescapable” force to
precisely the opposite conclusion, namely, that the FDA does have jurisdiction but that it must
ban cigarettes. More importantly, the argument fails to take into account the fact that a statute
interpreted as requiring the FDA to pick a more dangerous over a less dangerous remedy
would be a perverse statute, causing, rather than preventing, unnecessary harm whenever a
total ban is likely the more dangerous response. And one can at least imagine such
circumstances.

Suppose, for example, that a commonly used, mildly addictive sleeping pill (or, say,
a kind of popular contact lens), plainly within the FDA’s jurisdiction, turned out to pose
serious health risks for certain consumers. Suppose further that many of those addicted
consumers would ignore an immediate total ban, turning to a potentially more dangerous
black-market substitute, while a less draconian remedy (say, adequate notice) would wean
them gradually away to a safer product. Would the FDCA still force the FDA to impose the
more dangerous remedy? For the following reasons, I think not.

First, the statute’s language does not restrict the FDA’s remedial powers in this way.
The FDCA permits the FDA to regulate a “combination product”-- i.e., a “device” (such as a
cigarette) that contains a “drug” (such as nicotine) -- under its “device” provisions. 21 U.S.C.
8353(g)(1). And the FDCA’s “device” provisions explicitly grant the FDA wide remedial
discretion. For example, where the FDA cannot “otherwise” obtain “reasonable assurance” of
a device’s “safety and effectiveness,” the agency may restrict by regulation a product’s “sale,
distribution, or use” wupon *“such..conditions as the Secretary may prescribe.
8360j(e)(1)(emphasis added). And the statutory section that most clearly addresses the FDA’s
power to ban (entitled “Banned devices”) says that, where a device presents “an unreasonable
and substantial risk of illness or injury,” the Secretary “may “--not must --" initiate a
proceeding ... to make such device a banned device.” 8360f(a)(emphasis added).

The Court points to other statutory subsections which it believes require the FDA to
ban a drug or device entirely, even where an outright ban risks more harm than other
regulatory responses. See ante, at 12-13. But the cited provisions do no such thing. It is true,
as the majority contends, that “the FDCA requires the FDA to place all devices” in “one of
three classifications” and that Class 111 devices require “premarket approval.” Ante, at 12, 13.
But it is not the case that the FDA must place cigarettes in Class Il because tobacco itself
“present[s] a potential unreasonable risk of illness or injury.” 21 U.S.C. 8§360c(a)(1)(C). In
fact, Class Il applies only where regulation cannot otherwise “provide reasonable assurance
of ... safety.““88§ 360c(a)(1)(A), 360c(a)(1)(B)(placing a device in Class | or Class Il when
regulation can provide that assurance). Thus, the statute plainly allows the FDA to consider
the relative, overall “safety” of a device in light of its regulatory alternatives, and where the
FDA has chosen the least dangerous path, i.e.,the safest path, then it can--and does--provide a
“reasonable assurance” of “safety” within the meaning of the statute. A good football helmet
provides a reasonable assurance of safety for the player even if the sport itself is still
dangerous. And the safest regulatory choice by definition offers a “reasonable” assurance of
safety in a world where the other alternatives are yet more dangerous.
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In any event, it is not entirely clear from the statute’s text that a Class Il
categorization would require the FDA affirmatively to withdraw from the market dangerous
devices, such as cigarettes, which are already widely distributed. See, e.g., 8 360f(a)(when a
device presents an “unreasonable and substantial risk of illness or injury,” the Secretary
“may” make it “a banned device”); § 360h(a)(when a device “presents an unreasonable risk of
substantial harm to the public health,” the Secretary “may” require “notification”); §
360h(b)(when a defective device creates an “unreasonable risk” of harm, the Secretary “may”
order “repair, replacement, or refund”); cf. O’Reilly, Food and Drug Administration § 18.08,
at 18-38 (point of Class Il “premarket approval” is to allow “careful scientific review” of
each “truly new” device “ before it is exposed” to users (emphasis added)).

Noting that the FDCA requires banning a “misbranded” drug, the majority also
points to 21 U.S.C. § 352(j), which deems a drug or device “misbranded” if “it is dangerous to
health when used” as “prescribed, recommended, or suggested in the labeling.” See ante, at
12. In addition, the majority mentions § 352(f)(1), which calls a drug or device “misbranded”
unless “its labeling bears . . . adequate directions for use” as “are necessary for the protection
of users.” Ibid. But this “misbranding” language is not determinative, for it permits the FDA
to conclude that a drug or device is not “dangerous to health” and that it does have “adequate”
directions when regulated so as to render it as harmless as possible . And surely the agency
can determine that a substance is comparatively “safe” ( not “dangerous”) whenever it would
be less dangerous to make the product available (subject to regulatory requirements) than
suddenly to withdraw it from the market. Any other interpretation risks substantial harm of
the sort that my sleeping pill example illustrates. See supra, at 14. And nothing in the statute
prevents the agency from adopting a view of “safety” that would avoid such harm. Indeed, the
FDA already seems to have taken this position when permitting distribution of toxic drugs,
such as poisons used for chemotherapy, that are dangerous for the user but are not deemed
“dangerous to health” in the relevant sense. See 61 Fed. Reg. 44413 (1996).

The tobacco companies point to another statutory provision which says that if a
device “would cause serious, adverse health consequences or death, the Secretary shall issue”
a cease distribution order. 21 U.S.C. 8360h(e)(1)(emphasis added). But that word “shall” in
this context cannot mean that the Secretary must resort to the recall remedy whenever a device
would have serious, adverse health effects. Rather, that language must mean that the Secretary
“shall issue” a cease distribution order in compliance with the section’s procedural
requirements if the Secretary chooses in her discretion to use that particular subsection’s
recall remedy. Otherwise, the subsection would trump and make meaningless the same
section’s provision of other lesser remedies such as simple “notice” (which the Secretary
similarly can impose if, but only if, she finds that the device “presents an unreasonable risk of
substantial harm to the public”). 8360h(a)(1). And reading the statute to compel the FDA to
“recall” every dangerous device likewise would conflict with that same subsection’s statement
that the recall remedy “shall be in addition to [the other] remedies provided” in the statute.
§360h(e)(3)(emphasis added).

The statute’s language, then, permits the agency to choose remedies consistent with
its basic purpose--the overall protection of public health.

The second reason the FDCA does not require the FDA to select the more dangerous
remedy, see supra, at 14, is that, despite the majority’s assertions to the contrary, the statute
does not distinguish among the kinds of health effects that the agency may take into account
when assessing safety. The Court insists that the statute only permits the agency to take into
account the health risks and benefits of the “ product itself “ as used by individual consumers,
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ante, at 17, and, thus, that the FDA is prohibited from considering that a ban on smoking
would lead many smokers to suffer severe withdrawal symptoms or to buy possibly stronger,
more dangerous, black market cigarettes--considerations that the majority calls “the aggregate
health effects of alternative administrative actions.” Ibid . But the FDCA expressly permits
the FDA to take account of comparative safety in precisely this manner. See, e.g., 21 U.S.C.
8360h(e)(2)(B)(i)(I1)(no device recall if “risk of recal[l]” presents “a greater health risk than”
no recall); §360h(a)(notification “unless” notification “would present a greater danger” than
“no such notification”).

Moreover, one cannot distinguish in this context between a “specific” health risk
incurred by an individual and an “aggregate” risk to a group. All relevant risk is, at bottom,
risk to an individual; all relevant risk attaches to “the product itself”; and all relevant risk is
“aggregate” in the sense that the agency aggregates health effects in order to determine risk to
the individual consumer. If unregulated smoking will kill 4 individuals out of a typical group
of 1,000 people, if regulated smoking will kill 1 out of 1,000, and if a smoking ban (because
of the black market) will kill 2 out of 1,000; then these three possibilities means that in each
group four, one, and two individuals, on average, will die respectively. And the risk to each
individual consumer is 4/1000, 1/1000, and 2/1000 respectively. A “specific” risk to an
individual consumer and “aggregate” risks are two sides of the same coin; each calls attention
to the same set of facts. While there may be a theoretical distinction between the risk of the
product itself and the risk related to the presence or absence of an intervening voluntary act (
e.g., the search for a replacement on the black market), the majority does not rely upon any
such distinction, and the FDA’s history of regulating “replacement” drugs such as methadone
shows that it has long taken likely actual alternative consumer behavior into account.

I concede that, as a matter of logic, one could consider the FDA’s “safety” evaluation
to be different from its choice of remedies. But to read the statute to forbid the agency from
taking account of the realities of consumer behavior either in assessing safety or in choosing a
remedy could increase the risks of harm--doubling the risk of death to each “individual user”
in my example above. Why would Congress insist that the FDA ignore such realities, even if
the consequent harm would occur only unusually, say, where the FDA evaluates a product (a
sleeping pill; a cigarette; a contact lens) that is already on the market, potentially habit
forming, or popular? I can find no satisfactory answer to this question. And that, | imagine, is
why the statute itself says nothing about any of the distinctions that the Court has tried to
draw. See 21 U.S.C. §360c(a)(2)(instructing FDA to determine the safety and effectiveness of
a “device” in part by weighing “ any probable benefit to health ... against any probable risk of
injury or illness ...”)(emphasis added).

Third, experience counsels against an overly rigid interpretation of the FDCA that is
divorced from the statute’s overall health-protecting purposes. A different set of words, added
to the FDCA in 1958 by the Delaney Amendment, provides that “no [food] additive shall be
deemed to be safe if it is found [after appropriate tests] to induce cancer in man or animal.”
8348(c)(3). The FDA once interpreted this language as requiring it to ban any food additive,
no matter how small the amount, that appeared in any food product if that additive was ever
found to induce cancer in any animal, no matter how large a dose needed to induce the
appearance of a single carcinogenic cell. See H. R. Rep. No. 95-658, p. 7 (1977)(discussing
agency’s view). The FDA believed that the statute’s ban mandate was absolute and prevented
it from establishing a level of “safe use” or even to judge whether “the benefits of continued
use outweigh the risks involved.” Id., at 5. This interpretation--which in principle could have
required the ban of everything from herbal teas to mushrooms--actually led the FDA to ban
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saccharine, see 42 Fed. Reg. 19996 (1977), though this extremely controversial regulatory
response never took effect because Congress enacted, and has continually renewed, a law
postponing the ban. See Saccharin Study and Labeling Act, Pub. L. 95-203, 83, 91 Stat. 1452;
e.g., Pub. L. 102-142, Tit. VI, 105 Stat. 910.

The Court’s interpretation of the statutory language before us risks Delaney-type
consequences with even less linguistic reason. Even worse, the view the Court advances
undermines the FDCA'’s overall health-protecting purpose by placing the FDA in the strange
dilemma of either banning completely a potentially dangerous drug or device or doing nothing
at all. Saying that |1 have misunderstood its conclusion, the majority maintains that the FDA
“may clearly regulate many “dangerous’ products without banning them.” Ante, at 19. But it
then adds that the FDA must ban--rather than otherwise regulate--a drug or device that
“cannot be used safely for any therapeutic purpose.” Ibid . If I misunderstand, it is only
because this linchpin of the majority’s conclusion remains unexplained. Why must a widely-
used but unsafe device be withdrawn from the market when that particular remedy threatens
the health of many and is thus more dangerous than another regulatory response? It is, indeed,
a perverse interpretation that reads the FDCA to require the ban of a device that has no “safe”
therapeutic purpose where a ban is the most dangerous remedial alternative.

In my view, where linguistically permissible, we should interpret the FDCA in light
of Congress’ overall desire to protect health. That purpose requires a flexible interpretation
that both permits the FDA to take into account the realities of human behavior and allows it,
in appropriate cases, to choose from its arsenal of statutory remedies. A statute so interpreted
easily “fit[s]” this, and other, drug- and device-related health problems.

In the majority’s view, laws enacted since 1965 require us to deny jurisdiction,
whatever the FDCA might mean in their absence. But why? Do those laws contain language
barring FDA jurisdiction? The majority must concede that they do not. Do they contain
provisions that are inconsistent with the FDA’s exercise of jurisdiction? With one exception,
see infra, at 24, the majority points to no such provision. Do they somehow repeal the
principles of law (discussed in Part 11, supra ) that otherwise would lead to the conclusion that
the FDA has jurisdiction in this area? The companies themselves deny making any such
claim. See Tr. of Oral Arg. 27 (denying reliance on doctrine of “partial repeal”). Perhaps the
later laws “shape” and “focus” what the 1938 Congress meant a generation earlier. Ante, at
20. But this Court has warned against using the views of a later Congress to construe a statute
enacted many years before. See Pension Benefit Guaranty Corporation v. LTV Corp., 496
U.S. 633, 650 (1990)(later history is “ “a hazardous basis for inferring the intent of an earlier’
Congress” (quoting United States v. Price, 361 U.S. 304, 313 (1960))). And, while the
majority suggests that the subsequent history “control[s] our construction” of the FDCA, see
ante, at 20 (citation and internal quotation marks omitted), this Court expressly has held that
such subsequent views are not “controlling.” Haynes v. United States, 390 U.S. 85, 87-88 ,
n. 4 (1968); accord, Southwestern Cable Co., 392 U.S., at 170 (such views have “ “very little,
if any, significance’ ”); see also Sullivan v. Finkelstein, 496 U.S. 617, 632 (1990)(S calia, J.,
concurring)(“Arguments based on subsequent legislative history ... should not be taken
seriously, not even in a footnote.”).

Regardless, the later statutes do not support the majority’s conclusion. That is
because, whatever individual Members of Congress after 1964 may have assumed about the
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FDA'’s jurisdiction, the laws they enacted did not embody any such “no jurisdiction”
assumption. And one cannot automatically infer an anti-jurisdiction intent, as the majority
does, for the later statutes are both (and similarly) consistent with quite a different
congressional desire, namely, the intent to proceed without interfering with whatever
authority the FDA otherwise may have possessed. See, e.g., Cigarette Labeling and
Advertising--1965: Hearings on H. R. 2248 et al. before the House Committee on Interstate
and Foreign Commerce, 89th Cong., 1st Sess., 19 (1965)(hereinafter 1965
Hearings)(statement of Rep. Fino that the proposed legislation would not “erode” agency
authority). As | demonstrate below, the subsequent legislative history is critically ambivalent,
for it can be read either as (a) “ratif[ying]” a no-jurisdiction assumption, see ante, at 34, or as
(b) leaving the jurisdictional question just where Congress found it. And the fact that both
inferences are “equally tenable,” Pension Benefit Guaranty Corp., supra, at 650 (citation and
internal quotation marks omitted); Johnson v. Transportation Agency, Santa Clara Cty., 480
U.S. 616, 672 (1987)(Scalia, J., dissenting), prevents the majority from drawing from the later
statutes the firm, antijurisdiction implication that it needs.

Consider, for example, Congress’ failure to provide the FDA with express authority
to regulate tobacco--a circumstance that the majority finds significant. See ante, at 21, 24-25,
32-33. But cf. Southwestern Cable Co., supra, at 170 (failed requests do not prove agency
“did not already possess” authority). In fact, Congress both failed to grant express authority to
the FDA when the FDA denied it had jurisdiction over tobacco and failed to take that
authority expressly away when the agency later asserted jurisdiction. See, e.g.,S. 1262, 104th
Cong., 1st Sess., 8906 (1995)(failed bill seeking to amend FDCA to say that “[n]othing in this
Act or any other Act shall provide the [FDA] with any authority to regulate in any manner
tobacco or tobacco products”); see also H. R. 516, 105th Cong., 1st Sess., 82 (1997)(similar);
H. R. Res. 980, reprinted in 142 Cong. Rec. 5018 (1996)(Georgia legislators unsuccessfully
requested that Congress “rescind any action giving the FDA authority” over tobacco); H. R.
2283, 104th Cong., 1st Sess. (1995)(failed bill “[t]o prohibit the [FDA] regulation of the sale
or use of tobacco”); H. R. 2414, 104th Cong., 1st Sess., 82(a)(1995)(similar). Consequently,
the defeat of various different proposed jurisdictional changes proves nothing. This history
shows only that Congress could not muster the votes necessary either to grant or to deny the
FDA the relevant authority. It neither favors nor disfavors the majority’s position.

The majority also mentions the speed with which Congress acted to take jurisdiction
away from other agencies once they tried to assert it. See ante, at 22, 26-29. But such a
congressional response again proves nothing. On the one hand, the speedy reply might
suggest that Congress somehow resented agency assertions of jurisdiction in an area it desired
to reserve for itself--a consideration that supports the majority. On the other hand, Congress’
quick reaction with respect to other agencies’ regulatory efforts contrasts dramatically with its
failure to enact any responsive law (at any speed) after the FDA asserted jurisdiction over
tobacco more than three years ago. And that contrast supports the opposite conclusion.

In addition, at least one post-1938 statute reveals quite a different congressional
intent than the majority infers. See Note following 21 U.S.C. §321 (1994 ed., Supp. IlI)(FDA
Modernization Act of 1997)(law “shall [ not ] be construed to affect the question of whether
the [FDA] has any authority to regulate any tobacco product,” and “[s]Juch authority, if any,
shall be exercised under the [FDCA] as in effect on the day before the date of [this]
enactment”). Consequently, it appears that the only interpretation that can reconcile all of the
subsequent statutes is the inference that Congress did not intend, either explicitly or
implicitly, for its later laws to answer the question of the scope of the FDA’s jurisdictional
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authority. See 143 Cong. Rec. S8860 (Sept. 5, 1997)(the Modernization Act will “not
interfere or substantially negatively affect any of the FDA tobacco authority”).

The majority’s historical perspective also appears to be shaped by language in the
Federal Cigarette Labeling and Advertising Act (FCLAA), 79 Stat. 282, 15 U.S.C. §1331
et seq . See ante, at 25-26. The FCLAA requires manufacturers to place on cigarette packages,
etc., health warnings such as the following:

“SURGEON GENERAL’S WARNING: Smoking Causes Lung Cancer, Heart
Disease, Emphysema, And May Complicate Pregnancy.” 15 U.S.C. §1333(a).

The FCLAA has an express pre-emption provision which says that “[n]o statement
relating to smoking and health, other than the statement required by [this Act], shall be
required on any cigarette package.” 81334(a). This pre-emption clause plainly prohibits the
FDA from requiring on “any cigarette package” any other “statement relating to smoking and
health,” but no one contends that the FDA has failed to abide by this prohibition. See, e.g., 61
Fed. Reg. 44399 (1996)(describing the other regulatory prescriptions). Rather, the question is
whether the FCLAA’s pre-emption provision does more . Does it forbid the FDA to regulate
at all?

This Court has already answered that question expressly and in the negative. See
Cipollone v. Liggett Group, Inc., 505 U.S. 504 (1992). Cipollone held that the FCLAA’s pre-
emption provision does not bar state or federal regulation outside the provision’s literal scope.
Id., at 518. And it described the pre-emption provision as “merely prohibit[ing] state and
federal rulemaking bodies from mandating particular cautionary statements on cigarette
labels ... .” Ibid.

This negative answer is fully consistent with Congress’ intentions in regard to the
pre-emption language. When Congress enacted the FCLAA, it focused upon the regulatory
efforts of the Federal Trade Commission (FTC), not the FDA. See 1965 Hearings 1-2. And
the Public Health Cigarette Smoking Act of 1969, Pub. L. 91-222, 87(c), 84 Stat. 89,
expressly amended the FCLAA to provide that “[n]othing in this Act shall be construed to
affirm or deny the [FTC’s] holding that it has the authority to issue trade regulation rules” for
tobacco. See also H. R. Conf. Rep. No. 91-897, p. 7 (1970)(statement of House Managers)(we
have “no intention to resolve the question as to whether” the FTC could regulate tobacco in a
different way); see also 116 Cong. Rec. 7921 (1970)(statement of Rep. Satterfield)(same).
Why would one read the FCLAA’s pre-emption clause--a provision that Congress intended to
limit even in respect to the agency directly at issue--so broadly that it would bar a different
agency from engaging in any other cigarette regulation at all? The answer is that the Court
need not, and should not, do so. And, inasmuch as the Court already has declined to view the
FCLAA as pre-empting the entire field of tobacco regulation, I cannot accept that that same
law bars the FDA'’s regulatory efforts here.

When the FCLAA’s narrow pre-emption provision is set aside, the majority’s
conclusion that Congress clearly intended for its tobacco-related statutes to be the exclusive
“response” to “the problem of tobacco and health,” ante, at 35, is based on legislative silence.
Notwithstanding the views voiced by various legislators, Congress itself has addressed
expressly the issue of the FDA’s tobacco-related authority only once--and, as | have said, its
statement was that the statute was not to “be construed to affect the question of whether the
[FDA] has any authority to regulate any tobacco product.” Note following 21 U.S.C. 8321
(1994 ed., Supp. II1). The proper inference to be drawn from all of the post-1965 statutes,
then, is one that interprets Congress’ general legislative silence consistently with this
statement.
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I now turn to the final historical fact that the majority views as a factor in its
interpretation of the subsequent legislative history: the FDA’s former denials of its tobacco-
related authority.

Until the early 1990’s, the FDA expressly maintained that the 1938 statute did not
give it the power that it now seeks to assert. It then changed its mind. The majority agrees
with me that the FDA'’s change of positions does not make a significant legal difference. See
ante, at 34; see also Chevron, 467 U.S., at 863 (“An initial agency interpretation is not
instantly carved in stone”); accord, Smiley v. Citibank (South Dakota), N. A., 517 U.S. 735
742 (1996)(“[C]hange is not invalidating”). Nevertheless, it labels those denials “important
context” for drawing an inference about Congress’ intent. Ante, at 34. In my view, the FDA’s
change of policy, like the subsequent statutes themselves, does nothing to advance the
majority’s position.

When it denied jurisdiction to regulate cigarettes, the FDA consistently stated why
that was so. In 1963, for example, FDA administrators wrote that cigarettes did not satisfy the
relevant FDCA definitions--in particular, the “intent” requirement--because cigarette makers
did not sell their product with accompanying “therapeutic claims.” Letter to Directors of
Bureaus, Divisions and Directors of Districts from FDA Bureau of Enforcement (May 24,
1963), in Public Health Cigarette Amendments of 1971: Hearings on S. 1454 before the
Consumer Subcommittee of the Senate Committee on Commerce, 92d Cong., 2d Sess., 240
(1972)(hereinafter FDA Enforcement Letter). And subsequent FDA Commissioners made
roughly the same assertion. One pointed to the fact that the manufacturers only
“recommended” cigarettes “for smoking pleasure.” Two others reiterated the evidentiary need
for “health claims.” Yet another stressed the importance of proving “intent,” adding that “[w]e
have not had sufficient evidence” of “intent with regard to nicotine.” See, respectively, id., at
239 (Comm’r Edwards); Letter of Dec. 5, 1977, App. 47 (Comm’r Kennedy); 1965 Hearings
193 (Comm’r Rankin); 1994 Hearings 28 (Comm’r Kessler). Tobacco company counsel also
testified that the FDA lacked jurisdiction because jurisdiction “depends on ... intended use,”
which in turn “depends, in general, on the claims and representations made by the
manufacturer.” Health Consequences of Smoking: Nicotine Addiction, Hearing before the
Subcommittee on Health and the Environment of the House Committee on Energy and
Commerce, 100th Cong., 2d Sess., 288 (1988)(testimony of Richard Cooper)(emphasis
added).

Other agency statements occasionally referred to additional problems.
Commissioner Kessler, for example, said that the “enormous social consequences” flowing
from a decision to regulate tobacco counseled in favor of obtaining specific Congressional
“guidance.” 1994 Hearings 69; see also ante, at 31 (quoting statement of Health and Human
Services Secretary Brandt to the effect that Congress wanted to make the relevant
jurisdictional decision). But a fair reading of the FDA’s denials suggests that the
overwhelming problem was one of proving the requisite manufacturer intent. See Action on
Smoking and Health v. Harris, 655 F.2d 236, 238-239 (CADC 1980)(FDA “comments”
reveal its “understanding” that “the crux of FDA jurisdiction over drugs lay in manufacturers’
representations as revelatory of their intent”).

What changed? For one thing, the FDA obtained evidence sufficient to prove the
necessary “intent” despite the absence of specific “claims.” See supra, at 12-14. This
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evidence, which first became available in the early 1990’s, permitted the agency to
demonstrate that the tobacco companies knew nicotine achieved appetite-suppressing, mood-
stabilizing, and habituating effects through chemical (not psychological) means, even at a
time when the companies were publicly denying such knowledge.

Moreover, scientific evidence of adverse health effects mounted, until, in the late
1980’s, a consensus on the seriousness of the matter became firm. That is not to say that
concern about smoking’s adverse health effects is a new phenomenon. See, e.g., Higginson, A
New Counterblast, in Out-door Papers 179, 194 (1863)(characterizing tobacco as “ "a narcotic
poison of the most active class’ ). It is to say, however, that convincing epidemiological
evidence began to appear mid-20th century; that the First Surgeon General’s Report
documenting the adverse health effects appeared in 1964; and that the Surgeon General’s
Report establishing nicotine’s addictive effects appeared in 1988. At each stage, the health
conclusions were the subject of controversy, diminishing somewhat over time, until recently--
and only recently--has it become clear that there is a wide consensus about the health
problem. See 61 Fed. Reg. 44701-44706 (1996).

Finally, administration policy changed. Earlier administrations may have hesitated to
assert jurisdiction for the reasons prior Commissioners expressed. See supra, at 27-28.
Commissioners of the current administration simply took a different regulatory attitude.

Nothing in the law prevents the FDA from changing its policy for such reasons. By
the mid-1990’s, the evidence needed to prove objective intent--even without an express claim-
-had been found. The emerging scientific consensus about tobacco’s adverse, chemically
induced, health effects may have convinced the agency that it should spend its resources on
this important regulatory effort. As for the change of administrations, | agree with then-
Justice Rehnquist ‘s statement in a different case, where he wrote:

“The agency’s changed view ... seems to be related to the election of a new President
of a different political party. It is readily apparent that the responsible members of one
administration may consider public resistance and uncertainties to be more important than do
their counterparts in a previous administration. A change in administration brought about by
the people casting their votes is a perfectly reasonable basis for an executive agency’s
reappraisal of the costs and benefits of its programs and regulations. As long as the agency
remains within the bounds established by Congress, it is entitled to assess administrative
records and evaluate priorities in light of the philosophy of the administration.” Motor Vehicle
Mfrs. Assn. of United States, Inc. v. State Farm Mut. Automobile Ins. Co., 463 U.S. 29, 59
(1983)(concurring in part and dissenting in part).

\%

One might nonetheless claim that, even if my interpretation of the FDCA and later
statutes gets the words right, it lacks a sense of their “music.” See Helvering v. Gregory, 69
F. 2d 809, 810-811 (CA2 1934)(L. Hand, J.)(*[T]he meaning of a [statute] may be more than
that of the separate words, as a melody is more than the notes ...””). Such a claim might rest on
either of two grounds.

First, one might claim that, despite the FDA’s legal right to change its mind, its
original statements played a critical part in the enactment of the later statutes and now should
play a critical part in their interpretation. But the FDA’s traditional view was largely premised
on a perceived inability to prove the necessary statutory “intent” requirement. See, e.g.,FDA
Enforcement Letter 240 (“The statutory basis for the exclusion of tobacco products from
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FDA'’s jurisdiction is the fact that tobacco marketed for chewing or smoking without
accompanying therapeutic claims, does not meet the definitions ... for food, drug, device or
cosmetic”). The statement, “we cannot assert jurisdiction over substance X unless it is treated
as a food” would not bar jurisdiction if the agency later establishes that substance X is, and is
intended to be, eaten. The FDA’s denials of tobacco-related authority sufficiently resemble
this kind of statement that they should not make the critical interpretive difference.

Second, one might claim that courts, when interpreting statutes, should assume in
close cases that a decision with “enormous social consequences,” 1994 Hearings 69, should
be made by democratically elected Members of Congress rather than by unelected agency
administrators. Cf. Kent v. Dulles, 357 U.S. 116, 129 (1958)(assuming Congress did not want
to delegate the power to make rules interfering with exercise of basic human liberties). If
there is such a background canon of interpretation, however, | do not believe it controls the
outcome here.

Insofar as the decision to regulate tobacco reflects the policy of an administration, it
is a decision for which that administration, and those politically elected officials who support
it, must (and will) take responsibility. And the very importance of the decision taken here, as
well as its attendant publicity, means that the public is likely to be aware of it and to hold
those officials politically accountable. Presidents, just like Members of Congress, are elected
by the public. Indeed, the President and Vice President are the only public officials whom the
entire Nation elects. 1 do not believe that an administrative agency decision of this magnitude-
-one that is important, conspicuous, and controversial--can escape the kind of public scrutiny
that is essential in any democracy. And such a review will take place whether it is the
Congress or the Executive Branch that makes the relevant decision.

* * *

According to the FDA, only 2.5% of smokers successfully stop smoking each year,
even though 70% say they want to quit and 34% actually make an attempt to do so. See 61
Fed. Reg. 44704 (1996)(citing Centers for Disease Control and Prevention, Cigarette
Smoking Among Adults--United States, 1993; 43 Morbidity and Mortality Weekly Report
929 (Dec. 23, 1994)). The fact that only a handful of those who try to quit smoking actually
succeed illustrates a certain reality--the reality that the nicotine in cigarettes creates a
powerful physiological addiction flowing from chemically induced changes in the brain. The
FDA has found that the makers of cigarettes “intend” these physical effects. Hence, nicotine
is a “drug”; the cigarette that delivers nicotine to the body is a “device”; and the FDCA'’s
language, read in light of its basic purpose, permits the FDA to assert the disease-preventing
jurisdiction that the agency now claims.

The majority finds that cigarettes are so dangerous that the FDCA would require
them to be banned (a result the majority believes Congress would not have desired); thus, it
concludes that the FDA has no tobacco-related authority. | disagree that the statute would
require a cigarette ban. But even if | am wrong about the ban, the statute would restrict only
the agency’s choice of remedies, not its jurisdiction.

The majority also believes that subsequently enacted statutes deprive the FDA of
jurisdiction. But the later laws say next to nothing about the FDA’s tobacco-related authority.
Previous FDA disclaimers of jurisdiction may have helped to form the legislative atmosphere
out of which Congress’ own tobacco-specific statutes emerged. But a legislative atmosphere
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is not a law, unless it is embodied in a statutory word or phrase. And the relevant words and
phrases here reveal nothing more than an intent not to change the jurisdictional status quo.

The upshot is that the Court today holds that a regulatory statute aimed at unsafe
drugs and devices does not authorize regulation of a drug (nicotine) and a device (a cigarette)
that the Court itself finds unsafe. Far more than most, this particular drug and device risks the
life-threatening harms that administrative regulation seeks to rectify. The majority’s
conclusion is counter-intuitive. And, for the reasons set forth, | believe that the law does not
require it.

Consequently, I dissent.

*End Supreme Court decision.
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