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Last fall, Congress overwhelmingly approved the Harkin-Chafce-Reed amendment to fund the on-going
teen smoking initiative at FIJA. The program is currently eontracting with 45 states for fiscal year 1998 to
ensure that children's access to tobacco products is restricted. However, at the current level of funding, states
will only be able to check 20% of tobacco retailers for compliance with the law. The Comumittee bill only
provides the FY 98 amount, $34 million, for the FDA’s on-going teen smoking initiative. This is clearly not
sulficient,
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The amendment that I am offering to the Agriculture Appropriations bill builds upon and strengthens the
FDA’s on-going teen smoking initiative, It authorizes the FDA's efforts to combat youth smoking, it fully
funds the initiative, and it provides for an annusl national survey of youth tobacco use.

Authorizes FDA’s Youth Anti-tobacco Initdative

This amendment sirmply reatfirms the FDA’s jurisdiction over the product and suthorizes the FDA's on-
going teen stoking initiative, including restricting children’s access to tobacco, regulating tobacco advertising
and labeling, setting manufacturing and performance staadards and allowing the development of reduced risk
products.

Fully Funds the Program

The amendment futly funds the FDA’s youth anti-tobacco efforts by imposing a tobacco industry
" assessment of 820 per child who uses thetr products. This assessment would be based on an annual survey of
12-17 year olds to determine exactly which brands of tobacco children are using,

The assessment would raise approximately $100 million for FY 99, bringing the total i the bill to $134
million, the amount requested in the President’s budget and the amount provided in S. 1415, the National
Tobacco Policy and Youth Smoking Reduction Act These funds would allow the FDA to provide increased
resources for states to conduct compliance checks of tobacco retailers, increasing coverage from 20% to 60% of
retailers. In addition, it would allow increased funding for education and outreach to retailers to ensure that
they are aware of and comply with the 1D check. Currently, FDA is only abic.to fund & four-week print media
campaign in one media market in each state. With this amendment, they will be able to broaden the campaign
to reach retailers throughout the state for 8 longer period of time. In addition, the amendment would provide
funds for product regulation and enforcement of the advertising and marketing restrictions.

Authorizes Annual Youth Tobacco Survey

The amendment authonizes the Departmnent of Health and Human Services to conduct a comprehensive,
annual survey to provide more detailed accurate information on teen tobacco use, including information on teen
tobacco uge by brand. The survey will increase the number of young people surveyed and introducc computer
assisted survey methods in order to improve the precision of the survey. The collection of precise data on youth
tobacco use by brand will give parents new information and provide public heaith officials with new tools to
address youth tobacco use. President Clinton has asked HHS to conduct such a survey. :
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AMENDMENT NO. Calendar No.

Purpose: To provide authority to the Food and Drug Admin-
istration with respeet to tobacco.

IN THE SENATE OF THE UNITED STATES—105th Cong., 2d Sess.
8.2159

Making appropriations for Agriculture, Rural Development,
Food and Drug Administration, and Related Agencies
programs for the fiscal year ending September 30, 1999,
and for other purposes.

Referred to the Committee on
and ordered to be printed

Ordered 1o lie on the table and to be printed
AMENDMENT intended to be proposed by Mr, ITARKIN

-~
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At the end of the bill, add the following:

TITLE ___ —FO0O0OD AND DRUG AD-
MINISTRATION AUTHORITY
OVER TOBACCO

01, ASSESSMENT ON MANUFACTURERS.

(a) IN GENERAL.—Not loter than J unc 1 of cach fis-

1
2
3
4
5 SEC.
6
7 cal year, the Secretary of Health and Human Services (re-
8 ferred to in this title as the “Secretary’’) shall assess each
9 manufacturer of tobacco products an amount equal to $20

10 multiplied by the number of individuals under 18 years
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2
of age who used any tobacco product of such manufacturer
in the preceding fiscal year, as determined using datae
gathered in the child tobacco use surveys under section
. 02 .

(b) DEPOSITS.—Amount collected under subsection
(a) shall be deposited into the general fund of the Treas-
ary.

(0) APPROPRIATION.—There are authorized to be 'ap-
propriated in each fiscal year, and there are appropriated,
an amount equal to the amount deposited into the Treas-
ury under subsection (b) for that fiseul year, to be used
by the Food and Drug Administration to earry out activi-
ties relating to tobacco under the Federal Food, Drug and

Josmnetic Act. | '
SEC. ___ 03, CHILD TOBACCO UBE SURVEYS.

'(a) ANNUAL PERFORMANCE SURVEY.—Not later
than January 1, 1999, and annuslly thereafter, the Seec-
retary shall conduct & survey to determine—

(1) the percentage of all young individuals who
used a type of tobaceo prodﬁct within the 30-day pe-
riod prior to the conduct of the survey; and

(2} the percentage of young individuals who
identify each brand of each type of tobacco product

as the usual brand smoked or used within suech 30-

day period.

62878:#_4/ 9
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1 (b) Youne INDIVIDUALS.—XFor the purposes of this
2 section, the term “young individuals’’ means individuals
3 who are under 18 years of age.
4 (¢) Use Oy CERTAIN DATA OR METHODOLOGY. —
] (1) IN GENERAL.—In carrying out this section,
6 the Secretury may use the data colleeted through na-
7 tional surveys of young individuals. Such surveys
8 shall—
9 (A) be based on a nationally representative
10 sample of at least 20,000 completed interviews
11 of young individunls;
12 (B) be on a househoid-based in person sur-
13 vey;
(4 (C) measure the use of tobacco product
_ 15 within the past 30 days; and
16 (D) identify the usual brand of cach type
17 of tobaceo product used within the past 30
18 days.
19 (2) CONCLUSIVE ACCURATENESS.—A survey
20 using the methodology described in paragraph (1)
21 shall be deemed coneclusively proper, corrcet and ae-
22 curate for purposes of this Act. The Secretary may,
23 by notice and comment rulemsking, subsequently

24 adopt a different survey methodology.
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(3) FwvaL DETERMINATION.—The determina-
tion of the Secretary as to the amount and allecation
01 shall be final

and the manufacturer shall pay such assessment

of an assessment undecr section _

within 30 days of the date on which the manufac-
turer is assessed. Such payment shall be retained by
the Secretary pending final judicial review of what,
if any, change in the asscssment is appropriate.

(4) ReEview.—The amount of any assessment
paid under sectionn 01 shsll be subject to judi-
cial review by the United Btates Court of Appeals
for the District of Columbia Circuit, based on the

arbitra,ry; and capricious standard of scction 706 of

title 5, Umnited States Code. Notwithstanding any

other provision of law, no court shall have the au-
thority to stay any payment due to the Secretary
under seutioﬁ — 01 pending judicial review until
the Secretary has made or failed to make u compli-
ance determination, as described under this section,
that has adversely affected the person seeking the
review.

(5) NowarrricaBrarTy.—Chapter 35 of title
44, Inited States Code, shall not apply to informa-
tion required for the purposes of carrying out this

subsection.
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1 (b) ADMINISTRATION.—
2 (1) TECHNICAL ADJUSTMENTS.—The Secretary
3 may make technical changes in the manner in which
4 the surveys are conducted under this section to re-
5 flect improved methodology so long as adjustments
6 are made to ensure that the results of the surveys
7 are comparable from year to year,
8 (2) PARTICIPATION IN SURVEY.—Notwithstand-
9 ing any other provision of law, the Secretary may
10 conduct a survey under this section involving minors
11 if the results of such survey with respect to such mi-
12 nors are kept confidentinl and not disclosed.
13 (¢) TOoBACCO PRODUCT.—For the purposes of this
14 title, cigarettes, cigars, little cigars, smokeless tobaceo,
15 ' and roll-your-own tobacco shall each be considered as a
16 separate type of tobacco produet.
17 (d) De Mvovis RULE.—The Secretary shall not im-
18 pose an assessment on a manufacturer under section
19 ___ 01 with respect to a type of tobaceo product if the
20 Secretary determines that the percentage of young individ-
21 uals using such tobaceo product (as determined using the
22 anmual swrveys conducted by the Secretary under this see-
23 tion) is less than 0.6 percent of the total number of young
24 individuals determined to have used tobacco products in
25 ‘the year involved.

62878:# 7/ 9



. SENT .8Y:

07/14/¥8  13:vo - 7-14-98 : 16:20 : SCI & TECH POLICY—
OA\BAI\BAI8.(346 E.L.C
6

OO0 N Oy bk W N e

10

12
13
14
15
16
17
18
19
20
21
22
23
24
25

(e) ASSESSMENTS NONDEDUCTIBLE.—The payment.
of assessment under this title shall not be considered te
be an ordinary snd ncccssary expense in Garrying on a
trade or business for purposes of the Internal Revenue
Code of 1986 and shall not be deductible.

(f) JUDICIAL REVIEW.—A manufacturer of tobacceo

products may seek judicial review of any action under this
title only after the nsscssment involved has been paid by
the manufaciurer to the Department of the Treasury and
only in the United States District Court for the Distriet
of Columbia.
SEC. ___ 03, STATEMENT OF GENERAL AUTHORITY.

The regulations promulgated by the Secretary in the
rule dated .Aungust 28, 1996 (Vol. 61, No. 168 C.F.R.),
adding part 897 to title 21, Code of Federal Regulations,
shall be deemed to have been lawfully promulgated under
the Food, Drug and Cosmnetic Act as amended by this
title. Such regulations shall apply to all tobaceo products.
SEC. ___04. NONAPPLICABILITY TQO OTHER DRUGS OR DE-

VICKES. |

Nothing in this title, or an amendment made by this
title, shall be wonstrmed to affect the regulation of drugs,
devices, or other products that are not tobacco products
by the Secretary under the Federal Food, Drug and Cos-

metic Act.

. 62878:# 8/ _9
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SEC. 05. CONFORMING AMENDMENTS TO CONFIRM JU-

RISDICTION.

(a) DrRUG.—Section 201(g)(1) of the Federal Food,
Drug, and Cosmetie Aet (21 U.8.C. 321 (g)(1)) is amend-
ed by striking “and (D)” and inserting “(D) nicotine in
tobacco products, and (E)".

(b) DEVICE.—Bection 201(h) of the Federal Food,
Drug, and Cosmetic Act (21 U.8.C. 321(h)) is amended—

(A) in paragraph (2), by striking “or” at
the end;
(B) in paragraph (3), by striking “and’ at

the end and inserting “or'’; and

O 0 = Oy B W R e
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(C} by inserting after paragraph (3), the

—
A

fOllOWil’lg:

-
Lh

(4) nicotine-containing tobacco produects, and”.

(¢) RESTRICTED DEVICES. -Bsction 520(e)(1) of the
Federul Food, Drug, aud Cosmetic Act (21 U.8.C.
321(h)) is amended by striking ‘‘or use—'’ and inserting

R R
D 0 )

“or use, including restrictions on the access to and the

]
o

advertising and promotion of, tobacco producte—"".
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SPECS FOR FDA AUTHORITIES

Pefiaition: “Tubacco products defined to incinde any product made from tobeceo mtended for
. .
human consurption; nmst give FDA suthority to expand jurisdiction to cigars, etc.

Validation of ¥DA Rule: Provizions in rule decmed to have winfly promulgated; langiage
singilar t0 Conrad; establish effective date. boen s fem

Geueral Anthority Over Distribution of the Prodnet sud Advertising: Secretary
Wmﬂt_&nnmy?mmmbBdemmmwnm?ymg
Mmdm(hchﬂmscmdmmtdnhgwm.” and promotion) as the Searvtary nwy

Autbority Over the Prodact —
a) Existing Prodacts: FDA ipay, using notice snd comment rulemaking, i
ssandends regarding products, ingredients snd components; mhoﬁtyt::;m
premarkst review of existing products, for example if safer altermative becomes

b Nmmmmmmmmmmhmmny'

c) &mdud&ra)ndb)mﬂbeme&nmm&wﬁemmmm
pubtiic health vresult; pofor t6 maldng any dedsion to reduce nicatine or 10 elimnate
product, FDA would take iuto account sumber of factors, incloding black merket

d) Miscellznaonus

1) mﬂymmm&gﬁdﬂﬂmmﬂﬁhmmd-md
ketping '

2) Good mamficturing practices
3) Postmarket smyveillance
Eaoforcement and Related Authorities:
a) Violation of reguirament under the Act rciating t tobatco would constitate

spa:iﬁed prohibited Acts ander section 301, subjocting violator to criminal and
injunctive penalties.

OFTCRAL FORM S (750}

FAX THANSMITTAL  [camms 2
PRick Tarplin [ B Schiullz
Depl/Agersy )
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b) &vﬂmeypmhmashmsos ~ could probably add tob. roducts,
as pesticides was added in 1995, 0= Fo P

o) Seizure without sny interztute comesoe requiremeast ss fo sectimt 304(a)2).

4 Prohibition on prodocts that are adultersted or mishbranded; specifind adulteration
and misbranding standards to be incinded..

e) mﬂ—_mdeledtﬁuﬂﬁe)hmdimmimstmdudmbaﬂy should rclaic to
a defect in the product; require gotification of defective product.

1) Plant and record mspection drfied into section 704, as in Jeffords bill

£ Wm—mmﬁmuhuzﬁm@(wmewhimnf
Constitution®*}; sdd tobacco to sections 703, 70S.

h) Aupthority to require premarket spproval uf all heakb-related claims. **
£} Axthority to sdminister oaths and to require produttion of docyments. **
n Putbfichty -- add tobaoco to sectian 705.

Warning Label — Settlement ss drafled in Conrsd bill

Other istnes:

hind Not in carrent device law.
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1L Elemcits Necessary w Begulate Tobaces Products Through 8 New Chagpter
Al wmmbﬂmmmmm)

Section S01, 21 USC § 351, Adnlteration: N&daabmmhrmtlmwm;pmwm
which addresses polsopous, insenitary, ingredients, and sdequats controls in
:.:agﬁ)fnmm Need a subsection similar @ (e}, whhhaﬁ:m&mnntmmmmfm
standavds. MamMumm.wmmm:m.
Need & subsection atmilgr to (h), which addresses products not in conformity with good
menufacturing pactice requiremants. Need a subszction dmﬂnrh:_ﬁ).whichﬁdmsm
‘products. pot tn compliznce with applicable investigational use requirements.

Section 802 USC & 353, Misbranding: Necd a subscction similar to (), which adfiresx false
and misleading Isbeling. Neod a subsection simiinr to (b), which addresses packaging
iabeling requirernents. Neadamhmcﬁnnsimﬂnm(c),whhhaddmmpmmim.
requicments for labeling informatiop. Need a subsection similar 1o (€)(2), (e}{(4), which
addreszes estahlished nemes. Need a subsection singiar to (0), which sddresess p:oducfs from
nomtegistered establishmapes. Noed a3 subsection similar to {q), which addresses compliance
with regtrictions an devises, Nudambm:ﬂonsimm.b{r). w&hmw
required of resiricted devices and ather disclosure requircments, L@ambﬁmmﬁ:m
), which addreases labeling requircments applicable to products 1 subject io a performance
ﬁsmuﬂa.td. Need a subsection similar 1o (1), whick addrasges patification, record-keeping and

Secrion $10, 21 USC § 360, Registration: Need provisions requiring manufacturers o pegister
30 that FDA kngws that they are operating are peeded, similar to sybsections (), @), (&), (d),
M. @) ().

: agdards: Need to enact authority for parfurmam
mmmmmmmmm

Section $13.21 USC § 360, Premarkes appraval: Need to develop a provision that authorizes
FDA to require premarket review undeg cortain eirowmtances.

Section 517,21 USC % 3607, Judicial revicw: May need a similar provision that establishes
equirements ard procedares for review of perforinance standards, snd other aclicns ubder the
device provisions.

amhmwﬂxuunmodsﬁmaf(c}myﬂmmedmuﬁuﬁmgmﬁsimsmhrm(a)md
{d).
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prts: Need provisions that are similar to

suhw:dnu(n) uni{d) MuemmﬁththcmAmhmmkapplmmofthu
seefion.  Under the rule, reports are required from tobacco mapufacturers only for serious
adverse events that are oot well-known ar well-docugmented by the scientific community, .
tocluding evenss related to contaminytion. or 3 change in any iugredient or any macufacturing
process, and from distrihutors cnly for advessa cvents related o coptamimation. Also need 2
provisior similar to (f), which provides far reports of removals and cotrections.

m Neadpmﬁs!mahnﬂirw(c} whi:hdakﬂhmmmﬂm,(d)
which deals with ootice und Sndings for cortain agency actions. Nesd a provision similar to
the relovant partians of {¢), te restrictad device authority. Need a provision simrilar w (9, the
good manufecthiring practice requiremsat authority, Need provisions similar to {g), which deals
with investigational ectivities; (i), which addresscs the proosedings of advisory cammittoss and

3 Need a provision that allows postmarket

B. Conforming Amexdments to General Provitions of the FDCA
L Probibited Acts and Penaltics.

Section 101, prohibited acts: The words “tabacco product,” o “or tokaces product®, as
appropriale, need %o be jnserted after *device® in the following subsections: (a), which addresses
the irtroduction of adultersted or misbrandad produces into interstate commerce; (b), which
addrcases the adubterstinn ar misbranding of a product; (c), which addeesses the tzceipt in
mntersiate commerce of an adnltersted or mishratded product; (g), which eddresses the
manufactup: of 2 misbranded or adultersted praduct; (h), which addresyes the giving of 2 false
guarmics for purposes of section 303(¢); (k), which addressas the alteration or labeling tha
rosnlts in the produst being adulterated or mishranded. Several now provisioms sre necassary,
Need a provision similar to (1), which deals with premarket review requirements, Need a
provigion similar 1o {g), which deale with or notification, record-keeping and reporting, and
pastmarket surveillance requirements. Need a provision similar to (p), which dcoals with
mernifacturey registration requircmenty. If have detention authority under 304, need to have a
provision similer to (¥),

Section 303, 21 USC 333, Penalties: Need to 2mand ({1 }(A) to incinde “ar tobacco products™
sfies “devices” o as to allow FDA 1o continus fis sivil maney penalty authority. Also, should
mﬂ@)m@#m&mm&m&mmwvhmw
under thia proviuon.

Saction 304, 21 LISC 334, Scizne: Need to 2dd a new section (E) to (8)2): “Any adulterated or

2~
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mishranded tobaeso product® 5o as to provide sejizure guihority. Need to amend (d)(1) to edd
“whasee product.? after *device,” 5o as © provide for dispesition of the goods after
condomnation. There may need 1o be other modifications depending on the export provisian
adopted far tohecco products, 1f want administrative detention authority for devicss to be
avuilable for tobaceo products, need to ampend (g).

A wew provision for compusary process for iobaceo products would be appropriately located in
a ngw sgctian 308.

Jecy org ipment: Need 1o add “tobacco products,” after
Mmhmmnmuumpuﬁamamqmommdmm
shipmant.

W?ﬂmrnmmpmmwwmwm
rdd “mbacco products,” nﬁm'&ﬁm’whﬁmﬂhuhwu&)(l)(&dd Yar tobacco
peoducts that are restrictsd under section __ " sfier “reatrictad devices® in (a)}(1XB); and add
“tobasco product* after *devices,” in (B).

Soction 705, 21 USC 373, Publizity: To suthorize FDA to disseminate information in the event
“of situstions involving imminant danger to health, nesd to add *tobaceo product® after “device”
in ().

isdiction: Need 1o add “or tobacco

3 Imparts and Exporis.

Secton 801, 21 USC § 201, Tmparts: Nead to add “tobacco products,” after “devices,” in
subsection (a) to allow FDA sutharity over tobacco prodoct inrports.

Seetions 8010} and £02, Exgorts: Nerd 2 provizion allowing expor of tobasco produsts that do
not meet the requirements of the FDCA.

4, Miscallaneaas

Ssction 903, FDA: Need 10 add *“tobaceo moducts” after devices in (a)(2)(C) to expressly
anthoriza FDA t© candust research relating to these products.
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0. Language to maiotain existing regulations, precadent, aod authoritiag
W&mm&-ﬂﬁ&mﬂm&cmmb&nﬁw—

prom: i dated August 28, 1956 (Vol. 61,
i igated by the Secrctary in the rule g g a
;? ﬁﬁ?ﬁﬁmﬂ;‘ 897 to title 21, Code 0f Federal Regulations, shall be dacm

i : Foad, Drug
to heve been lawfully and properly promnigated under sections ____ of the
mc@:ﬁsm”mw-wdu

Exploring whathor general device roguletions and precedent could made to apply under a new i(
sublchapisr

v Othey factors to condider when feducing nicotine or aliminating products besides black

. irapact on health of adalescent tobacco yaers
- isnpart on bealth of edult tobacco users
. impact an health of nan-tohssco vsers
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Amendment No. Calendar No.

Amendment to Committee Amendment to S. 1415

Purpose: ensure that Congress has the ability to review all regulations
promulgated under this Act pursuant to its authority under the Congressional
Review Act.

In the Committee on Commerce, Sciénce, and Transportation

Amendment ¢to be propesed by Mrs. Hutchison

(c) FDA Rule in
Federal Regulatio

shall be deemed to be lawful and to have been lawfully
promulgated under

authority of this chapter. {The provisions of such part that

are not in effect on the date of enactment of this chapter shall take effect #5=g
suchepart-of upon such later date as determined by the Secretm-y by order

and insert the following:

(c) Congrcss:on;l Review. -—- In accordance with section 801 of title S,
United States Codg,, Congress shall revxew, and may disapprove, any rule ofsm "

' Sosstesiipsepesed under this 488,

)
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The provisions of part 897 of title 21, Code of Federal Regulations issued on August 28, 1996,
shall be deemed to be lawful and to have been lawfully promulgated under the authority of this
chapter. Nothing in this bill shall be decmed to cstablish an cffective date for provisions of such
part that are in litigation. Consistent with the litigation, those provisions that are not in effect on
the date of enactment of this chapter shall take effect upon such later date as determined by the
Secretary by order.
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1. Elements Necessary to Regulate Tobacco Products Through a New Chapter

A, Essential Elements for a New Chapter (or Subchapter)

Section 501, 21 USC § 351, Adulteration: Need a subsection similar to the device provisions

of (a), which addresses poisonous or insanitary conditions, and adequate controls in
manufacture. Need a subsection similar to (e), which addresses devices not in conformity with
performance standards. Need a subsection similar to (f), which addresses premarket review.
Need a subsection similar to (h), which addresses products not in conformity with good
manufacturing practice requirements. Need a subsection similar to (i), which addresses
products not in compliance with applicable investigational use requirements.

Section 502, USC § 352, Misbranding: Need a subsection similar to (a), which addresses
false and misleading labeling. Need a subsection similar to (b), which addresses packaging

and labeling requirements. Need a subsection similar to (¢), which addresses prominence
requirements for labeling information. Need a subsection similar to (e)(2), (e)(4), which
addresses established names. Need a subsection similar to (f), which relates to adequate
directions and wamnings against certain uses on the labeling. Need a subsection similar to (0),
which addresses products from nonregistered establishments. Need a subsection similar to (q),
which addresses compliance with restrictions on devices. Need a subsection similar to (r),
which addresses statements required of restricted devices and other disclosure requirements.
Need a subsection similar to (s), which addresses labeling requirements applicable to products
subject to a performance standard. Need a subsection similar to (t), which addresses
notification, record-keeping and reporting, and postmarket surveillance requirements.

Section 51Q, 21 USC § 360, Registration: Need provisions requiring manufacturers to register

and provide FDA with certain information, similar to subsections (a), (b), (¢), (d), (f), (h),
@, ().

Section 514, 21 USC § 360d. Performance standards: Need to enact authority for performance
standards that would be based on the best public health result.

Section 515,21 USC & 360c. Premarket approval: Need to develop 2 provision that authorizes

FDA to require premarket review under certain circumstances.

Section 517, 21 USC § 360g. Judicial review: May need a similar provision that establishes

requirements and procedures for review of performance standards, and other actions under the
device provisions.

Section 518, 21 USC § 360h. Notification and other remedies: Need a provision for recall

authority that is a modification of (€). Also need notification provisions similar to (a) and (d).

Section 519, 21 USC § 360i. Records and Reports: Need provisions that are similar to
-1-
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subsections (a) and (d). Under the rule, reports are required from tobacco manufacturers only
for serious adverse events that are not well-known or well-documented by the scientific
community, including events related to contamination, or a change in any ingredient or any
manufacturing process, and from distributors only for adverse events related to contamination.
Also need a provision similar to (f}, which provides for reports of removals and corrections.

hnmm_usg Need provisions snrmiar to (d), which deals with not1ce and ﬁndmgs for certam
agency actions. Need a provision similar to (f), the good manufacturing practice requirement
authority. Need provisions similar to (g), which deals with investigational activities; (i), which
addresses the proceedings of advisory committees and panels; and (k), which addresses
contracting for research and testing activities.

Need a provision similar to the relevant portions of (g), the restricted device authority, that
expressly authorizes allows the Secretary by regulation to require that a tobacco product be
restricted to sale, distribution, or use upon such conditions (including conditions relating to
advertising and promotion) as the Secretary may prescribe.

Section 522, 21 USC § 3601, Postmarket surveillance: Need a provision that allows postmarket

surveillance under certain circumstances.
B.  Conforming Amendments to General Provisions of the FDCA

1. Pro]'ublted Acts and Penalties.

Section 301, prohibited acts: The words “tobacco produc ” or “or tobacco product”,

appropriate, need to be inserted after “device” in the following subsections: (a), whnch addresses
the introduction of adulterated or misbranded products into interstate commerce; (b), which
addresses the adulteration or misbranding of a product; (c), which addresses the receipt in
interstate commerce of an adulterated or misbranded product; (g), which addresses the
manufacture of a misbranded or adulterated product; (h), which addresses the giving of a false
guarantee for purposes of section 303(c); (k), which addresses the alteration or labeling that
results in the product being adulterated or misbranded. Several new provisions are necessary.
Need a provision similar to ([}, which deals with premarket review requirements. Need a
provision similar to (q), which deals with or notification, record-keeping and reporting, and
postmarket surveillance requirements. Need a provision similar to (p), which deals with
manufacturer registration requirements. For detention authority under 304, need to have a
provision similar to (r).

Section 303, 21 USC 333, Penalties: Need to amend (f)(1)(A) to include “or tobacco products”

after “devices” 50 as to allow FDA to continue its civil money penalty authority.

&cgnnn_lﬂi._mm Need to add a new section (E) to (a)(2): “Any adulterated or

2-
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misbranded tobacco product” so as to provide seizure authority. Need to amend (d)(1) to add
“tobacco product,” after “device,” so as to provide for disposition of the goods after
condemnation. There may need to be other modifications depending on the export provision
adopted for tobacco products. Need to amend (g) to make administrative detention authority
available.

A new provision for compulsory process for tobacco products would be appropriately located in
a new section 308.

2. General Authority.

Section 703, 21 USC 373, Records of Interstate Shipment: Need to add “tobacco products,” after

“devices” each time that it appears, so as to provide authority to obtain records of interstate
shipment.

Section 704, 21 USC 374, Inspection: To provide FDA with full inspectional authority need to:

add “tobacco products,” after “devices” each time that it appears in (a)(1)(A); add “or tobacco
products that are restricted under section ___” after “restricted devices” in (a)(1)(B); and add
“tobacco product,” after “devices,” in (b).

Section 705, 21 USC 375, Publicity: To authorize FDA to disseminate information in the event of

situations involving imminent danger to health and gross consumer deception, need to add
“tobacco product,” after “device” in (b).

. Section 700, 21 USC § 3794, Presumption of existence of jurisdiction: Need to add “or tobacco

product” after “device”.

3. Imports and Exports.

Section 801, 21 USC § 801, Impors: Need to add “tobacco products,” after “devices,” in .

subsection (a) to allow FDA authority over tobacco product imports.

Sections 80]1(e) and 802 Exports: Need a provision allowing export of tobacco products that do

not meet the requirements of the FDCA.
4. Miscellaneous.

Section 903, FDA: Need to add “tobacco products” after devices in (a}(2){C) to expressly
authorize FDA to conduct research relating to these products.
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II. Language to maintain existing regulations, precedent, and authorities

With respect 1o the 1996 regulations, the following may be sufficient—
The regulations promulgated by the Secretary in the rule dated August 28, 1996 (Vol. 61,
No. 168 F.R)), adding part 897 to title 21, Code of Federal Regulations, shall be deemed

to have been lawfully and properly promulgated under sections __ of the Food, Drug
and Cosmetic Act as amended by this title.

HI.  Other factors to consider when reducing nicotine or eliminating products besides black

market:
. impact on health of adolescent tobacco users
. impact on health of adult tobacco users
. impact on hezalth of non-tobacco users
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IV. Additional authorities

Authority to require premarket approval of all health-related claims.
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Jerold R. Mande

02/02/98 07:10:46 PM

Record Type: Record

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

cc:
Subject: Hot Tobacco Items

1. DoJ is scheduled to testify this Thursday before a House Judiciary oversight hearing
regarding the civil liability portions of the proposed tobacco settlement. DoJ has alerted OMB that
we probably won't see the testimony until Wed. [ have alerted OMB that this is a sensitive subject,
and it would be helpful to know who is testifying and the lead in their testimony by tomorrow.

2. Sen. Jeffords in planning to introduce his tobacco bill on Thursday with an FDA section that
contains many of the problems the 6/20 deal had plus a lot of new problems that someone clever
has thought up. Jeffards is also on record saying he wants to move tobacco legislation that can be
reported out of his committee 18-0. We shou!d consider whether we want to send a message
directly to Jeffords (not his staff) about the problems with his bill. | believe it is important we do
this before he introduces the bill. It will be a significant setback to comprehensive tobacco
legislation if Jeffords goes on record supporting the approach to tobacco regulation outlined in his
bill. Jeff Teitz on Kennedy's statf has urged us to contact Jeffords,

Message Sent To:

Bruce N. Reed/OPD/EOP

Elena Kagan/OPD/EQP
Christopher C. Jennings/CPD/ECP
Donald H. Gips/OVP @ OVP
Thomas L. Freedman/OPD/EOP
Toby Donenfeld/QVP @ OVP
Sarah A. Bianchi/OPD/EQP
Virginia N. Rustique/WHO/EOP
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SCOPE - Legislation would apply to all ingredients, substances and compounds
(other than tobacco, water and reconstituted tobacco sheet made wholly from tobacco)
added by the manufacturer to the tobacco, paper or filter of the tobacco product.

PROCEDURES - Within 12 menths of the effective date of legislation, FDA would be
required to promulgate regulations relating to the reporting, testing, evaluation and

disclosure of all covered additives,

GENERAL PROVISIONS - The substantive requirements tor covered additives

would be as follows:

Reporting and Disclosure

« Reports to FDA, on a confidential basis,
of all additives by-brand, together with
specific amounts used. Reports to be
updated as and when additives change.

« Disclosure tc public on a by-brand basis
by means other than on packages,

such as inserts or general publications.
Disclosure in descending order by
quantity, with same exceptions as under
food regime (i.e., flavorings and additives
with no effect on finished product). FDA
may challenge assertions that an additive
is exempt from disclosure,

- FDA may require disclosure of additives
otherwise exempt if such additives have
already been disclosed for the relevant
brand In order to comply with law of
another jurisdiction.

n
[/

Testing and Evaluation

* For each additive in use as of date of
enactment, manufacturer must submit
safety assessment.

=All safety assessments must be
submitted within 5 years of enactment
(4 years after latest date regulations
may be issuad) to allow both
manufacturers and the agency time to
comply with applicable standard.
Manufacturers should submit
assessments on a rolling basis as they
are completed within reasonable time
frame after regulation is finalized (e.g., @
25% per year by the end of the second
through fifth years after enactment).

* FDA may disapprove the use of such
additives pursuant to a statutory
standard.

« After 5 year period, ho additive may be
used if a safety assessment has not been
submitted.

» Any proposed additives not in use as of
enactment date require prior evaluation
by FDA; statutory timstable for agency
action;) ame as to any proposed

increase in use level of currently used
additive above amount specified in safety
assessment.
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July 22, 1997

Dear Colleague:

The Agriculture Appropristions Bill that will sotn be on the Senate floor represente a Jaudahle
effort under diftienit ciraumrstances, but it vomtaing a glaring shortfall  The Food and Drug
Administration’s budget requested $34 million for eaforeement and gutreach efforts In afl S0 staies to carry
out rules to prevent kids framn purchasing tobacco, The reparted bill provides only 54.9 million for this
purpase, the same as last year and far too lintle for an etfective notionwide effort to help America’s children
avold the deadjy trap of tehacco, We are asking your support for a foor amendment we will be offering to
provide the full funding needad for FDA'S eritically inpartont efforts to prevent youth smoking,

Nearly 90 percent of aulult ssnokers began at or befare age 18, Today, just Lika every doy of the
year, anather 3,000 of cur young people will become regular smokers, 1,000 of whom will die prematurely
becausa af thair smoking At eurrent rates, wore than § million ¢hildren under age 18 who arc alive wday
will be killed by sumking-relared diseasa.

In August of 1996, FDA issued rules implementing 2 plun to reduce the mumber of children who
begin sooking, The centarpiecs of this plan is enforcernent of provisions that set & natfonn! legal age of 18
for the purebase of lobaces products and require retailers to check phota 1.D.s of consurners sesking (v
purchasc tobacco who appear to be younger than 27 years of gge. FDA ncexs the full $34 millien to
implement the minimum age ang pheto LD. rules, which were fully upheld by the fadern! district court in
Greemsboro, Nurlh Carolina, The FDA initigtive is not 2 big new fideral program  The bulk of the menay
will go directly lo Support state and local efforts.

Qur amendiment provides an offset within the Agricultare Appropriations Bill of $34 nilljen
obmined through increasing the tobacco markating assessment rom the current o parcant of te national
price support lave] o 2,1 parcent for the 1998 crop of flue~cured tobarco and the 1957 crup of burley and
other iobacca The full cost of the inerease would be bome by purchasers of tebaseo, In eddition, for
tobares covered by the amendment, the half uf the current one~percent assessmert now paid by praducers

* would be shifted to purchasers, thus providing assessment reliaf (o tobaoeo furmers.

FDA's initiative against youth smoking was begun leag before the tobacco seitlanent talks even
started The minimmum age aod photo LD, cherk rules are in place and arc warking, but thare is a pressing
need for more funding to allow all 50 states 16 ey out youth smcking prevention efforts. With the
evidence we now have regarding (be epidemic of teen smoking and its implications for the fulurs, there is
no excuse tar delaying full implemeniarion of this eritical program. We should net awail the uncerizin fate
of the tobacco settlement before purting the necessary resouress into FDA’s enforcemant and outreach
efforts ngainst underage smoking. At the same time, adopting cur anendmeas would in no way prejudice
or in ary way affecx the cutcame of anty legislation designed to implement the settlemen,

Ay A

Tem Harkin

Sincerely,
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FUNDING FOR FDA YOUTH TOBACCO INITIATIVE

* The amendment would raise $34 milllon in fiscal 1998 so that FDA,
working with the states, can carry out rules to prevent kida fraom
smoking, It is @ drop in the buaket compared to the $50 billion that
tobacco drains from cur health care system each and every year.

* If we can prevent kids from smoking we ean head off & tremendoys
amount ¢f human disease end suffering, medical costs and loss of
life. Even tobacco companiss say thay are against kids smaking,

¥ But look at the facts: 4.5 milllon kids age 13-17 are stnkers
today and high school senjors are smoking at the highest rate In 17 .
Years.

¥  Nearly 90 paréent of adult smokcrs began at or before age 13,
Today, just like every day of the year, anothsr 3,000 young
people will Beenme regular smokers., A thousand of them will
die prematuvely becsuse of thelr smoking.

b If current rates continue, more than 5 million childrsn under
age 18 who are elive todsy will be killed by smoking-related
disease.

b A root cause of this youth gmoking plague is the sasy ancess kids have
to tobaceo. Studies have shown that ohildren and adélescents wars
able to buy tobreco produate 67 percent of the times they tried. Kids
buy $1.26 billion of tobacco products each yur.

* FDA bas adopted rules to cut illegal sales to minors by setting a
nativaal leg=l age of 18 for purchase of tubacco praducts and
reguires retailers to check photo [.D.s of consumers secking to purchase
tubaccs who sppear to be younger than 27 years of age. The authority
ol FDA tn carry ocut these Tules was fully upheld by the federal
district court in Greensboro.

* And the American public overwhelmingly sunvarts putting a stop to
illagzal sales of tobhaceo to minors. According to a aew poll, 84
pareent of Americaps ngree that young peopls should be required to
show o phate I.D. to buy tobacco produets. 87 perecsnt agree with the
FDA rule se 2 national minimum age af [8 for buying tobscen
and mandating I.D. checks of all tobacce purchasers appcaring to be
under age 27. _

- The Pregident's FDA budget request includes $34 million for carrying
out the legal sge and pholo I.D. rules upheld by the Court in
Greensbore. Of that amount, $24 milien will be uzed for
enforcement, with most of these funds going to state and local
officiels for carrying out the ruie. The remaining $10 million will
be ueed for outresch efforts, including educating retailers about the
rule.

3 Providing FDA full funding for this initiative is essentinl. A8 the
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latter from Secretary Shelala makes clear, the full $34 mtilion is

needed to carry out the age and phote I.D. rules. »aWithout these
funds, FDA will not have the credibla national snforoement programn
required to reduce sigmificaptly young people’s sccess to tobacco.s

¥ A Jetter from former Surgeon General C. Everrett Koop and another
from 33 attorneys generul urge full funding of the $34 miilion for
FDA's youth emoking Initiative. Dr. Koop says it best: s A vote
against the funding is a vota with the tobaceo Industry and its
campaign to lure kids ints the deadly addietion.=

* The offset for the smandment is simple and well-focused. It provides
a emall incresse for FY 88 In the current marketing assessment on
tobacceo to ruise the full $34 miltion for funding the FDA youth
tobacco enforcement and outreach effort. '

¥ The inersase will be pald for entirely dy the tobacco companies that
purchase domestlic tobacen apd import foreign tobacco. The cost of
this initiative will be placed squaraly on those who profited by
salling tobseco to young people, not on the iobacco farmer and not

on taxpayers.

z The ameudment iz alsp orafted to relieve tobacco farmers of iheir
current oblipation tw pay half of the marketing assessmept og tha
tobacco covered by the amendment. This amendment sesys the tobacan
compauies will pay the whole agsessment, including the increase.



	DPC - Box 044 - Folder 008

