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RE: Coyne Beahm. Inc.; Am. Advertising Federation; United 
States Tobacco Company and Nat'l Ass'n of Convenience 
Stores v. FDA M.D. N.C. (Osteen), Case Nos. 
2:95CV00591, 2:95CV00706, 2:95CV00593 and 6:95CV00665 

Dear Ms. Kagan, Ms. Drye, Ms. Rabb and Ms. Porter: 

Enclosed is a copy of our Response In Opposition To 
Plaintiffs POPAI's Rule 59(e) Motion To Amend Judgment which we 
filed in the Greensboro District Court yesterday. The Fourth 
Circuit still has not issued a scheduling order. 

Enclosure 
cc: Frank W. Hunger 
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UNITED STATES DISTRICT COURT 
FOR THE MIDDLE DISTRICT OF NORTIi CAROU 

GREENSBORO DIVISION 

AMERICAN ADVERTISING 
FEDERATION, .a lIl., 

Plaintiffs, 

v. 

DAVID A. KESSLER, M.D., 
Ill; llL., 

Defendants. 

) 
) 
) 
) 
) 
) 
) 
) 
) 

) 
) 
) 

--) 

2:95CV00593 

DEFENDANTS' RESPONSE IN OPPOSITION 1'0 PLAlNTIFF 
paPAl'S RULE 59(e) MOTION TO AMEND JUDGMENT 

Pursuant to Local Rule 202(f), MDNC, defendants hereby oppose the motion of 

002 

plaintiff Point of Purchase Advertising Instit.ute ("paPAl") [0 amend this Court's Order of 

April 25, 1997, wilh n::~pt:"l to self-service displays. As fully set forth in Defendants' Brief 

in Opposition to Plnintiff paPAl's Rule 59(e) Motion to Amend Judgment, submitted 

herewith, POPAl's 1Il0tion fails to meet the requirements for consideration under Rule 59(e); 

and, because this Court's decision with respect to self-service displays is correct, there is nO 

basis to amend that decision. 

WHEREFORE, defendants request that the COllrt summarily deny plaintiff 

paPAl's Rule 59(e) Motion w Amend Judgment. 

Respectfully submitted, 

FRANK W. HUNGER 
Assistant Attorney General 
Civil Division 
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CER'tI;FlCAJE OF.SERvrCE 

I certify that On May 16, 1997, I served copies of Defendants' Response in 

Opposition to Plaintiff POPAl's Rule 59(e) Motion to Amend Judgment and Defendants' 

Brief in Opposition to Plaintiff POPAl's Rule 59(e) Motion to Amend Judgment upon 

counsel for plaintiffs as fOllows: 

BY FEDERAL EXPRESS 

C. Allen Foster 
Eric C. Rowe 
Patton, Boggs, L.L.P. 
500 Nationsbank Building 
101 West Friendly Ave. 
Greensboro, NC 27401 

Keith W. Vaughn 
Womble, Carlyle, Sandridge & Rice, P .L.LiC. 
1.600 BB&T Financial CentcJ' 
200 West Second st. 
Winston-Salem, NC 27101 

Larry B. Sitton 
Smith Helms Mulliss and Moore, L.L.P. 
300 N. Greene St., SLe. 1400 
Greensboro, NC 27401 

Norwood Robinson 
Robinson, Maready, Lawing & Comerford, L.L.P. 
370 Knollwood St., Sle. 600 
Winston-Salem, NC 27103 

John R. Jordan 
Jordan, Price, Wall, Gray & Jones 
225 Hillsborough SI., Ste. 200 
Raleigh, NC 27603 

- 3 -



David E. Johnston 
Hunton & Williams 

08:57 

One NationsBank Plaza, St". 2650 
101 S. Tryon Street 
Charlotte. NC 282RO 

BY u.s. MAlL 

John Oberdofer 
GP. Kendrick Macdowell 
Patton Boggs, L.L.P. 
2550 M Street, N.W. 
Washington, D.C. 20037 

US ATTORNEY'S OFFICE 005 

GERALD C. KELL 
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UNITED STATES DISTRICT COURT 
FOR mE MIDDLE DISTRICT OF NORTH CAROU 

GREENSBORO DIVISION 

AMERICAN ADVERTISING 
FEDERATION, !ll aL., 

) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 

Plaintiffs, 

v, 

DAVID A. KESSLER, M.D., 
III !!l..., 

Defendants. 

2:95CV00593 

DEFENDANTS' BRIEF IN OPP(j)SITION TO PLAINTIFF 
POPAl'S RULE 59(e) MOTION TO AMEND JuPGMENT 

1. INTRODUCTION 

On Apdl 25, 1997, the Court issued its Order and Memorandum Opinion 011 

886 

plaintiffs' motions for sUlIlIliary judgmenf challenging the validity of regulation of cigarettes 

and smokeless tobacco products by the Food and Dmg AdministTation ("FDA n). The heart 

of the Court's filling 1s its determination chat, under che Federal Food, Dmg, and Cosmetic 

Act, FDA is empowered 10 regulate access t.o and labeling of cigareues and smokeless 

tobacco products bm lacks authority under 21 U.S.C. § 360j(e) to regulate advertising and 

promotion of those products. Recognizing that its decision involves controlling questions of 

law and that an immediate appeal lIlay materially advance this litigation, the Court certified 

the decision faT interlocutory appeal punmant to 28 U.S.C, § 129Z(b). 

Within the lO-day period specified in § 1 292(b ), various plaintiffs and the defendants 

each petitioned the Unilt:<! States Court of Appeals for the Fourth Circuit to accept an 
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interlocutol}' appeal of this Court's OrdeL Additionally, defendants filed a Notice 01' Appeal 

from those portions of the Order adverse to them, inasmuch as tbe effect of those portions of 

the Order was to enjoin the implementation of cenaln pans of FDA's regulations. See 28 

U.S.C. § 1292(a)(I). 

Plaintiff Point of Purchase Advertising Institute ("POPAI") is apparently dissatisfied 

wilh tlus COUlt'S delennination tbat FDA can regulate self-service displays of tobacco 

products pUI'Suant to its authority to n,gulate access. to those products. Rather than joining in 

any of the other plaintiffs' § 1292(b) pelitions to the Coun of Appea)s, or filing such a 

petition of its own, however, POPAl has elected to move this Coun under Fed. R. eiv. P. 

59(c) to amend its decision. As we show below, POPAl's motion fails to meet the 

requirements for consideration under Rule 59(e)'" ,·Moreover, because this coun's decision 

with respect to self-service displays is correct, there is no basis to amend that decision. 

Defendants therefore request that the Court summarily reject the motion.Y 

1/ It is questionable whether POPAl's motion is properly characterized as a Rule 59(e) 
motion to amend a judgllll,nt at all. POPAl seeks amendment of a "minor" aspect of this 
Court's Order granting in part and denying in part plaintiff's motions for summary judgment. 
POPAl Motion at 4, 19. An oed",r panially granting and partiaUy denying snmmary 
judgment is not a "judgment" within the meaning of Rule 59(e). ~ Fed. R. elv. P. 54(a). 

11 Summary disposition of POPAl's lIIulion may 'also speed tbe ultimate resolution of this 
litigation by ensuring timL the:: motion willnOl delay consideration of this court's April 25 
decision by the Court of Appeals. TIle plaintiffs in this case, including POPAl, have argued 
to the Fourth Circuit that, under Fed. R. ApI', P. 4(a)(4), POPAl's Rule 59 (e) motion 
renders the notice of appeal flled by the government ineffective and that any appeal 
(hicluding the interlocutory appeals under 28 U.S,C. § 1292(b) which tile Fourth Cin:uit bas 
noW accepted) in these cases must await this Court's resolution of the Rule 59(e) motion. 
While the government disagrees with UlC~ plaintiffs' reading of Fed. R. App. P. 4(a)(4), and 
has so argued to the Fourth Circuit, sUlllmary rejection of POPAl's motion will assure that 
the appeals proceed promptly. 

- 2 -
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II. ARGUMENT 

A. POPAl's Motipn Is Improper Under R!ll~ 59Ce) 

POPAl acknowledge~ that ill the Fllunh Circuit the grounds for amending a judgment 

under Rule 59(e) are "(I) to accollunudate an intervening change in controlling law; (2) to 

account for new evidence not available at trial; or (3) to correct a clear error of law or 

prevent mallife~t injustice." Hutchinson v. Slaton, 994 F.2d 1076, 1081 (1993), What 

paPAl fails to recognize, however', is that: 

[AJ Rule 59(e) motion is not a vehicle for obtaining post Judgment reargument 
on issues already decided. Mere disagnxment with the court's interpretation 
of the law is not an appropriate ground fur a Rille 59(e) motion. Where the 
motion asserts only an erroneous view uf the law, the proper recourse is 
appeal. 

Intenlational Longshoremen's Ass'" v. Virginia Int'! Terminals, Inc., 932 F. Supp. "/61, 762 

(B.D. Va. 1996) (citing HlHchinson, 994 F.2d at 1082; Durkin v. Taylor, 444 F. Supp. 879, 

889-90 (E,D. Va. 1977». See also Charles Alan Wright, Arthur R. Miller, & Mary Kay 

Kane, Federal Practice allll Pwcedure § 2810.1 at 127-28 (2d ed. 1995) ("The Rule 5':1(e) 

motion may not be used to relitigate old malletS, or to raise arguments or present evidence 

that could have been raised p1"ior to the entry of judgment. "). 

Here, paPAl purports to asselt, as grounds for its Rule 59(e) motion, a "clear error 

of law" in the Court' 5 trc<,tment of ""If-service displays. paPAl Motion at 2, , 5; PO PAl 

Memorandum at 4. Bul theno is nothing in paPAl's motion that eltJler was not or could not 

have been argued in its originalmotiOIl for summary judgment. paPAl simply disagrees 

with the view of self-service displays embodied in the Coun's decision and wants a chance (0 

reargue the issue, 

- 3 -
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With regard to sclf-.elVice dbl'lays the Court ruled as follows: 

The court finds that the requu:emelll thal tobacco products be stored behind a 
counter and sold in a face-to-face exchange between a retailer and a consumer 
docs not implicate the Fit·sl. AlIJendment. Retailers may still exhibit store 
displays promoting the sale of tobacco products. They simply will be 
pmhibited frolll storing tubacco producLS on such displays. 

009 

Memorandum Opinion at 60 n.32. Thus, the Coun detennined that FDA's regulation of 

self-service displays is a restriction on access to rather than advenising or promotion of 

tobacco products. 

POPAl claims that "[w]ithout the benefit of the Court's framework, the particular 

impact of the Court's mling on SSDs [self-service displays] was never meaningfully 

addressed by any party." POPAl Memorandum at 4. To the contrary, as the Court noted, 

"Plaintiff National Association of Convenience Sto!"'s assen[ed] that the Regulation's ban on 

self-servicc displays implicates the First Amendment." Memorandum Opinion at 60 n.32. 

Indeed, POPAl COIlCed~~ that "[t]he National Association of Convenience Stores plaintiffs 

argued that SSDs constitute 'adv"rtising.'" POPAl Memorandum at 4 n, 1. Therefore, ~ven 

jf it had never occurred independcully to POPAl that FDA was regulating self-service 

displays as II means of access to tobacco products, by the time POPAl (and the other 

plaintiffs in this case) med their summary jUdgment reply brief, I'OPAI could have followed 

the lead of the Convenience Ston:: plaintiffs and made the arguments that it seeks to ntise 

now. 

More fundamentally, though, POPAl should not be heard to argue that it needed the 

benefit of the Court's "fnuuework" in order La argue that self-service displays are advertising 

and not means of access to tobacco products. In the preamble to the very regulations that 

- 4 -
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POPAl is challenging in this lawsuit, FDA made clear Its intention to regulate self-service 

displays as a means of access to tobacco products: 

FDA does agree, however, Lhat the I1Ile should be clarified so that tile 
reference to displays in § 897. 16(c) is understood to cover self-service saJes or 
merchandisers rather than advertising displays that contain no products and has 
amended the ru Ie accmdingly. 

61 Fed. Reg. 44396 at 44456 (col. 2) (1996). For reasons best known to itself, POPAI 

chose not to challcnge this distinction prior to the Court's ruling. That the COllrt agreed with 

FDA's distinction between displays that provide access to tobacco products and those that 

simply advertise the products should not provide POPAI with grounds LO argue tInder Rule 

59(e) a point it could readily have addressed in its summary judgment papers. 

Here, as in t.he DUTlsin casco 
,. 

The plaintiff ill [its] brief brings forWard no malleI' that could nor have 
been argued before judgment was entered herein. [Its] brief ill support of [its] 
motion is no more than an expression of a view of the law COlltrary to that set 
forth in the Cou,t's opinion. Whatever may be the purpose of Rule 59(e) it 
should not be supposed that it is intemled to give an unhappy litigant one 
additional chance to sway the judge. 

444 F. Supp. ill. 889. And here, as in Durkin, the Court Should not countenance such a 

misuse of Rule 59(e). 

B. The Court's Rulin!: Regarding Self-Service Displays Is Correct 

Bven if the Cou.t were to revisit the self-service display iS$l1e, there is no basis on 

which to amend its decision that regulation of such displays constjttltes a permissible access 

restriction. While POPAl claims the Court made a "clear error of law," it does not cite a 

single legal authority for Lhe proposition rhat self-service displays constitute advertising for, 

rather than a means of access to, louawo products. Instead, POPAI seizes on the Court's 

- 5 -
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conclusion that, while FDA can regulate the" sale, distribution, or use" of tobacco products 

under 21 U,S,C, § 360j(e), the agency cannot regulate advertising under that provision and 

then argues that because, as a factual maller, self-service displays serve au important 

advertising function, they cannOL boo regulated by FDA, To quote paPAl: 

paPAl respectfuUy submits that the Court erred in treating the ban on SSDs as 
an "access" regulation, mtheT than an "adve!tising" regulation. The error is 
understandable because, in t.he .cont .. xt of [he Court's paltieular statutory and 
definitional framework, the term "self-service display" is a misnomer. SSDs 
do not, in fact, involve "self-service." 

paPAl Memorandum at 2 (emphasis added). Such circlliar reasoning cannot withstand 

scrutiny. 

POPAl has already conceded that the facts as found by FDA are controlling for 

purposes of POPAl's motion for summary judgmeljt. SlOe Third Brief in Support of 

Plaintiffs' Motion for SUIllmary Judgment at 4 n.3. See also Memorandum Opinion at I n.l. 

The facts as found by FDA leavt:: no doubt Lhat its restrictions on self-service displays restrict 

access to, not advertising of, tobacco plOduc.:ts. 

For instance, FDA supported its ban on self-service displays with a "report [that] 

found that over 40 perc .. nt of [grade schOOl) srudents who smoked daily shoplifted cigarettes 

frolll self-service displays," 61 Fed. Reg. at 44453 (col. 3). Obviollsly, removal of tobacco 

products from those display~ will obviate that opportunity for shqplifting and thereby reduce 

the access of children t.o t.he products. 

The fact that shoplifting is not "sale" of the products does 1I0t, as paPAl argues 

(POPAI Memorandum at 8-9), diminish FDA's authority to reduce such access. As this 

Court found, and as PaPAl effectively concedes for purposes of its Rule 59(e) motion (e.g. 

- 6 -
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POPAl Memorandulll at 4-5), FDA has authority to restrict not only the "sale" but also the 

"distribution or use" of tobacw products. Memorandum Opinion at 54-60. By adopting a 

regulation that will reduce shoplifting of tobacco products, FDA has effectively limited the 

distribution of those prOdu~ts to, and their use by, children. 

POPAl not only fails in its attack on the anli-shoplifting basis for FDA's restriction of 

self-,service displays, it docs not even address the Olher substantial factual underpinnings of 

the restriction, The agency cited a study "showing that tobacco SlI.!S<.S. to young people 

dropped 40 10 80 percellt after enactment of ordinances prohibiting self-service displays and 

requiring vendor assisted sales," 61. Fed, Reg, at 44453 (col, 3) (emphasis added), The 

agency reasoned that "I"alloving self-service displays should increase interaction between 

retailers and potential consumers because the retailqr, under this rule, must physically hand 

the product to the COtlSlImer," llL. at 44456 (col. I). Additionally, the FDA found that "the 

lUlc eliminates a young pc;r~on' S ability to take a package of cigareues or smokeless lobacco, 

leave money on the counler, and leave the retailer's premises without having 10 provide 

proof of age," :w... All of lhe~" factors further refute POPAl's claim thaI FDA's restriction 

on self-service displays is an imp",nnissible ban on advertiSing rather than a restriction on 

access, 

Finally, whatevcr adveltising or promotional function may. or may not be served by 

including tobacco products on self-so:orvice displays, it is clear from POPAl's own authorities 

that it is the distribution funcUon of sl!ch displays that is paramount. Even assuming 

POPAl's newly submitted assertion that '''Highlighting a product--showing it while telling 

about it--is basic to successful in-store selling, '" POPAl Memorandum at 7 (quoting B. 

- 7 -
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Menin & A. Benning, The Power of Point-of-Purchase Advertising II (1992», the Court's 

ruling does nothing to imerf ere with that function. As the COIIIt said, "retailers may still 

exhibit store displays promoting sale of tobacco products," Memorandum Opinion at 60 n.32, 

presumably including displays that "show" the product pictorially or by mock-up. It is only 

"storing tobacco products on such displays" that is prohibited by the Court's decision. ld. 

And as even POPAl admits, what those kinds of displays arc "ultimately designed to do [is] 

to enable markete,'s (manufacturers and retailers) to fight the competition in geninl: their 

products into the customer's shopping bag-." POPAl Memorandum at 7 n.4 (quoting T. 

Shimp, Promotion Management and Marketing Communications 465 (1990» (emphasis 

added). 

Ill. CONCLUSION 

For all of the forcgoing reasons, the CouIt should summarily deny POPAl's motion 10 

amend this Court's decision with '~pe"t to self-service displays. 

- 8 -

Rcspeetfully submitted, 

FRANK W. HUNGER 
Assistant Attorney General 
Civil Division 

!!::: HST07JR(~ 
United States Attonley 

GEORGE I. PIDLUPS 
Counselor to the 
Assistant Attorney General 
Civil Division 
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Record Type: Record 

To: See the distribution list at the bottom of this message 

cc: Joshua Silverman/WHO/EOP, Jennifer D. Dudley/WHO/EOP 
Subject: 4th Circuit Schedule for Tobacco Rule Appeal 

The 4th Circuit has granted ours and plaintiff's petitions for interlocutory appeal but denied our 
motion for expedited appeal. However, the court's briefing schedule is close to the schedule we 
proposed. Plaintiffs file opening brief 6/3; gov't files opening brief 6/23; plaintiffs file answering 
brief 7/11; we file reply brief 7/21 (we requested 7/3 deadline for reply briefs). This schedule 
leaves open the possibility that, as we proposed, the court will rule before August 2B, the effective 
date of most of the rule's provisions. 

Message Sent To: 

Bruce R. LindseyIWHO/EOP 
Bruce N. Reed/OPD/EOP 
Elena Kagan/OPD/EOP 
Anne E. McGuireIWHO/EOP 
Barbara D. WoolleylWHO/EOP 
Michelle Crisci/WHO/EOP 
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1"~ 04/28/97 02:04:06 PM 

Record Type: Record 

To: Bruce R. LindseyIWHO/EOP, Elena Kagan/OPD/EOP, Bruce N. Reed/OPD/EOP 

cc: Michelle Crisci/WHO/EOP, Jennifer D. Dudley/WHO/EOP 
Subject: Good Newsl 

Another step forward on tobacco. 
---------------------- Forwarded by Elizabeth Drye/OPD/EOP on 04128/97 02:06 PM ---------------------------

.1.;0' Toby Donenfeld@OVP .. ~. 
1"P 04/28/97 01 :46:55 PM ~ 
= ... ~~,.:;:9>!~~~~~:;t:..~1<..,~,;;-:::..~~QI<.'9J!C1/ij:>;.<:("""".;»,;:f~x:::::::.lJ/! 

Record Type: Record 

To: Donald H. Gips/OVP @ OVP, Elizabeth Drye/OPD/EOP, Virginia M. Terzano/OVP @ OVP, Heidi 
Kukis/OVP @ OVP 

cc: 
Subject: Good News! 

Scotus-Billboards,550 
Ban on cigarette, liquor billboards upheld 

WASHINGTON (AP) The Supreme Court, in an apparent victory for 
President Clinton's proposed crackdown on tobacco advertising, 
today left intact Baltimore's bans on billboard ads for cigarettes 
and alcoholic beverages. 

The justices, without comment, turned away arguments that the 
city's twin bans on such ads violate free-speech rights. 

A federal judge in North Carolina left that constitutional 
question unanswered last week when he ruled that existing federal 
law doesn't allow the Food and Drug Administration to restrict 
cigarette advertising and promotion. 

But the judge also handed tobacco companies a big setback' in 
ruling that the FDA can regulate tobacco as a drug. 

President Clinton said that part of the judge's ruling on 
advertising and promoting would be appealed. 

The president has proposed forbidding cigarette brand 
advertising at sports events, on T-shirts and billboards within 
1,000 feet of schools and playgrounds, and in magazines likely to 
be read by teen-agers. 

Opponents of the proposal contend it runs afoul of a 
constitutionality test created by a 1980 Supreme Court ruling. 

In it, the court said commercial speech that is truthful. and not 
misleading may be limited only if government has a substantial 
interest, the limitation directly advances that interest and is no 
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more extensive than necessary. 
The Baltimore dispute dates back to a pair of 1994 ordinances 

that forced the removal of cigarette and alcoholic beverage ads 
from most city billboards. 

The ordinances were aimed at reducing illegal underage drinking 
and smoking. 

The 4th U.S. Circuit Court of Appeals upheld the bans last year, 
but was ordered by the Supreme Court to restudy its rulings in 
light of the justices' decision last May giving advertisers 
significantly greater protection from government regulation. 

The trend of rulings by the nation's highest court in recent 
years is to give commercial speech enhanced protections from 
government regulation. 

But after reconsidering each of Baltimore's bans, the 4th 
Circuit court again upheld both in August. 

The appeals court said the bans withstood the scrutiny required 
under the Supreme Court's 1980 ruling, and that the May ruling did 
not apply to the billboard dispute. 

The lower court added that measures to protect children deserve 
•• special solicitude" by courts . 

• • Baltimore's interest is to protect children who are not yet 
independently able to assess the value of the message presented," 
the appeals court said .•• This decision thus conforms to the 
Supreme Court's repeated recognition that children deserve special 
solicitude in the First Amendment balance." 

The amendment guarantees freedom of speech. 
The alcoholic-beverage ad ban was challenged by Anheuser~Busch, 

brewer of such popular beers as Budweiser and Michelob, and Penn 
Advertising of Baltimore, a billboard-leasing company. 

Penn Advertising challenged the city's cigarette ad ban. 
Alcoholic beverages still can be advertised in Baltimore on 

city buses, taxicabs, delivery trucks and stores licensed to sell 
such drinks. The city's ban also did not affect television, radio, 
newspaper and magazine advertisements. 

The city's cigarette-advertising ban also permits ads on buses 
and taxis, stores licensed to sell cigarettes and at professional 
sports' stadiums. 

The cases are Anheuser-Busch vs. Schmoke, 96-1428, and 
Penn-Advertising vs. Schmoke, 96-1429. 
APNP-04-28-97 1013EDT 

Copyright (cl 1997 The Associated Press 
Received by NewsEDGE/LAN: 4/28/97 10:02 AM 



George Jordan Phillips 
Counselor to the Assistant Attorney General 

u.s. Department of Justice 
Office of the Assistant Attorney General 
Civil Division -T o~a.cc.o - L; ),- ~~ (.AA.. 

950 Pennsylvania Ave., N. w., Room 3143 
Washington, D.C. 20530 
(202) 514-5713 Fax (202) 514-8071 

May 1, 1997 

HAND DELIVERY TO THE FOLLOWING RECIPIENTS: 

Mr. Bruce Lindsey 
Assistant to the President 

and Dep. Counsel 
2nd Floor West Wing 

Ms. Elizabeth Drye 
Chief of Staff 
Office of Policy Development 
Room 266, OEOB 

Mr. Ron Klain 
Chief of Staff 
Office of the Vice President 
Room 260, OEOB 

Ms. Elana Kagan 
Dep. Asst. to the Pres. for 

Domestic Policy 
Room 218, OEOB 

Mr. Charles Burson 
Counsel to the President 
Room 222, OEOB 

Ms. Harriet Rabb 
General Counsel 
Room 722A HHH 

RE: Coyne Beahm, Inc.: Am. Advertising Federation: United 
States Tobacco Company and Nat'l Ass'n of Convenience 
Stores v. FDA M.D. N.C. (Osteen), Case Nos. 
2:95CV00591, 2:95CV00706, 2:95CV00593 and 6:95CV00665 

Dear Mr. Lindsey, Ms. Kagan, Ms. Drye, Mr. Burson, Mr. Klain, and 
Ms. Rabb: 

Enclosed is the petition for permission to appeal from an 
interlocutory order filed by the tobacco plaintiffs on Tuesday, 
April 29, 1997, in the United States Court of Appeals for the 
Fourth Circuit. I am sorry we did not learn of this earlier, but 
we just received it. Instead of sending us a copy of the 
petition by hand-delivery or facsimile on the same day as filing, 
as had been their and our earlier practice, they simply dropped 
it in the mail from Richmond. 

Enclosure 
cc: Frank W. Hunger 
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+N THE UNXTmD STATES COURT OF ~FEALS 

PO~ THm FOURTH CIRCQXT 

APPEAL NO. 

lIR.OWH , WILLIAMSON TOBACCO CORPORATION, PlT Alu,., V. 
UNITED STATES FOOD &< nRUO ADMINISTRATION, n aIL... 

LORILLARP TOBACCO COMPANY, m: ~, v. UNITED STATES 
POOD , pRoa ADMINISTRATION, ET ~ 

PHXL:tP MaRll.lS. I:NCORPORATED n Al...... V. UNITEP STATES 
rOOD r. DRUG ADM!NISTRATION. ~ AL. 

R. J. REYNOLDS TOBACCO COHPANY, E'l' Mu.. v. UNITED STATES 
FOOD & DRUG ADMINISTRATION. ~ ~ 

PETITION FOR PERMISSION TO APPEAL FROM'AN INTERLOCUTORY 
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DISCLOSURB or CORPORAT~ AFFILLATIONS AND 
OTHER ENTITIES WXTn A DlREcr PXNANCIAM INTEREST IN LITIGATION 

'.~ 
Pursuant to FRAP 26.1 and Local Rule 26.1 

BROWN & WILLIAMSON TO~CO ~ORPO~TIOH, who is an appellanc makes 
the tollowing ~iscloBure: 

1. Is the party a publicly held corporation or other publicly 
held entity? 

Answer: NO. 

2. Is the party a parent, subsidiary, or affiliate of, or a 
trade association representing a publicly held corporation, 
or other publicly held entity (see Local Rula 26.1(b»? 

Answer: 
/ 

Yes. Brown & Williamson Tobacco Corporation is 
the indirect subsidiary of B.A.T. lndustries, 
P.L.C. 

3. II there any other publicly held corporation, or 9ther 
publicly hgld entity, th~t ha~ a direct financial interest 
in the outcome of the litigation (see Local Rule 26.l(b»? 

Answer: No. 

- 1 -
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DISCLOSURE OF CORPO~TB AFFILIATIONS AND 
OTHER '~IT*BS WXTH A P.&'CT FINANOIAL IHTBREST IN LITI9ATIQH 

Pursuant to FRAP 26.~ and Local Rule 26.1 

LORILLARD TOBACCO COMPANY, who is an appellanc maXes che 
following disclosure: 

1. Is the party a publicly held corporation or other publicly 
held entity? 

Answer: No. 

2. 18 the party a parent, subsidiary, or affiliate of, or a 
trade &8sociation representing a publicly held corporation, 
o~ other publicly held entity (sea Local Rule 26.1(b»? 

Answer: Yes. Lorillard Tobacco Company is the indirect 
subsidiary of Loews Corporation. 

3. IQ ~hQ~Q any other publicly held corporation, or other 
publicly held entity, that has a direct financial interest 
in the outoomQ of thQ litigation (see Local Rule 26.1(b»? 

Answer: No. 

- i1 -
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P~SCLOSURE OF CORPORATE APPXLIATIONS AND 
OTHER aNTITl'S WITH A DIRECT FINANCIAL %6TKRBST IN LITIGATION 

Pursuant to FRAP 26.1 and Local Rule 26.1 

PHILIP MOaRZS INCORPOaATBD ~ho 1. an appellant makes the 
following disclosure: 

1. II the party a publicly held corporation or other publicly 
held entity? 

Ans~er: No. 

2. Is the party a parent, subsidiary, or affiliate ct, or a" 
trado a8g0oiation representing a publicly held corporation, 
or other publicly held entity (S88 Local Rule 26.1(bll? 

Answer: yes. Philip Morris/Incorporated is the indirect 
eubeidiary of Philip Morris Companiea Inc. 

3. Is the.e any other publicly held.oorporation, or other 
publicly held entity, that haa a direct financial interest 
in the outcome of the litigation (eas Looal Rule 26.~(b)1? 

Answer: No. 

- iii -
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DISCLOSURE Of CORPORATE AFFILIATIONS AND 
OTHER ENTITIES WITH A DIRICT FINANCIAL INTEREST IN LITIGATXON 

Pursuant to FRAP 26.1 and Local Rule 26.1 

R. J. REYNOLDS TOBACCO COMPANY, who is an appellant makes the 
following disclosure: 

1. Is the party a publicly held corporation or other publicly 
held entity? 

J..newer: No. 

2. Is the party a parent, suDsidiary. or affiliate of, or a 
trade agQQoiation reprasartting a pub1iQly held corporation, 
or other publicly held entity (see Local Rule 26.1(b))? 

Answers Yes. R.J. Reynolds Tobacco Company is the 
indireot subsidia~ of RJR NabiQOO Holding~ Corp. 
(R.J. Reynolds Tobacco Company is wholly owned.by 
RJR NAbi."co. Inc.. which ia wholly ownad by RJR' 
Nabisco Holdings Corp. which is publicly held) • 
Nabi.oo Holdings Corp. is the publioly Held 
affiliate of R.J. Reynolds Tobacco Co. 

l. Is there any other publicly held corporation, or other 
publicly held entity. that has a direct financial intereaC 
in the outcome of the litigation (see Local Rule 26.1(b))? 

J..nswer: No. 

- iv -
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ClBTUlCATJ!! 01' 'l'TPEJ SIZI AMP 8TXIcJ 

Tbis Pecit10n tor permission co ~peal has been 

prepared in aocordance with Local Rule 32(a) regarding the 

typeface tor briefs. 

.' 
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ISSUES PRESENTED FOR REVIEW 

Whethe~ this Cou~t should grant petitioners' request 

for interlocutory review of the issues that Ii) were ruled upon 

by the district court in denying in part plaintiffs' motions for 

summary judgment, and (ii) were certified in the district court's 

order &8 appropriate for review by this Court under 26 U.S.C. 

§ 1292(b). Those issues are: 

(1) Whathar Congress has withheld jurisdiction from 

the Food ane! Drug Adm.iniatratiol1 ["FDA") over tobacco products .. as 

(2) Whether the Federal Food. Drug, and Cosmetic Act , 
(ftFDCA" I Applies to tobacco producta A£ ouatomarily mar~t*d. 

(3) Whether euch p~duote oan DO regulated aa medical 

"devices· within the !!lOOpS of th<::> PDCA. 

(4) Whether 21 U.S.C. § 360jle) authorizes any of 

FDA's restrictions on tobacco products. 

- 1 -
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1. INTROPUCTION. 

The distriot court has ruled in a matter of vast public 

importance on four issues of law that will need to be determined 

in this case, and that can be decided now. The dis~ric~ court 

has IYA epgnt§ certified the case under 28 U.S.C. § 1292(b) 

sta.ting; 

"This order involves controlling questions of 
law as to which there is substantial ground 
for difference of opinion. Furthermore, an 
immediate appeal from this order may 
materially advance the ultimate termination 
of tho litigation. Therefore, the court 
certifies this order for an interlocutory 
appeal pursuant to 29 U.S.C. § 1292 (b) .n 

Petitionera hQrQby PQtition this Court to decide (1) 

whether Congress has withheld from the Food &nd D~u9 

Administrlltion ("FDA") jurisdiction over tobaooo produ:otlD aa 

customarily marketedt (2) whether the Federa.l Food, Drug, and 

Cosmetic Act: ("P'DCA"l applies to tobacco produots} (3) wh4;lthar 

such pro6ucts ean be regulat:ed as medical "devices" wit:hin the 

meaning of the FDCA; and (4) whether 21 U.S.C. 8 360j (e) 

authorizes any of FDA's restrictions on tobacco products. 

These questions arise from a ruling by the U.s. 

District Court for the Middle District ot North Carolina on April 

25, 1997 that denied in part petitioners' motions tor summary 

judgment that ~DA has no jurisdiction over tobacco products as 

customarily marketed, and that all of FDA's tobacco regulat10ns 

are invalid. The district court's decision· accompanies this 

petition as Exhibit 1. See Appendix (hereinafter "Exh. II) • 

- 2 -
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The April 25. 1997 Order granting and denying relief and 

certifying that ruling for interlocutory review (the "0rderll) 

also accompanies this petition (Exh. 2). 

Prompt appellate review of these issues will 
~ 

effectively and efficiently resolve several ot the important 

legal aspects of petitioners' challenge to FDA's tobacco 

regulations. and could very well resolve the entire case. Thus, 

the appeal will present "controlling question[s] of law as to 

whioh there [are) substantial ground[e] for difference of 
, , 

opinion." and becauae resolution of the issues now "may 

materially advance the ultimate termination of the litigation." 

interlocutory review is warranted. 2B U.S.C. § 1292(b) . 

II • STATEMENT OF FACTS. 

No disputad issues of fact were decided by t~e district 

court, and none is presented for review in this Court. The 

issues presented are purely legal. 

STATEMENT Ot THE MATTER BKPOBE THE COURT 

The legal issues presented for review arise in a 

challenge to FDA's asserti'on of jurisdiction over the entire 

cigarette and smokeless tobacco industry, arid to FDA's tobacoo 

regulations promulgated under the asserted 'authority of the FDCA. 

On AUgust 28. 1996. FDA issued a final rule, in which 

it asserted plenary jurisdiction over tobacco products 

(aigaretteQ and Qmokeless tobacco I . 61 Fed. Reg. 44.396. 44.615-

18 (Aug. ~9, 1996) (Exh. 3). FDA's unprecedented regulations 

cover. inter ali~. tobaoco manufacturing. product names. the 

- 3 -
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label~ and other alpects of tobacco packages, and the sale, 

distribuU,on', advertising, and promotion of tobacco products. 

FDA'I assertion of jurisdictio~ over these products may also 

presage attempts by FDA to regulate the design and content of 

tobacco product~. 

Two FDA regulations relating to the retail eale ot 

tobacco products to persons under 18 years of age (proof of age 
• 

and related matters) went into effect on February 26, ,1997, 

during the pendency of petitioners' motioos for summary judgment. 

Under the distriot court's Order, thoBe two regulations remain in 

effect. FIlA's other tobaooo regulations were soheduled to go 
, 

i~to effect on Allguat 28, 1997 and August 28. 1998. 'the 

effectiveness of all of those regulations has been enjoi~ed or 

stayed by the district court .J./ , 
Petitioners' Complaints challenged. these regulations on 

many grounds. In support of their motions for summary judgment. 

petitioners contended that [1) Congress has withheld fro~ FDA 

jurisdiotion to regulate tobacco products as oustomarily 

marketed; (2) the FDCA does not authori~e FDA to exercise 

jurisdiction over tobacco products at all; (3) it does not 

authorize FDA to regulate them as medical "devices"; [4) 21 
.: i. 

U.S.C. i 360jCe). a provision of the FDCA. does not authorize any 

of FDA's restrictions on tobacco products. (5) § 360j(e) does not 

11 The Order stayed FDA from implementing "any of the 
additional Regu1 ... tions set: for impleme,ntation on AU51ullt 28, 
1997, pending further orders by the court. II EXh. 2. 

- 4 -
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authorize FDA to regulate their advertising or promotion; and (6) 

FDA's restriotions on tobacoo advertising and promotion vio1ace 

the First Amendment to the United States Constitution. by 

impermissibly restricting sutlstantially more speech than is 

necessary in pursuit of FDA's asserted regulatory goals. 

In ita deoision, the district court ruled against 

petitioners on issues (11-(41; it ruled in their favor on issue 

(5); and it did not reaeh issue (6). Thus, the issues tendered 

for review in this petition are issues (11-(41. aI These issues 

relate to FDA's jurisdiotion over tobaccO products i1 4ll, to 

FDA's treatment of these products as mectical "devices," which is 

the basis for all of FDA's tobacco ~egulations, and to the 

applicability of S 360j(e) in circumstances where, in FDA's view, 

restrictions under that prOVision would not prevent th~ regulated 

products from being unsafe, 

ABGTJMINT 

I. THE PISTRICT COURT'S RULING PARTIALLY DENYING PETITIONERS' 
MOTIONS POll. StIMMARY JODGMBNT IS PR.OPEJtLY RBVIEWAauE ONPl'.:ll 2 B 
U.S.C. 51292(b). 

judge 

Title 28 U,S.C, § 1292 (b) provides that. if a district 

in making in a civil action an order not otherwise 
appealable under this section, shall be of the opinion 
that such order involves a controlling question of law 
as to which there is substantial ground for difference 
of opinion and that an immediate appeal may materially 

, , 

21 If on an appeal by eha Ccvernment this Court were to reverse 
the dif;trict court's decision that FDA has rio statutory authority 
to regulate tobacco adverciaing and promotion, the district court 
would than need to reach the First Amendment issues. 

- 5 -
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advance the ultimate termination of the litigation, he 
shall BO state in writing such order. 

28 U.S.C. § 1~92(b). The section further states: 

The Court of AppealB which would have 
jurisdiction of an appeal ct such action may 
thereupon. in its discretion, permit an 
appeal to be taken from such order, if 
application is mad8 to it within ten days 
after the entry of the order(.J 

l!1. 1\n order denying a motion for eummary judgml!nt in whole or 

in part 1s just such an otherwise non· final order, non-appealable 

as of right, but in appropriate circumstanc~8 suitable for 
I 

certification under aectioI\ 1292(b). Shaw v. Stroud, 13 F.3d .. ,. 
791, 197·99 (4th Cir. 1994), Lum v. City & Cty. of Honolulu, 963 

F.2d 1167, 1169-70 (9th Cir.) (.th~ appropriate forum to review 

the denial of a summary judgment motion is through interlocutory 

appeal under (§ 1292(b)I"), cert. denied, 506 U.S. 102~, 113 S. 

Ct. 659, 121 L.Ed.2d 5eS (1992); Consolidated Exp .. Inc. v. New 

York ShiWinq As,oc., 602 F.2d 494, 501 (3d Cir. 1919) (same; 

certification granted where review of issue could make summary 

judgment appropriate) . 

Here, the district court's Order states the findings 

required by § 1292 (b) . 

Under § 1292 (b) , this Court thus has the discretion to 

review the issues certified in the district court's Order. 

II. STATEMENT OF 28 U.S.C •• 1292 (b) FACTORS WARRANT~NG 
rNTERLOCUTORY REVIE~. 

Sect:ion 1292 (b) identifies three determinations for:·the 

court regarding the prOpriety of interlocutory review, (1) the 

presence of controlling questions of law; (2) the existence of 

- 6 -
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substantial ground. for ditference of opinion on those quescionsi 

and (3) the possibility of material advancement or the litigation 

through interlocutory review of the district court'. ruling. In 

the instant caee, as the district court has determined, all three 

of these requirements 

are satisfied. 

as applied in this Circuit and elsewhere 

rirst. the district court has decided questions of law 

that are controlling. They are pure questions of statutory 

construction; no issues of fact were raised or decided. The 

issues of congressional intent and !;Itatutory autnorization wi~h 

respect to FDA juri!;ldiction over tobacco products as customarily 

marketed at all and, in particular; as medical "devices" are 

controlling as to petitioners' challenge to FDA's assertion of 

jurisdiotion over petitioners' tobacco products and aa,to the ., 
statutory validity of all of FDA's tobacco regulations. 

Resolution of eitner of these sets of issues in petitioners' 

favor would fully resolve the litigation. 

§econd, as demon!;ltrated by the authorities cited by. the 

petitioners and the government in.the district court -- and the 

diametrically opposed, compeeing interpretations of those 

authorities offered by the parties -- there exist subst~tial, 

grounds for difference of opinion on these issues. Indeed, the 

district court so stated. ~ Exh. 2. 

Third. interlocutory review of these legal issues may 

well materially advance the termination of this litigation. Such 

review would be much more efficient than proceeding in the 

- 1 -
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district court to the next phase of petitioners' Cha~~enge ~o the 

regulations.11 The legal issues raised have the potent1al to 

end the litigation swiftly and finally. The district court's 

decision on the remaining issues would almost certainly be 

appealed to this Court, however the district court decides them. 

lnterlocutory review may both expedite the resolution of the case 

and preserve the federal courts' resources, by obviating the need 

for extensive further proceedings. 

A. The District Court's Ruling Involves Controlling 
QueutlonA of Law .s to Whioh Subatantlal Grounds Ex~st 
for Difference of Opinion. 

1. The Ruling Involves Controlling Questions of Law. 

A "controlling question 6£ law".il one that is 

important or crucial to the case, and determination of wh1ch 

would substantially resolve the litigation. "Although .. the 

resolution of an issuB need not • . . terminate an ace ion in 

order to be 'controlling,'" "it is clear that a question of law 

is coneroll!ng if reversal of the district court'8 order Would 

eerminate the aotion." 'Klinghoffer v. SNC Achille Lauro, 921 

1".2<:1 :011, 24 (2d Cir. 1990). "Controlling" may aleo be defined 

with reference to an issue's importance to a wide spectrum of 

e~ses and parties. ~ id. 

3.1 The next phase would be a series of challenges to indiVidual 
regulations on a broad range of grounds: ~, FDA's lack of 
seatutory authority for particular regulatory provisions, a lack 
of factual support in the record, procedural irregularities in 
the rulemaking, Qnd additional constitutional infirmities in 
individual regulations. 

- 8 -
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As petitioners' memoranda 1n support or their motions 

for summary judgment on statutory grounds made clear (see EXh. ,_ 

5), the questions o~ oongressional intent and statutory 

construotion with regard to FDA jurisdiction over tobacco 

produots in general and as medical devioes in particular and the 

struoture of the PDCA and ita ability to accommodate regulatory 

authority over tobacco produots are all questions of law (no 

issues of fact are raised), and all potentially control the 

outcome of this litigation. 

In their motions for summary judgment in the distriot 

court, and now in this Court, petitioners do not ohallenge any of 
• 

the faotual findings PPA made in support of its assertion of 

jurisdiotion and its tobaoco regul&tiona (though petitioners do 

challenge legal conolusions drawn from those findingsl~~1 

Thus, the issues that would be presented on this appeal do not 

involve any disputed issues of fact. 

A ruling for petitioners on anyone of the issues of . 

FDA jurisdiction, applicability of the FDCA to tobaoco prodUcts, 

or whether tobacoo products can be, regulated as medical "devices" 

would invalidate all of FDA's t.obacc!o regulations, and terminate 

che litigacion. 

Where such controlling questions of congressional 

intent and statutory oonetruction are present, this court 

regularly grants interlooutory review. See,~. Duane v, 

it If n.oo~aary, p.~1tioners will challenge FDA's findings at a 
later stage of the litigation. See n. 3, supra. 

- 9 • 
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GElCO, 37 F.3d 1036, 1037-38 (4th C1r. 1994) (1n1:erlocutory 

rev1ew to determine whether 42 U.S.C. § 1981 ~pplies co private 

alienage discrimination); Madonia v. Blue Cross & Blue Shiel~ 9f 

Va" 11 F.3d 444, 446 (4th Clr. 1993) (ERISA preemption); Sejman 

v. warner-Lambert Co., 845 F.2d 66, 67 (4th Cir. 1988) (samell 

Terry y. Chauffeurs. Team§t,rs ~ Helpers. Local 391, 676 i. Supp. 

659, 660-665 (M.D.N.C. 1994) (right to jury trial on claim under 

5 301 of r.MRA). 

Here, FDA's interpretation of the tOCA (a statute in 

effect since 19382/ ) to support its assertion of jurisdiction 

over tobacco products is unprecedented. Thip interpretation is 

at odds with many decades of past fnterpretations of the iDCA and 

its predecessor statute,il and a different determination of ite 

validity could end the litigation. A question of agen9Y 

jurisdiction under an organic statute is particularly fit for, 

interlocutory review. ~ Consumer Product SAfoty Comm'n v. 

Anaconda co" 593 F.2d 131~, 1316 (D.C. Cir. 1979) (interlocutory 

review of agency jurisdiction under Consumer Product Safety Act) . 

The district court's ruling attempted to reconcile 

FDA's interpretation of the FDCA with Congress's comprehensive 

program of tobacco-specific legislation. Such an attempt to 

reconcile potentially conflicting statutes is well~suited for, 

certification and interlocutory review. See,~, Reed V, 

~I Pub. L. No. 75-441, 52 Stat 111 (1938).' 

if Pub. L. No. 59-384, 34 Stat. 168 (1906). 

- 10 -
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United Transp. Union, 828 F.2d 1066, 1066-67 (4th Cir. 1987) 

(interlocutory review of question of whether limitations period 

from NLRA applies to proceedings under LMRDA), rev'd on the 

merits, 488 U.S, 319, 109 S. Ct. 621, 102 L.Ed.2d 665 (1989); 

White v. Nat'1 Steel Corp., 938 F.2d 474, 480 (4th Cir. 1991) 

(interlocutory review of LMRA preemption, relationship with other 

statutes) . 

In Farmer Yo Emplqvment Sec. Comm'n of North Carolins, 

4 F.3d 1274 (4th Cir. 1993), an interlocutory appeal, this Court 

was confronted with the task of reconciling two federal statutes 

as part of a comprehensive statutory scheme, (1) the 1988 

Amendments to the 1968 Fair Housing Act, and (2) the Immigration 

Reform and Control Act of 1986. See ld. at 1279. There were. 
L, 

competing statutory interpretations; no court had defipitively 

resolved the issue; and, although the district court had ruled 

for the defendants, the plaintiffa' reading had "in the abstract, 

. aome merit," sufficient to support certification and 
~! . 

interlocutory review. See !g. at 1281-83; ~ also Metrix 

Warehouse. Inc. V' Daimler-Benz Aq, 716 F.2d 245, 246 (4th Cir. 

1983) (interpretation of Robinson-Patman Act') . 
", 

Here, the district court's ruling also addressed FDA's 
'.t . 

construccion of i~s statute taken by itself, and whether that 

construction does violence to the statute and whether it is in 
.:1. 

keeping with paae agency interpretations, as FDA claims. Thia 

get of iggUG9 also ia controlling, in that a decision for the 
'.' 

petitionars would and the ease. The validity of an 

• 11 -
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interp.et~tlon of crueial p+ovieione of a etatute ie an issue 

well-suited fo. interlocutory review. ~ Palumbo v. Waste 

~echno1Qqies Industries., ~O~ F.24 156, 158-5S (4Ch Cir. 1'~3) 

(interpretation of "citizen euit" language of RCRA in cont~t of 

other statutory sections)/ scott v. Jones, 964 F.2d 314, 316 (4th 

Cir. 1992) (meaning of "debt collector" under Federal Dellt 

Collection Practices Act) . 

2. Thers ArB Substantial Grounds for Difference of 
Opinion &bout the dist;19t court's Ruling. 

Section 1292 (b) requires that there be "substantial,.. 
I" 

grounds for difference of opinion." In giving meaning to this 

phrase. courts have found such grounds in a wide range of 

oircumatanCaG. ~.~. Camacho v. ManCUSQ. S3 F.3d 48, 49-50 

(4th Cir. 1995) (quaation of firat impreaaion in the Circuit); 

Ferguson v. United StateR, 7l~ F. Supp. 775, 786 (N.D.Cal. 1989) 

(no existing law on the subject. and "(a] determination on this· 

critlcal, novel i .... ue would ald the partie .. and the oourt"), 

Rector v. Local Union No. 10, Int'l Union 02 ileyator 

conscructors, 625 F. S~pp. 174, 181 (D.Md. l~eS) (d~eagreement 

between district C04rt and other C'ourts demonstrates substantial 

grouna for difference of opinion); U.s. v. sasser, 738 F. supp. 

177, 180 (D.S.C. 19901 (substantial grounds for difference of 

opinion even where district court followed Fourth Circu1t 

precedent and implications of Supreme Co~rt opinion); Virginia 

Roso, Ase'n v. Baliles, 868 F.2d 653, 657 (4th Cir. 1989) 

(district court in disagreement with two other courts of 

appeals); Foyle v. Lederle Labs., 674 F. Supp. 530, 533 (2.D.N.C. 

- 12 • 
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1987) (distriot court jOined majority ot circuits that had 

considered issue but certified nonetheless) . 

Here, the substantial grounds for disagreement with the 

district court'. decision are set forth in the petitioners' 

memoranda on the statutory issues, filed below and submitted 

herewith (EXh. 4-5). These differences are actually spelled out 

to some extent in the district court's opinion. 

FDA's assertion of jurisdiction over tobacco products 

as customarily marketed is unprecedented and sweeping, 

Substantial authority and authoritative indicia of oongressiOnal 

intent conflict with this assertion of jurisdiction, as set forth 

in Exhibits 4 and 5. The district/court's construction of 

Congress's tobacoo-specific statutes and of the FDCA constitutes 

a dramatic break with long-established understandings ?f these 

laws, including prior interpretations by both FDA and the courts. 

The distriot court's interpretation of the POCA to 

include tobacoo products even though they are not represented to 

affect a struoture or function of the body is contrary to long· 

established principles of food and drug law. Moreover, the 

distriot court's upholding of ~OA's.aetermination that these 

tobacco products are medical "device!>" as de!ined in the FOCA is 

contrary to the plain meaning of S 326(h) of the FDCA, 

In sum, there are substantial grounds for difference of 

opinion on the issues of law decided by the district court. 

- 13 -
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B. Review of ~ho dt.~rio~ cour~·. Order May MG~.rial1y 
Advance the UltimAte Termination of this Challenge to 
the AgencY" AQtion. 

A lieigane seeking interlocutory review must ahow tha~ 

such review may expedite resolution of the case, Berve the goals 

or etf1c1ency and simplicity, and noe prolong ~e case chrough 

piecemeal appeals. 9 J. MOORE, B. WARD , J.D. LUCAS, MOORE'S FID~ 

PRACTICE AND PROCEDURE 110.22[2], at 275 (2d edt 1991). Here, a 

grant of interlocutory review should make possible (though 

Obviously not certain) the conservation of resources through 

avoidance of further district court proceedings. IQ.; cf. J.P, 

Stevens Empys. Educ. Qomm, y. NLRBI 582 F.2d 326, 327 (4th Cir. 

1978). "Material advance [mentj" may also be explored in light of 

the amount of resources, number of litigants, and persons 

affected by the ruling. In re Showa DOnkO K.K, L-Tryptopban 

Liability Litigation II, 953 F.2d 162, 165 (4th Cir. 1992). 

In this case, the efficiencies of interlocutory review 

are not mere conjecture. Immediate review of the district 

court's ruling may materially advance the ultimate tarmination of 

this litigation by (1) preventing further lower court proceedings 

that may not be necessary if the legal issues are resolved 

differently during interlocutory review; and (2) expediting final 

resolution of the controlling legal issues, thus allowing the 

courts to resolve whether the regulations will be put in place or 

the government must seek congressional action with respect to FDA 

jurisdictio~ over tobacco products. 

- 14 -
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A fact-intensive proceeding as ~o the sufficiency of 

FDA's findings to aupport its regulations may b~ Avoided 

altogether if this Court resolves the controlling legal questions 

in petitioners' favor. A conclusion that FDA does not have 

jurisdiction over tobacco products as customarily marketed, tor 

example, would terminate the case. ~. J.P. Stevens Empys. S4uS. 

Comm. V. NLRB, 582 F.2d at 327. Likewise, a conclusion that FDA 

has impermissibly distorted the FDCA to try to make it eit 

tobacco products would end this litigation. These eventualities 

should be definitively explored and resolved by this Court so6ner' 

rather than later, to preserve the federal courts' resources. 

Ferauson Y, United States, 712 F. 9upp. 775, 786 (N.D. Cal. 1989). ., 
An immediate appeal also does not represent an 

additional expenditure of federal judicial resources, because the 
" 

issues for which certification is urged will be appealed by one 

side or the other regardless of the outcome of the district C,9urt 

proceedings. Hirsch v. Blue Cross & Blue Shield af Maryland, ". 

Inc., 1991 U.S. Diet. LEXIS 20963, .17-·19 (C.Md. 1991) 

(certification appropriate where different legal disposition 

would obviate later need for trial; especially appropriate 1f 

legal issues are going to be appealed regardless) (Exh. 6); 

Ferguson, 712 F. Supp. at 786 (same; government had expressed 

intent to appeal legal issues, whatever the trial outcome) . 

- 15 • 
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CQNClItl'sr°l'J 

tor the foregoing reasons, t~s court should grant 

petitioners' petition and allow an 1nterlooutory appeal w1th 

respect to the issues certified by the district court. 

Dated: April 29, 1997 

Respectfully submitted, 

aeJ~.~ 
R. Noel Clinard, E~q. 
Uunto~ & Williams 
VSB #18303 

o . 
~ 

Riverfront Plaza, East Tower 
951 ~aat ayrd Street 
Richmond, Virginia ~J~~~ 

Attorneys for Appellants 
Brown. Williamaon Tobac~o Co~., 
g lie 
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IN THE UNITED STATES DISTRICT 
FOR THE MIDDLE DISTRICT OF NORTH 

GREENSBORO DIVISION 

COYNE BEAHM, INC., 
BROWN & WILLIAMSON TOBACCO 
CORPORATION, 
~IGGETT GROUP, INC., 
LORILLARD TOBACCO COMPANY, 
PHILIP MORRIS, INCORPORATED, 
and R.J. REYNOLDS TOBACCO 
COMPANY, 

Plaintiffs, 

v. 

) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 

UNITED STATES FOOD & DRUG ) 
ADMINISTRATION and ) 
DAVID A. KESSLER, M.D., ) 
Commissioner of Food and Drugs, ) 

Defendants. 
) 
) 

* * * * * * * * * * * * 

i.l....:co - Ul-ioatrc-

2:9SCVOOS91 

AMERICAN ADVERTISING 
FEDERATION, 

) 
) 

~b 'Fie.. 

AMERICAN ASSOCIATION OF 
ADVERTISING AGENCIES, INC., 
ASSOCIATION OF NATIONAL 
ADVERTISERS, INC., 
MAGAZINE PUBLISHERS OF 
AMERICA, 
OUTDOOR ADVERTISING 
ASSOCIATION OF AMERICA, 
POINT OF PURCHASE 
ADVERTISING INSTITUTE, 

Plaintiffg, 

v. 

) 
) 
) 
) 
1 
) 
1 
1 
) 
) 
) 
) 
) 
) 
) 
) DAVID A. RESSLER, M.D., 

Commissioner of Food and 
and UNITED STATES FOOD & 
ADMINISTRATION, 

Oeftmda.nts. 

Drugs, ) 
DRUG ) 

) 
) 
) 

'2.. 

>. 
'"t. 

t-1. eo. ~ '"'" C \..-.o.J \.rf!A. 'I 

2:95CV00593 

* * * * • * * * * * • * 
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o R pER 

OSTEEN, District JUdge 

For the reasons set forth in the memorandum opinion entered 

contemporaneously herewith, 

IT IS THEREFORE ORDERED AND ADJUDGED that Plaintiffs' Motion 

ror summary JUdgment is granted as to the Regulations' 

restrictions on the promotion and advertising of tobacco 

products. 

IT IS FURTHER ORDERED AND AD3UDGED that Plaintiffs' Motion 

for Summary Jud~ent is denied as to the Regulations' access 

restrictions and labeling requirement~. 

This order involves controlling questions of law as to which 

there is substantial ground for difference of opinion. 

Furthermore, an immediate appeal from this order may materially 

advance the ultimate termination of the litigation. Therefore, 

the court certifies this order for an interlocutory appeal 

pursuant to 28 U.S.C. § l292(b). 

IT IS FURTHER ORDERED that the Regulations heretofore 

implemented prohibiting the sale of tobacco products to minors 

shall remain in full force and effect pending appeal by 

Plaintiffs. 

IT IS FURTHER ORDERED that the Food and Drug Administration 

shall not implement any of the additional Regulations set for 

implementation on August 28, 1997, pending turther orders ~y the 

court. 

P.004 
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IT Is FURTHER ORDERED that nothing set forth in this order 

concerning the time of i~plementation of the Raqulations shall 

prohibit either side from presenting motions to the court for a 

rsconsiderat1on as to the implementation of the Regulations 

pendinq appeal. 

IT IS FURTHER ORDERED that absent a timely appeal or absent 

permission of the Court of Appeals for the Fourth Circuit to 

proceed with an interlocutory appeal, this matter shall proceed 

for ultimate disposition by the court. 

This the &--i'~day of April, 1997. 

I 

UU11. 
District Judge 

P. 005 
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MEMORANDUM OPINION 

OSTEEN, District Judge 

"'. 'l'his case comes beforo tho court on plaintiffa' Motion for 

summary Judgment. I In August 1996, the Food and Drug 

Administration (UFDA") published in the Federal Register 

MRegulations Restricting the Sale and Distribution Of cigarettes 

and smokeless Tobacco to protect Children and Adolescents· 

(~Requlations"). 61 Fed. Reg. 44.396 (1996). Plaintiffs now 

seek summary judgment claiming that congress has withheld the 

authority to r09ulate tobacco products as customarily marketed 

from FDA and that the Federal Food, Drug, and cosmetic Act 

("FDCA" or "Act")l does not authorize FDA to requlato tobacco 

products as "drugs" or "devices." 

For the reasons discussed herein, Plaintiffs' Motion for 

Summary Judgment will be granted in part and denied in part. 

IFor purposes of their motion for summary judgment, 
Plaintiffs do not dispute the finding of facts made in FDA's 
jurisdictional determination and preamble to the Regulations. 
Although FDA did not tormally move for summary judgment, it 
suqqosts in its Response Brief that the court can and should 
enter summary judgment in its favor. since Plaintiffs would 
contest FDA's factual findings for purposes of a motion by FDA 
for summary judgment, summary judgment 1n ravor ot FDA would not 
be appropriate. 

221 U.S.C. § 321 et. seg. 

P. 008 
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I. DISCUSSION 

A. Summary 3udgment Principles. 

Summary jUdgment is appropriate in those cases where it is 

established through pleadings, affidaVits, depositions, and other 

discovery documents that there exists no genuine issue of 

mat~rial fact and the moving party is entitled to. judgment as a 

matter of law. Fed. R. Civ. P. 56(c); Anderson v. Libertv Lobby. 

Inc., 477 U.S. 242, 247-48, 106 S. ct. 2505, 2510, 91 L. Ed. ad 

202 (1986). Thus, it is the burden of the moving party to show 

the court that no material tactual issues exist for trial. Of 

course, the court must draw any permissible inference from the 

underlying facts as established in the record in the light most 

favorable to the nonmoving party. Matsushita Elee. Ingus. Co. v. 

Zenith Radio Corp., 475 U.S. 574, 587-88, 106 S. Ct. 1348, 

1356-57, 89 L. Ed. 2d 538 (1986); pulliam Inv. Co. v. Cameo 

Properties, 810 F.2d 1282, 1286 (4th Cir. 1987). 

When the moving party has carri~d its burden, the nonmoving 

party must come forward with evidence which shows more than some 

"metaphysical doubt" that genuine and material factu~l issues 

exist. Matsushita, 475 U.S. at 586, 106 S. ct. at 1356. A mere 

scintilla of evidence presented by the nonmoving party is 

insufficient to circumvent summary judgment. Anderson, 477 U.S. 

at 252, 106 S. ct. at 2512. Rather, the nonmoving party must 

convince the court that, upon the record taken as a whole, a 

4 
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rational trier of fact could find for the nonmoving party. ~ 

at 248-49, 106 S. ct. at 2510-11. 

B. congress Has Not Withheld Jurisdiction to Regulate Tobacco 
products trom the Food and Drug Administration. 

Plaintiffs assert that congress clearly intended to withhold 

jurisdiction to regulate tobacco products from FDA. Plaintiffs 

urge that the general structure and history of the FDCA and three 

federal statutes which address tobacco products reveal Congress' 

intent to reserve to itself the authority to shape federal policy 

regarding tobacco prOducts and, moreover, that the kegulations 

directly conflict with and are precluded by the three 

congressional tobacco-specific statutes. 

The court roviews FDA's construction of the FDCA under the 

analysis set forth in Chevron, U.S.A., Inc.v. Natural Resources 

Defense Council. Inc., 467 U.S. 837, 104 S. Ct. 2778, 81 L. Ed. 

2d 694 (1984). The first responsibility is to determine whether 

congress has directly spoken to the precise question at issue for 

"[i]f the intent of Congress is clear, that is the end of the 

matter." Id. 467 U.S. at 842, 104 S. ct. at 2781. Ie, however, 

the atatute "is sil~nt or ambiguous with respect to the speoific 

issue, the question for the court is whether the aq~ncy's answer 

is based on a permissible conatruetion of the statute.ft ~ 467 

U.S. at 843, 104 S. Ct. at 2782. 

5 
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',-

• 

1. Congress Expressed No Clear Intent in the Federal Food, 
Drug, and Cosmetic Act to Withhold Jurisdiction to 
Regulate Tobacco Products from the Food and Drug 
Administration. 

a. The Text of the Federal Food, Drug, and-CosmetIc 
Act. 

The precise question presented to the court is 

whether Congress has evidenced its clear intent to withhold fro~ 

FDA jurisdiction to regulate tobacco products as customarily 

marketed.] The inquiry as to what her Congress has directly 

spoken to the issue should begin with an examination of the text 

of the FDCA. 4 Mead Corp. y. Tilley, 490 U.S. 714, 722, 109 S. 

ct. 2156,2162,104 L. Ed. 2d 796 (1989); Kofa v. INS, 60 F. 3d 

1084, 1088 (4th Cil'. 1995). A product is subject to the FDCA if 

it meets the statute's definition of a "food," "drug," "device," 

or "cosmetic," See 21 U.S.C, § 321. Rather than itemize each 

'Plaintiffs do not dispute that FDA has authority to 
regulate tobacco products mark~ted as providing medical or other 
health benefits. ~ United StatQ~ v. 354 Bulk cartons Trim 
RedUcing-Aid Cigarettes, 178 F. Supp. 847 (D.N.J. 1959) 
(manufacturer Claimed in display cards, circulars, and point-of­
sale materials that its brand was effective for weight 
reduction); pnited states v. 46 Cartons. More Or Less. containing 
Fairfax Cigarettes, 113 F. Supp. 336 CO.N.J. 1953) (manufacturer 
promoted the cigarettes through leaflets as effective in 
preventing certain diseases). 

4In support of thGir as~ertion that congress has clearly 
withheld from FDA jurisdiction over tobacco products, Plaintiffs 
devote only a small portion of their brief to an examination of 
the text of the FDCA. PlaintiffS contend that neither the text 
of the FDCA hor its direct legislative history addresses tobacco 
products and that the court should, therefore, focus its inquiry 
on federal legislation that specifically addresses tobacco 
prOducts. The court will instead first examine the text and 
legislative history of the FDCA. 

6 
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product subject to regulation under the FDCA, Congress defined 

tnese categortas broadly 50 that each encompas5e5 a wiae range of 

products. 

~. As will be discussed more fully regarding the second issue 

raised by Plaintiffs, the court finds that tobacco products fit 

within the FDCA's definitions of ~drugft and "device." Therefore, 

Plaintiff~ must prove to the court that congress has expressed 

its clear intent to withhold from FDA jurisdiction to regulate 

tobacco products in some place other than the text of the FDCA. 

b. The Legislative History of the Federal Food, Drug, 
and Cosmetic Act. 

Both parties find support for their arguments in 

the FDCA's legislative history. Plaintirrs rirst note that 

tobacco products not only Were highly visible in the years 

preceding passage of the FDCA, but alSO were recognized by the 

federal government as a separate sector of the economy_ (PIs _ ' 

First Br. Supp. Mot. Summ. J. at 8-9.) Plaintiffs contend that 

had congress mQant to place such highly visible and oontroversial 

products within FDA's jurisdiction, the legislative history of 

the FOCA would reveal some discussion of the matte~. FDA, on the 

other hand, argues that in its enactment of the FDCA in 1938, 

congress broadened the scope or the previous fOOd and drug law, 

and. despite the high visibility of tobacco products, never 

excluded them from the FDCA's reach. 

Congress passed the first food and drug law, tha Pure Food 

and Drugs Act, in 1906. Pub. L. No. 59-384, 34 stat. 768 (1906). 

7 
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The 1906 Aot defined "drugft to include ~all medioines and 

preparations recognized in the United States Pharmacopoeia or 

Na~ional Formulary for internAl or externAl use, And Any 

substances or mixture of sUbstances intended to be used for the 

cure, mitigation, or prevention ot disease ot either man or other 

animals. ft ~ In 1938, Congress passed the FOCA and expanded 

the definition Of "drug ft to include articles "intended to affect 

the structure or function of the body." 21 u.s.c. 

S 321(9)(1)(C). The House Report accompanying the FDCA explained 

that the expansion of the definition of "drug ft wam intended to 

"amplif[y] and strengthen[]ft the FOCA. H.R. Rep. No. 75-2139, at 

2 (1939). 

In addition to expanding the definition of "drug,ft congress 

added the "device" category to the FDCA in 1938 and included 

within its definition "instrument[s]. apparatus, implement[s], 

machine[s], contrivance[s], .•• inclUding any component, part, 

or accessory . • . intended to affect the structure or any 

function of the body." 21.U.S.C. § 321(h) (3). Congress 

determined that the "expanmion of the definition of the term 

'drug' and the inclusion of devices are essential if the consumer 

is to be protected against A mUltip.licity of abuses not subject 

to the present law.ft S.Rep. No. 74-646, at 1 (1935). Thus 

congress, intending to expand the scope or the federal fOOd and 

drUg laws, broadly defined the categories of products to which 

the FDCA WOUld apply. 

8 
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In their examination of the legislative history of the FOCA, 

plaintirrs rocus on the a~sence Of any ~~scussion or tobacco 

products and assert that although Congress was aware of the 

po,ssibility of extending FDA's jurisdiction to reach tobacco 

products, it chose not to. Plaintiffs note that in 1Q14, FDA's 

predecessor agency, the Bureau of Chemistry in the Department of 

Agriculture, expressed its view that it could not regulate 

tobacco products as customarily marketed under the 1906.Act. 

Bureau of Chemistry, U.S. Department of Agriculture, Service & 

Regulatory Announcements. No. 13 (Apr. 2, 1914). Plaintiffs also 

note that in 1929, legislation which would have amended the 1906 

Act to cover tobacco products was introduced and referred to the 

committee on Agriculture and Forestry, but never passed. S. 

1469, '1st Congo (1929). Thus, Plaintiffs contend that congress 

was aware of both the highly visible tobacco prOducts and of the 

possibility of extending jurisdiction under the food and drug 

laws to cover tobacco products. Plaintiffs conclude that had 

congress contemplated placing tobacco products within the reach 

of the FDCA. there would have been opposition to, or, at the very 

least, discussion of the matter. (PIS.' First Br. supp. Mot. 

Summ. 3. at 9, n.9.) 

The legislative history's silence regarding tobacco products 

does not indicate that COhgress clearly intended to exempt such 

products from the Act. The FDCA applies to any product WhiCh 

meets one of the broad definitions of the Act, and the absence of 

discussion of the Act's application to even a highly visible 
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product does not foreclose regulation of that product under the 

Act. This court is convinced that neither the text nor the 

legislative h1~tory of the FDCA evidences clear congressional 

intent to withhold from FDA authority to regulate tobacco 

products. 

c. The Food and Drug Administration's Representations 
to Congress, Statements of Members of Congress, and 
Unenaoted Legislat1on. 

Plaintiffs COhtend that FDA's past representations 

to Congress, the remarks of certain members of congress, and a 

series of unenacted bills reveal not only that congress believed 

that FDA lacked authOr1ty to regulate tobacco products, but also 

that congress acquiesced to and ratified that position. 

FDA officials testified before congressional committees on 

numerous occasions that the agency lacked jurisdiction to 

regulate tobacco products. For example, FDA informed Congress in 

1963 that tobacco products as customarily marketed did not meet 

the definitions in the FOCA for food, drug, device, or cosmetic. 

~ Letter from FDA Bureau of Enforcement (May 23. 1963), 

reprinted in Hearings Before the Consumer Subcomm. of the Senate 

Comm. on Commerce On S. 1454, 92d cong., 2d Sess. 240 (1972) 

("1972 Hearings"). In 1965, an FDA official testified at a 

congressional hearing that FDA ahas no jurisdiction under the 

[FDCA] over tobacco, unless it bears drug claims." Cigarette 

Labeling and Advertising, Hearing Before the House Comm. on 

Interstate and Foreign Commerce on H.B. 2248, 89th Congo 193 

10 
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(1965). In 1972, FDA Commissioner Charles Edwards testlried that 

although cigarettes and other tobacoo productg would he drugs 

within the ~eaning of the FDCA if ~edical claims were made for 

~em, ·cigarettes recommended ror smoking pleasure are beyond the 

[FOCAl." 19'2 Hearjngs at 239. In 1989, FDA commissioner Frank 

young once again conveyed to congress that "it doesn't look like 

it is possible to regulate [tobacco] under the [FOCA] even though 

smoking, 1 think, has been widely recognized as being harmrul to 

human health." Hearina Before the Subcomm. on Rural Deyelopment, 

Agriculture, and Related Agencies of the House comm. on 

Approp~iations, looth Congo 409 (1989). 

In addition to expressing its view to Congress that it 

lacked jurisdiction to regUlate tobacco products, FDA defended 

that position in court. In May 1977, an anti-tobacco group, 

Action on Smoking and Health ("ASH"), petitioned FDA to regulate 

cigarettes as "drugs." Citizen Petitign, Dkt. No. 77P-01B5 at 

4-11 (May 26, 1977). FDA rejected ASH'S petition and the circuit 

court upheld FDA's decision. See ASH v. Harris, 655 F. 2d 236 

(D.C. cir. 1980). One year later, ASH petitioned FDA to regulate 

cigarettes as "devices,~ citi~en Petition, Okt. No. 7BP-033B 

(oct. 2, 19'8), and FDA rejected ASH's petition. Letter from 

Acting commissioner Mark Novitch tor commissioner of Food and 

Drugs to John F. Banzhaf, III, ,at 3 (November 25, 1980), Dkt. 

Nos. 77P-01BS, 78P-0338/CP. 

There is littlQ question that members of Conqress agreed 

with FDA's assertions that it lacked jurisdiction and, in an 

11 
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effort to remedy thQ situation, introducQd numerous bills which 

would have expressly granted FDA authority to regulate tobacco 

products. None of the bills passed. See. e.g., N.R. 11280, 84th 

Congo (1956); S. 2554, 85th congo (1957); H.a. 592, 85th congo 

(1957); S. 1682, 88th congo (1963); H.R. 5973, BBth Congo 

(1963): H.R. 9512, 88th Congo (1963); H.R. 2248, 89th Congo 

(1965); H.R. 2419, 95th congo (1977)i H"R. 3879, 95th congo 

(1977); H.R. 7168, 95th Congo (1977) ; S. 3317, 95th Conq. (1978)i 

B.R. 279, 96th Congo (1979); H.R. 3294, 99th Congo (1987); B.R. 

1494, looth congo (1989); S. 769, 100th Congo (1989). In 

introducing many of these bills, members of Congress stated that 

the legislation was needed to give FDA jurisdiction to regulate 

tobacco products. 

Thus, there is evidence not only that FDA previously 

asserted that it lacked jurisdiction to regulate tobacco products 

as customarily marketed, but also that some members of congress 

agreed with FDA and introduced legislation to expressly grant FDA 

jurisdiction. Plaintiffs conclude that congress believed FDA 

lacked jurisdiction and that its rejection of bills designQd to 

expressly grant FDA such jurisdiction, its amendment of the FDCA 

without granting such jurisdiction, and its enactment of other 

tobacco-specific legislation reveal that Congress aCqUiesced to 

and ratified FDA's assertion of lack of jurisdiction. The court 

must first determine whether Congress acquiesced to or ratified 

FDA's previous assertions of lack of authority, and, if the court 
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finds that Congress did, determine whether FDA permissibly 

adapted its position to new evidence. 

i. congress Neither Acquiesced to Nor Ratified the 
Food and Drug Administration's Position. 

The Supreme court has recognized that unenacted 

bills generally provide rather unpersuasive eviaence of 

congressional intent. See Central Bank of Penyer y. First 

Interstate Bank of Denver, 511 U.S. 164, ___ , 114 S. Ct. 1439, 

1453, 128 L. Ed. 2d 119 (1994) ("[Flailed legislative proposals 

are a particularly dangerous ground on which to rest an 

interpretation ot a prior statute. ft ) (internal citations 

omitted). Further, "the interpretation given by one Congress (or 

a committee or member thereot) to an earlier statute is of little 

assistance in discerning the meaning of that statute." ~ at 

___ , 114 S. Ct. at 1452 (quoting Public Employees Retirement sys. 

of Ohio v. Betts, 492 U.S. 158, 16B, 109 S. Ct. 2854, 2861. 106 

L. Ed. 2d 134 (1989». 

Despite its general reluctance to rely on unenacted bills 

and statements by members of Congress as evidence of 

congressional intent, the supreme Court has held that the 

rejection of bills by Congress may be relevant to a determination 

of congressional intent where there are extraordinary 

circumstances. ~ Bob Jones Universjty Y. United states. 461 

U.S. 574, 600-02, 103 S. ct. 2017, 2032-34,.76 L. Ed. 2d 157 

(1983) (Where "exhaustivQ hearingsft were held on specific issue 

and "no fewer than 13 bills introduced,ft congress' "failure to 

13 
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aot" was relevant.); united States y. Riye~side Bayview Homes. 

Inc., 474 U.S. 1~1, 137, 106 5. ct. 455, 464, 88 L. Ed. Zd 41g 

(1985) (Congress' failure to aot ia rRlevant "pa~ticularly where 

the administrative construction has been brought to congress' 

attention through legislation specifically designed to supplant 

it."). Plaintiffs oontend that FDA's previous assertions that it 

lacked jurisdiction, congress' rejection of legislation designed 

to grant FDA jurisdiction, and the belief of some members of 

congress that FDA lacked jurisdiction are extraordinary 

oircumstances Which are relevant to a determination of 

congressional intent. The court is persuaded that the 

circuID5tances presented fall short of the extraordinary 

circumstances found in Riverside Bayview Homes and Bob Jones 

university. 

In Riverside Bayview Homes, the Army Corps of Engineers 

eXercised jurisdiction over wetlands pursuant to the Clean Water 

Act. Soon the~eafter, while considering amendments to tbe Clean 

water Act, Congress specifically considered the regulations. 

After lengthy debates in both chambers regarding the co~s' 

assertion of jurisdiction, the Senate version, which did not deny 

the corps jurisdiction over wetlanqs, passed. The House vorsion, 

however, which denied the Corps jurisdiction, failed to pass. 

The court noted that although it would not usually attribute 

significance to Congress' failure to act, a refusal by congress 

to overrule agency construction ot a statute, partiQularly where 

that construction was brought to the attention of Congress bY 

14 
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means of leg'islation specifically designed to supplant it, was 

persuasive. 

In Bob ~onQS University, the Supreme Court upheld a 

challenged Internal Revenue Service ("IRSM) ruling. Noting 

congressional failure to modify the ruling despite full awareness 

of it and refusal to pass 13 bills which had been introduced to 

reverse the rUling, the court stated that congress had done more 

than merely fail to act on legislative proposals and had actually 

acquiesced to the IRS's interpretation. The Court also noted 

that Congre55 had affirmatively manifested acquiescence to the 

policy when it reenacted a version of the section at issue 

without altering the position taken by the IRS. 

Both Riverside Bayview Homes and Bob JOnes University are 

distinguishable from this case. First, the regulations at issue 

in Riverslge Bayview Homes generated a greater response in 

congress than did any Of FDA'S assertions or lack ot 

jurisdiction. Specifically, in Riyerside Bayyiew Hpmes, congress 

rejected legislation that would have altered the Corps' 

regUlations and passed legiSlation that did not alter those 

regulations only after extensive debate in both chambers. In 

this cose, of the numerous bills introduced to grant FDA 

jurisdiction over tobacco products, none were reported out of 

committee. (Ders.' Br. Opp'n Mot. Summ. ~. at 36.) Moreover, 

both Riverside Bavview Homes and Bob ~ones Universitv involved 

congressional consideration not ot an agency's assertion or 

inability to act, but of aqency action. Thus, in both RiYerside 

15 
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Bavyi~w Homes and Bob Jones University. the agency took action.! 

Congr~ss sUbsequently considered the matter, and ultimately 

decided not to invalidate the agency action. Xn this case. 

Plaintiffs urge the court to find that Congress acquiesced not to 

agency action, but rather to assertions by an agenoy that it 

lacked power to act. No case finding congressional acquiescence 

atter an agency's assertion of lack of jurisdiction to act has 

been cited to the court. The acquiescence argument is less 

persuasive in this context. 

Even if Congress acquiesced to or ratified FDA's prior 

position that it lacked jurisdiction to regulate tobacco 

products, the Supreme Court has held that oongressional 

acquiescence to or ratification of agency policy would not 

necessarily connote approval or disapproval of the agency's later 

alteration of that policy. ~ Motor Vehicles Mfrs. Ass'n v. 

state Farm Mut. Auto. Ins. Co., 463 U.S. Z~, 45, 103 S. Ct. 2856, 

2867-68. 77 L. Ed. 2d 443 (1983) ("While an agency's 

interpretation of a statute may be confirmed or ratifiea by 

subsequent congressional failure to change that interpretation, 

• . • even an unequivocal ratification - short of statutory 

incorporation - of the [aqenoy' 5 interpretation) would n,ot 

connote approval or disapproval of an agency's later decision to 

!The Army corps of Engineers promulgated regulations in 
United states v. Riverside Bayview Homes. Inc., 474 U.S. 121, 106 
S. Ct. 455, BB L. Ed. 2d 419 (19B5), and the Internal Revenue 
Service issued rulings in Bob Jones University v. United States, 
461 U.S. 574, 103 S. Ct. 2017, 76 L. Ed. 2d 157 (1983). 

16 

p, 021 



APR. -25' 97(FRI) 11:15 US MARSHAL G' BORO TEL:910 333 5084 

[alter that interpretation)."). ~ven if Congress acquiesced to 

FDA's assertion of lack of jurisdiction, such aCqUiescence would 

not necessarily connote congress' opposition to FDA's assertion 

6f jurisdiction. 

ii. The Food and Drug Administration May Adapt its 
Position to New Evidence. 

The Supreme court has held that an agency is 

entitled to adapt its policies. ~ Chevron, 467 U.S. at 863-64, 

104 S. ct. at 2792 ("An initial agency interpretation is not 

in~tantly carved in stone. On the contrary, the agency, to 

engage in informed rulemaking, must consider varying 

interpretations and the wisdom of its policy on a continuing 

basis. h
). For example, in Motor Vehicles Mfrs. Ass'n, 463 U.S. 

Z~, 103 5. c~. Z656, the court reviewed the secretary or 

Transportation's rescission of a requirement that automobiles be 

equipped with passive restraint systems and held that previous 

congressional support for the passive restraint requirement did 

not preclude a change in pOlicy. The Court noted that it "fully 

recogni2e[d) that regUlatory agencies do not establish rules of 

conduct to last forever" and that "an agency must be given ample 

latitude to adapt [its) rules and poliCies to the demands of 

changing circumstances." ~ at 42, 103 S. Ct. at 2866 (internal 

citations omitted); see alSO Rust v. SUllivan, 500 U.S. 173, III 

S. Ct. 1759, 114 L. Ed. 2d 233 (1991) (Notinq that an aqency may 

revise a previous interpretation, the Court rejected the 

plaintiffs' argument that the challenged re9ulations were not 
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entitled to deference under the second prong of Chevron analysis 

because they reversed the agency's longstanding interpretation of 

the statute.); ASH, 655 F. 2d 236, 242 n.l0 (D.C. Cir. 1980) (The 

court noted, in upholding FDA's denial of jurisdiction to 

regulate cigarettes, that M[n)othing in this opinion should 

suggest that [FDA] is irrevocably bound by any long-standing 

interpretation and representations thereof to the legislative 

branch. An administrative agency is clearly free to revise its 

interpretations.") . 

FDA contends that it has not altered its interpretation of 

the FDCA but rather has applied its longstanding interpretation 

to new evidence. AS more fUlly addressed in the court's 

discussion of the second issue raised by Plaintiffs, the court 

finds FDA's contention to be reasonable. Chevron, Motor Vehicles 

Mfrs_' Ass'n, and Rust support the finding that FDA ie entitled to 

adapt its position in light of new evidence. 

Thus, the text of the FOCA, its legislative history, and the 

body of evidence consisting of ' FDA's representations to Congress, 

unenacted bills, and statements by members or congress do not 

clearly indicate that Conqress intended to withhold from FDA the 

authority to regulate tobacco products. 

2. 

I 

Congress' Tobacco-Specific Legislation Does Not Reveal 
that Congress Intended to Withhold Jurisdiction to 
Regulate Tobacco Products trom tne FOOd ana Drug' 
Administration. 

Plaintiffs assert that congress has reserved to itself 

the authority to set federal policy reqardinq tobaoco products_ 
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Plaintiffs e~plain that the structure and history of the Federal 

cigarette Labeling and Advertising Act ("FCLAA"),' the 

comprehensive Smokele~s Tobacco Health Education Act ("CSTHEA"),' 

and the Alcohol, Drug Abuse, and Mental Health Reorganization Act 

ot 1992 ("ADAMHA Amendments·)' reveal congress' clear intent on 

the matter. Plaintiffs further urge that confli~t between the 

Regulations and Congress' tObacco-specific legislation supports 

their argument that Congress clearly reserved to itself the 

authority to regulate tobacco products. Each statute must be 

aeparately addressed. 

a. The Federal Cigarette Labeling and Advertising Act. 

Plaintiffs' position is that congress, believing 

that FDA lacked jurisdiction to regulate tobacco products, 

decided to address the concerns raised by tobacco use. 

Plaintiffs further assert that Congress, in enacting and later 

amending the FCLAA, expressed its clear intent to shape federal 

policy regarding tobacco products and to deny FDA a role in 

implementing that policy. The FCLAA'~ declaration of policy and 

purpose states: 

It is the pOlicy of Congress, and the pu~p05e of 
this chapter, to establish a comprehen~ive Federal 
program to deal with cigarette labeling and advertising 

615 U.S.C. S§ 1331-40. 

'15 U.S.C. 55 4401-08. 

842 U.S.C. § JOOX-26. 
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with r~sp~c~ to any r~lationship b~tw~~n smoking and 
health, whereby-

(1) the public may be adequately informed 
about any adverse health effects of ciqaret~e 
smoking by inclusion of warning notices on 
each package of cigarettes and in each 
advertis~ment or cigarettes; and 

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

15 U.S.C. S 1331. Plaintiffs conclude that this statement of 

policy evidences congress' intent to set all federal policy 

regarding cigarette labeling and advertising. 

From a review of only the FCLAA's statement of policy and 

purpose, Congress arguably intended to preempt any regulation of 

tobacco products not specifically ordered by congress. Ye~ 

Congress drafted the FCLAA's separate preemption provision very 

narrowly so as to provide, in relevant part, only that "[n]o 

statement relating to smoking and health, other than the 

statement required by section 1333 Of this title, shall be 

required on any cigarette package." 15 U.S.C. § 1334. 9 

~he court acknOWledges that federal-state preemption law 
does not directly govern the issue of FDA's jurisdiction to 
raqu1atQ tobacco products. NQVQrthQlQ~~, prinoiplQ~ from 
federal-state preemption law apply to the issue of whether 
Congress has forbidden FDA from regulating tobacco products. 
Indeed, both the FC~ and the CSTHEA contain "preemption" 
sections which specifically address the authority of federal 
aqencies to requlate both ciqarettes and smokeless tobacco 
products, respectively. See 15 U.S.C. §§ 1334, 4406. 
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The relatively narrow preemptive scope of § 1334 precludes a 

finding that Congress intended to reserve to itself alone the 

power to regulate tobacco products. Although § 1331 states that 

t~e FCLAA is designed to establish a comprehensive federal 

program, Congress did not expre~sly preclude other regulation of 

tobacco products in § 1334. "Congress' enactment of a provision 

defining the pre-emptive reach of a statute implies that matters 

beyond that reach are not pre-empted. ft Cipollone y. Liggett 

Group. Inc., 505 U.S. 504, 517, 112 S. Ct. 2608, 2618, 120 L. Ed. 

2d 407 (1992) (discussing preemptive scope of § 1334 (b), which 

addresses federal preemption of state law). 

Plaintiffs also assert that portions of the FCLAA directly 

conflict with FDA's assertion of authority. Specifically, 

Plaintiffs assert that the FCLAA conflicts with the Regulations 

in the following areas. First, they say that congress currently 

permits the manufacture and sale of cigarettes that comply with 

the FCLAA, and conclude from that fact that Congress in the FCLAA 

decided that print advertising of tobacco products M S hou1d remain 

lawful, so long as it carries the congressionally-mandated 

warnings. ft (Pls.' First Br. Supp. Mot. summ. 3. at 32.) Such 

conc1u~ion i~ unwarranted. The fact that Congress has up to this 

date allowed the manufacture and sale of cigarettes that carry 

the required wcrnings does not clearly demonstrate that Congress 

has determined that no other requirements may be imposed. 

Congress crafted narrow preemption language in the FCLAA which 

does not evidenCe an intention to preclude other regulation of 
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~obaeeo produots. FDA'e rootriotione on advertising and 

promotion do not conflict with either the language or the purpose 

of the FCLAA. 

Second, Plaintiffs assert that the Regulations' requirement 

that cigarette packages state the ~established name~ of the 

product (e.g., ~ciqarette,· ~ciqarette tObacco") and bear the 

statement "Nicotine-Delivery Device for Persons 18 or 01der ft is 

expressly preempted by the FCLAA. FDA agrees that the FCLAA 

prohibits FDA from requiring packages or advertisements to carry 

any statement related to smoking and health. FDA argues, 

however, that the inclusion of the established name merely 

provide~ ba~ic information to those coming into contact with the 

product and that the statement of intended use merely advises 

consumers about the product's intended u~e. According to FDA, 

neither statement relates to smoking and health within the 

meaning of § 1334 because neither qua1ifies as a cautionary 

statement and that, therefore, neither statement is preempted by 

the FCLAA. 

The Supreme Court addressed the preemptive soopo of tho 

FCLAA in Cipollone, 505 U.S. 504, 112 S. ct. 2608 (1992). The 

Court was faced in part with the i~5ue of whether the FCLAA 

preempted state common law claims of failure to warn. The Court 

stated that the phrase MNO statement relating to smOKing and 

health" 

referred to the sOrt of warning provided for in 
[5 1333J, which set forth verbatim the warninq Conqress 
determined to be appropriate. ThUS, on their face, 
these provisions merely prohibited state and federal 
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rule-making bodies from mandating partioular cautionary 
statements on cigarette labels • . • or in cigarette 
advertisements • • • 

.l!L. at 518, 112 S. Ct. at 2~18.IO Neither the statement of 

intended use nor the established name required by the Regulations 

is a particular cautionary statement of the type required in 5 

1333. Thus, neither is expressly preempted by the FCLAA. 

The Regulations do not conflict with the text or the FCLAA, 

and the general structure and purpose of the FcLAA do not 

evidence congress' clear intent to withhold jurisdiction from FDA 

to regulate tobacco products. 

b. The Comprehensive smokeless Tobacco Health 
Education Aot. 

Plaintiffs assert that Congress, when it passed the 

CSTH~A in 1996, reserved to itself the authority to sat fadaral 

policy regarding smOkeless tobacco products. The CSTHEA, like 

the FCLAA, contains a relatively narrow preemption provision, 

which provides in relevant part that: 

(a) Federal action 

No statement relating to the use of smokeless 
tobacco products and health, other than the statements 
required by section 440~ Of thiS title, Shall be 
required hy any Federal agency to appear on any paokage 
or in any advertisement.(unless the advertisement is an 
outdoor billboard advertisement) of a smokeless tobacco 
product. 

IOSection 1334 (b), rather than § 1334 Cal, was at issue in 
CipOllone v. Liggett Group. Inc., 505 u.s. 504, 112 S. ct. 2608, 
120 L. Ed. 2d 407 (1992). Nonetheless, the Court's analysis is 
applicable because the relevant language in the two sections is 
the same. 
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15 U.S.C. S 4406. Thus,. althouqh the CSTHEA is entitled the 

Comprehensive Smokeless Tobacco Health Education Act, and 

although Con9~e~s add~essed in the CSTHEA seve~Dl of the concerns 

addressed by FDA in the Regulations, the court finds that 

congress aia not intend to reserve to itself the exclusive 

authority to regulate smokeless tobacco products. Rather. the 

preemptive scope of the CSTHEA is defined by § 4406 because 

"Congress' enactment of a provision defininq the pre-emptive 

reach of a statute implies that matters beyond that reach are not 

pre-empted." Cipollone, 505 U.s. at 517, 112 S. Ct. at 2619. 

The narrow effect of § 4406 precludes a finding that Congress 

intended that the CSTHEA p~eclude all FDA regulation of smokeless 

tobacco products. 

Plaintiffs urge that the CSTHEA expreSSly preempts the 

Regulations. Specifically, they contend that FDA's requirement 

that tobacco products bear a statement of intended use is 

preempted because the statement relates to the use of smokeless 

tobacco products and health. The preemption clause of the 

CSTHEA, like that of the FCLAA, does not preempt FDA's 

requirement that tobacco prodUcts bear both a statement of 

intended use and the established name of the p~oduct. 

ThUS, the Regulations do not conflict with the text of the 

CSTHEA, and the general structure and purpose of the CSTHEA dO 

not evidence Conqress' clear intent to withhold from FDA 

juriSdiction to regulate tobacco products. 
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c. The Alcohol, Drug Abuse, and Mental Health 
Reorganiza~ion Act of 1992. 

Plalntitts assert that Congress' enactment of the 

ADAMHA Amendments in 1992 evidences Congress' intent to deny FDA 

jurisdiction over tobacco products. The ADAMHA Amendments 

withhold federal sUbstance abuse block grants from states that 

fail to enact and enforce laws prohibiting tobacco sales to 

minors. Plaintiffs contend that: in enac~in9 the ADAMHA 

Amendments, congress determined that the initiative for 

addressing youth access to tobacco products should remain at the 

state level, and that the appropriate federal role in tackling 

youth access to tobacco products is to encourage and help the 

states in the implementation and enforcement of state policy 

regarding tobacco prOducts. PlaintiffS further assert that FDA's 

national program conflicts direc~ly with what Plaintiffs contend 

is the thrust of the AOAMHA Amendments, which is to place the 

initiativa for developmen~ cf regulations addressing youth access 

to tobacco prodUcts at state level. 

Plaintiffs find that the conflict between the ADAMHA 

Amendments and the Regulations is clearly demonstrated by the 

FDCA'S preemption proviSion, Which preempts the states from 

imposing on devices "requirements' that are different from or in 

addition to those imposed by FDA. 21 U.S.C. § 360k. The 

argument proceeds tha~ if the FOCA applies to tobacco products. § 

360k would prohibit states from addressing the issue of youth 

access. FDA responds that the Regulations will not affec~ many 
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aspects of state regulation of underage smoking and that states 

may qualify for exemptions from the Regulations pursuant to 21 

U.S.C. § l60k(b). The Regulations will not prevent states from 

separately enforcing their own laws regarding underage access or 

from imposing other restrictions on the access to tobacco 

products. 

Finally, Plaintiffs find in the ADAMHA AmendmQnts a 

congressional statement of policy regarding tobacco products that 

is not apparent to the court. The ADAMHA Amendments restructured 

several federal substance abuse and mental health programs to 

create two block grants, one directed to drug and alcohol abuse 

programs, and the other to community mental health services. To 

receive funds under the substance abuse block grant program, 

states must conform to a number of conditions, only a few of 

which relate to the availability of tobacco products to children 

under the age of lS." The ADAMHA Amendments merely establi&:h 

conditions for the receipt of federal funds and do not represent 

an all-encompassing last-word pronouncement of federal policy on 

underage smoking. The discretionary block grant scheme 

established by the ADAMHA Amendments does not impliedly preclude 

liThe conditions relating to underage access restrictions 
provide that states ~ust: (i) prohibit &:ales to children under 
18; (ii) enforce that prohibition "in a manner that can 
reasonably be expected to reduce the extent to which tobacco 
products are available to individuals under the age of law; 
(iii) conduct annual random, unannounced inspections of tobacco 
retailers; and (iv) make annual reports to the Department of 
Health and Human Services concerning the method and effects of 
the state enforcement efforts. 42 U.S.C. § 300x-26. 
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further federal requirements regarding tobacco products. 

There~ore, the court finds that the Regu~ations conflict with 

neither the text nor the structure of the ADAMHA Amendments. 

Plaintiffs would have the court find from the structure, 

history, and 5pecific provisions of the FCLAA, the CSTHEA, and 

the ADAMHA Amendments that congress clearly intended to reserve 

to itself, and to withhold from FDA, jurisdiction to regulate 

tobacco products. Further, Plaintiffs say that the three 

statutes, working together, compri~e congress' comprehensive 

policy regarding tobacco products. These conclusions are not 

justiried. congress, in enacting and lat7r amending the three 

statutes, adopted narrow preemption language, evidencing its 

intent not to prohibit other agency action in the area. 

MoreOVer, the court cannot find, as Plaintiffs urge, that the 

three statutes, construed together, evidence Congress' clear 

intent to withhold from FDA jurisdiotion to regulate tobacco 

products. a 

12The court is not presented with a situation similar to that 
in International Bhd. of Teamsters v. Daniel, 439 U.S. 551, 99 S. 
Ct. 790, 58 L. Ed. 2d 808 (~979). The issue in International 
Bhd. of Teamsters was whether the securities Exchange Aot 
(MSEA"), as asserted by the Securities and Exchange Commission 
(MSEC"), appearing as amicus, applied to noncontributory 
compulsory pension plans. The Court noted that the Employee 
Retirement Income Security Act ("ERISA"), which was enacted after 
the SEA, constituted comprehensive legislation governing the use 
and terms of employee pension plans and found that Congress had 
enacted ERISA in order to fill the regulatory gap that had been 
created regarding pension plans. The Court noted that SEC had 
never before interpreted the SEA to app~y to nonoontributory. 
compulsory pension plans and found that SEC's new interpretation 
was precluded by the later comprehensive ERISA. As explained 

(cont1nueCl .•. ) 
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In conclusion, the FOCA, the FCLAA, the CSTHEA, and the 

ADAMHA Amendments do not reveal that Congress clearly intended to 

withhold from FDA authority to regulate tobacoo products. 

C. the Food and Drug Administration May Regulate Tobacco 
Products Pursuant to the Federal Food, Drug, and cosmetic 
Act. 

Plainti~~s assert that tobacco products do not ~all within 

the FDcA's definition~ of "drug" and "device." Plaintiffs 

fUrther assert that FDA misapplied the provisions of the FDCA to 

tobacco products, and that FDA's misap~lioation of the Act 

further demonstrates that FDA lacks jurisdiction to regulate 

tobacco products under the FDCA. The court's responsibility is 

to determine whether tobacco products fit within the FDCA's 

definitions of "drug- and "device- and then to examine FDA's 

application of the Act to tobacco products. 

1. Tobacco Products Fall Within the "Drug" and "Device" 
Definitions of the Federal Food, Drug, and Cosmetic 
Act. 

The FOCA defines "drug" and "device," in relevant part, 

as follows: 

The term "drug" means . • • (B) articles 
intended for use ~n the d~a9nosis, cure, 
mitigation, treatment, or prevention of 
disease in man or other animals; and (C) 
articles (other than foOd) intended to affect 

12 ( ••• cont inued) 

\ 

above, the FCLAA, the CSTHEA, and the ADAMHA Amendments, unlike 
ERISA, do not create a comprehenaive federal a~proaoh to the 
regulation of tobacco products, making this case distingUishable 
from International Bhd. of Teamsters. 
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the ~tructure or any function of the body of 
man or other animals. 

21 U.S.C. § 321 (q) (1). 

The term "device" , • , means an instrument, 
apparatus, implement, machine, contrivance, 
implant, in vitro reagent, or other similar 
or related article, including any component, 
part, or accessory, which is -

, , 

(2) intended for use in the diagnosis of disease or 
other conditions, or in the cure, mitigation, 
treatment, or preVention of disease, in man or other 
animalS, or 

(3) 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).13 

FDA offers that tobacco products fall within the FDcA's 

definitions of "drugs· and "devices· because they are "intended 

to affect the structure or any function of the body," FDA 

exp1ain~ that the nicotine in tobacco products affects the 

structure or function of the body by causing and sustaining 

"The court will refer to §§ 321(g) (1) (e) and (h) (3) as the 
"structure-or-function" definitions of "drug· and "device,· 
respectively, and to 55 321(g) (1) (5) and (h) (2) as the 
"tr~atm~nt-of-disease· definitions of "drug" and "deVice," 
respectively. The court includes the treatment-of-disease 
definition because of its relevance to the court's discussion of 
the meaning or intendea use. speCifically, since both 
dGfinitions rafer to the intended use of a produot, both aro 
relevant to the court's interpretation of the phrase. 
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addiction and by acting ·as a stimulant, sedative, and weight 

regulator. FDA fUrther argues that manufacturers intend nicotine 

to produce such effects. Plaintiffs disagree, claiming that 

tobacco products neither "affect the structure or any funotion of 

the body" nor are intended to affect the structure or function of 

the body within the meaning of the FDCA. 

a. Tobacco products' Effects are ~Intended" within the 
Meaning of the Federal Food, Drug, and Cosmetic 
Act. 

Plaintiffs claim that a prOduct's "intended use" 

can be established only by manufacturer representations about the 

product. I. FDA counters that it appropriately relied on eVidence 

of foreseeability, consumer use, and internal manufacturer 

memoranda to establish intended use. The text, legislative 

histO'lOY, and past judicial and agenoy intele"ple"etation of the 

structure-or-function definitions of "drug" and "device" reveal 

that intended use may be established by evidence other than 

manufacturer representations. 

since the FDCA dees not define "intend," the court must give 

the term its ordinary rueaning. See Asqrow Seed Co. y. 

W1nterboer, 513 U.S. 179, 115 S. ct. 788, 793, 130 L. Ed. 2d 682 

(1995) ("When telOmS used in a statute are undefined, we qive them 

14FOA does not contend that tobacco manufacturers make any 
representations in connection with the sale of tobacco products. 
Therefore, if intended use can be established only by 
manufacturer representations, tobacco products Would not be 
subject to regulation pursuant to the FDCA. 
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their ordinary meaning. ft ). FDA direots the court to two 

definitional sources. First, a dictionary defines "intendft as 

"[t)O have in mind; plan •.•. [t]O design for a specific 

purpose. .' [t]o have in mind for a particular use." The 

American Heritage Dictionary 668 (2d ed. 1991). Second, 

according to FDA, the court should consider the legal usage of 

"intend,ft which includes the principle that one intends the 

readily foreseeablo consQquences of his actions. Sge Agnew y. 

United States, 165 U.S. 36, 53, 17 S. ct. 235, 242, 41 L. Ed. 2d 

624 (1897) ("The law presumes that every man intends the 

legitimate consequences of his own acts. ft
). From this definition 

and usage, the plain mean,ing of "intend ft does not indicate that 

intent must be proven by any particular kind of evidence. In 

addition, the text Of the structure-or-tunction and the 

treatment-of-disease definitions does not limit the type of 

evidence upon Which FDA may rely to establish intended use. 

Indeed, Plaintiffs have made no attempt to argue that the text of 

the FDCA supports their position that only manufacturer 

repre5ent~tions can est~b1ish intended use. It is clear that the 

plain language of the structure-or-function definition does not 

prOhibit consideration of evidence other than manuf~cturer 

representations in determining a product's intended use. Since, 

however, the text does not disclose the types ot evidence upon 

Which FDA ~ay rely to establish intended use, it is necessary to 

examine the relevant legislative history. 
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Plaintiffs assert that the legislative history of the 

phrases "intended to affectft And "intended for uae ft is 

unambiguous and, furthermore, supports their argument that 

1~tended use must be established by manufacturer representations. 

(Pls.' Second Br. Supp. Mot. Summ. J. at 8.) First, Plaintiffs 

note the following section of a Senate Report which addresses the 

method of determining whether a product would, for example, meet 

the Act's "food8 or "drug" definitions: 

The use to whioh the produot is to be put will 
determine the category into Which it will fall 
The manufacturer of the article, through his 
representations in connection with its sale, can 
determine the use to whioh the Article is to be put. 

s. Rep. No. 74-361, at 4 (1935); see also S. Rep. No. 73-493, at 

lll-ll (1934) (same). This statement is not unambiguous, and, 

moreover, does not clearly support Plaintiffs' position. The 

first sentence is consistent with FDA's position that the use of 

the product can establish intended USB. In addition, the seoond 

sentence does not reveal that con~ress intended to limit the 

types of evidence that cou~d be relied on to establish intended 

use. Indeed, congress' use of "can" rather than Mwill ft arguably 

shows that Congress did not intend for manufacturer 

representations to provide the only evidence of intended use. 

Second, Plaintiffs cite to testimony or FDA Chief campbell 

in which he e~plained that an ordinary product, such as a lamp, 

would be subject to FDA's jurisdiction if, for example, it were 

marketed as a cure for blindnQ~s. Testimony on S. 2800, 73d 

Cong., at 518 (1934). Plaintiffs conclude that this legislative 
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history clearly reveals that both Congress and FDA understood 

that FDA's jurisdiction "was limited to products represented to 

provide medical or other health benefits. w (PIs.' Second Br. 

Supp. Mot. Summ. J. at 9.) As mentioned above regarding the 

first issue, the court should be and is unable to conclude from 

the testimony ot one FDA representative to a congressional 

committee that congress expressly incorporated that person's 

understanding ot the bill into the tina1 legislation. Xn any 

event, these two pieces of legislative history are not 

"unambiguous ft and, moreover, do not clearly show that congress 

intended FDA to rely e~c1u~ively upon evidence of manufacturer 

representations to establish intended use. 

Plaintiffs find 3Upport for their interpretation of 

"intended useW in prior judicial construction of the phrase and 

reason that courts have construed the FDCA to require evidence of 

manufacturer representations to establish intended use. Although 

it is true that no court has ever round that a product is 

"intended for usew or "intended to affect" within the meaning of 

the FDCA absent manutacturer claims as to that product'S use, no 

oourt has he1d that intended USQ oan be established solely by 

promotional representations. Furthermore, courts have 

acknowledged, albeit in diota, that FDA may rely on othor types 

of evidence to establish intended use. See United States v. An 

Artic1e of Drug "Sudden change,W 40~ F. ~d 734, 73~ (~d Cir. 

P. 038 

1969) C"It is well settled that the intended use of a product may 

be determined frOm its la~el, accompanying labeling, promotional 
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material, advertisinq a~d any other relevant source. R); ASH y. 

Harris, 6,55 F. 2d 236, 239 (D.C. Cir. 1980) (In the absence of 

promotional claims, FDA would nggd to make a &ub.tantial chowing 

of evidence of consumer use to justify an inference as to vendor 

intent.); National Nutritional Foods Ass'n v. FPA, 504 F. 2d 761, 

789 (2d Cir. 1974) (In considering whether high potency vitamins 

aold without the~dpeutic representations are drugs, FDA is "tree 

to plerce • . • a manufacturer's . . • misleadingly 'nutritional' 

labels to rind actual therapeutic intent on the basiS of 

objective evidence. R); unit"d States y. 250 Jars II S. Fancy Pure 

Honey, 218 F. Supp. 208, 211 (E.D. Mich. 1963) (To find intended 

use, a "court is not limited to the labels on sucb article or ~o 

the labeling which accompanies it, but may look at all relevant 

sources. R), aff'd, 344 F. 2d 2SB (6th ci~. 1965); united States 

V. Ten cartons Ener-B Vitamin B-12, 72 F. 3d 285, 287 (2d Cir. 

1995) (An d~ticle can be a drug under 21 U.S.C. S 321(g) (1) (C) 

for reasons othe~ than claims made in the label or labelinq, such 

as "method or inta~e."). certainly, courts have recognized that 

evidence other than manufactur~r claims could be used ~o 

establish intended use within the meaning of § 321(h) (3). 

Finally, Plaintiffs argue that FDA's own regulation,s require 

evidence of manufactUrer representations to establish intended 

use. ~ 21 C.F.R. SS 201.128, 801.4 (defining "intended useR 

regarding drugs and devices, respectively).JS Although the 

JS21 C.F.R. §§ 201.128 and 801.4 provide, in relevan~ part, 
that: 

(continued ••• ) 
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regulations defininq "intended use~ clearly anticipate the 

establishment of intended use through evidence of promotional 

claims, the plain language does not prohibit the establish~ent of 

intended use by other evidence. To illustrate, the regulations 

Rpeoifioally provide that intent may be shown by circumstances 

surrounding the sale of the article and that one such 

circum3tance could be the offering and use of a prOduct for a 

purpose for which it is neither advertised nor labeled with the 

manUfacturer's knOWledge. The regUlations defining "intended 

use" do not prohibit reliance on evidence other than ~anufacturer 

representations to establish intended use. 

Il ( ••• continued) 

The words "intended uses" or words of similar import 
• • . refer to the objective intent of the persons 
legally responsible for the labeling of drugs. The 
intent is determined by such persons' expressions or 
may be shown by the circumstances surrounding the 
distribution of the article. This Objective intent 
may, for example, be shown by labeling olaims, 
advertising matter, or oral or written statements by 
such persons or their represent~tives. It may be shown 
by the circumstances that the article is, with the 
knowledge of such persons or their representatives, 
offered and used for a purpos~ for whioh it is neither 
labeled nor advertised. The intended uses of an 
article may change after it has been introduced into 
interstate commerce by its manufacturer. I~, for 
~xamplQ, a packer, distributor, or seller intends an 
article for different uses than those intended by the 
person from whom he received the drug, such packer, 
distributor, or seller is required to supply adequate 
labeling in accordance with the new intended uses. But 
if a manufacturer knows, or has knowledge of facts that 
would give him notice, that a drug introduced into 
interstate commerce by him is to be used for 
conditions, purposes, or uses other than the ones for 
whiCh he offers it, he is required to provide adequate 
labeling for such a drug whiCh accords with such other 
uses to which the article is to be put. 
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The plain language and the legislative history of the drug 

and device definitions do not reveal that Congress clearly 

intended for FDA to rely only upon evidence Of manUfacturer 

representations to establish intended use. In addition, past 

judicial and agency construction of the definitions does not 

foreclose consideration by FDA of other Qvidence to establish 

intended use. Even 50, the court must still determine whether 

FDA properly relied upon evidence of foreseeability, actual 

consumer use, and internal manufacturer memoranda to establish 

intended use. 

i. Foreseeable Use. 

Although the text of the "drug" and "device" 

definitions does not expressly state that FDA may consider 

evidence of foreseeability to establiSh intended use, nothing in 

the text or the legislative history of the FDCA prohibits 

oonsideration of such evidence. Thus, Congress has not expressed 

a clear intent regarding whether FDA may consider evidence of 

foreseeability to establish intended use within the meaning of 

the FDCA and, finding FDA's interpretation to be reasonable, this 

court will defer to it. See Chevron, 467 U.S. at 845, 104 S. ct. 

at 2783 ("Once [the court) dQtQrmine[~), after its own 

examination of the legislation, that Congress did not actually 

have an intant regarding [thQ issua), the question before it [is) 

••. Whether the [agency's] view ••• is a reasonable one."). 
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ii. Actual consumer Use. 

Plainti!!s assert that FDA may not rely on 

evidence of actual use to establish intended use within the 

meaning of the FDCA. Nothing in the text or legislative history 

of the FDCA prohibits consideration of actual USe to establish 

intended use. Indeed, one House Report expressly contemplates 

reliance upon auah evidence. S~Q H.R. Rep. No. 94-853, at 14 

(1976) (FDA may consider Mactual use of a product in determining 

whether or not it is a device."); see also United States y. 22 

Devices "The ster-o-lizer MD-200·, 714 F. supp. 1159, 1165 (D. 

Utah 1989) (Objective intent may be shown "not only by a 

product's labeling claims, advertising or written statements 

relating to the circumstances of a product's distribution, but 

almo by a p~oduct's actual use.") (internal citations omitted). 

Moreover, although no court has expressly held that intended use 

may be established by evidence of actual use, no court has ever 

prohibited reliance on such evidence. Some courts have even 

noted in dicta that evidence of consumer use may establish 

intended use within the meaning of the FDCA. See ASH v. Harris, 

655 F. 2d 236, 240 (D.C. cir. 1980) (It consumers "use the 

product predominantly - and in fact nearly exclusively - with the 

appropriate intent ••• [,) the requisite statutory intent can be 

inferrgd."); National Nutritional Foods A'ssn v. Weinberger, 512 

F. 2d 688, 703 (2d Cir. 1975) (intended use. under the treatment­

of-disease definition could possibly be inferred from evidQnce of 

near exclusive consumer use). Other courts have also noted in 
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dicta that evidence of manufacturer intent can be corroborated by 

evidence of consu~er use. See united states ~. Kas; Enterprigag, 

Inc,. 855 F, supp, 534. 539 (D.R.I. 1994) (Intended use Yean.be 

demonstrated by . • • evidence that the vendor is aware that his 

product is being offered or used by others for a purpose for 

which it is neither labeled nor advertised. ft ), mOdified on other 

groundS, 662 F. Supp. 717 (D.R.I. 1994), united States y. 789 

Cases Latex Surgeons' Gloves, 799 Y. Supp. 1275, 1285, 1294-95 

CD.P.R. 1992) (intended use determined by all the facts, 

including "actual use"); United States v. Two Plastic Drums, 761 

F. Supp. 70, 72 (C.D. Ill. 1991) ("[Al court should ex~mine a 

wide range of evidence. including . • • actual use of the 

product."), aff'd, 984 F. 2d 814 (7th Cir. 1993). Still other 

courts have expressly relied on actual use as a factor 

contributing to the establishment of intended use. See United 

states v. An Article of Deyice Toftness Radiation OetAotor, 731 

F. 2d 1253, 1257 (7th Cir. 1984) (intended use established in 

part by w1tness testimony that device h~d Deen used to treat 

patients); United States y. 22 Devices "The Ster-o-lizer MD-200", 

714 F. Supp. at 1165 (court noted that the product was used in 

the surgioal treatment of patients») united States y. An Article 

of nevice "Cameron Spitler Amblyo-Syntonizerft, 261 F. Supp. 243, 

245 (D. Neb. 1966) (although claimant contended that no 

representations had been made about the product, he admitted the 

USB of the product) . 
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Again, the FDCA does not reveal that Congress clearly 

intended to permit or prohibit reliance on evidence of actual use 

to establish intended use. Finding FDA's determination that it 

m~y consider evidence of actual use to estAblish intended ~se to 

be reasonable, especially in light of judicial recognition of the 

possibility, the court will defer to FOA'S interpretation. ~ 

Chevron, 467 U.S. at 845, 104 S. Ct. at 2783 ("Once [the court] 
> 

determiners], after its own examination of the legislation, that 

Conqress did not actually have an intent regarding [the issue], 

the question before it [is] • whether the [agency's] view 

• is a reasonable one."). 

iii. statements, KnOWledge, and Action of 
Manuf acturers '. 

Plaintiffs assert that FDA may not establish 

intended use based on evidence of the subjective intent of 

manufacturers. As previously discussed in the sections regarding 

evidence of foreseeability and actual use, neither the text nor 

the legislative history of the FDCA reveals Congress' clear 

intent to prohibit consideration of such evidence. The court 

agrees, however, that FDA's own regulations de~ining "intended 

use" provide that intended use may be established only by 

evidence of objective intent. ~ 21 C.F.R. §5 201.~28, 801.4 

("The words 'intended uses' or words of similar import. 

reter to the objective i~tent of the persons legally responsible 

for the labeling of drugs."). Nonetheless, since FDA found that 

each or the three types or evidence upon which it relied provided 
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independent bases for finding intended use within the meaning of 

the Act, 6~ Fed. Reg. at 44,632-33, the court concludes that FDA 

adequately and properly supported its finding of intended use 

w~th evidence Of foreseeability and consumer use. 

b. Tobacco Products Affect the Structure or Function 
of the Body Within the Meaning Of the Federal Food, 
Drug, and Cosmetic Act. 

Plaintiffs infer that Congress intended for the 

structure-or-function definition of dQvice to "~pply only to 

products that are marketed to provide some medical or other 

health benefit to users." (PIs.' Second Br. Supp. Hot. Summ. J. 

at 5.l They support their argument in part by noting that 

congress entitled its 1916 amendments to the FDCA's device 

provisions the "Medical Device Amendments" ("MDA"). The 

definition of device, however, expressly includes those products 

"intended to affQct the structure or any function of the body of 

man or other animals" and gives no indication that it is to apply 

only to those devices with a medical purpose. 21 U.S.C. 

§ 321(h). The plain language of the structure-or-function 

definition of "device" does not limit the statute's ~each to only 

those devices with a medical purpose. 

Neither does the legiSlative history indicate that congress 

intended to limit the scope of the strllcture-or-function 

definition to apply only to devices with a medical purpose. 

conqros:s; included the s;tru~ture-or-fun~tion definition in the 

FDCA in 1938. Nothing in the legislative history of the 1938 Act 
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specifically addresses the meaning of the phrase "intended to 

affeot the ~tructura or any function of the body.- Congress did 

explain that the FDCA was intended to broaden the scope of the 

older food and drug laws to raach, among other thinqs, 

Mtherapeutic devices." See H.R. Rep. 75-2139, at 2 (1938). The 

legislative history of the MDA also reveals some discussion of 

the qeneral purpose of the device provisions. For example, the 

senate Report accompanying the MDA states that "[i]ncreasing 

'numbers of patients have been exposed to increasingly complex 

devices which pose serious risk if inadequately tested or 

improperly designed or used" and that FDA lacked the tools under 

the FOCA to adequately regulate such deVices. S. Rep. No. 94-33 

(1976). It also notes that Congress recognized the need for 

"regulation to assure that the public is protected and that 

health professionals can have more confidence in the performance 

of devices." Id. The Report further states that the medical 

device legislation was "intended to assure that medical devices 

. . . meet the requirements of safety and effectiveness before 

they are put in widespread use throughout the United States." 

Id. 

consequently, the legiSlative history of the structure-or­

function definition of Mdeviee~ suggests that Congress was 

concerned about the lack of regulation of devices that posed a 

danger to the public. Although Congress clearly intendod that 

the FOCA apply to devices used within the medical community, 

nothing in the legislative history indicates that Congress 
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limit the FDCA's reach to doviceG offered for I intended to 

beneficial or therapeutic purposes. The fact that Congress 

contemplated the Act's application to certain medical devices 

dOQS not foreclose application of the Act to other devices, 

especially where the text does not preclude such application. 

Finally, Plaintiffs urge the court to narrowly construe the 

structure-or-function definition of device, claiming that 

acceptance of FDA's regulation of non-therapeutic devices could 

result in FDA regulating almost anything that can be said to 

atfect the structure or function of the body. This argument 

lacks merit. See United States v. Sullivan, 332 U.S. 689, 694, 

68 S. Ct. 331, 335, 92 L. Ed. 297 (1948.) ("The scope of the 

(statute] is not to be judicially narrowed by 

envisioning extreme possible applications • . . • There will be 

opportunity enough to consider such contingencies should they 

ever arise."). 

The four corners of tho text and the legislative history of 

the structure-or-function definition of device do not reveal the 

clear intent of Congress to include only medical or therapautic 

devices within the jurisdiction of the FDCA. FDA's application 

of the FDCA to non-therapeutic devices i~ reasonable and entitled 

to deference from the court. ~ chevron, 467 U.S. at 845, 104 

S. ct. at 2783 ("Once [the court] determine[s], arter its own 

exa~ination of tha legislation, that Congress did not actually 

have an intent regarding [the issue], the question before it (is] 

whether the [agency's] view . is a reasonable one."). 
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2. 

\ 

The Food and Drug Administration May Regulate Tobaooo 
products as Medioal Devices pursuant to its Device 
Authorities. 

FDA determined that tobacco products are oombination 

products consisting of the drug nicotine and device components 

which are intended to deliver nicotine to the body. FDA elected 

to regulate tobacco products pursuant to its device authorities. 

Plaintiffs argue that FDA has both contorted and evaded the FDCA 

~nd that FDA'& application nf thp Ar.t confirms Plaintiffs' 

assertion that the FDCA's device provisions ~$imply do not fit 

tobacco products." (Pls.' Seoond Br. Supp. Mot. Summ. 3. at 47.) 

The court must first determine whether tobacco products are 

combination products within the meaning of the FDCA and then 

ascertain whether FDA has applied the Act to tobacco products in 

a permissible manner. 

a. ITobacco Products are Combination Products Within 
the Meaning of the Federal Food, Drug, and cosmetic 
Act. 

PlaintiffS assert that tobacco products are not 

combination products within the meaning of ~he Act for three 

reasons. First, Plaintiffs urge that ~a combination product must 

consist of two products, each or which could be separately 

regulated" and that tobacco products do not meet that definition. 

(Pls.' Second Br. Supp. Mot. Sumrn. J. at 29.) FDA responds that 

a combination product consists of a combination of a druq, 

device, and/or biological product, and that the total product 

need only contain components that meet two of those definitions. 
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The FDCA does not separately define "combination product,-

stating only that a combination product is a product Mthat 

constitute[s] a combination of a drug, device, or bioloqical· 

product." 21 U.S.C. § 353(g) (1). The plain language of the 

definition, therefore, doe~ not reveal whether it was conqress' 

intention that each component be subjected separately to 

regulation." Since Congress has not expressed its intent 

'"FDA's regulations define "combination product- to include: 

(1) A product comprised of two or more regulated 
components, i.e., drug/device, biologic/device, 
drug/biologic, or drug/device/biologic, that are 
physically, chemically, or otherwise combined or mixod 
and produced as a single entity; 

(2) TWO or more separate products packaged together in 
a single package or as a unit and comprised of drugs 
and device products, device and biological products, or 
biological and drug products; 

(3) A drug, device, or biological product packaged 
separately that accordin'3 to its imlesti'3ational plan 
or p~oposed labeling is intended for use only with an 
approved individually specified drug, deviCe, or 
biological product where both are required to achieve 
the intended use, indication, or ertect and where upon 
approv~l of the proposed product tho labeling of the 
approved product would need to be changed, e.g., to 
reflect a change in intended use, dosage form, . 
strength, route of administration, or significant 
change in dose; or 

(4) Any investigational drug, device, or biological 
product packaged separately that according to its 
proposed labeling is for use only with another 
individually specified investigational drug, device, or 
biological product where both are required to aChieve 
the intended use, indication, or effect. 

(r) Device has the meaning given the term in [21 
U.S.C. S 321(h)]. 

( continued ••. ) 
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regarding whether combination products must be comprised of two 

separately regulable products, and since FDA's interpretation is 

reasonable, the court should and will uphold that interpretation. 

~ Chevron, 467 U.S. at 845, 104 S. ct. at 2783 (Monee [the 

court] determine[s], after its own examination of the 

legislation, that Congress did not actually have an intent 

regarding [the issue], the question before it [is] ... whether 

the [agency's] view ••. is a reasonable one."). 

Second, Plaintirts .contend that the device component of 

tobacco products does not meet the definition Qf "device" because 

it does not itself affect the structure or function·of the body. 

FDA responds that tho device component need only have an indirect 

effect on the structure or function of the body to meet the 

definition of "device." The plain language of the structure-or­

function definition does not preclUde FDA's interpretation. 

Additionally, FDA has regulated as devioes products that do not 

themselves directly affect the structure or function of the body, 

but instead deliver to the body an agent or substance that has 

much a direct effect. See. e.a., 21 C.F.R. § 878.4635 

(ultraviolet lamps that deliver ultraviolet light which causes 

16 ( ••• c::ontinued) 
(g) Drug has the meaning given the term in [21 U.S.C. 

§ 321(g)]. 

21 C.F.R. § 3.2. 

FDA avows that it routinely regardS the rollowing products 
as combination products; pre-filled delivery systems, suoh as 
pre-filled syringes, intravenous infusion pumps, nebulizers, 
metered dose inhalers, and nicotine patches. 61 Fed. Reg. at 
45,211. 
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tanninq); 21 C.F.R. § 878.4800 (surgical stapler that delivers 

staples that affect body tissues by holding them together); 21 

C.F.R. § 880.5475 (jet lavage that delivers sterile fluid that 

oleans wounds); 21 C.F.R. § 880.5570 (hYPodermic needle that 

de1iver~ drug sUbstance to site on body); 21 C.F.R. § 868.5580 

(oxygen mask that dellv .. u; UXY'>l'"'U Cvl: 6;J:.sorption hy ~l\e lUrlgo). 

Nothing in the text nor the history of the POCA suggests 

that a product must directly, rather than indirectly, affect the 

structure or runction of the body to be subject to regUlation 

under the Act. Furthermore, FDA's interpretation is reasonable. 

See Chevron, 467 U.S. at 845, 104 S. ct. at ~783 ("once [the 

court] determiners], after its own examination of the 

legislation, that Congress did not actually have an intent 

regarding [the iSSUQ], the question before it [is] ... whether 

the [agency's] view ••• is a reasonable one."). 

Third, Plaintiffs protest that tobaoco products have no 

device components within the ~eaning of the Act because they fall 

within an explicit exception or the device definition. The FOCA 

excludes from the definition of "device" a product "which 

achievers) its primary intended purposes through chemical action 

within or on the body of man o~ other animalS and which is • 

dependent upon being metaboliZed for the achievement of its 

primary intended purposes.~ 21 U.S.C. § 321(h)(3). FDA has 

found that the primary mode of action of tobacco products is that 

of a drug. 61 Fed. Reg. at 44,400-03, 45,209-18. PlaintiffQ 

conclude that, under FDA's own analysis, tobacco products achieve 
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their primary intended purposes through chemical action ~ithin or 

on the body of man and dapgnd upon being matabolized for the 

achievement of their primary intended purposes. 

FDA responds that it found tobacco products to be 

combination products and that, although a device or device 

component cannot achieve its primary purpose by chemical action 

within or on the body under the Act, a combination product 

consisting or a drug and a device may. FDA rurther contends tnat 

the device component of tobacco products does not rely on 

chemical actions within or on the body to achieve its primary 

function and thereby is not excluded from the device definition. 

FDA has found that the device component of cigarettes consists of 

the tobacco blend, filter, and cigarette ventilation system, and 

that the device component of smokeless tobacco consists of the 

processed tobacco, and, in some products, the pouch. FDA states 

that the primary function of the device component of cigarettes 

is to Mre1ease a nicotine-containing aerOSOl, i.e., the tobacco 

smoke, that, upon combustion outside the body, is inhaled by the 

smoker and serves as a vehicle for nicotine delivery." 61 Fed. 

Reg. at 45,209. FDA claims that thQ primary function of the 

device component of smokeless tobacco is to "deliver the nicotine 

to the cheek and sum tissue for absorption," G1 Fed. Reg. at 

45,213, and, where the porous pouch is used, to "hold[] the 

prooessed tobacco in position in the mouth, controlling the 

Absorption of nicotine into the buccal mucosa." 61 Fed. Reg. at 

45,214. 
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The court finds that the device components of tobacco 

proQ~=t~ fully oatiofy the device definition avan though the drug 

component achieves its primary intended purpose throuqh a series 

of chemical actiohs inside the body. 

b. \ The Food and Drug Administration May Regulate 
Tobacco Products Pursuant to its Device 
Authorities. 

Upon determination that tObacco prOducts' primary 

mode of action is that of a druq, FDA, in accordance with 21 

U.S.C. S 353(g),17 assigned to the agency's Center for Drug 

review. FDA also directed CDER to apply the Act's device 

1721 U.S.C. § 353(q) provides, in relevant part, that: 

(g) combinations of drugs, devices, or biological products 

(1) The Secretary shall designate a component of the 
[FDA] to regulate products that constitute a 
combination of a drug, device, or biological product. 
The secretary shall determine the primary mOde ot 
action of the combination produot. If the Secretary 
determines that the primary mode of action is that of -

(A) a drug (other than a biological 
product), the persons charged with premarket 
review of drugs shall have primary 
jurisdiction, 

(B) a device, the persons charged with 
premarket review of devices shall have 
primary juri&diction, 

. . . . 
(2) Nothing in this SUbsection shall prevent the 
Secretary from using any agency reSOurces of the [FDA] 
necessary to ensure adequate review of the safety, 
effectiveness, or substantial equivalence of an 
artiCle. 
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provisions because FDA thought that regulation of tobacco 

product~ as devices "is the available option that is tbe most 

consistent with both the [A]ct and the agency's mission to 

protect the public health.ft 61 Fed. Reg. at 44,398. 

Plaintiffs contend that once FDA determined that the primary 

mode of action of tobacco products is that Of a drug, FDA lacked 

discretion to regulate them pursuant to its device. rather than 

its drug, authorities. As Plaintiffs note, the distinction 

between "drug" and Mdevice" has legal and practical significance 

because different regulatory schemes apply to each. Plaintiffs 

assert that, just as FDA lacks discretion to regulate what it 

deems to be a "drug" pursuant to its device authorities or to 

regulate what it deems to be a "device" pursuant to its drug 

authorities. 1I it lacks discretion to choose which authorities to 

IBIn the Medical Device Aluendments of 1976 ("HOA"), Congress 
amended the "device" definition to provide that a device "does 
not achieve its primary intended purposes through chemical action 
within or on the body of man • • • and which is not dependent 
upon being metabolh:ed tor the achievement of its primary 
intended purposes." The reports accompanying the MDA suggest 
that Congress amended the definition to draw a clearer line 
between the "drug" and "device" definitions at least in part in 
response to the supreme Court's deciSion in United States v. An 
Article of Drug B~cto-unidisk, 394 U.S. 784, 69 S. ct. 1410, 22 
L. Ed. 726 (1969). ~ H.R. Rep. No. 94-853 (1976); S. Rep. No. 
94-33 (1975). Bacto-Unidisk involved a challenge to FDA's 
decision to regulate a product as a drug, rather than as a 
device. FDA wanted to subject the product to premarket review, 
but, at that time, lacked authority to subject a device to 
premarket review. Thus, FDA tried to regulate the product as a 
drug. The Supreme Court upheld FDA's actions, noting that the 
statute was of little assistance in determining precisely what 
differentiated a "drug" from a "device." The House and Senate 
Reports indicate that Congress amended the "device" definition to 
clarify the distinction between "drugs" and "devices" and to 
assist FDA in avoiding entanglement in legal battles. ~ 

(continued ••. ) 
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apply tocom~ination products. Although it is clear to the court 

that FDA may not regulate as a "device" a product that meets only 

the derinition Of "drug," the question remains how FDA 1s to 

regulate a product that contains both drug and device components 
. 

and thereoy meets the definition of a combination product under 

the Act. 

Section 353(g), the only provision of the FDCA relevant to 

the regulation of combination product~, provide~ that FDA must 

determine the primary mode of action of a combination product, 

~nd th~t PDA'e determination directs the regulatory path by which 

FDA conducts premarket review of the product. FDA contends that 

a product need not be regulated pursuant to FDA's drug 

authorities merely because the CDER has primarY jurisdiction for 

premarket review of the product. 

FDA's interpretation of § 353(g) is not prohibited by the 

plain language of the section. The section merely provides that, 

for example,· the persons charged with pl:'emarket review of drugs 

shall have primary jurisdiction over combination products whose 

primary mode of action is that of a drug. Thus, the text of 

§ 353(g) does not reveal whether congress intended for FDA to 

have discretion to regulate a combination product pursuant to the 

authority of its choice. 

n( •.• continued) 
Although Plaintiffs interpret the legislativQ history of the MDA 
as indicating that Congress intended to limit FDA's discretion to 
choose regulatory authorities, the court interprets the 
legislative history as primarily revealing Congress' concern that 
FDA'S device authority was deficient and its intent to enhanoe 
those authorities_ ~ 
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The legislative history of § 353{g) provides little guidance 

regarding Congress' intent. Congress included the cOmbination 

product provision in the Safe Medical Devices Act (IISMDA") of 

1990. The Senate Report gtatQs that: 
. 

The Committee is aware of the difficulty under the 
present law in determining the jurisdictional base for 
regulating products that are comprised of combinations 
of drugs. devices. or biologics. This provision will 
provide the Secretary with firm ground rules to direct 
products promptly to that part of the FDA responsible 
for reviewing the article that provides the primary 
mode of action of the combination product. various 
persons from industry have expressed the view that a 
weakness in FDA's premarket review process is the 
determination ot how to regulate combination products. 
This provision should assist the Secretary in avoiding 
delays in making that determination. and is important 
since more combination products are coming before the 
agency for premarket review . . • . 

S. RQP. No. 101-513, 101gt Cong., 2nd Sess. (1990). The House 

Conference Report refers to § 353(g) as describing the "general 

procedures for determining the appropriate component of the FDA 

to review premarket SUbmissions for products that are comprised 

at any combination of drugs, devices, or biologicals." H.R. 

Con!. Rep. No. 101-959, at 29 (1990). The court does not find in 

this legiSlative history the clear intent Of congress tnat FDA 

apply its drug authorities to combination products whose primary 

mode of action is that of a drug and its device authorities to 

combination products whOSQ primary mode of action is that of a 

device. 

The court finds that Congress has not expressed any intent 

as to whether FDA has discretion to apply the regulatory 

authority of its Choice to combination products. The court 
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acknowledges that FDA may not apply the regulatory authority of 

its choice to non-combination proaucts. on the other hand, the 

court notes that Congress may have intended for FDA, .with its 

expertise, to apply what it deemed to be the most appropriate 

regulatory authority to different combination product.s_19 In any 

event, absent any guidance from Congress, the court is 

con~trainQd by the principles of statutory construction set forth 

in Chevron. Thus, although the court hesitates to agree with FDA 

that the agency has unfettered discretion to apply the regulatory 

authority of its choice to combination products, the court finds 

that the intent of congress is not clear and, finding FDA's 

interpretation to be at least reasonable, defers to FDA's 

interpretation. See Chevron, 467 U.S. at 845, 104 S. Ct. at 2783 

("once [the court] determine[s], after its own e~amination of the 

legislation, that Congress did not actually have ·an intent 

regarding [the issue], the question before it [is] ••• whether 

the [agency's] view .•• is a reasonable one."). 

19FDA notes that, shortly following passage of the Safe 
Medical Devices Act ("SMDA") in 1990, it adopted implementing 
regUlations and delegations of authority which reflect its 
contemporaneous interpretation Of the SMDA as authorizing it to 
apply the ~ost appropriate regulatory authorities to any given 
combination product. See 61 Fed. Reg. at 44,402-03. In, 
addition, FDA notes that it has previously exercised discretion 
to apply what it considered to be the most appropriate regulatory 
authority to a combination product when it regulated the 
intravenous infusion pump as a device, An intravenous infusion 
~ump is a drug delivery device which consists of a device (the 
pump) and a drug (the diluent) and which is designed to be sold 
pref1lled., FDA states that it exercised its discretion to 
regulate intravenous pumps as devices because whereas the agency 
was familiar with the drug component of the product, it was not 
familiar with the device component which was new and raised 
!l1gnlr1C::an~ regulat.ury lluHHLlum:. ~I;H 01 THll. ~H':I' aL ~~,~OJ. 
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3. Portions of the Food and Drug Administration's 
Restrictions are Not Authorized Under the Federal 
Food, Drug, and Cosmetic Act's Device Authorities. 

The court has found that FDA properly regulated tobaooo 

products pursuant to its device authorities. The question 

remains whether FDA has properly applied its device authorities 

to tobacco products. The Regulations' requirements fall into 

essentially three categories: restrictions on advertising and 

promotion,20 res:trictions on access,21 and labeling 

requirements. Z2 FDA promulgated the first two categories of 

restrictions pursuant to 21 U.S.C. § 36oj(e). and the last 

pursuant to 21 U.S.C. § 352. The court will address each 

t f • t' • t 'v ca egory 0 restr~c ~ons ~n urn. 

~he promotional and advertising restrictions limit certain 
advertising to a blac~-and-white text-only format, rgs:trict the 
trade or brand name of certain tobacco products, prohibit the 
sale or distribution of brand-identified promotional nontobacco 
items such as hats and tee shirts, and prohibit use of a brand 
name of a tobacco product to sponsor entries, teams, sporting and 
other events. ' 

21The access restrictions prohibit the sale of tobacco 
products to individuals under the age of 18, require retailers to 
verify a purchaser's age by photogrcphic identifioation, prohibit 
the sale of tobacco products through vending machines and self­
service displays except in facilities where individuals under the 
age of 18 are not permitted, prohibit distribution of free 
samples, and prohibit the sale or cigarette pac~ages containing 
rewer than 20 cigarettes. 

nFDA requires tobacco product packages, cartons, and boxes 
to bear the established name of the product and a statement or 
intended use. 

53 

OliOS ,0 1VHSlIVW SO 6l:11 (llld)L6 ,Sl- 'lIdV 



6S0 'd 

a. ((Section 360j(e) Does Not Authorize Restrictions 
the Promotion ana Aavertisement of Tobacco . 
Products:. 

Section J60j(e), entitlea ~Restricted aevices,~ 
, 

provides; 

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

(A) only upon the written or oral 
authorization of a practitioner licensed by 
law to aaminister or use such device, or 

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

if, because of its potentiality for harmful effect or 
tha collateral measures necessary to its use, the 
Secretary determines that there cannot otherwise be 
reasonable assurance of its safety and effectiveness. 
No conaition prescribed under SUbparagraph (Bl may 
restrict the use of a device to persons with speoific 
traininq or experience in its use or to persons for use 
in certain facilities unless the secretary determines 
that such a restriction is required for the safe and 
effective use of the device. No such condition may 
exolude a person from using a device solely because the 
person does not have the training or experience to make 
him eligible for certification by a certifying board 
recognized by the American Board or Medical Specialties 
or has not been certified by such a Board. A davics 
subject to a regulation under this subsection is a 
restricted device. 

(2) The label ot a restricted device shall bear such 
appropriate statQments of the restrictions required by 
a regulation under paragraph (1) as the Secretary may 
in such regulation prescribe. 

21 U.S.C. § J6oj(e). 

on 

FDA determined that tobacco products are restricted devices 

within the meaning ot S J60j(e) because, due to the "unique 

circumstances surrounding the use of tobacco products, the only 

way to provide a reasonable assurance of the safety ot these 
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products is to prevent ch11dren and adolescents from using and 

becominq addicted to them" and that. ·without the restrictions 

contained 1n the Regulations, there cannot be a reasonable 

all!GuranCQ of thG safety and effectiveness of these products." 

(Defs.' Br.·opp'n Pls.' Mot. Summ. J. at 93.) FDA asserts that 
. 

since tobacco produots: are restricted dQvices:, it may restrict, 

their "sale, distribution, or use," pursuant to § 360j(e). FDA 

further asserts that it may restrict the advertising and 

promotion of tobacco products, explaining that advertising and 

promotion cons't1tutes an "offer of sale" and, moreover, that an 

"offer of sale" is part of the "sale" of a product. 

Plaintiffs contend, and the court agrees, that FDA may not 

rQstrict advertising and promotion pursuant to § 360j(e). First, 

both as ordi~arily definedD and as used in the phrase "may 

be restricted to sal", distribution, or use," the word "sale-

does not encompass the advertising or promotion of a product. 

second, as Plaintiffs note, although Congress expressly u~Gd the 

~A aictionary derines sale as: 

1. The exchange of goods or services for an amount of 
money or its equivalent; the act of selling. 2. An 
instance of selling property. 3. An opportunity ror 
selling or being sold; demand. 4. Availability for 
purchase; a store where pets are for sale. 5. A 
selling of property to the highest bidder; auction. 6. 
A special disposal of goods at lowered prices; coats on 
sale this week. 7. sales. a. Activities involved in 
the selling of goods or services. b. Cross receipts. 

The American Heritage Dictionary 1085 (2d ed. 1991). The 
only part of the definition that could encompass promotion and 
advertising 1s part 7, which defines "sales." section 360j(e) 
does not authorize FDA to restrict general "sales" activities. 
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words "offer for sale"~ and -advertising" or "advertisements-~ 

elsewhere in the FDCA, it chose not to use such language in 

5360j(e). 

Even if "~ale," as u~ed within § 36Qj(e), could be construed 

" to encompass the advertising and promotion of a product, tne 

court finds that the section'~ grant of authority to FDA to 

impose "other conditions· on the sale, distribution, or use of 

restricted devices does not authori~e FDA to restrict advertising 

and promotion. The phrase "other conditions" must be construed 

within the context ot § J60j(e) and other relevant sections of 

the FDCA. section 360j(e) authorizes FDA to restrict the sale, 

distribution, or use of certain devices to prescription sale or 

other oonditions necessary to provide a reasonable assurance of 

safety and effectiveness. The restriction on the advertising and 

promotion of a produot does not fit within this framework. 

Furthermore, § 360j(e) must be construed in relation to 21 U.S.C. 

§ 353(b),16 which Plaintiffs assert is the counterpart to 

~See 21 U.S.C. 5§ J31(rn), 331(0), and 353(C). 

~See 21 U.S.c. SS 321(n), 331(1), 331(n), 3S2(n), 352(q), 
and 352(r). 

~section 353(b) provides: 

(1) A drug intended for use by man which-

(A) is a habit-forming drug to which section 352(d) of 
this title applies; or 

(B) because of its toxicity or other potentiality for 
harmful effect, or the method of its use, or the 
collateral measures necessary to its use, is not safe 
for use except under the supervision of a practitioner 

(continued .•. ) 
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§ 360j(e) and which authorizes FDA to constrain certain drugs to 

prescription ~tatUG. Soction 353(b), like § 36oj(e), authorizes 

FDA to restrict drugs to prescription sale. It is true, as FDA 

n~tes, that FDA's authority is broader under § 360j(e) than under 

S 353(b) because FDA may impose pursuant to the former ·other 
(tW-- ? ""'()I 'F h "" ret-) " 

conditions",on the sale, distribution, or uge of a restricted 

device. Nonetheless, the meaning of ·other conditions" cannot be 

considered without context, ~nd the court finds that ·other 

conditions" cannot be so broadly construed as to encompass 

conditions on advertising and promotion.~ 

26 ( ••• continued) 
licensed by law to administer such drug; or 

(e) is limited by an approved application under 
section 355 of this title to use under the professional 
supervision of a practitioner licensed by law to 
administer such a drug, 

shall be dispensed only (i) upon a written prescription of a 
practitioner licensed by law to administer such drug, or 
(ii) upon an oral prescription of SUCh practitioner which is 
reduced promptly to writing and filed by the pharmacist, or 
(iii) by refilling' any such written or oral prescription if 
such refilling is authorized by the prescriber either in the 
original prescription or by oral order which is reduced 
promptly to writing and riled by the pharm~cist. The aot of 
dispensing' a drug contrary to the provisions of this 
paragraph shall be deemed to be an act which results in the 
drug being misbranded while held for sale. 

%7The court also notes that the leg'ialative history of the 
restricted device provision, which was enacted as part of the MDA 
in 1976, suggests that Congress did not intend to give to FDA the 
authority to impose unlimited conditions on the sale of 
restricted devices. The House Report provides, in relevant part, 
as follows; 

Restricted Devices. - Because of the sophistication and 
potentially hazardous nature of some medical devices, 
the proposed legislation authori,z;es the Secretary t';' 
. (cont~nued .•• ) 
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In addition, the cou~t finds that congress' delegation to 

FDA of limited authority to restrict the advertising of devices 

elsewhere in the FDCA suggests that § 360j{e) should not be 

construed so as to allow FDA to restrict advertising and 

promotion. The court notes that just as Congress gaye FDA 

autnority to limit drugs to prescription status in § 353(b), but 

gave FDA authority to regulate prescription drug advertisements 

in S' 352(n), congress gave FDA authority to limit certain devices 

to prescription status in S 360j{e), but gave FDA authority to 

27 ( ••• continued) 
require that the sale or dist~ibution of a device be 
restricted if he determines that, because of its 
potentiality for harmful effect or the collateral 
measurQ~ necQssary to its use, there cannot otherwise 
be reasonable assurance of its safety and 
effectiveness. Under this p~ovision •.• , such a 
device may be restricted to the extent that it may be 
sold or distributed only upon the oral or written 
authorization of a practitioner licensed by law to 
administer or use the device, or upon such other 
conditions as the Secretary may prescribe, except that 
no condition limiting tne use of a device to categories 
of physicians defined by their trainin9 or experience 
may be imposed. 

This provision supersedes and adds to existing 
authority utili~ed by (FDA] to require that certain 
devices be dispensed only upon pre~cription . . . 

In addition to authorizing the Secretary to limit a 
device to prescription status, conditions on sale or 
distribution could include use only within hospitals or 
clinics. Also, there are categories of health 
professionals other than physicians that have unique 
skills appropriate to the use of medical devices such 
that certain devices which would not be appropriate for 
U~Q by the ordinary layman could be authorized for use 
by trained nurses and teChnicians. 

H.R. 94-85J at 24-25 (1976). 
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JS2(r).29 Inaeea, the fact that congress has specifically 

granted to FDA the authority to regulate advertising of 

restricted devices in a separate section supports the court's 

finding that Congress did not intend to grant FDA such authority 

under S 360j(e).~ 

Thus, the court finds that § 360j(e) does not grant to FDA 

the authority to impose restrictions on the advertisement and 

promotion of tobacco products. The court will, therefore, strike 

2121 u. S . c. S J 52 (q) prcv idQi:, in relevant part: 

A drug or device shall be deemed to be misbranded.-

(q) Restricted devices Using false or misleading 
advertising or used in violation of regulations 

In the case of any restricted device distributed or 
offered for sale in any State, if (1) its advertising is 
false or misleading in any particular, or (2) it is sold, 
distriDuted, or used in violation of regUlations prescriDed 
under section 360j(e) of this title. . 

nsection 352(r) requires that advertisements for any 
restricted device include certain information: the established 
name of the device; a brief statement of the intended uses of the 
device and relevant warnings; and. if determined necessary after 
a hearing, a description of the device's components. Section 
352(r) further provides that "no adVertisement of a restricted 
device • • • shall, with respect to the matters speclried in this 
paragraph or covered by re~lations issued hereunder, be suejQot 
to" the Federal Trade commission Act. Plaintiffs contend, and 
the court agrees, that § 352(r} reveals Congress' intention that 
the Federal Trade commission have primary jurisdiction over 
a(lvertlsing. 

3~he court finds that § 3S2(q) does not provide independent 
authority for advertising restrictions, but rather was intended 
to enable FDA to take action against an advertised product that 
violated the restrictione validly imposed pursuant to S 360j(e). 
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those regulations restricting the advertisement and promotion of 

tobacco products." 

S90 'd 

b. section 360j(e) Authorizes the Food and Drug 
Administration to lmpose Restrictions on Access to 
Tobacco Produ~ts. 

The court finds that S 360j(e) can be construed to 

a~thorize the acce~Q rQ~triotions imposed by FDA. First, the 

access restrictions imposed by FDA, unlike its advertising and 

promotion restrictions, directly restrict the sale or 

distribution of tobacco prod~cts within the meaning of § 360j(e). 

Second, the court finds that such conditions on the sale or 

distribution of tobacco products fit within what Congress 

intended for FDA to impose pursuant to its authority to impose 

"other conditions." Thus, FDA's access restrictions will 

stand. 32 

lIThe court does not find, as Plaintiffs urge, that FDA's 
unlaWful imposition of advertising and promotion restrictions 
pursuant to § 360j(e) evidences that FDA lacks jurisdiction to 
regulate tobacco products under the FOCA. The court has found 
that tobaoco produots fall within the definitions of the FOCA and 
that FDA may regulate tobacoo products pursuant to its device 
authorities. 

"plaintiff National Association of convenience Stores 
asserts that the Regulations' ban on self-service displays 
implicates the First Amendment. The court finds that the 
requirement that tobacco products be stored behind a counter and 
sold in a race-to-~ace exchange between a retailer and a consumer 
does not implicate the First Amendment. Retailers may still 
exhibit store displays promoting the sale of tobacco products. 
They simply will be prohibited from storing tobacco products on 
such displays. 
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c. Section 352 Authorizes the Food and Drug 
Administration to Impose La~eling Restrictions on 
Tobacco Products. 

FDA, pursuant to § J52(r), requires to~acco 

products to have a statement of intended use and the established 

name printed on ,the packages. The court finds that § 352(r) 

clearly authorizes FDA to require restricted devices to bear the 

product's established name and a statement of intended use. 

In conolusion, although FDA has the authority under the FDCA 

to impose access restrictions and labeling requirements on 

tobacco products, FDA lacks the authority to restrict their 

advertising and promotion. 

II. CONCLUSION 

For the reasons diSCUssed herein, Plaintiffs' Motion for 

summary Judqment will be granted in part and den led in part." 

An order in accordance with this memorandum opinion shall be 

filed contemporaneously herewith. 

This the D2~~day of April, 1997. 

tad States District Judge 

"In light Of the court's finding that FDA lacks authority 
under the FDCA to restrict the promotion and advertising of 
tobacco products, the court declines to determine whether the 
promotion and advertlslnq restrictions violate the First 
Amendment. 
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