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IRDEX - OUTLINE

Conqaress the Federal Trade Commission, ' the Publie

Benlth Scrvies and the Departments of Commeree and Dol :_'
Agriculture concluded in 1965 that the lsbeling of -
rar and nicotinec yields should not be reguired. . R

There has been no new scientific proof 'JustifviJ

who smoke tend a.lso to be people who. for vari

‘ any change in this position. page )
a, “cigarette smoking has not been established as a )
L cause of human disease, Page 3
(a.} -The "evidence” is statistical and s..atxs..it:s' .
. cannot establish the cause of C— disease. ,Page -3
] o
(o) ‘Zealots have vastly overstated their case i
.against cigarette smoking. Page S
. )'
(1)' Smoking and Cardiovascular Disease. Page 5
. . [ ..‘
(2} Smoking and Emchysema and Bronchitis. Page 6
. - {3) sSmoking and Lung Cancer., - Page B .
{4) Smoking and Cancer of the Larynx. Page 14
(é) Is it the Smoker or the Smoking? ([Smokers and
;' non-smokers have been found to differ in many
ways other than their smoking habits. Many .
. .. eminent pe: persons believe that the reported sta-
) tistical association between smoking and dis- -
ease.may simply indicate that some of the people
ous
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physical or psychological or other reasans, -

| are more susceptible to diseass than those '-t‘ef'f**ﬁ-”
Y - pereons who choose not to smoke. Stress, for PR
L exanple, may well ®cause® & pérson to sxoko - FL

L and nlso predispose such person to hoart attack. .
’ Smoking, however, would not be a cause but : .
- would only be statistically assocliated.] © Page 19

{d) Thc *Missing” Ingredient: Neither the exictence

nor the amount of nicotine, “tar® or any in-

gredient claimed to be in cigarette smoke his

been proved sianificant to human health. (The

. Burgeon General's Comuittez concluded that nico-

tine "probably does not represent an inportant
Do health hazard". The very term "tar® is inaccu-
S . gate and misleading (since there is no -"tar® in
—_ . " eigarette smoke), animal experiméntation wit
.etar" has produced only erratic and questionable
results (which may be compared with the generally
negative findings when whole smoke inhalation ex-
periments are done) and the problem for exploration
remains, in the words of the Surgeon General's .
Committee, "gigantic®.] . Page 22

""311. Manpdatory "tar" and nicotine labeling would be .
pisleading, . ) . Page 36

{ . . IV, Conaress _should not delegate authoritv to recuire
; i Yzbeling of cigerettes., {(This was the position
oo taken by Congress in 1965 and it appears amply - : '
o justified in view of the Federal Trade Commission's
i tbrupt reversal in early 1966 of its 1965 (and
earlier) stand on tar and nicotine ‘(which, according
.3, to Chairman Dixon in 1965 "could result in some other
*, kind of a misrepresentation or something misleading®).] Page ¢
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" conaress, the Federal Trade Commission, the Public Health

" sorvice and the Departments of Commerce and Agriculture .
concluded in 1965 that the labeling of tar and nicotine -
vields should not be recguired. ‘There has_been no new
scientific proof justifying any change in this‘position.

Yor many years the Federal Trade Commission, supported
. by the Public Eealth Service, consistently tock the position that

any statement of tar and nicotine content in cigarette labeling

and advertising would not be mpeaningful. This'viewpoint was pre-

sented to COngress.during the 1565 Hearings on Cigarette Labeling

1 . .
and Advertising. .The Report of the Senate Commerce Committee tock

-

. cognizance of these views:

fTAR AND KICOTINE

Several witnesses urged that cigatrette manufac-
‘turers be required to state tar and nicotine yields on
the package as originally provided by §.559. Neverthe-

. . less the committee is satisfied, -for the reasons dis-

cussed below, that such provision should not be retained
~in the Bill. ’ ' i

The Chairman of the Federal Trade COﬁmission ex= .
pressed opposition at the hearing to a statute requiring
tar and nicotine labeling. ' .

’

With respect to nicotine, the report of the Surgeon
General's Advisory Committee states thet 'there is no

B . - a - 1
' L . . DA L Co )

..
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accoptadla cvidence that prolonged exposure to nico- .

tine craates sither dangerous functional change of .

an objective nature or degenerative discase.' The re~-"
. port concludas that various studies 'indicate that the’
ety nde toXicity of nicotine in quantities absorbed
£:¥ . szoking ané other methods of tobacco use is very L
low snd probably does not represent & significart health
preblen'.’ S -

As to tar, the Surgeon General testified before
the committee that, '"While it seems at least plausidle
tha: cigareties wiih lower tar and nicotine may present
lesser health hazards, there is presently no proof tha:
this is so.®' Re Jurther stated that *further study' wis
pecessary before he could recommend that particular in-
gredients be singled out for labeling.®

_8ince the time of tha£ Repori, there has been no new
scientific proof. There still is ®no proof éhat this i; so0."
There is no new sc{entific evidence justifying any changg in po-

. sitien or warranting tar and nicotine labeling. There has been
continued._perhaps louder, repetition by ﬁhe same people of the
same arguments made to Congress aﬁd there rejeéted by ;he Public

_ Health Service, ﬁhe Federal Trade Commission, the Departm;nts of

* Commerce and Agriculture and Coﬁgr;ss itself.

Thus, the.tar and nicotine labeling proposal presents
the latest example — albeit one of the wﬁrst —_ of & long striné_
of conclusions and proposals relating to smoking lh§ ﬁealth ;hlt

have no adegquate scientific basis, A 5

. -
-~ .

-2-
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cigarette smoking has not been established as @ cause -
of human discase. . . L

During the course of the 1965 COngressional-Heafings on
cigarer-» labeling, a large nunber of eminent doct;rs and sclen-
' » .
ﬁists cuse forward ‘to point out tﬁat it has not been'established
'that cigarette smoking causes human disease. Their reasons, based
upon substantial experience and rescarch, remain as valid today as
'ﬁ:-' when presented. While there have beeﬁ mah; claims.df causal re-
lationships between smoking and disease, extensive research efforts

in recent years have failed to prove that smoking is 2 healith hazazd

(2} Trnz “"evidence™ is statistical and statistics
cennot establish the cause of T=0 disease.

_Most of the “evidence® relied upon by those who believe
that smoking causes disease is stgt{stical? But, as has been shown
tine and again} statistics alone cannot establish the cause of any

disease.¥

Aistory records strong statistical associations betwzen pellagra
, and corn consumption; cholera and high places; and malaria and
night air. All of these diseases proved ultimately to be caused
by thnird factors unknown 2t the time (respectively, a vitamin
i deficiency, a bacillus apd a miecrobe), o

‘ . : . . -3

e e —
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ticians who testified at the 1965 Congressional Hcaringi’ £E'h;;

" been lgnored byfthosc.who.hlve sought t§ use the Surgeon Céncr;éis
Mvisory Committec Report as a basis for the ;sseftion That }zgk-
ing cau;es hundreds of thousands of deaths each Year. The Su;-

:.qeoa General's Committeg itself sta?ed that *"Statistical netiods.

" cannot establish pzoof of a causal relationship in an associatioa'?
and waile the Committee observed that-several studies showed an
"association” -between smoking and &eath rates from nearlﬁ all
diseases, it refused to accept snoxing as the proven.cause ir most
cases, Notwithstanding the Committee's recognition that statisti-
cal association does n;t Prove causation, those who claim smoking
causes go many deaths cite statistical association as "Proosv.

Two very significant facts appear in the principal da;a
on &eith rates cogsiéered oy the Committee:
{i) substantially more.ghan‘SO% of the
cigarette smbkers whose d;aths were studied digd
from diseases which not even khe Committee thought.

- were causally related to their smoking? and’

- (41} the death rates for even the heavy.

snokers,weré‘lowef than‘the_death‘r§tes for the
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entire Y. §. population (whiech, of coursa, ln-

cludes all non-smokers) .B -

»
'!
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Dhese ‘2zcte shoulé be kept in mind in consilering any }onibl.a_::- S

relationship of smoking to particular causes of death.
S ) Zealots tave vastly overstated their case :
. ' agzinst cicarette smoking.
B (1) Smoking and Cardiovascular Disease.

The Surgecn Ge#eral's Advisory cgmmittee éid not find
sufficient evidence to conclude that smoking cause's corédiovascular
diseases? .That iack of evidence has.been blandly ignored by those
zazlots whc include Eardiovascular dise;ses in their clains thaé
sﬁoking causes hhndreas oé thousands of deaths.

The Surgeon Generzl's Advisory Committes said in.1964
. that the 'bas:;.c ciuses of coronzry heart disezss werle obscuzel.o' The
- nicotine in ciga:éttes. & t:aé:‘.‘gion;i@nipp‘ing boy, was sald by
. '+the Corvaictee _.-.o-t to c.ause deganerative disease nor to de an im-
portant health h‘azard.n-'rhose statements are as 4true how A& they
i were then. Then, 25 now, certein factors other than szcking were

. thought to predispose to that &isease.' Btress, £§:n.ilinl background,

1ndividual'personality‘traiﬁs-(l 'coronary;prone personality” has

T
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',f been described), occupation, city life, chesity, diet (both gon4;,
R . . P ) §
- eral overnutrition and high fat) and lack of exercisc have ;11;'

i_l:becn:nentioncé{? Whaether smnoking il'Bne of these many factofé that
. may be related to coronary discase remains to.be deterained.

‘ Congress was told, at the 1955 Hearings, that there is
';;_i lack of experimental evidence irom the laborétory to implicate

. -;,uﬁoking in cardiovascular diseases;lihat there is_a'strong possi~

;;f_hility that such factors as stress are important in the .develop-

“.smoking is merely & reflection of & kind of person who is ikely
-to suifer from cardiovascular disezses, whether or not he smoxes?

. - ’

Research has, of course, been going forwird since the

Report of the Surceon Gener:l's Commities and since the Songres-
- . slonal Hearings in 1985. But none of that research has produced

any substantial evidence to implicate smoking as a cause of cardio-

L . vascuidr diseases.

i

5

3 . . . B g
- (2) Snoxing and Emohvsema and Bronchitis.
£

As the Surgeon General's Advisory Committee observed,

" bronchitis ané emphysemz are the chronip_broného-pulmona:y &is- -

. . eases of greatest public health importance in the 'United Statesae

EORN - o, N P . ' A
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. ‘Nevertheless, their definition and diagnosis is

" exact and the relntionﬁhip between them at bast\eonfd:;’.ng'.rr i

mittee's Report. . ' R

B - - T

.. : (:? j.‘ '. -.: L (i) | ; ,;{:.

adnittedly in- .«

. -

The two &iszases may coexist, sither may cxis: befere e

the-other, or they may exist independently of each otl-.ar’.’a There

are confiz‘.cting views as to waether either causes the other or,
j_ndeeid, whether either is a necessary or even possible iink in the
c.'nair. of causation of the other.l9 The two things. abo;.:t which there
E seem .to bc no question are (i) that cigarette smoking dic not existlr
when c‘n:onic bronchnitis and -e:nphyse:na were ;‘.'irst_ recogr.iied?oa.ﬂd

: ' 1
(ii) that both Ciseases occur in non-—sruokers.e

The Surgeor. General's Advisory Committee correctly con-

+. cluded that cigarette smoking is not established as a cause of
. - emphysema. Thus, those who assune that smoking causes exphysens

ir. ordes te zlaim that smoking is killing large segments o5 the

Pyt

. . population have no basis for that sssumption, even in the Con-

-

The Comnittee concluded that smcking is 2 cause of chronic

AR SN . E S ammi ot
A ‘brom:n:l.tls.3 But this conclusion was reached despite the fzct that

the sizristical asscciation beiween smoking and bronchitis seamed
" : A . .

'_weaker {zs near as can be determined from the meager data) than

) ) . . ) oh . . .
-that betwzen smoking and enphysema,. where causation was not found,

PV ESANATDTA



demiological (i e., statistical) evidence.zs the !uiluxa to tind

causation where that evidence was stronger and the flndlng of '
causation where that evidence was weaker only adds to the con-
fusion in an already cunfused and ill-defined field.
tnquestionably, what is needed here is more research and
less speculation. This was the substance of what the experts told
Congress when they pointed out that the particular disease entities
should be defined in clinically recognizatle ways and tneir various
symptonms put into meaningful categories. Until this is done, they
said, it is impossible to speak cof causes — or to attempt by ex-
perimental or other means to discover meaningful factors in the
environment — or to determine whether or not those facters include

cigarette smo‘king.26

{3) Smpoking and Lung Cancer.

The possiblc relationship of smoking to lung cancer has
received wide attention in recent years, This is true even though
the numbgr of deaths caused by lung cancer specifiéd as primary ie
but a.small fraction — about 1% — of the number of deaths froﬁ
2ll cauees?’ The main're;son for this focus of attention on lmoiing

! ' -8-
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“may vell be that it was one of the £irst to be suspected anmong

. «In con&ast. many other factors have long been suspected as con-

.
13

" el 3,

the cany :actorse%ow suspected as possible causes of’ lung cnﬁcé.

29

" tributing to cardiovascular diseases “and emphysema?o Wnatever thé
retson, the fact remains that tSe still unanswered questipq"of a
possi?le relationship ¢f cigarette smoking to lung cancer.has been’

‘.a subject marked by spectacular charges and uidesp?éad controveriy.

- ot surprisingly, this situation has led to rany ;nfnund-
ed claims and premature conélusioas. Indezd, the st:éngest indict~
ment of cigarettes contained in the Snféeon'céneral's Aévisory Com-
mittee Repo:t i5 that they are claimed to be the main c;use of
cancer of the lung. -

But the evidence will not support a conviction based upon
this indictment. Tgat evidence was‘meticulousiy exanined by medi-
cal and scientific exﬁerts during thg couxrse ef the Congressional

‘ Eéarings on Cigarette Lakbeling in 1954_anﬁ 1965, It was clfarly
.insufficient to ést?blish causationl |

.¥ost of the "evidence® is found in the statistics. And,
of course, statisticé eanﬁot themselveslprove cause and effect.
. e

_Additionally, as the statisticians told Congress, the statistics

. with respect to smcking and lung cancer are replete with confusing

1.G2000276
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zemnciled.a 1 For exanple:

?:Any countries have‘ ‘lower per capi.ta &on- '
sunption.of cigarettes than the Pnited States,
but higher mortality from lung 'cmcer:'.'a

Despite the :ap}dly increasing cigarezte
sﬁaking among women, the ratio of male to fe-r
male deaths from lﬁng carcer has increased Zour-
'fold in the last ihirty-five years?

Lung cancer is more than twich as CommIn
i

-among low-income males than among:high-incoze

- I . .-

males.

Benzpyrene is & compound which has etpe:i-

. mentally induced cancer in some test animals, Dut

which is found only in minute quantities in ciga~-
rette smoke. .Pipe smoke contains ' more than ten

times as ruch of this compound as cigarette smcke.

‘Yet pipe smokers, including those who inhale, hawe
.the same death rates as non-smokers, wahile former

pipe smokers have higher death rates than either’

35

smokers or non~emokerst” AE one 0f the witnesses

told congress:-

-10=
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eIn brief, 5£f these statistics can be be-
lieved, it is quite safe to smoke a pipe, but 36 -
hichly dangerous to discontinue the practice.” Tt e

lﬁr'-' BRIP4

‘ gnera Aze, of course, many more such curious finding

37

in the‘ntati;tical datay’' But even if lll.thése were —econciled’
and explained, there-wo;ld still be no more-than_a s;atistical

association. It would th;n be necessa:é to determine what, if
anything..that association meant. In this connectiorn, properly

“conducted laborﬁtory and clinical investigations can be of great
importancé%s
. Several researchers told Congress that such evidence B&s

- !
exists in the field of animal experimentation is either negative’

or insignificant?gThey pointed out that the material cited by the

Surceon General's Advisory Committee supported this conclusion. As
stated by one eminent patholegist:

. *no date, no one has producad cancer of the
. ~ léng in an experimental animal with tobacco smoke

¢ or with condensates extracted from tobacco sncke,
e e . Thus, laboratory confirmation of the statistical
gf L association is still lacking.

5

2T
I

#1t is true that cancers have been produced
on the skins of animals by various condensztes of
tobacco smoke, but skin cancer in experimental -
P animals can also be produced by a rumder of in= .
v T nocuous substances, euch as sugar, beef, etc. I -
o . do not think one can attach any great significance
to this work." 40 . Lt

e . ———— ey —

Vo
.

. . -

1.- . .- .' . ' t..ll_

LG20002738




in contrast to tho negative results of expefiﬁcntt inJJ

_voiving inhalation of tobacco smoke, lung cancers have bean p:o-
duced ex:erlmentully by inhalation of other sulpected agantsfl }
.Bo much for the laboratory evidenca. ' )
o ) The evideace‘relating to humans’ also is open to sﬁbf ? N
stantial guestion. ‘
One doctor showed slides and clainmed to see.lt autopsy_;
.more cna.nges in the lung tissue of smokers than nou-sr:.okers“.e Toese
chnnges, he speculated, m;gnt have gone on to be cnnce:ﬁhsaut anoth-
e -er doctor presented the results of a nationwide investiéation on the
same Eubject coﬁauc.ed by 12 pathologists and’ concluded under the_

" sponsorship of the'United States Public Health Service. These re-
-+ sults, he said, fell‘short of confirming the claims zade by the
first doctor h Other pathologists who testlf;ed also disagreed with
the claims of the first doctor?sand one showed slides denonstrating
th sane lung tisége changes in nonrsﬁbkers: sné .even in infants,

Fe said he Eould net agzee‘tﬁat éhése‘changes were meaningful so

far as cancer is concerned.

Addxt;onally. Congress heard from several eminent tho-

racic surgeons wnose wide experience encompassed well noze thun

b
. 19.000 cases of cancer of the lung. 7In contrast, all seyen of the

- -—r,?'-.:-'-,’—_“!‘

— . ——— —
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Based ‘on their broad clinical experience, thb-u thoraclc

surgecns told Congress that they could not accept the conclusion
of the Surgeon General's Committee that cigarette smoking was

9 They pointed out that while.the

causally related te lung cnncer.‘
concentration of tobacco smoke is greatest in the trachea, or wind-
pipe, cancer of the trachea is a medical rarity.so They gquestioned
why, in the lung itself, cancer occurs more frequently toward the
periphery, where the concentration of smcke is 1333.51

They alseo poiﬁteﬁ out that cancer of the lung differs
from other cancers in that the age of peak incidence is about 57
to 60, and that this peak persists regardless of whether, how loné,
or how much people smoke.s2 This human experience does not support
the claim that there is a direct dose-response relationship se-
twees cigarette smoking and lung cancer, i.e,, that lung cancer
will occur in dire?t proportion to the amount of smoking, If this
claim were true, long-time heavy smokers should get the disease
earlier than non-smckers. They don't. Despite the apparent sta-

tistical association between smoking and lung cancer, smckers dd

13-
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not cot the discase any earlier thea non-szokers, regircless.
of Low long or how necvily thay have smokwﬁ?BCmca agein, the =

- . . . . b, PR
Fas. %% J:litation of statistics is shown: when tested aguinst the

g | : actuz. clinical data, predictions based on statistics often prove

Doubtless, explanations and reconciliations ©of these
appa:&nt cornflicts in the data have been and will continue to be
.sough:. But they caﬁnot’come £rom armchair speculation: ratner,
trnev must come from the result ol hard, tensive and painstaking

. . v
resez>sh in the laboritozy and in the pontin?ed analyses of medical
exparience.” Such research has gone on contiﬁuously befofé and after
. the Surgaon General's Advisory Comnittee R2pOI: and sinc; the Con-
gressional Hearings éf 1965, To'dgte. however, it has not provided
sufficiens scientific evidence to determine these questions and
perrit ralizbie conclusions to be dfawn. Dgspite the impatience
of some to solve the lung cancer pfohien b; convicting cigzrattes,

there is still no scientific basis for determining whether or not

. smoking causes lung cancer.

b

" {4) Szoking and Cancer of the Larymx.

fhe only cancer other than 1ung'to yhich_the Surgaon

LG2000281
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Ganeral's Advisory Committée linked cigaratte smokir g is ¢ ':

'L¢. ;

’of the larynx iy the male, Here, the linx is not said to bo thnt

suosirg causaes laryngeal cancer but only that it is "a :igﬁi icant
factor in the causation® of suca cance:'.s 5 The evidence coes nos

support even that limited conclusion.

No otolaryngologist or other :pecialzst dea-zug prizar il;

with cancer of the larynx was on the Surgeon General‘s Abvisory

13 .
COam*ooeo? Several such men, of unguestioned promirence in thelr

. Pprofession, did appear before Congress in 1985 and diszcreed with

the Committee's conclus;on57

They pointed out that tﬁe Comnittee's conclusion wao
baseé essentially on ﬁnterp etation of data s\ow;ng a s.no;s.zoal
association netween c;gare.te sxoking and cancer of the lamyax.,
They szidé that othar facts, knowp to thenm <ron toei:-expe:;enoe
With the disease, indicated that &ny such §§soci§tion Coes not
prove cause—r:'B

bne ©< the most emineno of the world's otolaryngologists
testified that, in tﬁe course of sone 32 years of experience, he
Y.ad observed over 4,000 cases of cancer of the larynx ané thooat
and had treatad over 1,600 cases by surgical meanép.iﬁs ex:e:ionce

GBCO-uuSSLS twice as many cases as were inCAuded in all of the

~15~
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statistizal studies ralied upen by the Surgoon Generzl's Adv1sory
a;

PLOAN

Cozniss ~a§° The combined axperierce of the othe. four otoluyagolo-

.f

glsts VWio testificd comprised some 3,000 cases of cancer o£ thal“'
61
J.u-y.-.x and adjacent arzas - moze than ono and a Talf tir.es the

total nuxder of cascs involved ia the studxes relied wpon by the

Surgzon Seneral's Adv;so*y Coznittes 62

Drawing from their wide experience, these otolaryngolo-

gisty: told Congress that tney could not accept the conclusion that

| gmoxing of cigaretzes was established as a cazusal factor in cancer

of £h2 lzrynx,” Thaey assigned many Teasons £of their wviews, in-
eluiisy the following: -
{a) There nhas been no increase in the incidence
6= cazncer of thé‘larynx to parzllel the risc in ciga~
rette consumption in recent decades. If cigarette
smcking were a significant factor in the causation of
larvngezl cancer, a large inc;eaéé in’ﬁortality or

- ceney of the diseasz corresponding to the increase

64

in cigarette consuwmption should have cccurred.
(o) There is no experimental evidence whatever
demonstrating the production of laryngeal cancer by
65 . '

tobreco emoke or condensates. .

-16-
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{e} The ratio of males to females with cancer
of the larynx was approximately 6.to 1 tﬁixty yéL:s -fo
age, whcn‘cgmai:atively fow women smoked, Now, wien
pany more woman smoke, the ratie ha; widered t; ¢ fo‘
2. This is Airectly cprosite to what should have oc;
cu:zed'if smoking ware a significant causal factor.
¥o explanation has been advanced for this; and there
f£s no known sex difference in tissue réspon§e€6
(&} cCuriously, c;néer occurs more Ireguently
t )
in women than in men in the lower throaé. at the Lase
ol the tongue and on the teonsils — structures very
near the 1a:ynx§
{e) Cancer of the trachea o= winépipe is extreme~
ly rare even though.this s:ruﬁture, imnediately below
the larynx, is also‘di:ectly in the fa.h of inhaled
... 63
smoke and should be similarly aifected,
{£) statistical studies of laryngeal cancer
seléom deline piecisely the location 6f 'the cancess
{ncluded in the study. The location is important ba-
cruse the clinical behavior of cancers at.diifa:eat

sites in and near the larynx differs g:eatly: And,

] .

J
[
-}

]
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as would be cxpactcd.'the'ccgrce'of assceiction =y

wary greatly deparnding upon the types of cases which
¢ S .

“are included or excluded. 2reseat knowlodga doos
not provide eﬁplanations for these hehaviﬁral‘dif-
ferances among cancars origirating }n virtually eé~

jacent loca:ionsﬁg i

* {g} There are unexplained geographical puzzles.

Cancer oé the uéper throat — nasopharynx —— ls morTe
than ten times as common in Chipa or Formosa than

eisewhere in the world. Cancer in the lower throat —

hypopharynx — is more conmen in Great Britain, Prance

and the Scendinavian countries than in the United Sta:es?o

{(n) Other factors, such as alecohol and malnutzi-

-+

tion, are suspacts in cancer in this area. At present,

there is no way of knowing wnich, 4f any, of these Zfac-

-

. . 71 -
tors are of causal significance.
-
To date, the dats necessary to resolve these guestions
and the many other unanswered ones in this field have not yet
appeared. At least until such data are svailable, the hasty jump—

}ng +“o. conclusions should be avoided. It is obviously prazature

at this time to come to any conclusion &s to wWhat role cigarzette

1B~
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smoking 2ay or may not play in the causaticn of cancer es

larynx. : ) ‘ . .

-~
L]

. -

(¢} Is it the S=mokar or the Smeking?

If, as sevaral studies have indicated, theze is5 & sta-

tigticzl association between the smoking of cigarettes and & wide

vazicty of Ziseases, then the need for scientifie inguiry has not
e=éci zut has only begun. This is particularly so because labor-

tornr and elinical findings to date have failed to support sug-

gaostliins 4nat the raported stetistical association should be in-

tarsroteld &s showing that snoking causes some or &ll of these

cigs .cez, .

Severzl prominent statisticians told Congress in 1985

no reporied etztisticz) association boetween smoking anéd vari-

ous Ciseases — wholly apart from &ll the inconsistencies iznd ques-

£icn marks — could well mean that many of the people wWho are going

to got these diseases zre the kind of people who alse ire going to
.72 ' .
EROKE, - .

Thus, tha reported statistical association, fix Irox

dencnstrating that smoking is a hezlth hazazd, may rellect signifi-

cant differences in the physical, constitutional, psychological ind

~19- N ‘ -
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genetic makeup of many smokers and ncn-luokern. Thole ditfereactl,.
o
nnt cluled by amoking, mey account for the oblervad ll.ociatlan.-
. j\.
g ¢
§ As the ltntinticilnl told Congress, thll 1nterp:et§;£an s

‘..

of the asscciation has never been ruled out, and is at laa-t as j'
1likely an explanation as cne that assigns causal roles to l:::oklnq.."3
The analysis begins w.ih the statistics. For example, if the ;tl-
tistics had shown that smokers and non-smokers had the same history
with respect to all diseases, except that smokers had a very much
higher incidence of one particular disease, then it would have been
appropriate to focus investigation upon the question ol whether
smoking caused that disease.

Such, however, is noé the c§se.- Rather, the statistics
indicate that smokers and non-smokers differ with respect to their
overall éisease history and not just with respect to one disease.14
The statistics, of course, deal enly with people whe haQe been in-
cluded in surveys and not with the whole U. S. population. They
alsa deal with human beings whose decisions to smﬁke or not may
well reflect different personal characteristics. This raises the
question (assuming.that the reported statistical association is

valid for the entire populatidn) of whether the observed differ-

ence in disease history came about because of smoking or because

-20-
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2? . ‘of differing personal charavteristics of smokers and non-z=5KeTs.

. - . -

In this latter event, snoking would be just one of the diffa:eﬁcei'

. Betwasn the two groups and not the cause of tha diffcrence_in_éisé
. ease histcry.75

. ’ A threshold cuestion, then, s whether there ire signiﬁi—-

,cant &ifferaaces between snmokers and non-smokers, in eddition to

Qiffarances in smOXKing havits and disease history. Thls {s & broad

and wide-zanging cuestion, requiring for its nswer broid end wide~

ranging -esaazch into a myriad of human characteristics.

LR I B

ot

Accordizg to the information presently zveilible, it does

- . ppozar that smokers as a class are in many ways &ifferens from son-

- ——

b e

gmokars, TFor example, cigzratte smokers a5 a class mirry and change

Jobs more often, are more athletic, are more often hospitzlized,

ot

drink more aleohnol and black cofiee, are more often rneurotic, ara

T B

L82 ¥ hnysertansion,

-

xely to have parents wlilh haar: dise
ané have snorter lived parents and"grandparen:SFS So there is evie-

dence thot smokers ara often of & &ifferent personzlity tyze Irem

non-tockers. And, interestingly, many of the chazractaristics ¢

tais persorality type have also bean related to siress] waich is

believel by many to play an important role in the prodluction of

r . o
i coronzry heart disease and other gilnents.78 . . o
1 .
-2l .
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chero ic strong support for the intcrpreiuticen of the.

statiatiss that sscking is a reflection of a type of person who,

H -

Tt w0 %

Wiethos or rot he smokes, is more likely to get cexrtain disscses,

a=d i mot Litsclf a cause of those dlseases. -

(&) Tha “Missino® Incredient: Neither the existesce
nor the smount of ricotine, “tar” or any incrcdient
clzimed o be in cigarette smoke has been sroved
gicnifiszzrt to human health.

For several yei:s.—— indeed, since cigarette smoxe be- ‘»
canz " s:spa::'-— intensive laboratory expe:imenﬁation and analysis
hawe boen éi:;::ei =6 the ideantification and isolation ol the in-

.. s ' "
greiiang or ingredients in cig&rette'smoke which could cause the
&iszasas for waich smoking is clained to hé responsible. During
t=nis ; & of yezrs, afvances in scientific technigues haveipe:-

mittel wne fdemtification in given substances of.fantas:ically Ri-
nute ¢uentities of particular.ing:qdiﬁéts.'rﬁot'surprisinglj;
therefore, from time to time there are -reparts of the identifi- ,
caticn 65 some ingzedient in cigarette smske couplgd'wi:h claizs
that it =ay have some possible connection with diseassa causatioqz
oo thishdaze, however, all of the deanced technology &nd aii qg

tte intensive work have added up to one clear result: .

- " . * \ - T ) .
-22- . .
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There has been a complate failure to.ideatify T
. - any ingredient or group of ingrodients in ciga-

-rette ‘smokd that is specifically responsiblc for

causing any of tha human discascs with waich smox-

irg may be statistically associzted.??

.

The presence of picotine in tobacco has given rise to

mueh fruitless speculation over its possible role in causing hnuman

€isaasa. BSuch speculation all too often follows 2 dericogic ilne, #
N r
baginning with the assertion that pure nicotine {s a zcisca and

ending with the conclusion that in cigarettes it is very hLarmfal

indeal, .

' In the Jface of this line of “reasoning”, a brozé con-
e sensus has been achieved in the scientifiec world with respect %o
PR, . ricotine. In contrasi to the controversy over the guestion of
i S e
L cigaratte smoking and health, there is practiczlly no controversy
' over nicdtine. This consansus was well expressed irn the Surgacn

-

. . © General's Advisory Committue Report:

"There is no acceptable evidence that pro-
longed exposure to nicotine creates either gercersus
functional change of an objective nature or desenera-
-+ .tive disease, & .. . .‘ .

LG2000290

.



o

. The more important reasons for this conclusicn are B

follows:

. . .

*. . . tho chroaic toxicity of nicotinc in

s

guantities absorbed from szbking and other met:uofs |
of tobacso use is very low and pro‘bﬂgl%lc'oes net I

represtnt an important health hazard.”

. .

{&) " It has asver bean se:iousiy suggested that

nicotine has any cancer causing prope:tie$§2

{0} NKicotinz has no known chronic or cumulativea

fiec

the bk

ts. It is rapidly absorbed and rapidly chzngaé Ty

uman body into other simpler substances wihich have

low pharmacalogical activity and are speedily excrated,

Tine

- Deeco

arzl

=
IR

is ro evidence that any ol these substancas, Int

A

nicotime is rapiily changed, Tas any toxic cZfects83

»
(c) Tre chroric toxicity of small doses of nico-

is low in experimental animals8*and the quantities

©Z nicotine obrained by humans In ordinary forms o to-

use is very low. 85

{4) 2Pipe and cigar smoke, in general, contaiin con-

86

sidaradbly mora nicotine than does cigarette smake.  Sev-

- .

studies suggest that, regardless of inNalktiprn habdits,

and cigar smokers absorb amounts of nicotine pt lesst

[ AR




‘.;nt'; X

.
do %mnale, thoy must often absorb mven greiieX

cistes, But smokers of pipes &and eigars do rot

stow sigaificantly higher mortality than non-s:oke:sPT

Thasa cencrclly aecepted conclusions render Lny reguire-~

tatazent &8 to nicotine content on cigerette prLCKAGES

L. D

xant o z
pointless at Dbest. At worst, they zender.any such :eq:i:c;eﬁ: =is-
deziing. Stripped to its essentials, the argument favoring nico~
.tine content labeling is that a shoker will be thle %o co;;afe

brands with respest to relative nicotine content &né to choose the

ore rnaving less nicotina. The suggestion is that ~ess nicosine Is
Eonmatow “safer“; and this is the nessage +hat pnavoiéebly will be
conveved to the smokar by any such reguired labeling.¥

But theze is no zcceptable evidanca that the azmounts of

. -

nicotine absorbed by the snoker aTe harmful. To the conirary, the

T
L

consensus 15 that these amounts kre not harmful. Therefore, thers

F . is ro scientific basis for assuring the smoker that cigarettes with
H : .. -

less nic-tine are, somenow “safer", ‘ -
A N .
-

* rThe guggestion thzat less nicotine is *safer” is not zvolsel by
the werning now on cigarette packages. The warning would enly
reminé the smoker that the lowar nicotine clgarsite is mot
necessarily completely saZe. o=vicusly, the waraing woulc ot
stop hin from concluding that it is “safer®.

—25- .

- h e — T ——————— - fm——

LG2000292



zr- - \" |

ohere is, of course, no "tzr® as such in cigarat
" ' . - -

g=oka. "2ar* refers to condensate collected Zro:m sxoke Ly labo~

. L SR

. sasorv =athodls. - . : . - :

.Paa tzr cuastion wzs raised when, sone yoirs Lgo, 1% was

resortal tamzt smoke condensate painted on the skins ol L suscepte

inle striin of mice produced skin cancers on some of Those :ice.”
-

. Thosa experiments, of course, did not prove thit cigezztte smekin

was 2 ciusz of cancar in humans. It is universally ackr.ovwiedlgel

!

that one canaot zutomatically twanslate into human terzs ixé cone
i . "

clusions *ha zesulis of animal experimentation; &nd that is par-

ticularly true in the .case o mouse Bxin pair.tinr;- w:;t:. tobiees
gmowe condenszte® The concentration sf s.o-c.all-e.:‘. *tar® peinted

on the skins of nice was inlcraiible, estimated by somce sclantlists
to ba ssuivzlent to human swoking of more than '100,00-0 clgarettes

per cay 91 ) . e

F
- huse

o -

In pries, the experimeats Involving the painting
A’ . . .
Skin wiih tobeeco smoka condensazies were subject to.the sime prob-

3 ‘ iems a8 -zt type.of experimentation generally. Evan In the szme
i . - . -

e enirmzl, éifferant tissues respond differently to 2 giver susstznce,
2 wrich Zay czuse cancer in one tissue and be harmless o anothar.®

1 G20002073

i



DiZfcwent

-
. ,

. . P
not In cnother,93Indeed, different strains or vasizticns of the ™
gz=2 ani=z} may respond differcatly to'the same scb:ta:ca?h AL,

of course, exparimonts have shown that skin cancer ean 56 pro-

duces in znimzls by & nusher of coTmor, substances, Such as EUGAT -

The iack of corrclition between the alnist infinitesizmal
azounts of suspectad ingredients found to e in ecigaretzte sucke

-

condensztas andé some of the experimental rasults led the Susgeon
General’s Advisory Committea to describe the situation as zresente

<

LT

L]

a “puzzling anomaly'?s ore Committae referred fo the possiblili-

“ties of interactions of ingredients as a "gigantic zraa for ex-

97

ploration* ]’ Todzy, despite continued work, no one has solved the
’

=

puzzle: aré the avez remaining Zor ewploration is virtually as

vgigzntic" &s ever. R

PR This, of coursz, raises the guestion ol validity ol the

o cruszl hysothesis in-which Exin painting experinents are considerad
. :

. &5 n0ssibly relevant. This theory is thet cigarette shoke contalins

e y &0 ingrafient or ingredients capidble of causing cancer. If so,

- . this should be demonstradle in animzls. Then, in husans, suiflclent-

+ - ———

N T — N .
ly prolonced exposure to enough of the smoke containing tha ecancer
-2 .

e m—— s ¢ — . — [

LG2000294
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causing ingrodient should, 12 tho anizal results zxc Tighs, AL

tely Tesult {7 the profuctioh of leng cancar. -:!

. .

L " - -An&, indasd, so:é'en:iieé‘experiﬁéatal-=e:ul:sAson=a¢=

to lord some support and credfence o this theory. S=ciho eoncen—

+ sELes EI& cxuse skin ezmecer in some mice. Adiizionally, cenédon-

sates wrre found by extrexaly sensitive chemical Proceicres o

L]
eontzin minute cuaniities of some coipounds waich had Tean foimg
to be experimantzlly czpable of Procucing cancer fn animats$9 zng,

. Bom2 studies showad thzt thesa VeIy compounts were being Eaposited

4

i -
in the centrzl mortion of sxokers' lungs, wiere lung cancer was .

thought tc originaze 100 o ; ‘ : )

At this poini, the theory bégan to fall apart. Studles

showel that lung circers &i8 mos originate where thesa coozounds
. .

were balng faposited, put rather originated Zurther ouz im t:e

lang, wihose thire was rot any relztively large concent-azios of °

cigarcrze szcke.l0byuriher skin prizting égéé&iments ané similas

:ech:iqges began to produce eguivocal ané incsnsistans ées:lts?ﬂz

The *Zuzzling anomalies* and 'éigantic areas.fo: explorztion® Ha-

€20 53 thzaar fn the expasizental work. Fﬁ::h T, scientists began
. .

T 0 ermloza experimentilly whather human-~type cances covld ba fno”

2 : ' : : 103
teceL in mninmils by prolonged inhalation of cigarette smoka. oOni

AT

K

+

et )
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S - e

LG2000295



LE 3

R TEE TR
‘.<:)
O

* kﬁt{
<

‘would appaar to be sonmewhat more pertinent. sinco hunnns do ln-,-w .

% A hala (.32 -arcttc sfcke and do not paint their skin with co-adannu.
.af The rasults of such wb:k. howaver, added up to uhlt one 1nv=st1- 3
-.g-to- dogeribed os "a striking negative rosule" 104

The exbc:;ncntul work, thereforc. }nile& to suppor* the
. inypothesis of a simple, direct contact causntion of cancer Ly
cigcratte smoke. Not only were the dosages necessiry to produce
" e&ncez of the skin in nnimai; of incredible concentration, so far ;
" as eny humen eguivaient could be considered, but alse th;y did not
eorrolzee with the dose-fesPOnse chlr;cteristi:s thought to be
indicatei by statistical studies of human lung cnnce:%?srhus, nany
inve-;=§ tors abandoned the direct contact causation theory and
T turie i o exan;nation of other possible theories of ciga;ette s30ke
activizy, '
) At present, about all.that :gmain; of the'di:ec:'c;us-
“ation aypothesis is the assertion tﬁat, if the amount of cigérette

&T2kz condensate is reduced, the smoker's cﬁance of getting cancer

o tha lurg may correspondingly be reduced. rhis suggestioﬁ has

L

R
)

outlived the scientific theory on which 1t was 'bued. SR

ﬂhen the Surgeon ccnernl'n Advisory COmmittee nepo:t wVas

relecscd, the members of that COmmittee —_— nng. indeed, the Surgeon

| =29-
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cc'\cr..l h:.ms_l‘ — rocognized the llck of sciontific bnsi Eor

“ this direct cousation theory. - T‘hcy therc!ore refused to u:copt
suggestions that cig-nrettes could be said to be "safer® if t:hor:
“wore lesscr mmounts of cox-.c'.e-uate extractnble £:om t.hc sr.os’cge The
Surcesn Ganeral was joined by the Chniman of the Pederal Triale
Com=ission, azong others, in presen‘;mg this viewpomt o COngress
in 1065397 . o - .

Since the inve's'tiga‘.:ion of other possible modes of causal
activity ol c:':'.ga:ette smoke. has pfoven fruitles# to date, thg sense
_ of frustration with which the Surgeon General.l the c‘na-::un of the
3 - .Federzl Trade Commission and others nust now aporonc‘h this proale-.\
| is readily unr:e:stanc‘xable. Tneir belxe. that cigarette smoking was
*guilty as charg.ed" doubtless gave rise to e.xpect-atic..-. that the
p.roo:; would shortly be forthconding to show how this was so. That

* such p-:c.o:‘ doas not tocay exist mzy well explain their Srustzation.

. .

It does not, howeve_r, excuse :esur:ectioa of the long since dis-

crecited assertion that reduced tar mans anded safety, w‘-m'\ these

- .- . is not & trace of new proof teo support either the asseztion or the

rejected ‘waot.res:.s upon \fm.ch it was onginally bue&

! .:. R " Wor ca.n this ‘resurrection be justi‘;ed by the thou Sht
} j ]

Paav

that neisures leadmg to reduction of tar will certainly do po barm,

- -

Yoo

e
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. ‘ovén Lf thoy do no éood. Xn exn:ﬁple of ‘the dnn;ér of t.'!‘.ii fal- o

.7 laey was provided some years ago by a doctor who has =g boan

. . ri - i )
noted for his anti-cigarette farvor. Re observad that the

so=2 Evastences coating the tobacco leaf which, wpon bt:‘bing, pzo--

duczé scm: suspect ingredicats. These, he szid, couléd bo in li'zgo

pazt razoved by subjecting the tobacco leaf to a particular chead-

eal "meth", He sugcested that if this were done it would mzke

'ci;a:e::e smoking "safer”, It was e_veﬁ suggested thet this should

_ be done without weiting for proof that the substances weze in fact

harzful, beczusa their removal could do no hara. of ccu‘:se,. i

| eausztion were later established, the *bath's® value would thereby

also be estiblishes.}® . . ' .

oais surerficially atiractive ar ent — markedly sinilar
)z Y - Gum Y

to the tar labeling argument advanced tolday — was eventually de-

nolished by its own ‘authoz. He subseque‘ntly reported that the very

portion of the tobacco leaf that would be femoved by the bath con-

‘. tainad so-called enticarcinogens, i.e., substances which {rhidit

s czncar~causing activity ir animals. )(

The point is thit present sc{.entifié knowledge 1s not suf-

ficlent to permit action aimed at *tar® reduction to be taken with
assurance that it £s scientifically accurate and valid, !o'r',.‘-e\'ra:x

"
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4f the value of o reduction were ascumed, would it ke possivle o

.'say‘how puch of a reduction would be meaningful. There is no'gb;é

_entific nathod to dctermine whether a differonce batwecn "sar* con-

tent of any two brands would be mcaningful‘- or how much of a &if-

farance might be significant.
Analysas of cigarette snoke condensates have shown that

thair chenical compositions can and &o vary widaly., Among the ir-

graflents cherically identificd as present in varying =inute LROULLTS
.eze some which are said to inhibit cancer formetion, scme which are

‘ . L -
-s2id on the Hisis of aninmel experiments to czuse cinczI, sche waich
) i i .
zre s:id to promote cancer formztion and some which tre stid to per-

. Y . 109, ol . .
mit czncer formetion by other substances. 9ko One AnOWs howW these
interact with ezch other and with other factors in the huzan en~

virormast. No one knows whether they in fzct harm humzn baings.

¥o experizents have éemonsiratad the mechanisnm by which cancer de-

Y |

£
.

wvelops, VYet, without this wvital information, it is just not pos-

sidic to deternine whether these substances harm humans or, if they

Eyra

. &0, wrether they do so in the form &nd guantity found i= cigarette

"’:
lﬂ
I

smoke. | .

=gar* or condensate is derived in a laboratory by a cethod

= ; that is totally unlike human smaking}lozt is condensed in a ¢he aical

=32
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lolntion at extremely low temperatures.

pendiug on the exact method used, number and £requency of tha ti-a:

the cigarette is puffed in the smoking machine, how short :hq‘cigl~
rette ir smoked and other factors. This emphasizes a fundnmeﬁiul
point w£1ch is often lost sight of: People inhale smoke. They do
not inhale “"tar® or condensate. Neither 4o they apply "tar” or
condensate to their skin. There ls no reason to suppose that any

biological activity of whole smoke can be accurately assayed by

studying "tar” or condensate {extracted from smoke in laboratories)

[SELRi

or by studying anything but the smoke itself 1. the form and sub-

B

‘stance it is smoked by pecople. To_the‘contrary, there are good o
reasons to suggest that the chemical and physical changes neces-
safily brought about in condensiﬁg the smoke and app}ying it to
animals may well produce biclogical results completely different
from any that may occur in smoke inhalation.®

The evidence thus far accumulated indicates that this is

T U T T TR Oy T T

0. In contrast to even the limited acfivity shown by condensate

N

o
ey

. * One example ¢f the difficulties here: <Condensate ig applied to

- mouse ekin in acetone solution. Benzpyrene, a puspected ingred-

: ' . ient found in minute quantities in smoke condensate, is capable
of inducing cancer on mouse skin, as shown by experiments where
relatively large doses of pure benzpyrene were 8pplied in acetone
But, when injected in a water solution, benzpyrene does not pro-
duce tumcrs. There is very ery little acetone in cigarette smoke;
the largest single component in the smoke is water.

I 200000




experinentation. experimantl anolving iahllntion of tobl:co '-ok;#¢
: AM,QE

‘ hnva ftiled to produce hunnn-type clnctru.ll; rhii voxi hllatlll.ﬂ

to reveal any correlation with the results obtained by ltudiﬁa‘bg—‘_
condensates, .

. Obvicusly, studies involving inhalation of smcke by ex- )
perimental animals are closer to human experieﬁce than skin paint-
ing. Bowever, it is no easy task to develop techniques for inhal-
ation experiments which will reascnably approximate human smoking
both in method and in the amount of smoke taken into the respir- ‘
atéry system of the test animais. Techniques und rethodology are

being developed and refined, but the complexities of dealing with

& volatile and changeable substance such as smoke and of producing

2 situation in experimental animals comparable to human smcking
requires'much careful planning &nd extensive trial testiné.llz

'% This has been developing for several years and hopefully
N will ultimately result in a large-scale program of inhalation
stu&ies. Such a pregram is p;esently being considered by the
Council for Tobacco Research-U.S,A, Such a program would be aimed
- at developing huma;—type disease; such as cancer of the lung, vari-
ous cardiovagcular diseases and emphysema in test animals.. There

may tﬁen be studies to determine the biological mechanisms by which

-4~
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the dlscoses arc brought'dbout in the test animals lnﬁ wnothor

! .

" amout these hunnn—.yp» discases in the animnls. Phew Tl
"By the d;vclopmcnt of such cxpcriments it may D¢ pos-
gible to deternine what scicntific knowledge the laboratory can

contribuza o the relationship, if any, of digaret;e i:oking to

these discases.®
The need to replice speculation with solid scientific’
"', evidenca has been amply deronstrated in this area. The past sev-

eral yazrs have seen a succession of unfounded claims that a éis-
l

eise czusing ingrecient has been discovered in tobacco s=oke. At

Sirst, :*oaaﬁeﬁts o ben \Zpyrens as the culpr;t vied with propon-
. 13 . .
ents oFf clgareite paper. Enthusiasm for these waned, noweve:, as

laborzzory dita Zziled to support the claims. For a time, arsenic
e eretn e | nk . .
rtrrzsced enthusiastic supporters, This was foilowad in tuzn by |

-

i * ¢rn: recornt report demonstrates dramatically the ne2éd to proceed
it 8zl ficzlly and to aveic impeiient jumping to conclusions.

3 Dope waera susiecied to heavy continuous doses of cigzretts sndke,
! e imkalztion-in any ordinary fashion, but rather by surgi-
vE ci e:*t;nd to permit introduction of cigerette &moke in con-

ceed cuantities forced directly inte the dogs' windpips
nressura. Some dogs, not surprisingly, died promptiyv.
after a year of such zbuse, in some instancas devoloped
gic eranges which, it was saicd, lookcl something Like
mny_cm_. 0f course, the conditions under waich the snoke
oroiected into the lungs of the dogs scarcely resemxbled any
. fom of smoking: and it is bhard to’ gzve any creden»e to
resulis*,. 115

: (l L | r?
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And' then polonium’““And there hLauve been ..

many othars. As theory has been replaced by evidence, howoéer.‘_

most o these have bean ruled out — just as ﬁicotine Was ruled .
"out by tae-Surceon General's Advisory Comnittec, .
Indead, there has been a growing realization of the com-

Plexity of the problems here involved and a growiﬂg awareness that
" the answars would not come quickiy and simply. It is, therefore,
fa:ticularly distressing to see the current efforts, born of frus--
- +razion and impa£ience, to claim a quick and ready soliution to the
'problez by labeliqg tar and nicotine as the %ulprit: anc ﬁhus to
lgnora the present lack of scientiiic'knowledée necessary for a rezl

Ed
solution.

IIIl.

Kandatory “tar® and nicotine
labeling would be misleading.

Y
4

al

s
s

i}d - Congress, in the Cigarette Labeling and Advertising Act

of 1583, required a warning label on cigarette packages dut re-
. 0 - .

jected all proposals for the labeling of tar &nd nicotine or other

L

-ingredienﬁs. In so doing, Congress was reflecting the views ex-

pressed by, among others, the Pederal Trade Cémmiesion and the

LG20003032
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i exist & jus.ify labeling cigaretta pa:kages wi:h tar &nd nicotina

public Xaalth Sarvice. poth had supported the proposed icgts- it

v Ny.
T v

l;t1o1. and both had nade plein thut scientific cvidenco did not"

w - Rl

econtent. Their position was based on the uncontrovcr;o& fucts that

the—e was (i} no proof that cigarettes with lower tar and nicotine

,content were *safer®, (ii) no proo* of any tar and nicotine level

'zbgvc waich there was hazard and beloew which there was sa.e“y

oné (iil) no evidecnce on waich to base a determination that any

-@ifforerce in tar or nicotine content between two cigarettes was

or wis not 51gﬂifzcanb119rnese facts remain as true today as they

were then.

| The Chai:maé of the Federal Tfade'COmmission, in. his
1955 testirony before the Senate cOmmerce Committee endorsed the
Surgecn Gene:&l'sAstatement that tar an@ nicotine 1abeling pro-
posals should be :ejectéd. He said: -

~Basiczlly this study has never arrived at what
iz 2 s&fe tar and nicotine content, and they have not
z=rived zt what in smoking is the agent as such that
is causing cancer. . . . They don't know whether to
. ‘slz=e it or nicctine, tar, or many other defined and
cnefined hydrocarbons and chemicals that take place,
crerical reactxons that taxe place when tobacco burns.”

. As he told the House Commerce COmmittee.

Y w e there was no cezta;nty a5 to Which if any
o these substances could esuse oOr even ‘may cause

*
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. Tamcor and . . . there was no estsblished moderation, :

- - you might say, of what would be a safe nunber of eiga~ . .
© =zestes for one to smoke, or lavel of contcnt ot any _"f
substance iR any cxgarette.'lz%

The Ch_;ﬁnan left no doubt as to th. unfortunate con-

scq.c::cs which could result from tar and nicotinn Idbcling-
*Zt could result in some other kind of a misrepre-.
santation or something misleading if one cigarette
saze eout and said it had 1.5 in tar, and so much
nicotine in it, and another came out and said it had
only 1,122

-

The Surgeon General confirmed the .lack of scientific

'.eyié::ce. 5e toléd the Senate Commerce Conmittee:

“¥hile it secas at least plausible that cigarettes
with lower tar and nicotine may present lesser health
hazrrds, there is presently no proof that this is s0.° 123

Congress rejected suggestions that it xequi:e tar and

nicotire labelinﬁ. It eid, however, require that every package of

.+ elgarettes carry the wurﬂzng

'Caution: Cigarette Smoking -May
Be Fazardous To Your Health.™

Today, therefore. every cigarétte smoker is reminded on

~ every package of possible hazards of cigarette smok;ng. Now, ﬁpw-

ever, %&i-?ederal Trade cOmmission says that this is not enough and

‘that cigarette packages should be required to carry statements of

tar ané nicotine content. P

B N

.
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.rhe co:nnuuon's &hange in position vu announced in

_-a-ta
. -J‘P‘,_
. Marceh 1906. The only reason givcn wag that the information !-ay -

5.5, paserial and desired by the cansuming publie.lzh&p now scieﬁ;
| tific ev;den&e or proof was duscribed, nor was tha slightest sug-_;
“gastion made that any had come into existence since Ehé Chairman
of the Commission had appeared beforq Congress and t;ken a con-
;r;:y viewﬂ } ' -

.Pollqwiﬁg announcement ;f the new position of the PQQefal
:Trade Commission the ?ublic'ﬁealth.Service held llone-day zeet;ﬁg
-'of & sza2ll group of investigators and otheis:in June 1%66. Xo new
’ ;vidence vizs announced following that meééin;. ‘Thé éroup aid not
© €amonstrate that tar or lny.speciéic in;redient was harmful, nor .
did it venture to explain how the Surgédn General's Advisory Con~
nittee was wrong in exgne:aéing nicotiné. Instead,‘the group nere-
ly stated that the "prepondefance“ sf existing evidence *"strongly
suggests” that the lower the tar and n;cotzne in cigaret e smoke,

the less harmiul the effects.

The bald pronouncement of this group has thus transiomaed

"no zooui” into 'shrong suggesuion . Of course, the Federal Trade
comzission éid not have even this group’s statement to ;uppoit it
wion LT summarily changéd position. If ‘this pronouncement should _

1 L
o . -

- .o Lot .

. . =39-

.
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L satisfy thuVSurgcon General: that he Ls ﬁow wnrrnnﬁcd in giving"t7é

:least :ncit support to the c°mnission. it certlinly should not =

J'..

-ltisfv Conrress th:t it is wnrrantcd 1n changing its pzior da—,

-

This is partlcu‘nrly true because that &gternﬁnltion

. terminztion.

':vas_ana still is solidly based'on tﬁe state of scigntifié knowl-
.‘pdge -*‘ not on the mere fiat of a spall group. ) E .
‘ 7 Additionally, if it were assumed that smdkzng causes
;diseasa, any tar and nicotine labeling requirement might e not
only misleading but dangér;usly so. For example:
. (i) A smoker would assume — as c?ngreés is
esked to determine as an estabiished‘fagt in order to
require labeling — that lower "tar®™ and nicotine con-
tert mearns “"salexr" ciga¥ettes. -But, as the Report of
the Surgeon General‘s Adv;sory Comnittee pointed out,

the particulate phase which contains the "tar™ and nico~-

tine accounts for only 40% of cigaretfe smoke,, the
S 12
N otheh 60% peing gaseous phase. srhat other 60% is not

.g necessarily reduced with 'tar' and nicotine :educ.;on.

Yet, for all that is now known, it mav well contain

fha:mful“'ingredients. Accordingly, a smoke: could

‘e lulled into a false sense of added safety by

et .
i . ¢
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" labeling which indicates reduced tar and nicotine

.:f“content. wﬁpn "harmful® ingre&ients‘hava_Qot;baen
;;7r85uced at all. o e 'f'- .
(1) A smok;r may compare two packages of ciga-
re::e; and chooss one on the ground that its tar nnal
nicotine content is 1e;s than the other. Presunzbly,
he would be doing so'$ecauke of his belief that re-
:dycad tar and nicotine ;ontent ﬁakes the cigarette
“salex". Here again, he is receiving a'possibly false
-assursnce of safe.y. because there is n; way of xnow;ng
"whether the difference between the two cxgarettes is‘at
all qisn{ficant. Even if o%e were to assume thaﬁ.re-
duceé tar and nicotine content m§de-cigarettes safar.

no one knows how rmuch reduction would be meaningful.

In both examples, the result may well be to persuade

',a,smokcigcither to continue 2 given level of smoking or to in-
crezse that level of smoking because the cigarettes that he nas

chosen ara somehow 'safer“ And he would have an Act of Congress
- . . N '

‘:‘to back him up. - ‘ oo ' - .
But COwgress should not take the responsio;l;ty of

L. o-caang him up witnout solid sc;entxfic proof to support doing

- . . A
: . . 7 .....
[ . . . . . . Y -

-8l
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£3. Thac sxoker hlready is warned of potentxal haznrds of EmOK~

x

4ng. "hc:eforc, there is neo 1eed for COngress to take tho tiix,{ff'

' necessa:ily interent iﬁ a tar lnd nicotinc content 1ibeling :o-:

quirzanent, of misleading the smoker. R -}"”
It has been said that there is no risk of ﬁisieading and

"pernaas undangerxwg the smaker ‘by regquiring tar and nico.xne label~
::"ing. because of the warning af po:ential hazard. True, the EZOKer
:..=Ly be roxinded that the cigarette is ndt pbsolutely safe. But he

‘pav well canclude that the cicazette is substantially safer, In-

€ead, that conclus-on is wvirtually 1nescapahle, since the very
reason Zor the a’Oposhd labeling of tar and n;catxne c01tent is t6
encourace reduction o that content,.thereby purportedly making the
cigarette "safer®, Otherwise, there is no point to the reguirerent.

Krving concluded that the cigarette is safer, the smoker may well

.g be izss res;:ﬁiﬁeé in his smoking'habitsAthan he would be if all

%j he i€ belore him was.the warning on the package of potential haz- |
§ aré. Thus, the risk of misieading'ana‘peéﬁaps enéange;iﬁg the

; , smekor is not avoided by the warning. -

: T o v,

e ;i'. ] ‘Congress should not deieuate aﬁ:horigx h -
- _ . - recuirz isbelinc of cigarettes. : = © .

R

" The circumstances of the present proposal for tar and

- B T Tt I
.
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'nicotinc content labeling demonstrate the wisdom of cong:esf*éu

P

1565 doterm;nation {in the cigarotte Labaling and Adver:i:;n; A:t)
?to ret:gn control in this area. At thlt time, there wers sona who

f: urgad coﬁgress either to require tar and nico:ino content labeling

- or to declegate power to act in'that area to the_rublic Health Ser-
" wice, -the Pedoralhrrade Cormission or some other agenoyfzésut the

f hearings revealed that there was no scieotifioally valid proof which
- would warrant a requirement of tar ond nicotine content labeling?zi
v and, in lnrge part hecause the state of sczentzfzc knowledge did
‘nov permit establ;shment of 1nte111gent gui dglines for delegation,
Congress chose instead to require reports to 1t at‘the end of speci-

', fied periods on pert;nent matters. Thus, Congress assured that,

“’should the situation change so &5 to require further ootion. it

“would be fully.informed 50 that it could take whatever action was
¥ - ' necessary in the public i 128
- Y in e p € interest.
[ -

At the hearings, the Federal Trade COmmission had opposed
tar and nicotine labeling. The Chairman had urged that"it'would
" ° 'be better to leave the situation nlonegzg He poxnted out that label-

©..ing *could result in some other k;nd of a mlsrepresentatxon or sona-

ﬁ A.$"f, thing nislead;ng'13orhis. of course, ‘wag entirely consistent v:th

the positxon theretofora taken by the c°mmisaion. which had :egarded

.‘~'
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* a statement of tar or nicotine contont. not lubltmtintcd as
_' significant in health tems, as an unfair o: d-ccptivc tradc ;
: p:actico. ‘ - '
l rha views exprnsed by the cOmissicn to Congress were
supported in substance by the Departments of cOmmercg;%nd Agri- .
f - cﬁlcu:g?annd the lack of scientific inowlédge was coniirmed bf the
N Surgeon Generaf33 Thus, the bas;s of the Ccngressional decision in
1965 is clear. - .

What is not clear, however, is the basic on which the
. ! :

.-Comnission has sought to circumveht that decision. In March 1966,
the Commission suddenly announced that tar agc nicotine labeling .
‘waouié e permitted, giQing as ite :eascn.only that tﬁé informaticn
:'any . material and desired by the consumiﬁg publicégw There had
bean oo new scientific proof to justify the COmmissioc‘s change 15"
poaitior.. COmplotely lacking was nny show:.ng of health signi..i-

::% ; ¢ance or of any way in which any differences in tar or nicotine

E conternt could be scown to have health significance, The sole

*sciertific* support that the Commission laté.: used was a bateh of .

cpinion letters, merely :epeating the same points that had been nade

tc CQngress and relying upon the same inadequatc informatiog?5 In-

;; -f. deed, the letters were written by the same people and presented the

il . . . LI . . ‘_7.‘ B .t

P ) .. . e .

- . f N . S ) v P .
- 1 - Lot '_.' s . - ‘4
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- . inadeguate data.

.- . . -

Nor was the deiic Boulth Service able to anpportlthc

B -

‘iCommission. When, in June 1566, it llkad a lnail group to con- .

sider the matter at a one-day sesaion,’ ‘the most the group was lble

to say was that the evidence "strongly .ugﬁeati' that a reduction
.in tar and nicotines would lead to less harmful effects. -Again, no

. .new evidence was fczthcomingp there wap:only repatition of the same

But 1nadequate data, oy unaupported opxnzons, or the -

londer repetition of those opiniens, do not demonstrate health

'signzfxcance. ¥Yhat has not been. demonstrated is any way of an-

\

" swering the critidal questions: Do-'tnr' and nicotine have any

effect on health at all? If so, how much of a tar or nicotine re—

’

duct;on has health sign1£1cance? If no, how much lowe: in tar or

. hiecotine ccntent must one cigarette be. than another to have '1ess'

Tiee -
a e
- . R

harmful effects 7
The answer's to these questions should be hased on solid

scxentzfxc evxdence. Tc tha contrary. the’ apparcntly overuhelning
.desire to 'do something P based upon “the lofty motive of “doing

good' hag been successfully urgea upon tha Federal‘rrade COmn;saion

¢ et T -
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.1n early 1966.

“will inform and an-ﬁihlead.“;

A lofty motive will in no way justify misleading m'

consuner, COnspicuoua by itl lbsenco is any expilnatxon fron tb-

Sw e

" commission as to how tar and nicotine lsbeling is 'nislelding

. lnd *unfair and deceptive® in-mid-1965 but “material and desired”

.

‘ontil scientlfxc evidence astablishes Hhether snoking in

‘: fact is harmful and, if s0, what ingredient or ingredients are re-
TVf sponsible for the harmful effects, Congress should continue to re-
tain ¢ontrol under the Cigarette Labeling and Advertising Act of

" 1965. There is no factual basis upon which it can predicate a

sensible delegation. Furthermore,'the suscéptibility of potential
delegates to the exhortation to "do something®, even ﬁhough there
is no basis for meaningful actibn._demonsgrates the continhed Wis=-
dom of congress' determination.tb keép control. Congress can best
protect the publxc ‘nterest by takxng ho further action untxl it

‘e -

has sound scientific evxdence to assure that the action it takes
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=

Herein the Hearings on Cigarette labeling and
Advertising Before the Senate Committee on Commeroe, Both
Cong., 1st Sess, (1965) will be designated the "1965 Senate
nenr!.nss"- 5. Rep. No. 195, 89th Cong., 1lst Sess.’ .(1955)'
will be designated the "Senate Report" the Bearinsa en ~
cunrette Labeling and Mvertismg Before the Houee Comittee
on I.ntenta.te_md Foreign Commerce, B9th Cong., 1st Sess.
(1965) will be designated the "1965 House Bearings”; the
Bearings on Cigarette I.Abenng and Advertising Before the
House Committee on Interstate and Poreign Commerce, BSth
Cong., 2d Sess. (1964) will be designated the "1964 EHouse
Hearings"; the Hearings on Palse and Misleading Advertising
(Pilter=-Tip Clgarettﬁs} Before a Subcommittee of the House
Committee on Government Operations will be designated the
*1957 House Heari.ngs"; the Repc;rt of the Adviscry Coﬁithe
to the Surgeon QOeneral of the Public Health Service on
Smoking and Health, Public Health Service Publication
No. 1103 will be designated "Smoking and Health."
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Dixon, S Senate Beari.nga h‘.l. y
435-039, zgs. 1965 House Hearmgs #5

Terry, 1955 Senate Bear
1965 House Bearings m.‘ﬁ‘?,’ 158-51'

1965 Senate Report 6

Berkson, J., The Statistical 8tudy
of Association Between Smoking and
Iung Cancer, Staff Meetings of the
Meyo 011n1c.5}_ (15), 339,

July 27, 1

Donnahoe, 1965 Senate Hearings 279,
1965 House Hearings 542

Sterling, 1965 Senate Hearinga 1019,
1965 Housme Hearings 572

Smoking and Health 16-20

Brownlee, 1965 Senate Bear:.nss 316,
1965 House Hearings 395

Donnahoe, 1965 Senate Hear:.ngs 279,
1955 House Hearings 542

Huff, 1965 Senate Heari.ngs Tho-41,
1965 House Hearings 4

Katz, 1965 Senate Hearings 984-85,
1962 Houne Hearings 647-483 >

Smoking and Heazlth 20
Smoking and Health 37-9 -

Smoking end Health 102 (Table 19),
Of the 24 disemses specifically .
listed therein, the Surgeon '
General's Advisory Committee found
causation in only three instances:
lung cancer, chronic bronchitis
laryngeal cancer.
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