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~ Congress, the roderal Trade Commission, "the Publie
Reanleh Sorvice and the Departments of Commerce tnd
Agriculture concluded in 1968 that the lahelins of
Xar and nicotine yields should not be required.
ZThere has been no now scientific proof Justifying
any change in this position, .

'. . .
Cigarette smokinc has not been established as a
gauvse of human disease,

» .
a . . - .

_ _ (2) .The "evidence" is statistica) and statigrics '
T £2nnot establish the cause of — disease,

R

. . i
(b} Zealots have vastly overstated their case
.-2gainst cicarette smokxing.

{1) Sroking ana Cardiovascular Disessso,

. . . - L} -y

(2) smoking and Emphvsema and Bronchitis.

.

. - (3) Smexing ane Lung céncer. -

i L e {4) Smoking and Cancer of the Larynx,
e} IXs it the Smoker or the Smoking? [Smokers and
;' ‘non-smokers have been Zound to differ in many
‘ " ways other than their smoking habits. Many
. "+ .. eminent persons believe that the reported sta-
B <. . 'tistical association between smoking and dis-
i e . ease.may simply indicate that somc of the peoople
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;.

g

LG2000789



———

:" . . . L b . * L .
) . physical or psychological or other rcasons, -
are more susccptible to discase than those
" persons who choosc not to smoke, Stress, for
example, may well *couse™ 2 persen 'to smoke
and also predispose such person to heart attack.
. Smoking, however, would not be a cause but .
+ would only be statistically associated.] Page 19

. (4} The "Missing" Ingredient: WNeither the existeace
. - por the amsunt of nicotine, "tar" or anv in-
TR B gredicnt claimed to be in cigarctic smoke hes
e been proved sianificant to human health. [The
L © ', Surgeon General's Comaittee concluded thit nico-
tine “probably does not represent an important
. ; health hazard". The very term "tar®™ is inaccu-
N . rate and misleading (since there is no -*tar” in
cre < " . " ecigarette smoke), 2nimal experiméntation with
SR _-*tar" has produced only erratic and guestionabdle
. results {which may be compared with the generally

AS -pegative finéings when wihole smoke inhalation ex-
: - . periments are dong and the problen for exploration
$' i remains, in the words of the Surgeon General's

© Committee, “gigantic".) ‘ ) .  Page 22

'iﬂ__;{III; Mandatorv "tar” and nicotine labelirg would be

: . pisleading. . o . . Page 36
.“"_'-' -7 . . . IS - -
. Iv. Congress should not delegate authoritv to raceir
Lt lzbeling of cicerettes. {This was the position

o taken by Congress in 1965 and it appears amply
co justified in view of the Federal Trade Commission's
eborupt reversal in early 1966 of its 1965 (an2
earlier) stand on tar and nicotine (which, according
3. to Chairman Dixon in 1965 *could result in some others
kind of a misrepresentation or something misleading”).] Page
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'Y STATEMENT OF POSITION T

- .
.

- I.'

Congrass, the Federal Trade Commission., the Public Health
" gerviec and the Desartments of Commerce and Agriculture

concluded in 1965 that the labeling of tar and nicotine
vields should not be reouired. There has been no pow

. scientific pvoof justifving anv chance in this position.
X .

For many years the Federal Trade Commissicn, supportea

. by the Public Health Service, consistently took the position that

any ‘statement of tar and nicotine content in cigarette labeling

(1 .

and advertising would not be meaningful. This.viewpoint was pre-

»

sented to Congress.during the 1965 Hearings on Cigarette Labeling

. and Advertising. .The Report'of the Senate Commerce Conmmittee toox
-7t cognizance of these views: ) _ _ o ..
._ PR ‘ " "TAR AND NICOTINE

Several witnesses urged that ¢igarette manufac-

‘turers be reguired to state tar and nicotine yields on

) the package as originally provided by 5.559. Neverthe-
¢ - legs the committee is satisfied, for the reasons dis-

L cussed below, that such provision should not be retained
’ dn the bill, ) S ‘

. .

- The Chairman of the Federal Trade Commission ex-

0 7.  pressed opposition at the hearing to a statute reguiring
{~ . -7+ -, : tar and nicotine labeling.
I .

.

< With reSpect to nicotine, the report of the Surgeon
General's Advisory Committec states that *there is no
T . . . )
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aceaptable cvidence thut prolonged erxposurce te nico-
i _ot. 7 tine creases sither daagerous functional change of
IR R an ebjcetive nature or dogenerative discase.'. The Ye-
o :  port concludes thit various studies 'indicate that the
. eisnic toxicity of nicotine in guantities absorbed
' £:" .. smoking ané other methods of tobacco use is very
low and probably does not represent a significant health
problem’.’ .

As to tar, the Surgeon General testified pelore
.. . the committee that, 'Wnile it seems at least plausiale
that cigareties with lower tar. and nicotine may present
"], lesser health hazards, there is presently no broo‘ that
; . this is so.' He further stated that ‘further study' was
.'? R necessary before he could recommend that part:.cul in~-
d gredxents be singled out for 1abe11ng

;fr' ’ _Since the time of that Repo:k, there has been no new
scientific proof. There still is “no proof eﬁat this i; s5."
There is no new sc{entgfic evidence justifying any change in po-
Z;L - sit;ow or wa—ranteng tar and nicotine labeling. There has bezn
coneinueq, perhaps louder, repetition by the same pecple of the
Q. samea arguments made to Congress and there rejected by f.:ne ruplic

Heal Sarvice, éhe'rederal Trade Commissign. the Departmentis of

TComnerce a1d Agr;culture and congress itself.

Thus, the tar and nicotine 1abe1ing proposal presents

! . the latest exan:le — albeit one of tne worst — of a long string
} vy . ©of conclusions and proposzls relating to snoking and healtn that
! -have no adequate scientific basis. . - )

; . : .

£ . ..
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;___.__ N e =

Qigarctte smoking has not been established as & causc
of human discase.

During the course of the 1965 Congressional Hearings on

cigarev=a labeling, a large nunber of exinent doctors and scien-
: >

tists cime forward 'to point out that it has not been established

-
PR

that cigarette smoking causes hunman disease. Their reasons, based

upon substantial experience and rescarch, remain as valid today as

when presented. Wnile there have been many claims of causal re-
lationships between smoking and disease, extensive research efforts

in recent years have failed to prove that smoking is 2 neaith hazszd

{a) 2re "evidznce" Iis statistical end siztistics
cannot establish trne ciuse of T disezse. '

.

_ Most of the “evidence” relied upon by those wro baliezve

that smoking causes disease is statistical? But, as has bean shown

time and again, staztistics alone cannot establish the cause of any

disease, ¥

¥ History records strong statistical associations between pallagra
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t air. All of these diseascs proved ultimately o be caused
niréd factors unknown 2t the time (respectively, 8 vitamin
eficiency, a bacillus and a microbe).

-3

L G200019R



Wnile this fact was accepted by the qualified statis-

-0 ticlisns who testified at the 1965 Congressional chrings& it h's
T Al g »

©T .« been igaored by those who have sought to use the Surgeen Gencral's

Advisory Committee Report 85 a basis for the assertion that smo%-

ing causes hundreds of thousands of deaths each year. =
g .

. .-.geon Genaral's Committee itself stated that “Statistic

4l methocs

T : H : i RN
cannot establish proof of & causal relationship in arn Zcsociation”,

. .- &nd while the Committee observed that several studies showed an

"association*'between smoking and Geath rates {rom nearly all

.. - diseases, it refuscd to accept smoking as the proven causc ir most

cases. XNotwithstanding the Commitiee's recognition that statisti-

cal association does not prove causation, those who clainm stoking

¢auses 50 many deaths cite statistical asscciation as "prooi™,

Two very significant facts appezr in the principzl cata
Q ) on deith Tates considered oy the Committec:

{i) - supstantially more than 90% of the
cigarette smokers whose decaths were studied adied
' ' fron discases which not even the Committee thought

7
were causally related to their smoking; and

. * {ii) the death rates for evem the heavy
snokers were lower than the death rates for the

LG2000194
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. entire U. 5. populatien (which, of course, in-

S " eludes all non-smokcrs).a ' . ‘ .

©oe % These facts';hould be kept in mind In concidering any possible

relationship of smoking to particulir causes of deatn.

_ .o (P} Zealois Tnvo wvastiv overstated their case .
_ . L sgeinst ciczrette smoking.
Y o . »
: {1} Sroking zud Cerdiovascular Disezse.

The Surgeon General's Advisory Committee &ié not find

sufficient evidence to conclude that smoking causes cizdicvascular

diseases? That lack ©

"

evidence has been blandly Iignored by those

o . .
N zazlots vic include sardioviscular diseases in thelr claims that

emokirg causes hundreds ol thousands oI deaths.

The Surgeon General's Advisory Committees said in 1984
: - . , o .
that the dasic causes of coronery heart dissiase were Qbscura.  The

nicotine in cigarettes, & traéitionzl whipping Poy. wes sald by

. r+the Conmittee not to cause degenerative dissase

nor to be an in-

. - 1Y, ‘
. . . Pportent health hazard. Those statemants aze &s true row &5 threy

. ’ N ] 'o.. ) - . 0
"¢ ware then. Then, &s now, certzin Zzctors other than smoking ware

i ,,.'} thought to predissosc to that diseasc.' Stress, familial background
| _:“1 - individuzl personality-traits . (a "coroniry-prone personality" has
i .o . . Y .. -y . & : .

1 . . - - N . - . N

o

. !
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been described), eccupation;, city life, obesity, diet [both gen-

1 .

eral overnutrition and high fat) and lack of exercise have al)

j;f'ﬁeon'mentioncGEQ Whether smoking {s ono of these many factozrs that

;.. may be relates to ¢oronary discase remains to be determined.

.Congress ws told, at the 1555 Hearings, that there is

2 lack of exparimental evidence from the laboratory to irplicate
SO . ‘s 13, . s .
-sticking in ¢cardiovascular diseases; that there is a strong Possi-
.bility that such factors &s stress are irportant in the develop-
t s .- . W, : rq -
;. ment of those Glsezses; thai there is & strong FOossibilicy that

“.smoking is Lerely a reflection of = Xind of person who is likely

15

T %0 Bulfer from caxfiovassulos Ciseasas, whether or Lot Tie smokes,

»
.

Resexrch has, of course, Deen going forwerd Since g
Report of the Surgeon Gererzl's Commitzes and since ine Congres~

in 1985, 2u: none of thai research hec Produced

L]

., Bional Heering

&ny substantial evidence to irplicate SmoXing as a ciuce of cardio-
vascuiar disezsas,’ ’ o T St

e {2) Smoking and Tmshvsena Znd Bronchitis,

'.f'z, : As the Surgeon General's hdvisory Committee cbserved,

|
r ;'}1  bronchitis anc emphysemz are the chronie broncho-pulmonary gis-

: - ' L ; 6
L. eases pf greatest public health irportance in the ‘Unitea s:ate51
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U0 dn order to elain &

‘Mevertheless, thcir defanit101 and d;agnosis is adm;ttcdl; in-

exact and the zelat-ons\;p actween them at best eonfuc ing.lT

the.other, o= thes
Y

The two Giscases mzy coexist, either may ezi:: selore

: . 18 -
may exist indeperdently of each other. 9Shere

are confl;ctinc views as to wihather e;tne- causes the otler or,

indeed, whether cit:

her is & necessary or even Fossible link in the

chain of causation of the ognerlgzme two things about which there

. L]
-~ seem .t b no guast

when chronic brornch

{(ii} that both ise

lon are (i) that cigarette smoking did no: exist

fes N . PR ... 20
~tils and emphysema were Sirst fecogrnizad, and

. . 21 .
&ses occur in non-smokers, . .

- The Surgeor. General's Advisory Commities corresily con-

. cludeé that eigaret

te smoking is noi established as & cavse of

Thus, those who zssume that sioking Ciuses expaysen:

A&t smoking is killing large seimenzs of the

' . JPepulztion nhave no basis for that essumption, even in the Come-

mittee's Report,

The Commi

3

" bronchitis)” Bus th
: ‘

‘the stztistical ass

 Weaker (zs near as

‘. that betw’eﬁ smoxin

. -
- e, .
. -

tlee Eoncluded that srcking is 2 cause ©% chronic
is conclusien wes Teached despite - .
6ciation beiween smokiﬁg and bronchitis seemed
can be de~erm1ned from the meager data) than

eh - ; ~
g and eﬁpnysema, where-causatlon was not found

—l .
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. - - .
. .

Binco the most important evideace said ta'rql,nt_q_cigarcttg £20% ~
. dng to either ‘disaasc was stated by the Comnittee to be the

epidcm-:'.ological (i.¢., statistical) evidcpce_e,ﬁltl?c failare to firgd

causation where thit cvidence was stronger and the firding of

. . .
causation wherc that cvidence was weaker only adds to the con-
fusion in an already confused and ill-dcfined Fielgd.

... . . Unguestionably, what is neeled here is more zesecirch and

.

+

. ’ .
less speculation. This was the subsitance of what the exparis tolé

‘Congoess when they pointed out that the particular disease entitie
should b2 defined in elinically racognizable vays and their variou.

syrzroms put into metningful categozies. Until this is done, they

:sald, it is impossible to spear of causes - Oor to attempi by ex-

., periiiscal or other reans to discover mezningiul factors in the

enviienzent — o to determine wheither or not trose faczors includ:
. .26 ' )
cigaretie smcking.

. .. [ -

(3} $moking and Lung Cercer.

The possible rel;tionship of smoking to lung cancer has
e ' - :

received wide zttention to recent years., Tais is truec even though

the nutber of deaths caused by iung cancer specified as Primary is

.*but & small fraction — about i¥ — of the nurber of deaths from

.all causeé? The main reason for this focus of attention on smoking

-B- - :
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o7 may well be that it was onc o the fzrst to be suspec.c.d ar:.ong

the meny ‘a stors %ow suspec.ed as possible causes of 1ung carcer.

1 '._.In contrast, manv other factors have long been suspected as con-

. , 2 . 30 . .
tribuiing to cardiovascular dxseases 9a.ncl enphysema, Yhatever the

. v Tezson, the fact romains that tha s+ill unanswcred question of a

posn'bl-. relationship of cigarette snoking to lung Cancer nas been”

t.) . " a stbject marked by spectacular charges and w;desp-ead controversy.
.'-. o "Moot surprisingly, this situation has led to r.u'xy un..ot.nd-
- - . ed clains and prematu-e conclusmﬂ.s. indezd, the st:c.‘.ges: indict

. % ment of cigarettes contained in the Surgeon General's Advisory Com-

o mittee Report is that they are claimed to be the main cause of
., ' .

¢ancer oI the lung.

R But the evidence will not SUpport 2 conviction besed upon
- ~ this indictment, 'z'l:\at eviderce was. meticulousl‘y exznined by medi-
. cal and scientific experts during the c¢ourse oI the Congressiocnal
: S : Hearmgs on Cigarette a..abelxng in 1966 and 19635, It was clearly

.-." .

s.nsu ficient to establ.xsh cqusaua.on.

. | .Most of the "evidence® is found in the statistics. ang,
L of course, statistics ::qrnot uhe‘\selves”prove cause anc. elfect.

- LY

- And:...lonally, as the statist ic:Lan.s told Congress, the sr.at:.s_;.cs

. with ;espect to srrok:..ng and lung cancer are replete with cons us:.n‘g

. . t *
t - L - . 7
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- " :and contradictery findings; which have not been explairced &nd
. .31 : e . o
' reconclledl” For exanmple; - ] R

- S .. L+t 1. i Many countries have lower per capita con-
il :L-{ sumption of ¢igarettes than the Uaited Staieos,
o . . 32
RN . but higher mortality Zrom lung cancer.
R . Despite the rapidly incrcasing cigarez:ic

. " emoking ameng womean, the ratio of male %o fa-
. ¥

.

. o ’ male deaths from lung cancer has increased four-

fold in the last thirty-five years”
!

. Lung cancer is more than twice as comzen
: i

et ’ :among low-income males thin among high-incoma

.- males?‘5 . . ’ .

- . ) --+ Benzpyrere is a compound which has experi-
oL . . mentally induced cancar in some tes: animzls, But
. s ' which is found only in minute quantities ir ciga-

DR ot rette smoke.  Pipe smoke contains more than ten

times as much of this compound as cigaratte sxmoka.

‘Yet pipe smokers, including those who inhele, have

.the same death rates as non-srokers, waile fosnper

Pipe smokers have higher death rates than elther °

e e s -

EMokers or non-smokers?” As one of the witnasses

- . -

tolé Congress:
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. .. ..."In brief, if thnese statistics can be be-
lievcd, it is quite safe to smoke a pipe, kut 3
.. highly dangerous to discontinuec the practicc.”
. - . ‘ ) .

" mhere aze, of course, many more such curious findings
in the statistical 6a.a%7 But evcen if all these were recorciled
and explained, there would still be no more than a statistical
) . - ’ . o ‘\

associntion. It would then be necessury to determine what, if

anytiing, that association meant. In this connection, properly

.‘ . condueted laboratory and clinical investigations can be of great
. 5 ‘ ‘ ) .-
importance% . .
R Several rescarchers told Congress that such evidence as
. . ;

" ]
exists in the field of animal experimentation is either nagative’

a1 39 .

. or insigrificant.”” They pointed out that the material cited by the
Surceon General's Advisory Committee supported this conclusion. As

stated by one eminent pathologist: : -
.‘ T .. 7o date, no one has produced czncar of the
' . . lhng in an experimentzl animal with tobzcco smoke
- - " or with condensa.es extracted from tobacso smokc.
e . Thus, labo:ator/ confirrmation of the statistical
Lo ‘association is still lacking,
t

. o

oL - ®"It is true that cancers have been produced

P L on the skins of aninals by various condensztas of

: ' tobacce snoke, Dput skin cancer in exparimental .
[ . animals can also be produced by 2 nunber of in-
} LT nocucus substances, such a5 Sugar, bee?, etc. I
. do not think one can attach any great sxgn;:;c ance
| ‘ .. to thzs work," 40 . -

t .. . . - Vo

v . ” = L . * ' - . ; M
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e m—

"In contrast to thc negative results of experiments in-

: . .

volving inhalation of tobacco smoke, lung cancers nive becn pro-
L]

duce&'cxgefimentally by inhalation of other suspected a%eatsﬁ]

o : .80 much for the laboratory evidence,

. : The evidence relating to humans also is opan to sub-

stantial guestion. .

One doctor showed slides and claimed to see &t autopsy

- - : X . DL T2
. .7 «more changes in the lung tissue of smokers than non-s:.o;cez:s.e These

i . . N 43

. chances, he speculated, might have gone on to be cances.  But anoth:

* -er doctor presented the results of a nationwide investigation on the

<« ' same subject conducted by 12 pathologists and corcluded uncer the
: : R s :
. sponsorship of the United States Public Healih Service, These re-

sults, he said, Zell short of confirming +the claims made by the

; 44 : - s . :
first doctor. Other patholegists who testified alse disagread with
o $ “us ’

. ! the claims of the first Goctor; and cne showed slides €emonstrating

the sane Jlung tissue changes in non-shokers, and even in infants

- . . ) . T . : -

Ke gaid he could not agree thit these changes were meaningful so
- u . -

far as cancer is concerned.

. Additionally, Congress heard from several eminent tho-

0y

. racic surgeons whose wide experience encompassed well rore than

k7. : '
10,000 cases of cancer of the lung. In contrast, all seveh of the

L&G2000202



prospactive statistical studies relied upon by .the Surgeon Gen-
eral's Committez cncompassed a total of only 1,833 casez of lung

[ . . . e .
-~ eancez. ; A _ CoL e .. s

Based on their broad clinical experience, thcze thoricice

surgeons told Congress that they could not accept the conclusion

el the Surgeon General's Committce that cigarette smoking was

causally related to lung cancer.g They pointed cut that wnile the
. coneantration of tobacco smoke is greatest In the trachea, or wind-

. : - . s - e
- pipe, cancer of the trachea is a medical rarity? fThey cuestioned

. - N * - .
wiy, in "the lung itself, cancer occurs more freguently toward the

. 7 periphery, waera the concentration of smoke is 1ess§

Cor They also pointed out that cancer of the lung differs

W from other cancers in that the age of peak incidence is abous 57

. to 60, and that this peck persist regardless of whethar, row long,
o . . TR - R

. or Low much people snmoke. This human experience does not support

‘the claim that thers is a direct doég:;equnse':elationship be-
SWeen cigareite smokipg ard lung chnc;i; i.e., éhat lung cancer
;o will oceur in direct p:oportign to the amount of smoking., If this
clain were trhe,‘longftime heavy smokers should get the diszase
,‘ earlier than non-srokers. They c‘.on't..' Despite the apparent sta-

tieticul association between smoking and lung cancer, ‘smokess do
- . . ’ TN ' . L.

. .
1 .

BRI D
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+ + not cot the discase any ewrlier than non-smokers, regordless

of row long or how Leavily thoy have smoked.)” Once again, the
Pl N - : + .. . - . . - L . -
Fai.*t laitation of stztistics Is shown: when tested zgiinst ihe

. : sctusl clinical data, predictions based on statistics often prove

e aoatd, .

Dountliess, explanations and reconciliations of these

..‘ : apparant conflicts in the data have been and will continue to, be

sought, But they cannot come from armchair speculation; rather,

they nust come from the result of hard, extensive and peinstaking
. . : r

) ‘
resezxxch in the laboratory and in the continued analyses of medical
. ‘ ] .

Sueh research Ras gone on continueusly before and afie
I

' - the Surgeoon General's Advisory Committee Report asd since the Coa-
"' gressional Hearings of 1835. %To date, however, it has not providad

. I .- sufficlent sclentifle evidonce to deternine these cuestions and
perrit rolizble eonclusiont to be drawa. Dosplte the impitience
- o -
- N -

+  of some to solve the lung cancer problen by convicting cigarattes,

there is stil)l no scicatific basis for determining whether or rot
. ] . X C .

"+ ®noking causes lung cancer. TR o

. " (4] Smekinc and Cancer of the Lacvnx,

i
|

. - 0 . N -

The only cancer othes than lung to which the Surgesa

. . .
i . . . . .
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]
Ganaral's Advisory Committde linked cigarette smoking is cancer
. . - .

Tof the laryax in the male, .fdere, the link is not salé %o be thas
- [

smoking causes laryagaal cancer but only that it is "a significant
. w2 . 55 . . . R
factor in the causation“ of suca cancer. The evidence does nos
BUDDOIL eval that limited comelusion. .
. ¥o otolaryngologist or other specialist dealing Primazily

With cancer of the lerynx wis on tha Surgeon General's Adviscry

Comaizteal Several such men, of unguestioned promdnence in. thelir
. Prolessicn, &idé azppear before Congrass in 1965 angd disagrecd wisch
the Commi:tee‘s-conclusipn?7 ) |
They point;d out that t%e Commitiee's concliusion wag

v

based essentially on interpretation of data showing a statis:ti

assoclition betwzan cicarette SToKing &and cancer of the laryax,
Mg

They szid that othar facts, knowa to them from their experienca

with the disecase, indicated thas any such association does ro-

prova cause?s .
One of the most eminent of the world's otolaryngologists

_testifiag that, in the course of soma 32 years of experiance, he

Lzd observed over 4,000 cases of cancer of the laryax and throas
ard hid treated ovar 1,800 cases by surgical meanss.g Eis oxperjence

pe twice us winy cases as were included in 2ll of zhe
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ical studies rglied vpon by the Surgeon Gereral's hévisory

e corbined experience of the other four ctolaryngolo~
s
gists who testificd comarised some 3,000 ciscs of eancer of the
' s aas 61 ‘
laryai znd adjaccent areas — more than one znd & half times +n

total nusber oI cases involved in the studies relied vzon by

-
i

Surgeon Seneral's Advisosy Co:mitteeqe

Drawing from their wida expericnce, these otolarvrncolo-
g & Mg

-
L1

gists :0l& Comgress that they could not dccept the conclusion th
gnoking of cigaretzes was established as a causal faczor in ecincer

of ths liryax.” They assigned many reasons for their views,

elulisng whe following:

(2) There rhas been no increszse iIn the incicdemce

oI czncer of the larynx to parcllel the risc in ciga- *
rette consumption in recent decades. If cigarette )
- sncking were a significant Zactor in the causation of

laryngezl cancer, a large increasé in'mortality or
£2evency of the disecasa corzesponding to the increase

in ecigarette comsumption should have occurred.

g (o) There is ro experimantal evidence wazzaves '

desonstrazing the production of laryngeal cancer by
. e or 65 L .
tobzcco smoke or condeasates, . :

. . i °
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. .

{e} The ratio o2 males +o females with cuncor
of the larynx was approxima:ely 6 to 1 thirty yoL
. . . .

= ago, whea comprritively faw women smoked. Kow, wrern

Bany more wonon shoke, the ratio has widened te i0

. .

. ‘ i. This is dzr»cbly cpposite to what should heve oc-

curred if smoking wore a significan: causal fretor.

o . o explanation has been tdvancaq for this; and there
. 2sos o e e 66
. ie no known sex &ifference in tissve response,

(6) curiously, cander occurs more {requantly

oo in women than in men ;1 the lower throz ?, &% the Lase

L}

- oI the tongus and on the tonsils — structures varzy
near the larynx,

(e} Cancer ©f the trachea or wind pipe is extrese-
- r
) + ly rare even though this structure, inrediately balow
S : e
: the larzynx, is also €irectly in the path of innaleg
. ’ ... 68

smoke and should pe similarly affébted; . .
. . (£) tatisticel studies oZ 1aryngea1 caﬂce.
. seléon cefine preczsely the location of the cancears

1nc1uded in the study. The location is impoztant ve-

cause the cl;nlcal penav-or of cancers at diffarent

. ‘ sites in ana near the la:Jnx d;ffers g:éatly, 'Apd,

i . -
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&z would be cxpocicd, “the 'egrae of tssccicsion m:y

vary greatly depanding upon the types of ctoes vaieh

‘ere included or excluded. Prosent knowledge éces

not proviée explanations for these behavioral dis-

ferances among cancers originating in virtually zé-

S . : 6 : .
: .. Jacent locations, 9 - . . . )

- . {g) <ohere 2re unexplainad geographical puzzles.

. N “Cancer o the upper throat — nhasosharynx — is noze

than ten times as common in China or Formosa than
eisawhers in the wozld. Cancer in the lowar throis — !
hypopharyax — is mora comTon in Great 3ritain, Frarca

. arnd tha Scazndinavian countries than in the United s:a:es?

(h) ther factors, such as aleohol and malmys=ia
Lot " tion, are suspacts in cancer in this area. At p-osen
l these is no way oI knowing waich, if any, of these fue-

: . 7
tors are of causal significance.

-

fo date, the Qata necessary o resolve thase guesticns

and the many other unanswersd omes in this field have no: vet

appezrel. At leszst until sich data are zvailable, the tasty jump-

“x, &

ing to.conclusions should be avoided. It is obviously premzture

' L this time to coma o any conclusion as to what rola cigarestzte

LG2000208




' imokiag nay or kay not play in the causatien of caincer of the

larynx. o . . -

{e) 3= it the S=okar or the Szoking?

L If, 2s sevaral studies have indicated, therse is & sta-

. tisticzl zssociation betwean the smoking of cigareties and a wice
!

varioty of diseases, then irhe need for scientific incuiry has not

endad tut has only begun. This is particularly so beciuse laebor-

gesticns 4het tha reported statistical zssociation should be in-
terzrotad s showing that snoking causes some or &ll of T
Eigo.rez, . U '

Saveral prominent statisticians teold Congress

thet tho seporited strtisticzl association batween smoking and v

ous &iszates — wholly zpart from zll the inconsistencies znd ques-
ticn maris — could well mein thot many of the people wao are going

to got thesc &iseases zra the kind of people who 2lso wre goling o

ETOAT, N

& P =]

Thus, the reported statisticezl associition,
demeneiziting that smoking is & hezlth hazard, may rellect signi
; s - ‘.‘... . ) .- . .. .
cant {ifferences in the physical, constitutionzl, psychologiczl

LG2000209




genoule miweup ol miny szokers wnd non~smckers. These diffcronces,

SR As the ctatisticians told Congrass, th

(v
L
[7H
pe |
[
P

b

LY
"
0
™
]
(43
[ 78
0
n

. cssociatien hes never bean ruled out, and is 2zt leist a5

(13
©
1"
i
o-
™
[ 5
b
n
‘."’

ikl 25 explanztion s one that assigns causil roles

‘nalysis bagins with the statistics. For example, i the ste-

tistics had shown That swokers and non-smokers aid the sané history

Wickor incidanca of onz pasiiculer diszase, then it wouod nave deer
¢ , .
:

aporepriate to focus investigatlon upon the cuestion oI wiather

H
: i
: smoking causad thit disease,

Such, nowaver, is not the case. Rather, the statlstics

indicate that smskers &né non-smokars @iffer with respest to thelr
overzll éiseazse nistory ané not just with respect to ona cisezse T8

. one statistics, of course, deal only with paople who have Taen In-

eluded in surveys and rot with the whdle U. §. population, They

also dezl with human beings whose dzcisions to smoke or hot may

. well reflect different personzl characteristics. ©This raises thne

questior {assuming that the reported statistical association is

2=

H

valid for the entire population) of whether the cbserveld &ir

"ence in disease Listory came about because of smoking or because

i _
, | A .
. . \ N - ~20- . . .
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. . . . * Y - * -
. o L )
. . * ) . ' ) : N
- : - . o . . . . L3
L "7 'of diffsring personal characteristics of smokers and non-Iioners.
© . "7 - Inthis latter event, smoking would be just one of the differences

e ' betwaon the two groups and not the ciuse of the differcree in éis-

+. - ease history.T? S ‘ ’

. T A threshold guestion, %hen, is whather thercs are signi
- - ,¢cant &iffsrencas batwoen smokars and pbn—smoke:s, in adiizion o’
! ' ' :
differences In smoking Rabdbits &nd disszase nistory. Thls is o' broad
. ard wideo-ranging guestion, reguiring Jor its &nswer Zroié end wide-
rarnging resadren into a myriad of human characteristic:

Aecoréing to the information prasently evellable, it does

.

- . pp=cir that smokers as a class &re in many wiys €ifferent Ironm nen-
. 1 =

smokers. For example, clgeratte smokers as & cless mzrzy and chanc

4eos pora olten, are wmore athletic, are more often hoszitzlized,

drink moce alcohol 2né black cofice, are more olten ne::o:ig, are

L wore Likely o have pavents wiih haarc disense or nyssrtension,
i .= - anéd have shorter lived parents and'grandparen:éjﬁ S0 there is evi-
i . : . y :
% N - S ~ -dn. = 3 == ‘d- { = S y )
: dence thit smokers are olften ¢of & different parsonzlity tysze fronm

non-tazikers, And, intercstingly, wmany ol the characteristics ¢°

this personzlity type have alse bean related to stress) lwaien
.

SO . believed by meny to play an important role 'in the production of

. 1. - L)
coronzry heari diseass and other a;lmen:s.78
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ohere ic strong support for the interpretition of tho

b ’ statistics that smcking is & raflection of o type 0F PCIICh Wit

whethor or rot he smokes, is more likely to ge: cerialn discases,

ad is not itsélf a causc of those discases.

) {€) 7ne “uissirc® Incredient: Neitrer the existesne o
- ‘f nor the armount ¢ micoting, Ytar® or any incredient
I cleimad To o in cicaretie smoke has bezn Troved
’ k . significzcnt to human healch. .
® , : L

For severil yeurs — indeed, since cigarette snoke de- .

can: . cuspeet — Intensive laboratory experimenteztion &nd analysis
hove Tween Eirasted to the identification and isolation of the

raliant or incredicnts in cigarette smoke wnich could cause iie
< i ; K

Eis2zzas for which smoking is claimed to be responsible. ouring

-

this © 3 -& of yezrs, advances in scientific technigues have per-

[
1
[+]]
[

2tificztion in given substances ol fantostically ni-

. nute cuzntities of particular ingredients.” Kot surprisingly,

s

therefoza, from time to time there arg-rcpo:ts 0f the idenstifi-

*

H
r * . I} -3 7- > " - s - § s -
‘ezticn of some ingredient in cigarette smoke coupled with claims
nat it miy have sone possidble connection with disease causation.

’ 2o this date, howaver, all of the advanced technology and all of

the intensive womk have added up to one clear result:

1 - - N - P . -
. '0. . * "

LG2000212
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PR

ohere has bcen & complete failure to identify

any ingredient or group of ingredients in ciga-

rette smoka that is specifically zresponsible for

;
.+ . ... eausing ony of the human discases with which smoxk-
ing may bo statistically ‘zssocizted.??

-

The presense of nicotine in tobucco has given rise to
sueh fruitleoss speculation over its possible role in causing human

Sisazs2, Suen spyecilation 2ll too often follows & denzgoglic line,
- - +

Beginning with the zssartlion thit pure nicotine is & polscn and

ending with tha conciusion that in cigarsttes it is very harmiul

incead. . o ) . .

In the Sace of thls line of "reasoning®, a dDrczd con-
sensus has bzan achieved in the scientific world with respect to
ricotine. In contrazst to thea controversy over the guestion of

. - .-

cigarette smoking a2nd health, there is prac:ictlly NG COnTTOVETSY

over nlcotine. This consensus was well expressed in the Surgaon

P General's Advicory Comaittoee Report:

.

=*Therc is no accepiable evidence that
longed exposure to nicotine creztes elther ¢

. - Zfunctional change of an ¢bjective npature or

- ' tive disease. oL : :
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.
.

: «_ . . the'chroaic toxicity of micotinc I:

quantitizs absoroed Irom suoking and othor mEThods
Gf tobaccs use is very iow dad prob:.‘al%ldocs net
27+ represchit &N important health hazazd.® T,

. ohe more important reiLsons £6r this conclusliern ire &5

follows: o7 o - .

' {a) * It has agvar Seern seriously suggested thet

-~ pieotine has any c&ncas causing propa:tiasqz

o} Nicotine has no xnown chzonic or cumulative

effacts, It is rapidly absorped and rzpidly ehenged LY

the rumeh body into ether sirmpler substances waich awve

1ev phazmacolegicsh zztivity and are speedily excroted.

ig ro evidence That any oI these substznces, LIRS0

o

s zapiily crnanged, mas any toxic cffe:ts§3

14}
e
1]
o
it
3
K
w»
e

(c¢) Tre chronic soxicity of small doses of nico-

size is low In expazimental animals@‘and the guantizies
of nicotzine e¢braincd by hwmans in ozdinary Torms o To-
. bzcco use is vary lov. 85 . e .
. * 0

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

sidz £oly mora nicotine than does cligaTaette smokeqs Sav-

“
avil studiac suggest that, regardless of inhalation nebiss,
sina ané eiger comokars apsorp anounts of nicotine nt lezst

| G2000%214



. ) Y

2amsavable to the smounts absorbad by cigarette sxoxurs.,

210 they €o Inhale, they must often absorb even greatex

gaintities. 3But smokers of ‘pipes and cigirs do not

. srow significantly higher mortality than non-smokar 97
.
I These gonorclly zeocepted concliusions rendar any raguire-
| .
agnt of z stitcment as to nicotine content on clgareiie pickiges
. pointless at bost. At worst, they render any suen regulzoment mis-

(="
L]
[
[
e
J
L
.
12
rt
H
b
‘J
b
n
O

to its essentials, the argument faveoring nice-

s tina sontent ledbeling is that & smoker will be zbl: to comzara

rends with ressect to relative nicotine content and 1o chooss tThe
) ore naving less nicotire. Thne suggestioh is that less nicotine is

somenow MYsafer"; and this is the message that unavelcdasly will ze
. eonvevel to the smokor by any such reculrad lakteling.w

. . ' But there is ao acceptible evidence thet i

@ armounts of
.. nicotine ahsorbed by the smoker are harmful. To the conirazy, the
consensus is that thase zmounts &re not harmiul. Therefore, there

s ro szientific basis for assuring the smoker that cigaretiss with
. A . -

less nic-tine are, somchow “safezr"., . ’

-
a e B
i

T ¥ Ohe ruggestiontthat 1

ess rvoiled By
the worning row on cigar < would only
winé the smeoker that the s is noz
; ' neeassarily conpletely scs 5 ng would et
' top hinm from concluding that it is “safer”. )
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. . H .
.
.« . .. . .

. ghers is, of course, no “tar* &s such in cigurst

"
[

smoka. “oar* refers to condensate collected Sron emoke by luso-
ratory mEthols,

.Mhe tir cuestion was raised when, some yoir: ige, it was

repozted fazi smoke condenszte paintad on the skins ol ¢ suscazi-
idle stroin of mice producaed sikin czneers on some of thosc mice B9

Those exporinen course, &id not prove tiit cigearc

"

t

o]
“1h

was & cause of cancer in humans, It is universally acknowi

: : h
that one cannot tutomabtically translate into rhumen tersz and con-

.
. {

clusions +=e resulis of a2ainmtl experimentztion; end thet is par-

tisviariy frue in the case of mouse skin painting wiih tobicce

moke condcmszta? one comcentraticn of so-czliled *zart sainted

on the £kins of mice was incradible, estimeted by some golentists

to be eouivilent to human smoxing of more than 100,000 sigezeztas

per day. 9L . . S L ' .

In prief, the experiments Involving the painting of mouste
¢ - : - J -

.y Y.

$%in with tobzcco sxoke condanszies werd sudjact to.the sime pion-

lems as Mzt type.of experimentation cenerally. Even In the sane
> L . .
erinel, &ifferent tissues respond differently t5 & given subsiznce,

whien Siy ctuse canser in one tissue and be haraless to anothen, R
. L . N

. . . . - . . ..
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Tovent spiciss oFf anifial's respond diffecrently t¢ 2 given cud-

stance, A substince wiich miy ciuse cancer in ono spelos ooy
1 : .

not In smothor,FIndasd, different strains or variztiens of the

s have shown thot skin einceor can Lo pro-

L]
Hy
2]
]
f-
"
tn
1
-
0
7
r
H
$oe
H
(7}
H
(L3

cduced in znimals by & nunber of commen subsiincas, sueh as sugar -

The iack of correclation beiwacon the altost Imfinlzesimel
zmounts of swspectad ingredlients found to be in eigrrosta smoke

condeaszias and some o©f the exparimesntal rasulss led t=s Scrgacn

General's Advisory Coml

'

“gigantiec” as ever. : . R -
This, 0% coursa, rzises the question of validity of tha

czustl hypothesis in whieh skin pPeinting exparimaents zre consicerel

+ BS 30ssibly zelevent., fThis thasry Is thet clgerette smoke csmtaing

2n ingreiient o-

(T8

ngradients cipible of causing czncer, I so,

this should be Camoastrable in znincls. Then, in humans, sufSiclanz
1y Prolonced expasure to enouch o the smoke containing thoe cancas

-27- ) .
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causlng ingrodiont should, L the animal results rwe =i

mately Tesult in the profuctich of lung eancar,

PR -

-Ané, indezd, some ca:lie&'cxpcrimc::al resulzs soomed
s theory. Smeke econdonm-
sxteos E12 ecusa skin comeer in some nice. AL

B2tas ware found by extoemaly sensitive ehemica

-
'y
i
Y]
n
[
I
]
H
[
[
"t
4]

nominute quantities of some cersounds which had Taen feur

of preduecing ecancar in waizal

t
.
LY

.
[

. .

very conmpounds werc belnc dizosized
j

in the centrzil portion of szoxars' lungs, whére lung canzer wes

thougrnt ¢ ori

At this polnt, the thecry Degan to Zall zperz. Stugs

showeld thzt luns eircers &°

i€ not origcinzte wherza fhess
. BT rether originated Zurther ouz ip the

, ‘
woire thaze was not Zny ralatively lerge concenss
N ".. -

St © Al -

elgaratie smeke,Whurther skin Plinting exparimants and similazs

17

a202

7 t2nt resul

€zn oL T in the exparimantil work. Puriher, scientists becen
o euzlore experizentzlly whather human-typ2 cancar could e in-

xe,

- =ninils by mrolonced Inhalzilon of cigaraite smo

LG2000218




“would 2o32ar to be sonevhat’ more pertinent, since humans de in-

hale cigerette smoke and do not paint their skin with ceadensate.’

 Tac resulis of such work, nowever, addcd up te what onz investi-
s "a striking negative result® 106

failed to zupnors the

[

- gator daseribed

}_.‘ - The experimontal work, therefore,

a simple, direct contact causation of cancer =y

[ . : .
+ + o eigarette smoke. Not only were the dosiges necessazy to produce

T+ -7 paneor of the skin in animals of ineredible concentraticn, so fax
s eny =uman eguivalznt could be considered, but also they did nost

corieiive with the dose-response characteristics thought to be

x: . o : : 105 .
indicatel by statistical studies of human lung cancer. ~ Thus, many

;&tors abandoned the Cirect contdct causation theoty and

. teroe i to oxemination of other possible theorxies of cigerette smoke

‘ S s petivizy. : ’ g

. At present, about all that remains of the direct caus-

tion hypothesis is the assertion that, if the zmount of cigareite

b " sz8kc condensaze is reduced, the smoker's chance of getting cancer

ol the lung mey correspondingly be reduced. This suggeqtioﬁ has

‘outlived the scientific theory on which it was based.

¥When the Surgeon Gencral's Advis&ry Commitiec Repo:t'was

relazscd, the meombers of that Commiitee — and, indeed, the Surgeon

LG2000219
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+" General Wimsolf — rccognized the lack of scientific basiz for

“thic dircet cousation theory. They thercfore .refused to zecent

suggcstiéhs that cigarettes could be said

to be "safer” if there

P S ... 106
‘were ‘lesser amounts of condensate extractable Irom the smoxc. “he

" surgesh Gancral was joined by the Chairman of the Federil Trice

' commissisn, awong cihers, in prescniing this viewpeint to Congress

in'106s%07 ' . .

L'} -
Since the investigation of other possible modcs of causal

pctivity of cigerette smoke has proven fruitless to dite, the sanse

- ;H of frustration with wiich the Surgéqn General, the Chairmman ol th

- . .Pederzl Trade Comnission ané other; mﬁst no@ £pproach this prablg;
E lf-f. is roadily unﬂe;stanéable. Thei;‘belicf'that cigarette smoking Q?s
--"guilty as charécd" doubtless gave rise to e*pec:ﬁ:ic: That the

A prool would shortly be fortheconing to show how this was'so. That

Y 17 such presf doos not folay exist may well explain thelr Zrustratioen.

" It ¢oes not, howevar, excuse resurzection &£ the long since &is-

crefites tssertion that reduced tar reans added safety, wihan thesos

.. is not & trace of new proof to support either the assertion or the

rejected hypothesis upon which it was originally based.

N Nor can this resurrcction be justified by the thotsht

— .

thet nmcisures leading to reduction of tar will certainly do no ham

LG2000220
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: ovﬁn.lf ﬁh:y 4o no éood. An example of the danger of this fal-

.

lacy was providcd some years &go by a doctor who has iong becn

noted for his anti-cigzrette fervor. He cobserved that therc were

gomc pastances coating the tobacco leaf which, upon buzning, pro-
" duesd scme suspact ingredicnts. These, he said, could be in l'zge

-, part romoved by subjecting the tobacco leaf Lo a particular cheni-

v i

© eal *bath". He suggested that if this werc done it would mzke

- -eigaretze smoking “szfer", It was even suggested thzt this should

be Sone without waiting for proof that the substances ware in fact

harmfel, beczusz their removal could &o no harm., 0I ccurse, if

causz<ion ware later esitblished, the "bath's” value weild theredy

also be estzblished.los . '; ' .

.

fhis superficizlly attractive argument — markedly simile

to the tzr labeling argument advanced today — was eveatually de~
.| = . - -
‘nolished by its own zuthor. He subseguently reported that the very
.. portion of the tobacco lexzf that would be removed by the bath econ-

.

" - tainad so-called znticarcinogens, Y.e., substances which Inhibit

ctncer~causing sstivity ir animels, :
- N . . .

.  The point is that present sclentific kaowledga Is not su:
ficiant to permit action zimed at "tar® reduction to De taken with

ascurance that it is scientifically accurate and valid. Koz, evan
L] . .
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T¢ . 4f the value of a reduction were aspumed, would it be possivle to
“g2y how much of a reduction would be mczningful. There is no sci-

entific mothod to determine whethes a differcnce betweon “tir' gon-
tent of any two drands would be meaningful — or how much of & €il-

. forance night be significant. . Ce

Analyses of cigaratte stoke condensates hzve shown tras

their chenmical ‘compositions can and o vary widaly. Anong the irn-

gredients chemically identificd as present in vzrying mipute Lxount

,tze same which are s2id %o inkinit cancer fermetion, some which are

. .
.g2i2 on tfhe bisis of animal experiments to cause caneccI, Sche wiich
* - )

. i
gre s:id to promote camcer formation and some wnich &re sild to per

N . . . 10 : 3
T mit e2snosr formztion by other sudatances. 9xo One Knovs new these

interact with each othar and with other facters in the haman en-

virorzeat. No one knows whether they in £fzet harm humzn baings.

nts heve demonsirzzed the machanish by which czncar da-

velops. Yet, without this vital information, it is just noz pos-

sibic to determine whathar thésc substances hazm humens or, if they
.&o, viether they do so in the form and guantity found I cigaretie

soke. Co S .

A .
.

spar" or coadansate is Gerived in a laborztory by a meiihc

Lo . N H . 10 . . .
s+ ' .- %hat is totelly unlike human smosing% It is coniensed in & ¢heaic:
: - » . . . N . :“;.".. c
. i ] .‘-_.' : ; . 7 L
= . i . .w-32- - . o
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“solution ot oxtremely low temperatures.’ Measurements viry de-

penting on the éxact method used, number and frequency ¢f the tines

the cicarette is puffed in the smoking machine, how short the eiga-
< P . !

" pette is smokcd and other factors. This emphasizes z furdumental

'_po;ﬁ: waich is often lost sight of: People innale smoke., They do
T.mot izhila "zar® or condensate. Neither do they apaly ’t"” or
.Al. ' . . . .

" condansite to their skin. There ;s,no reason £o suppose that any

-4
Fre
[4)
—
O
l "
n
r

1 activity of whole smoke can be accurately assaycd by
Y ) Y Y Y

cuévirg "tar" or condensate (extracted from smoke in iaboratories)
L]
_or by sTudving anything but the smoke itself in the fora 2né sub-

: I ’
stonce it is smoled by pecple. To the contrary, there are gacd

r3z3ons to sucgest thit' the CAemzcal and pnys;cal changes neces—

sarily broughi 2bout in condensing the smoke and applying it to -

le muy well prodube biologicél results complétely difierent

. _fzom emy that may occur in smoke inhalation.®
~he evidence thus far acqumulated indicates thai this is

! .+, _ s0. ZIn cartrast to even the ‘limited activity shown by conlansate

| .

i :

:

! * Lok wxzmple of the difficulties here: Condensate is applied

: =ouie skin in acetoae solution. Benzpyrene, a suspocted ingreld-

¥ iﬁi? fowné in minuta guantities in smoke condensate, is dapedlie
el

irducing ezncer on mouse skin, as shown by experiments wrare
Culitively lzyoe doses of pure benzpyrepe were a:pl;*u in agetss
Swewi.owhen irjectcd in a water solution, benzpyrens £o@s no: pro-
dice tunors.: There is no acetone in c;ga-ettc smeke; the main

S....'JST.-'L."CC :.n the smoke 5.5 Wath- o

. ‘ ' ' Y =33 : JETEE -
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'cxpczimcntation, experiments invelving inhalation of tobacco shoke

: : : ’ : m :
have fciled to produce any human~-type cancers at wll. This worl

. .

w25 failsd to reveal any correclation with the results obtiined by

- studies of condensates.’
obviously, studies invelving inhalation of smoke oy eu-

perimaatzl animals are closer to human expexience than sxin p int~

. - .

gﬂ“f_ing_ _However, it is no easy task to develop techniques for inhal-

. ation experimants which will reasonably approximate humin smeking

‘both in method and in the amount of smoke taken into the respir~

.etozy system of the test animals, Techniques and methodology &re

7. ‘peing developed and refined, but the complexities of dealing with

& volatile and changeable substance such as smoke and of producing

D & situztion in experimental animals comparahle to human smoking

reguires much careful planning and extensive trial testing.

This has been develeping for several years and hopefully

- : * v .

A .will ultimately result in a large-scale prpg:ﬁm of inhalation

stuiies. Such a program is presently being ‘considered by the

;‘:" . Council for Tobncco Research-U.S.A. Such a prograh would ba aimed

" et €zvaloping human-type diszases su.h as cencer ©F the lung, vari-

ous ciriiovascular diseases and emphysema in test animzls. There

Dty iren be stufies to determinc the biological mechanisms Dy waich
. 13 . P : . .

. . ‘ . L e .
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the disesses ave brought about in thc test nnimals wrd whother

“eay factor or conbinatien of factors involved in i"aula:ion brings

- ghout thesc human-type discases in the animals. -

By the cdoveloprent of such experiments it moy be pos-

sible to deteraine what sciontific knowledge the laboratery can

econtrinuze to the relationship, if any, of cigarette snoking to
thess discases,v : o '

The need to replace speculatien with solid seientific

evidanca nhazs bzen imply demonstrated in this area. The past sev-

. ' !
ecel vaars have seen a succession of unfounded claims that & dis-

: : : . s I . 2 e . .
©¢  ease czusing ingrecient has bean discovered in tobacco sioke. AT

T first, proponents of benzpyrene as the culprit vied with propon-
o . - 13 : : . S
LR ents of cigarette piper.  Enthusiasm for these waned, however, 2s

laporztory ditz fziled to sunport the claims. For & time, arsenic
. :

. - crricued enthusiastis supsorters. Tnis was followed in tuzn by
. . ) .
~ . .. Ctee . .
" Lo — - )
; *  Cna: recern t report demonstrites dramatically the nead to procaed
scicnuificelly znd to aveid impatient jumping to conclusions,
: B subiected to heavy continuous doses of cigeretits smoke
f bt nraiztion in any orxdinarcy fashion, Put ratfhar by surgi-
! - ion to permit introduction of cigarette s. <e in con-
- ' cs cuaniitics forced directly into the dogs'

pressura.  Some dogs, not surprisingly. died zTompily

s, alfter a year of such zbuse, in some 1ns;nnces_ohvb_ape£
¢ chzpges which, it was said, lodkcd sonmething like
raveems,  Of course, the conditions undar which tha smelk
Wil zrolected into the lungs of the dogs scarcely rosanbled an
» form of smoking; and it is hard to give any cradense to
“resulesh, 115 . :

[

——
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nic'.-:ell.ls ohen p‘nenols}.n And’ then polonium.nshnd there nave Leen

.

<" -pany sthers. As theory has been rcplaced by evidenca, however,
to . . » .

-  host ©f tnest have bean ruled out — Just as nicotine wzs ruled
R

. out by the -Surceon Gencral's Advisory Committee.,

Indead, there has been a growing realizaticsn of the come
“plexity of the problems herz involved and a growing awareness that
" the answars would not come quickly and simply. It is, therefore,

'j particularly distressing to sce the current efforts, born of Ifrus-

;- tration ané impatience, to claim a gquick and ready solution to the
’ : : ! .
Prodien by labeling tar and nicotine as the ?ulprits and thus to
ignora the present lack of scientific knowledge necessary for a real
' . ) - ’ ‘ .- ) . N .
. solution. 7 o - SR

III. S

Mandztory “"tar" and nicotine v
I L labeling would be misleading,

A .

Congress, in the Cigarette Labeling and Advertising Ac:

! S of 1385, recuired a werning iibel on cigarétte packages but re-
. ol S . -
l ' _Jectzd &1l proposals for the labeling of tar &nd nicotine or, others
ingred;cnés, Ip s0 doing, Cengress wa% reflecting the views ;x—
: ) pressed b‘; among'o:hcrs. the Federal Trade Cénmissicn.and the
1 : * N

I G2D00226
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.

Public maalth Sorviece. Doth haod supported the proposcd lcgis-
lzticn} and both had made plain that scicntifiq evidence &id not

.exist & 3ustify labeling cigarette packages with tar znd nicotirne
content., Their position was bascd on the uncontroverted facts that

there was (i) no proof that cigareites with lower tar and nicotine
.content were "safer*, (ii) no proof of any tar and nicotinc level

. ¥oove whleh there was hazard and below which there wis "safety"”
. .- ' . -

and (iii} no evidence on wWaich to base a determination that any

[41]

‘difference in tar or nicotine content betwzen two cigarcties was

T or wis not significan:}19Thesc facts remain as true today as they

P ‘ - B - . .
were then, ) s . . .

The Chairman of the Federal Trade Commission, in his
) - . ° . - .
i © 1955 testirony before the Senate Commerce Committee endorsed the

. Surgecn General's statement that tat and nicotine labeling pro-

. . posals should bz rejected. He said:
~Basically this study hes never a-rived at what

\ . . is & safe tzr and nicotine conient, and they have not

| er=xived &zt what in smoking is the agent as such that

| ", is causing czrneer. . . . They don't know whether to

i . . zltzme it or nicciine, tar, or many other defined and

i endefined hydrocarbons and chemicals that take place, .
rexical reazciions that take place when tobacceo purns,® 120

1 C . As he told the House Commerce Comnittee:

Lo . “. . . there was no certainty as to which i any
o ol these substinces could cause or even'may cause

-37- B
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. cancer and . .'. there was no established moderation,

- - wou might say, of what would be a safe nuaber of ciga-
Tetzes for onc to smoke, or level of content of hnj
aunstu1cc in any c;garctte '121 . L

The Chhx—man left no doubt as'to thc unfortinate con-

sequetses which could result from tar and nicotine laaelzng.

It could result in some other kind of a misrensre-.
s2ntation or something misleading if one cigarette
caze out and said it had 1.5 in tar, and so much
nicotine in it, and another came out and said it had

oaly 1,%122 .

The Surgeon General confirmed the lack of scientifie

anee.  FHe told the Senate Commerce COﬂm;ttee-

1;1; it scems a2t least plausible that cigarettes
wi.h lower tar and nicotine may present lesser nealzh
hazazds, there is presently no prool that this is so.” 123

Congress rejected suggestions that it require tar and
L

- nicotina labeling. I €id, however, reguire that cvery pac‘agc el

v'elgarcties carry the warning:
"Caution: Cigarette Smoking May
Be Hazardous To Your health.

Today, therefore. every cigarette smoker is reminded on

.

U every Package of psssible hazards of cigarette smoking., XNow, how-

ever,-ﬂé-?e deral Trade Connlssxon saYys that th;s zs not eﬂoucﬁ and

‘that cigarette packages should be requ;red to car:y statemc“ts of

tar zad rnicotine dontent. C ;f"-:33' .

=38- . B . . .
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.. . )
*The Conmission's change in position was snnounced in

_.Mcrcﬁ 1956, The only reason given wzs that the informetion *muy

. 12
bz raterial and desired by the consuming public.* KXo new zcicne

- ] . ) . - -
-tific evidence or proof was described, nor was the slighteost sug-

H .

. "gestion madc that zny had come into existence since the Chairman

" of the Commission had appeared before Congress and taken 2 con-

. tracy view, -
.

Followirg announcement of the new position of the Feceral
’ : . . ’ - " . i
:Trace Commission the Public Health Service held a cne-day meeting

T of 2 small group of investigators and others'in June 1966. Xo new
: . . R t .

. : .. i - .
evidenze was announced following that meeting. The group cid no:

" €emenstrate that tar or any specific ingredient was harmful, nov

C@id It wventure to explzin how the Surgeon Genecral's Acvisory Com-

. nittee wis wrong in exoneziting nicotine. Insiead, the Srouy mere-

£ 1y stated that the *preponderance” of existing evidence "strongly
Suggestis™ that the lower the tar and njcotine in cigarette smoka,
" r -t - Lo :

* the lecss haraful the effects,

The hald'pronouncement of this group has thus trazasfo-meg

S#ERu-" into "sirong suggestion™. Of course, the Feleral “race
Comnisslion €id not hive even this group's statement to suppor:t it

— e e - -
[
"
[
I
.
€1
I
T

: suiwmarily changed position. I£ this Ppronouncerzant should
: v L . ‘ . .

+ . B
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sﬁﬁisfu thc.Surgeon Gcncrbl*that he is now warranted in giving at
:’1ohst tncit support to thc COnm‘ssion, 1t certainly should not
sat;s‘v Congress that it is warranted in changing its pricr de-
term‘natxon.‘ This is particularly true beecause tha; de:erminati;n
.: was and still is solidly based on’ :he state of sc;ent;flc xnowl-

| edge a;g not on the mere ‘;at of a small group

: ‘ Additionally, if it we-e assuned that snokxng causes

. ‘disease, any tar and nicotine labcling requirement might e not
" enly misleading but dangérously so. For example:

(i) A smoker would assume —— as Congress is
‘ [

S o
sked to deternine as an established fact in order to

lrequire labeiing — that lowar “tzr" and nicotire con-

tent “e;ns "safer" cigarettes. But, as tﬁc Report of
". the Surgeon Geﬁeral 5 Aav;so:y Comm~ttec pointed out,

Vthe DaI t;culate phase wn‘ch contazins the “tar” and nico-
timé nccounts for only 40% of cigaretfe smoke,, the

_.othe. 60% being gaseous phase%sthat Bther 60% is not

" necessarily reduced wlth ”ta—" and nxcot*** recu*tlon.
Yet, for all that 15 ROW KNowh, it may well thtn‘ﬁ

fha;mful"‘ingredients. Acco:dxngly. a gmoker could

"pe lulled ipto a false scnse of added safety by

-40-
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_: labeling which indicates reduced tar and nigotine Lt
.57 contant, when "harmfyul® ingredicnts have not been

fsﬁfa' :é&uced_at'all. - S ’

.

ii A smoker may connparc two packages of cica-
Lot ]

raties and choost one on the ground that its tar wad
nicotine content is less than the other. Presuribly,

ﬁe‘wsulé be doing so because of his belief that re-

. -duced tar and nicotine content makes the cigarett

“safer", Here again, he is receiving a possibly false
! .

. '
assurance of safety, because there is no way ol knowing

. whether the diZference between the two cigaretics is at

all sigrnificant, Even if one were to assume thas re
duced tar and nicotine content made cigarettes safer,
) - . . .

no one Xnows now rnuch reduction would be meaningful,

In both examples, the result may well be to persuade

',a_smokca;cither to continue 2 given level of smoking oz to in-

A . - . * . . ) .
', eretse that level of smoking ber:iuse the cigarr*t~s that he hac

- chosea are somehow “"safer, And he would have an Act of Congress
. . . ) Y . L . . . .
. to.back ninm up. v :

BuF‘Cong:ess should not take the responsibility o2

e e

S "ba;king him up" without solid scientific prooi teo suppori doing
e 1 P " oL, . Lty ’
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.ing. Therefore, there is no heed for Congress to take the risk, .

w2y de rominded that o

Ccpav wall eomelude thet the cionrette {s substantially szfer. In-

s5. The swoker alresdy is warned of potential Razards of SWOA-

necessacily inhereat in a tar and nicotine content labeling re-

quirament, of misleading the smoker.

It has been said that there is no risk of misleading and

" pernaps enlangaring the smoxer by regquiring tar and nicotine label-

. . : . . . .
‘ing, beczuse of the waliiing of potential hazard, %rue, the SKOKer

L0

cigaretie is not sbsolutely safe. 2ut 3

e~

.

- gead, that conclusion is virtually inescapable, since the vezy
‘ [}

.o , - ! , b ..
reasca for the proposad labelini of tar and nicotine content is to

encourzge reduction of thit con

ent, thereby purportedly making the
cigazetze "safer”. Otherwise, there is no point to the recuirement

¥oving concluded that the cigarette is safer, the smoker may well

. pe izts restrained in his smoking nebits than he would be if all

he nid before him was the warning on the patkage of poteati:zl haz-

aré. fohnus, the risk of misle:zding and perhaps endangering the

srokor I8 not aveided by the warning. T oo

. +

T iv. -

 eonaross should not delegate asuthority .
to recuire lahelinc of cigarcttes. " .

B . +

The clreumstances of the present proposal for tar and
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‘nicotine content labeling demonstrate the wisdom of Congress'
1565 determination [in the Cigﬁrette Labeling and Advernisiné Actf'

'to rct p\ control in this area. At that time, there werc some wno

A urgad C01grcss eithoer to require tar and nicot;no content 1aoc11ng

- or to delegate power to act in that area to the Qublic Healtb Scr-
: . i ' 126

..." vice, the Federal Trade Commission or some other agency. But the
. : . 0

. hearings revealed that there was no scientifically valigd proof waich

would warrant a reguirement of tar and nicotine content labeling 127

‘And, in large part because the state of scientific knowledge d4id
' : f

'not permit establishment of intelligent guidelines for delegation,

' Congress chose instead to reguire reports to it at the end of speci-
. fied periods on pertinent matters. Thus, Congress assured that,

should the situation change so as to require further Sction, it

.

'-}5j} “would be ‘ully lnfcrmed 50 that it coula take whatever action was

Q © " necessiry in the publ:.c interest 128 _

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 alone"'.a9 He bointed out that labe)-

.ing *could result in some-other kind'of a misrepresentation or'soma-

thing n¢slead1ng“133Thzs, of course, was entxrely consistent with

the aosxt;on thereto‘ore taken by the commxssxon, which had regarded
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‘ 2111 . a statement of tar or nicotinc content, not substantiated as

}'ﬂ'ﬂﬁi§nificant in health terms, as an unfair or deceptive trade
: . . ) . . . .

. praciice. o
The views cxpressed by the Commission to Congress were
RS supporied in substance by the Departments of Commerce “and hgri-

: . 132 ' . .
©., geulture; and the lack of scientific knowledge was confirmed by the
LR ) .

", surgeon Generalld3

Thus, the basis of the Congressional Gecision in

. . © 1965 is clear.

What is not clear, however, is the basis on which the
\ ;

.
't

Comulsslion has sought to circumvent that dec%sion. In March 1%66,
the Cornission suddenly announced that tar and nicotine labeling
- 2 Waulé be permitted, giving as its reason only that the informatien

. . . © a3k
“nay o naterial and desired by the consuming public".3 There had

bear. nc new scientific proof to justify the Commission's change in

. . . positicn. Complotely lacking was any showing of health sign:

cance or of any way in which any differences in tar or nicotine

E)

content could be shown to have health significance, The sole

"scierntific™ support that the Commission later used was & batch of

opiniorn letters, merely repeating the same points that had been mac

. . . 135
to Congress and relying upon the same inadeguate information. In-

deed, the letters'were written by the same people and preseated the

N T e . . . -
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- same v;cwpoxnt that had been re)ected by COng:ess in 1%65,
Nor was the Publzc Health Serv;ce able to support the
"-tCQmmiss;on. thn, in June 1966, it aaked a amall group to con-

sider the matter at a one-day session, tha most the group was able

P to say was that the evidence "strongly suggesté“ that a reduction
.in tar and n;cotzne would lead to lesc harmful effects, "Again, no

. .new cvidence was fo:thcomxng: there wap'only repetition of the same

" . inadeguate data. ’ '

But inadequate data, or unsupportea opxnzons, er the
‘louder repetition of those opiniéns, do not denonstrate nealth :

'significance. ¥hat has not been.denons.nated is any way of an-

.': swering the crxt;cal.que.t;ons. \Do "tar” andvnmcotane have any

. effect on health at all? 1f so;~now-much of a tar or nxcot;ne Te-
’

. duc.zon has healtn 5zgnlf;cance? I: 50, how much lower in tar or

L hicotine content nust one cigarette be than another to have "less

.
. T -
*t Wt Al .

- . . e .- <

" harmful effects"?

She answers to-thoco quéntionc chould bo buced on colid

~gcientific evidenze.. To the contrary. “the’ apparently ovevunelnlng

.desire to 'oo somethlng", based upon “the lo Lty motive of “do;ng

. *-"7; - good" has been successfully urgad upon tho Federal Trade Canl55101

’
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. .

If;-j' " A lofty motive will in no way justify misleading the
. consumer, Conspicucus by its absence 15 any cxplanab;on from the
CQmm;ssxon as to how tar and nicotine labeling is "mxsleadzng

" and "unfair and decept;ve" 1n-mid—LSGS but "material and desired"”

An éarly 1965, .- to R o

‘Until scientific evidence establishes whether smoking in

. faet is hammful and, if so, what ingredient or ingredients are re-

sponsible for the barmful effects, Congress should continue to re-
:i--;.' tain control ;ndcr the Cigarette Labeling and Advertising Act of
R " 19585, There is_Ao factual basis upon which it can predicate a
. ,f*:;J sensible delegation. Furthermore,” the susceptibility of potential

- fﬁ,,'delcgates to the exhortation 'to "do something”, even though thera

L. 45 no basis for meaningful action, demonstrates the continued wise
dom of Congress' determination to kecp control. Congress can best
.protect the public intcxcst by taking no further action uﬂtil it

. has sound sc;ent;f;c evmdence to assurelthat the ac;;on it takes

'uxll inform and not m;slead. :
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K
Herein the Hearingé on Cigarette }qpeling,and
Advertising Before the SenaterCommittee on Commerce, 89th
Cong., 1st Sess, (1965) will be designated the "19:5 Senate
Hearings"; S. Rep. No, 195, B9th Cong., 1st Sess, (1965)
will be designéfed the "Senate Report"; the Hearings on ~
cigare}ye Labeling and Advertising Before the ﬁcuse Committee
on Interstate_and'Foreign Commerce,.Sch Cong., lst Sess,
(1955) will be des;shated the "1965 House Heafings"; the
) Hearihgs on Clgarette Labeling and Advertising Before the
House Committee on Interstate and Foreign Commarce, B8th
Cong., 2d Sess, (1954) will be designated the "1964 House
Hearings"; the Héarinés on Palse and Misleading Advertising
(Filter-Tip csgarettés) Before a Subcommittee of the House
‘Committee on Government Cperations will be designated'the
"1957 House Hearings"; the Rep&rt of the Advisory Committee
tp the Surgeon General of the Public Health Service on
Smoking &nd Health,-Public Health Service Publication
No. 1103 will be designated "Smoking &nd Health,"

S ————————————————————
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Page Footnote . J Reference(s)

1 1 Dixon, 1965 Senate Heariﬁgs 419,

438-39, 455, 1965 House Hearings 46

‘Terry, 1965 Scnate Hearings 34, 68,
1965 House Hearings 114-15, 155-61

1965 Senate Report 6

3 3 Berkson, J., The Statistical Study
) . of Assoclation Between Smoking and
Iung Cancer, Staff Msetings of the
Mayo Clinic, 30, (15), 339,
i July 27, 1955,

Donnahoe, 1965 Senate Hearings 279,.
1965 House Hearings S5he

Sterling, 1965 Senate Hearings 1019,
1965 House Hearings 572

%moking and Health 19-20

4 4 brownlee, 1965 Senate Hearings 316,
1965 House Hearings 395

Donnahoe, 1955 Senate Hearings 279,
1965 House Hearings 542 .

{ . . Huff, 1965 Senate Hearings 740-41,
‘ 1965 House Hearings 4GS

Katz, 1965 Senate Hearings 984-85,
1565 House Hearings 647-58

f 5 " Smoking and Health 20
i : 6 " Smoking and Health 37-9
i 7 Smoking &nd Health 102 (Table 19).

Of the 24 discases Bpecifically
listed thereln, the Surgeon
General's Advisory Committee found
causation in only three instances:

" lJung ecancer, chronic¢c bronchitis
laryngeal cancer.
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13
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Smoking and Hzalth 95

Smoking and Hezlth 327
Smoking.and Health 321
Smoking and Health Th-5

Kaplan, 1965 Senace Hearings 691- 82
1955 House Hearings 496-97

McMahon, 1965 Senate Hearings 980,
1965 House llcarings 454-55

Russel;, 1955 Senate Hearings 365-67,
1565 House Hearings 681-82

Volffe, 1965 Senate Hearings 726-27,
1965 House Hearings 619-20

Smoking and Health 321-22
Wolffe, 1965 Senate Eearings 727,
20

1965 House Hearings

Russek, 1965 Senate Hearings 367-69
1965 House Hearings 681-82

Kaplan, 1965 Senate Hearings 982,
1965 House Hearings 5565

" McMahon, 1965 Senate Hzarings 9%0,

1365 House Hearings 454-55

Russek, 1965 Senate Hearings 369,
1965 House Hearings 682
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1965 louse Hearings 510-12

Wilens, 1965 Senate Mearings 971,
1965 House Kearings 662

Smoking and Health 277, 301

LG2000240



.t

- Page ‘ Footnote . . Reference‘s).
7 17 Rappaport, 1965 Senate Hearings 9§52,
19@5 House Hearlngs 514

Rosenbdlati, i965 Senate Hearings 1011,
1013, 1965 House Hearings 6358, 640

Smoking and Health 278-79

18 Smoking and Health 279
19 Smoking and Health 279
20 ‘ Rappaport, 1965 Senate Hearings 993,

995, 1965 Mouse Hearings 5ib, 517

Rosenblatt, 1965 Senate Hezarings
1010-11, 1965 House Hearings 638

Smoking and Health 278
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22 . Smoking and Health 302
23 Smoking and Health 302
24 Smoking and Health 293 (Veterans
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8 25 Smoking and Realth 301
26 ‘Greer, 1955 Senate Kearings 381-84,

1965 House Hearings 550-52
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1965 House Hearings 528

Sprunt, 1965 Senate Hearings 734,
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V.S, Dept, Hith, Ed. & Welfare,
1-39, 145,

Ewing, J.B., Neoplactic Dlseases,
& Treatise on Tumors, Philadelphia,

" W.B, Saunders Co.,..3rd Ed., 1928,

+

p. 852 (tuberculosis).

Pilot, R., Le cancer primitif du
Poumon. Imprimerie Bosc Freres &
Riou, Lyon, 1927 (syphilis),

Berblinger, ¥W., Die zunahme des
primaren lungenkrebses in den Jehren

'1920-24, Xlin. Wehnschr,, 4, 913,
1925 (influenza).

McKenzlie, Ivy, Epithelial Metaplasia
in Bronchopneumonia, Virchows Arch.
path. Anat, 190, 350, 1907 {¢iphtheria
and measles)’ e

buguld, J.B., The Incidence of Intra-
thoracic Tumours in Manehester, Lancet,
2, 111, 1927 (chronic pulmonasy
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Wolf, K., Primary Pulmonarg Cancer,
Fortschr. Med.; %1, 725, 189
(pulmonary scarrIng).

¥Wahl, S., The Increase nf Pulmonary
Carcinoma, Ztschr. Krebsforsch., 25,

© 302, 1927 (road aust),

- Hudson, R.V., The So-called Breachiloge
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Origin, Brit. J. Surg., 14, 280, 1926-:
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Morse, ¥W., Correspondence, J.A.M.A., 1z
120, 1945 {motor exhaust),
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uart. J, Med. N.S.; 1, 31, 1932
var gas).

Heubauer, 0., Arsenical Cancer:
‘a Review, Brit, J. Cancer, 1, 192£
1947 {arsenic).

Public Health Service Publicaticon

‘#1962, 1953. Health of Workers in

Chromate Producing Industiry
{chromium). :

Lynch, K.M. and V,A, Smith,
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