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THE EDITORIAL POLICY of this
Journal 1S t0 record the progress of
the law in the field of food, drugs and cos-
metics, and to provide a constructive dis-
cussion of it, according to the highest
professional standards. The Food D rug
Cosmetic Law JournaIiStheonW forum
for current discussion of such law and it
renders an important public service, for it is
an invaluable means (1) to create a better
knowledge and understanding of food, drug
and cosmetic law, (2) to promote its due
operation and development and thus (3) to
effectuate its great remedial purposes. In
short : While this law receives normal legal,
administrative and judicial consideration,
there remains a basic need for its appro-
priate study as a fundamental law of the
land; the Journar IS designed to satisfy that
need. The editorial policy also is to allow
frank discussion of food-drug-cosmetic
Issues. The views stated are those of the
contributors and not necessarily those of
the publishers.
tions and comments are invited.

On this basis, contribu-
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REPORTS

TO THE READER

(This is a report on the annual
meeting of the Section on Food, DruE
and Cosmetic Law, of the New Yor
State Bar Association by Franklin M.
Depew, Chairman of the”Section.)

The nineteenth annual meeting of the
Section on Food, Drug and_Cosmetic
Law of the New York State Bar
Association was held on January 28,
at the New York Hilton Hotel in
New York City. An audience of over
100 was in atfendance at the all-day
meeting and luncheon, William F. Fits-
Patrick. President of the New York
State Bar Association, greeted those
In attendance and congratulated the
Section on its membership growth dur-
ing the past few years.” The Section
was honored to have as ItS quests
at_the luncheon, in addition to "Com-
missioner of Food and Drugs, George
P. Larrick, Mrs. Charles Wgsley Dunn,
Ralph Bernstein, Assistant Director of
New York Office, New York State
Department of Agriculture and Mar-
kets; Jerome B. Trichter, Assistant Com-
missioner,  Environmental Sanitation,
New York City, Department of Health:
Robert E. Cufran, BC former L?\?al
Adviser, Canadian Department of Na-
tional Health and Welfare; Au?ustus
Gibson, M.D., Director, Medical Re-
search Division, Schering Corporation:
and C. Josth Stetler, Vice President
and General Counsel, Pharmaceutical
Manufacturers Association.

REPORTS TO THE READER

Commissioner iMrrick was the speaker
at the luncheon and reported on the
Important developments during the past
Year in_conngction with administering
he nation’s food and (hu% laws. HIS
remarks and those of the other speakers
are reported in this month’s Journal.
At the close of his opening address,
Chairman Depew appointed a Resolu-
tions Committee consisting of Michae|
F. Market, Chairman, Georqe M. Burditt
and F. T. Dierson, Prior to the meeting
a Nominating, Committee had been
appointed consisting of William J. Con-
don, Chairman, Frank A. Duckworth, and
George T. Scriba.

At the conclusion of presentation of
formal ?,apers, a business meeting of
the Section was convened. Chairman
Degew pointed out that membership
in the New York State Bar Association
and in the Sectign 1s open to all attor-
neys practicing in the field regardless
of 'whether or"not they are loCated in
the State of New York. He addition-
ally pointed out that the best way to
keép, informed of the activities of the
Section was by becoming a member

thereof.

In the course of his address, Mr.
Burditt had suggested that the Chair-
man of the Secfion should apPomt an
ad hoc committee consisting of federal
and state officials, food technologists
consumer consultants, salesmen ~ and
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lawyers to draft and recommend to
Congress an_appropriate amendment
of Section 403(c) of the Federal Food,
Drug, and Cosmetic Act requiring.cer-
tain “foods to be labeled as imitations.
Chairman Depew apPomted G,eorqe M.
Burdjtt and "Vincent, A. Kleinfeld as
members of a special committee to
advise the Chairman relative to the
desirability and make-up of such an
ad hoc committee.

The Reéolutlons,COmmlttee then E),ro-
posed and after discussion the Section
Iuntammously adopted the following Reso-
ution :

“WHEREAS, the Food, Drug and
Cosmetic Law ' Section of the New
York State Bar Association, has con-
sistently advocated uniformity among
states in food and drug and” weights
and measures laws, and regulations
and enforcement thereof;

“WHEREAS, the National Confer-
ence on Weights and Measures Is
currently con3|der|n(]1 proposed amend-
ments to the Model Law and Model
Regulations rgovermng welghts and
measures labeling; and

“WHEREAS, several states have re-
cently adopted conflicting and. non-
uniform rules governing “the size of
net quantity statements on commodities
In package form, which rules violate
the _prmui)le of uniformity, andl are
detrimental to the interests of con-
sumers and industry.

I“ W, THEREFORE, be it re-
solved:
“1 That the Section reaffirm jts
policy on uniformity and urge the
application of that “policy to state
we_lghts ,an? measures laws and re?u-
lations, including those governing the
size and prominence of net guantity
statements on packaged commodities;

“2. That this Section offer its assist-
ance to the National Conference on
Weights and Measures and to all state
weights and measures officials in fur-
therance of this policy;

“3. That a copy of this, resolution
be sent to Mr. J. Lyle Littlefield of
Michigan, Chairman df the Committee
on Laws and Regulations of the Na-
tional Conferencé on Weights and
Measures, and to Mr. Joe F. Lakey
of Texas, Secretary of the Association
of Food and Drug Officials of the
United States.

Chairman Depew then asked for a
report of the Nominating Committee
and turned the chair qver to William
J. Condon, Chairman of the Compmittee.
Nominations were received as follows:
Franklin M. Depew, Chairman; A. M.
Gilbert, Vice Chairman; Raymond D,
McMurray, Secretarxl; and ‘Frank T.
Dierson, James F. Hoge, and H. S.
Woodruff, as members of the Executive
Committee.

There heing no further nominatigns,
upon motion duly made and seconded,
the Secretary was directed to cast a
unanimous Ballot for the persons so
nominated.

There being no further business,
the meeting was thereupon adjourned.

About This ISsUe.—This month’s issue
of the Journal 1S devoted to papers
which were delivered at the annual
meeting of the New York Bar Associa-
tion. Section_on Food, Drug and Cos-
metic Law. The conference’s co_nclu,dm(i
Bay)er, “The Effect of the Investlgatmna

u RePuIatlons on Drug Research
and Development.” by Augustus Gibson,
Director of the Medical Research Divi-
sion of Schering Corporation, will be
included in next month’s issue.

-
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FoodDrugCoareticLaw

Introductory Statement

By FRANKLIN M. DEPEW

Franklin M. Depew, Chairman, Section on Food, Drug and Cosmetic
Law of the New York Bar Association, and President of the Food
Law Institute, Presented This Statement at the Nineteenth Annual
Meeting of the Section on Food, Drug and Cosmetic Law of the New
York State Bar Association on January 28, 1964, in New York City.

AM DELIGHTED to extend a cordial welcome to al| of ou to

the Nineteenth Annual Meetn ofthe Section on Food, Dr

Cosmetic Law ?f the Ne ﬁ eBar[A%soc on. Weh ae re

Pare ahprogram 0r you which we e ve will orbm mtere
those concerngd with our food, rug and cosmet|c aws,

. Before introdycing. oursg Fslvwsh osayafewwords about
|mﬁ)ortant hapgenm?s in thi durln% [ﬁ)st ear. First we
welcome thte teﬂ aken onora le Anthony J. Celebrezze
ecretary th, Educafl on an Weltare, to carr out (She Sa |ent
8tures 0 terecon\]mendatmns contained_in th ec%n |t|zens
Aavisor Iart In his recent Eeo[)gan Ization 0 Since
Secreta rezze aanouncedt 0a outlmeso suchareor% J-
zat}?r]] e%eg Larric ? mlss|on r of Food nd Drugs, and his
sta ave en quite succ sstul In mp ementlﬁg e (?ecre ary’s pro-
osas We con ratuatetemo te“a nto tead oo to
c%n [nuin |mP vement In the owo OrK_ Processes an chre
Iclent dperatio e also %ke thys. occ 5| n to congratu ate
ru Indu trw the F DAsta msovmgte|rd|sa0ge] ents, Wh|ch
threatene eco eéroub esome, With” respe é the regulations
COVering abelmg and advertising of prescription drugs.
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Discord Caused by States’ Nonuniform Labeling Regulations

| now refer to an unha bppy development of the east ear, which
nas %reate some. discord between. industry and qovernment. ~ This
as been .t eactton taken varroui state weights and measures
a%encres in adoptin nonunr rm requlations on Minimum ty size
agglacement fthe n gu ntéy %tement rin the lﬁbt ustr
an onsumers are t er or] aced wit acomRete lack of uniformit
(?tatﬁ qu rements which is con[}usrng ensive and nnreasonab
which' threatens to destr tecmmnmﬁrketo h Unrte(%
States In foo and related pr (P Cts OurSecPoni as devote fl
?] a erstote reat nﬁe for uprformi an drug1 9 aton
apers have emphasized tat sou and uniform, st te aws
rcement are not Incom at # rate soverergnt?/
ese acgrs ere rese te officials of the As atr no Foog
IGlals of he nite aes Thrsasocr tronostat]e foo
crashas en orsed unl ormrt as asteNatrona con-
eence n erg ts arf] Measures. Howe e}r on revrewrnqt he records
ur?ectron can find no resolution by the Sectjon on hrs subec
therefore, recommend to the Committee on Reso uérorltﬁ lc
aﬁgorntr for t |s meetr ﬂ consistin r%<0f Michael arkel, Chalr-
N an eore tand F Diersop, that the¥ reVIEW
this situation and Rresent their recommendatrons for consideration at
our business meeting
Program,

Our moring Session wrlt be ?ev ted to legal arid vrP osog ica
discussions, of so eapectso our oo%and cosmetic séy unse

who ?tave been ﬁreatf con] eme wrt tes ro ems.

Bur |t Es gvr |csst [0 em pose termrt tion dBJOV'
st e o e el
r%aua(t{g ra”‘t%’!@am f Condon, OEsq wO" %nngf #p up to ate on

Ourafterno nsessro bedvote t erm ortant. subject of
the Dr ’Eﬁmen ments Fgose?tgteq [I ojr? rate

%tP ussron%nt eamen ments Wlét gae mageu of
arles agan, rvrn urow N q(sus
|son Those concern Mht IS su be tntere ted to know
that two u nde{(Irhaduas teNew or versr oo of Law,
e sta te aw Review, have writte Irhan extensive

1S 0
Ancomprehenswe note on these amendments w appears In
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B%New York Umversu Law Rewe No. 6 at p. 1082, December 1
eestu?ents Dame Afams nd William E, Nelson, attende a
number o ses ns of Professor William W G oﬂrlc S class on
00d, Dru osmetlclﬁ h N. Y. U, as part elrpreparau
orwntm this note Is a o0 eereneltem
law ersp CtICI nt IS |eii The co cl SI8n rea]ched e auth ors
tesfegss t e attention of a mtereste rug law administration.

ey B

or| r|n
andte Qurt reat fe Ft) ust
1St wat}{he FRAABecauseo ItS sensmw? ?%Ilcg d %on%ressma/
cn&msm be overcautious In roecmg Wf% IC %
noustry's teviment, ManglacuerssaciOnaly Tea (o cours wi
soon as the FDA ramgs t%e 5P ectergf%m to% ﬁﬂ

“The public hfealth In erest IS not always on tne side of r esH dctlve
regl |on In en ormg e19%2 mendnents, the FDA should con-
B er both present and futyre %altp Interests and r|k a aIan
etween them. In cases where health int ressconlc ItrP
economic mtekests t 3 hea mterests shoufd tr| B A
courts, wruch ave tr |t8na been. Ind en ent.o c c
ression ressures ewewmg Aact|onc ?1/1
m%gﬁes\% ether that agency has propérly balanced te C0 peu

gﬁe’}”f*y IGe e ki o ot ghng o F]n%u i (IT"

In
me to prepare and present these gapers t0 Us.

NARCOTIC CONTROL BY HEW RECOMMENDED

The President’s Adwsorfv Commissjon on Narcotic and Drug Abuse
has recommended the transfer of the functions, of the Bureau of Nar-
cotics relatln? to the regulation of the legitimate manufacture and
distribution of narcotic drugs. to the Department of Health, Education
and Welfare. The Commission also recommended the establlshment
of a unit within HEW to determine the safeg and efflca(a/ of and to
regulate all narcotic and dangerous dru?s ca roducing severe

sychotoxic effects, This unit would aso regulate the Ielgltlmate im-
ortation, exportation, manufacture, sale and Other transfer of narcotic
and dan?erous ru%s The transfer of the respon5|b|I|t for the nvesti-
ation of the jllicit traffic in danﬁerous drur%s from H to the De?art'
ent of Justice was amon? other recom endatlons In the report. A
CCH Comment appears at 780,052 of Food Drug Cosmetic Law Reports.
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Imitation

By GEORGE M. BURDITT

The Author Is a Member of

Chadwell,

Keck, Kayser, Ruggles & McLaren; Chicago.

LAGIA ISM HA BF]EN
’EResearc on the other
IIevrI e’ excellent series, of arti

[I)SECFINED as CO% tn]goa srn%le

i

uthor
Ing man oward
In. Food Processingl not oply

has LFVI le ?tade substantra contributio sto current th mkrngi
on e roblem of “Imitation” but_also Cares stereZMrchae
Marke Fran Dierson.4 Franklin Depe ernar ? gene
udson Bra shaw |ntener8and er "Thompson o our

an ver m*aoréa 3/ Commissioner arnﬂ(]Ohve expressed thfrr
thoughts. ition, Edward Brown Williams, 11 Harvey Hensel 2

1 Howard P. Milleville,
Stand on Imrtatron Stifles New Prod-
uct Develp ment Food Processing,
October 1963 73-76; Howard .
Milleville When Will FDA’s ‘Imita-
tion’ Polrc Really Be Based on Con-

sumer  Interests, Food Processrn
November J963, p So oward
Milleville, “How houd the Act

Be Amended to Solve the Imrtatron
Controver%)é Fo%d Processing, De-

cember 1
L Charles M. Fistere, Labelrng Prob-
lems Involved |n ‘Substitute’ and *Imi-

tation Products,”’ Journal of Mrlk and

Food TechnologEOJuI Vol. 26,

Neader? and’ Legn]m%]r}frn%sl leSggd

Processing, November 1963, p. 74 and
December 1963, p. 67.

*Michael F. Markel, “Faulty Frame-
work of the Present Law,” Food Proc-
essmg December 1963, p. 66.

“Comments by ~Industry Leaders
and Legal Counsels,” Food Processing,
Ng%\éembeﬁr 1963, p. 73 and December

P
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“How FDA’s

Leaders
ocessing,

p. 13

*“Comments by Industr¥
and Legal Counséls,” Food Pr
November 1963
*Cited at footnote5 at
7Cited at footnote b at p. /3.
“Cited at footnote 5, at p. 74.
*Cited at footnote S, at p 14,
Georoe P.. Larrick, Chan ge
FDA’s ‘Tmitation Policyl Would Re-
quire Legislation Sincé This Policy
Is Based” on the Framework of the

Present Law,” Food Processing, De-
cember 1963, p. 65.
“Edward Brown Williams, “Some

Problems of the Food Industry Under
Federal Regulator Statutes 18 Food

rug Cosmetic ournal 4,
March, 1963; Edwar Brown WrIIrams
“What Pricé Tmitation?” 5 Food Drug
Cosmetic Law Journal 185 May, 1950,
Edward Brown WrIIrams ‘New' Prod-
ucts for Old Uses,” 8 Food Drug Cos-
metic Law Tournal 587, September

nHarvey L. Hensel, “Dietary Ver
sion of & Standardizéd Food—Is |
an Imjtation?” 13 Food Dru Cosmetrc
Law Journal 172, March, 1858

FOOD DRUG COSMETIC LAW JOURNAL--FEBRUARY, 1964



Mr. Justice Frankfurter]S nd Iast hut not least, Web er.I* have aII
been In prrnt rec n%/ |% nofS ecHon f;)tSWr
much Eack?% normatr n vara le, and t ere IS of Course much
more t Ve entronf here Ihope you will consider me to be
a researcher rather than a plagiarist.

So much has been written and said on this sub ect that erhaps
a good way to begin Is to summarize some curren thinking.

1 A|| '[ '[ Current T{tﬁnlﬁrng th _
ommentators agree that something is wron
Sectrhh 403@ erther rn eren% or In rtsai)hcfat?on It 1 gr P
10 argue with 'this conclusion %r‘ vfeqet %t rozen dessert IS
rmrt tign Ice cream but vegeta essert topgrng 1S

|m|tat|onw |p§e cream™: wenj %}h

i e T ol s el
ahtmut e JoRL e o el et andard 1
The word “Imitation” has heen. used aﬂd a ussd 50 much

thatgths st the drstrnftrvie mearf]m it mﬁ In 1938
ever, and Indeed is n?wcear ert N nformative to

coprusing rat
consumers Rartrcu al, u{)en Used on u(?etar\( 0pas, For example
|mrtat|on cheese’ mr%ﬁ €a cheamro uct fow n fat cont?nt or it

Fﬂlg nt e a more EXR [VE proauc dd a e DFOCQSS OWGI’IH%
the” salt COR B IC Eﬁfs It a reta[)é fOO\t/é; |m|a|on SQ
cream mi each €ap Su stitute or It C WI

r
erior tres maebglanew rocess utill % moe tec no A
T ec ange rom “imitdtion jelly” to “artificidlly sweetened Jeﬂ/

“Sixty-Two Cases of Jam v. United “ United States v. 651 Cases of Choco
States, CCH Food Dru osmetrc Law late Chil- Zert CCH Food Drug
Rle%Jolrts f 50,125.46, 3(]40 . 593 ?etrc Law R ((e:ports |f50 152?? 42 7114 F

0 U

4 “Webster's New Collegiate Dictionar R/Ird Products Inc V. Jacobsen
fl%l Edition); Imrtatrong. .. Simu- y %0 Cal. App. 2d 517, 295 P. 2d
ating somethrng superior; as, ‘imita- 5 956).
tion” lace.” See f otnot 13.

* FederLaJrI FSoodC %rutg an%4(3:os)met'|oc‘ casF% advrsory opinion to state offi-

. Section c ial

food shall he deemed to. be mrshranded “21°CF Fg Sec. 3205 (before revoca-
... If It 1s_an imitation of another )
food, unless its label bears, in type of Definitions and Standards of Iden-
uniform size and prominence, the word trty for Artrfrcrall% Sweetened Jellies
imitation” and, immediately thereafter and Preserves, 21 CFR Secs. 29.4, 29.5.
the name of the food imitated.”
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Was an rm ort ntfrward Ioo step in hr regard, B eromw
%rnﬂ]the an ar or rgtrcr weetene eIre and [ﬁ)re er est
Istration ackn es_trat the wor rmrtatro on such
pro 1y \s not near as %rmatr e to cgnsume as the words
artl craI%/ swegtened,” rc th specificity advise, consumers
precisely how the product differs from Tegular jam or jelly.

(3) Organole tr srmrIarrAy gtween two foods is essential if one
of the foo S Js 1o be consicere tation of the other 2 butt
gap ggh ?rmr arjty.alone 1s not sufficient to require that ‘one 0

00 abeed d Itation.” The recent Coffee-Rich ﬁasesBl]h
Dar %uee se,Zand the dnss arine case,bas Well as suc eamP

nt(alb at ‘Whippe 1t topping are sufficient to illustrat

82 The word “Imitation” connotes rnferrorrtY accordrndt Web-
ster as in-common querstandrn %nd éudrcr re?e ent.o. The
problem, however, |st at mrectrn e ¢onc Pt of Inferiority into a
determrnaérono W ethera oduct'js an Imjtation r]ecessrtat sg%rb
Jective r E9rrnlerrrt ar&d)rsté >J mtrve udgment rnvarra easto Ifrer-

mah Ocog i, PO e e i ascﬁhmpta{

r
IVISIon wo[qdrgrﬁ a?ree Or an enforcement o crﬁ

con en that a 3ta dardized product Y)vhrch gontatns saccharin ?
83% grrrergte Instea sugar 1S |nferror ut a diabetic person would

These subjective differences of opinion whether at the legislative,
administrative” or judicial level of %overnment or whether within
Industry or between consumers, it seems to me, are the hasic reason
for the multf]tude of sta%utes reFuIatrons and cases—and papers such
as this—on the subject of “Imitation

Perhaps_ our analrysrs of the. problem would be facilitated if we
try to classify the products which under judicial or administrative

" United States v. 10 Cases Bred CCH Food Drug Cosmetic Law Re orts
Spred, 49 F, 2d 87 (CA-8 1931? U40,082 (Cir. Ct. of Richmond 1 %)
FaCotIf)ee chhCInc V. MEDoweé CCH F(:(?agy Quee(n Inctv MLcDoweI l—l

ru osmetiCc aw e orts
O S0 B W At N 0T
sk | o)

iculture,

tic Law Reports 1140083 (Cir. Ct.  “| I
\'R/ea'ﬁe &0, Mich. 1953): cOrreetnch ne. N S‘r”rd 19 B e n1C943V)
tate Board of Health of Virginia, “See' footnote 13,
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interpretation are currentlg/ re(imred to be_labeled “imitation.” The
simi arlﬁles and differences in these classifications may help us with
a possible solution,

1 ThPr(%du%:ts Re qued to El:edLabteIed Imltiatl?n |
e first. classification includes two organoleptically similar
foods one ofw |cch 1S nutnﬂonaf |nfer|or tog} e other Le/cause It
contal J] less ex enfslve mgredlg or less of a more expensive
Ingredient or because of processing difrerences.
f(og The second cIassn‘lcatlon includes two organolef)tlcally simi-
Ia"] ds which are nutritionall P roximately™ equal but one of
|CP3)co$thamtsha Idesslexp]enotve n reI OIntt antcally s
e third classification includes two organoleptically similar
foods, one of whlci] 1S nutrlélonallys erior togthg Phe bZCaUSEI
contains a ﬁar icular ingredient, or_fias been subjected to specia

processmg, esigned to meet a specific dietary need.
resent Iaw whether the. word “ must be applied

imitatio a
Olothe ln?erfor food In het}lylrst C|a§SJflcatI0q (TeP Jgon H]ﬁ] ggnve
eterm|nat|on of whether t 1S aftu er| r, and this deter
|nat|on unfortunately must o‘quent e made yaco i elgls
ature, or an administrator, and disagfeements. are |neV|ta le. o
xampe aproduct low In fat Is undounted |nfeHor or some e(o%e
Lé superioy. Tor otgers Therefore, to require that such a
abeled “Imitation™ does little more than raiSe a red warnmg

Whethﬁr the word , “imitation” un(ier preseFOO O,aw must bg

Phed to the less ex enswe but nutrhona g %ual In the secon
ssmcangn ar%;am lo on a Subjective determination which in
turn ma d.on such Irrelevant factors as

P qeogra[)h and history.
Geo rag ica mfl%nce ) Ieast on éhe state “levgl ewdent since
cottonseed or sog ean ol based products organole ticg I}/ sml;alr {0
% products tnd to osetest| ma 0 |m|t?] nA ﬁnl

re trhe ose It in Wisconsin.. “And eo%raP rga also g
explain t %| -Zert case, Hlstorlcal accldent Is evi %tsmet
uestlon IS whether margarine IS Imitation butter, not whether butter
ISImIta}P%H mat%armed “Imitation” shquld be applied to th

ether the word “imitatio uld, be applied to the nu

tm% ﬁ [r)erm{ roéuct In the terdS ?alssﬁu:f%uo)oJ deoends virtuall ﬁ
on wie fa ecomes an “Imitation” It anything unusua
done to 1t—if it deviates in any way from what the average consumer
has become accustomed to.
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These classifications em as(zje the madfetruacres of trte word
|m|tat|0n mdrscrrmrn teY plied {0 one O WO orﬁano egtlcm/

ﬁr products, usually the one which is developed after the othe
w ether [t be more or nutrrtrous mare or less exriensrve more of
less surtable fora pa frcrEardreta nee or more or less desirable to
consumers, for ex e, hecause tre a dr ion ofa reservatrve permrh
Ion er retentrono forrgn simi ar or tic qualities. Suc
an n |scr|m|nate USe.0 |tat on” seems t0 be an outmo ? a{J proach)
fo the. ro |em srnce it Implies th tc ns mers ar ot really Inferested
n seer earl at rrst ance the un amenta Ifferen es etween
two products and since It assumes, %urte contrary to gact that tech-
nological advanc reiults on g/rn the evelopment of In error producl]
Scle (ststs may develop a néw ingred ené or a new use for an old
mgre lent, of @ new Rrocessrn method, Or even a new product
cl ar of belne It to consumers ut ecauae use. of the In e]ren or
ﬁroc s.would necessitate use 1e ‘Imitation” on t 3

eCision mah/ well be mace that further investment in the deve op
Ing and marketing of the product Is not justified.

Suggested Solutions
w% have aProbIem nd the uestrgn IS how may it best be

soIved Three solutions have been suggeste

Sl ) FDA fould reconsrfler Its present interpretations of Section
403(0)] particularly as it relates to Section 403(j) the dietary foods
Ourt(2) Some enterprising soul could test FDA's interpretations in

S?% Ame nts 0] the Act could be sought, preferably by FDA,
cons ersan In ustry jointly.
As {0 ad nrstrﬁtrve reconsideration, we are faeed with the ver
praﬁ A ﬁl m t ommyssioner errc feei that “the Ja
8 etoaowusoaotthe |cavocat% |27
n Howar VIJIE'S Series, the Comm sro er 1S probab
correct: the stat te 06s re urr hewor |m|tat|on and severa
|m ortant cases nave, mterp testatute | wish it Were other-
e since an administrative requlation wou]g rﬁrrobab E?/ eeasrer fo
draft, adopt and a (endt an a sfatutory amendment, But evep | te
Commrssroner could be persuaded to a opt administrative changes,*

*See footnote 10.
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he cannot under an% cweumstances it seems to me gof I enou hto
work ?ut a compe ensive solution to th Ole grob em. (! A
he still has to follow Imitation Jam and Chil-Zert and undounte ny
gttttr]ﬁtgr gprecedents which may not be In the best interest of co

As to he'r?m the Commtssmner e 0Q3|de]r bt/ court tests, go to
It! FDAs Interpretation was c an mtt?tton Jam Case
amonﬁ others, an maY e cha %e a atn orexamPe | find |(§ arg
to_befeve that anl a[ In stratlvel andardize ?
am—is P |m|tat|on thq an |m|tat|on
? ttftonltﬁsandar?tzed —butter—ls lllega re% %ss of
A’s rulin on this Eomt | believe overlo kstefactt at
all stan?arsare set onrss,we her directly ﬁasaueor
In |rect3/ Syare ation authorized by a statute.” But In the | ong
run, It doesnt seem to me that court Tsts are a very good way t
hack our way out of the imitation jungle

That leaves statutory amendment as the best solytion, in
humble opinion.  Amen mgntmf Section 4030“ has severali advantagey

Igl) The entire problem can.be considered—"Imitation ReV|S|ted
Nei J [ chané;es in adm|n|strétt|ve Interpretatjon, hampered by o
recedent, nor new udicial Interpretations, limited to s emflc
fact situations, can e as co prehensive.

ﬁZ

2 Free from th? fetters of precedent, from the confusion of
confL nd relativel 8{ reefrom the re udtce of self- mterest sta ute
8 esigne f(? fically to set e for: |nf0rmat|v %

technofogical. deve o{e ent ne|t ero which is accomplis ed
Sectlon 403(cY as it presently stands.

532 A statuto chan?e could rPermlt |nformat|ve Iaibelmg1 whether
asp of the contmon 0 usua(! ame, for exami) Eentc
ressm[g or as.a descriptive adjunct, for example avegetab at
productfor use in coffee.

I) Con5|d ration %ould he 8|ven as to v¥hether use ?f the word
“Imit [f]t t not be limited to casgso UrIOT 000s elnﬂ
%asse 0 erhudge B lllams.8 Wit

te EqQwar rwﬂ)
ectlons 403? g?} i??ang the foe? ditives amendment,
perhaps use of “imitatioh” isnt too important.*

ﬁgeﬁuléﬁlg rt%r %rlgwﬂse\s/}“"clﬁen ‘at P(l)ow
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? f new leqislation, carefull drftwn would_reduce the con-

stant’ Tisk 0 t| ation inperent In the deve 8Rment 0 n%w ang

|mnprove roduct on which the manu acturera ors use of the wor
|tat|on because of its pejorative connotation.

For one commentator—at Ieasf this one—to draft a roposed
mend ent to Section 403(c 2 d_be pre umgtuos al ou |
nowt atwenl et bac eoffrce rT; er an rnI
Thompson will accueme of bem a ch |c n or worse vet, an |m|ta
tronp Icken.” 1t seems to me, pg that one alpp oach with an
excel gntc ance of success wopld the Food, Drug an C%i ﬁtrc
Law ection of the New Yor tatte rAssocratron {0 esta
{ p] aid hoc commrttee compOfed of fecleral and st aate officials, foo
chnologists, onsumer consultants, saesmen an ers o' draft
and recommen A Con ressapp‘ppose amep rhtoSc on §03c
he result could he ar outstandin eamgeof e henefits d rived
rom close cooperation of consumers,” enforcement officials an m

FAKE REMEDIES EXPOSED BY FDA BOOKLET

The Food and Dru% Administration has issued a catalogue of fakes
and swindles In the health field warning the public to beware of “secret”
remedies and thelr sponsors.

“Worse than the financial loss is the danger that reliance on some
meffectrve product will cause delay in gettrng proper medical treatment,”
a vises the booklet, “Your Monéy and Your Life.” It estrmates that

(p ublic spends $1 billion a'y eéar on unnecessary or fal sely rep resented
g ucts and treatments In addition to exposing a number of worthless
evices for diagnosing and treating various diseases, the booklet also
debunks baldness “cures” no-diet reducing products, wrinkle removers,
sea water minerals, and many others.

The, hooklet also gives advice o how to tell whether a remed
a fake. "First, Is It a Secret’ reme \(ou can almpst be cer a|n
that it is a fake. Second, does the sp/onsor claim he 1s battling the med-
ﬁl profession which IS trying to supp(ress his wonderful discovery?
is'is one. of the surest signs of quackery. Third, how did you hear
about it? If the treatment Was advertrsed or promoted In a sensational
ma?azmeorbyafarth ealers’ g munpesearcn some crusading organization

of Taymen, be ske trp . Honest ers do not tﬁ/ to strmulate
interést on the ﬁ the pub Ic untrl a drug is thorou roven an
accepted by other scientis eesy do not expect SIC eope to b

uinea pigs for unproved remedies. And, finally, of course, "you may

gsk your doctor.”

The_booklet may be obtained from the Superintendent of Docu-
ments, Government rrntrng Office, Washington 25, D. C,, for 10 cents
a_copy, with 25 per cent diScount for purchases of 100 copies or more.
\‘o}\}ggf]e”}‘gr?gncogres are available from the Food and Drug Administration,
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Recent Developments Under the
Color Additives Amendment

By RAYMOND D. McMURRAY

Mr. McMurray Is Secretary and General Counsel
of Hoffman-LaRoche, Inc.; Nutley, New Jersey.

AT THE OUTSET let me exglarn that | shall ha}re to modr to
O-some extent, the assigned topic, %ent Developments U

|he Color Additives Amendment.” The fact is tgat nmatters of

egal Interest there Just are not very many recent developments.

Perhags the most exciting. event to occur recentlg |n the coIor
ddrtr es ea IS the [awsuit Tiled by t eTorIet Goods A ?8cratr
39 cosmetic man actures This action wa? In the
Unrte States Drshrrct court or the S% uthern Drstrrcto New York,
on Fri (ag oveme |t was ased gpon the th eor that the
color additives reﬁ atronls rssued the ood and Drug Administra-
flon far exceed t e Islative aut orr r%ranted the Admrnrstrat
g %resfs soeratron and it bers object first to the
finiti the term ‘coloy additive” girven In é e redulation. Un er
tere ulation, @ “color addrtrve corg]d rncuea nisned cosmetic
rou contarnrnPasus nce wh |% imparts color to, the umah]
0 gheThe Assocration an sme ers a"ﬂarr af to Inc uesuc

smetrc rogucts .as lipsticks, r eye makeu
an the e In ttP (ﬂernrtron o coIor agﬁ/ Ve woudhet/ ntamouhJ
s ety i merel o
Cof (r: Aggrtrve% Amen mtertrt ah IEres ge ortrdwhe sTt%tx %r IOauthortrityt
arrying this concept to its logical extreme eorizes tha
eac hJX/d%aH cosmetrcpProd tc g(i% be termed a Cfolor aédrtrve
a}h us sut(rtect t? F rPettroh or cIearance nvolve |fs not mere
the annoyance of il out orms, but ast ecost lin %aco r
additive petition for gfor cosemtrfc Ban the %st of a
etition for a color additive for use In ?ods 15 th can be seen
at It a manufacturer has more t %n a few such products, a substan-
tial amount of money can be Involve
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Further Objectlons to the Regulations

The second count of the Toilet Goods Association brief abjects
fo the mﬁusmn ?fdlluentsllnt de?lnltlono the Aerm ‘color addl
tive.” The resylt seems t suggcta oth e[] mgre |enti In 88 Item,
coming within the ? gectr Inition of t f of a |t|v%
to advance aﬁprova rcearance along with the actual coloing su
stance used therejn, . %ues that unger the Act, only the Color-
Ing substance Itself is mtended 0 he covered.

The third c% unt b ec%s to an attemgted limitation of the exemg
h rante to a|r s from the oRer tion of certaln tﬁ)rovdglons
%re ulations construeteterm ‘coal tar hair ayes” to
(Pfu eon Vel sef rather than the ﬁntlre grodu% té smce
ents ar ad |t|ves un ert e regu ations, the ve P 0d-
uct, use or coon man o oragarttereo Wou
a col ra Itive. |t|n egg on sol 3/to A r] not
Inclu |ngtef|n|she ct ect |t to col r% Hve requlatory
control, an anomalous resutcea not intended by the Act

Th? final count of the TGA bnef IS an ? éectlon to the suspension
of cFrtl ication serwca If. 2 manufacturer re (u es to permlt e acc ss
to all manufactunn? aclll J|es DroCesses, an formu ae Involved In t

manufacture of color addiives an Intermediates b ?mplo ges. of
FDA. TGA takes He posjtion th %FDJA 1S extra-l expanding
ItS nsnect#on ”pnw ?es t rough the VIC of re sm to certl

1( UCts of noncooperative ma actun]ers w en under th grovmo 3
?or ? Act Itself FDA would not have access to processes an

Necessary Tests Are Expensive

How’éier”%ev%nbﬁigh%r e i C%E;“Pﬂgth” GibAiaen e, Dt
cost of the testsncessar 10) ; gfer ormed in order t(?dsubmf]tavad

I UL T kg ol s e

The hlgh cost_follows tne ature of the type of stud es which seem
to be necesSary. These include ¢ ronlc long-range ora toxicity tests

1The term “diluent” means any com- mau serve another functional purpose
ponent of a color agditive mixture that he foods, drugs, or, cosmetics, as
Is not of itself a color additive and has  for example sweete ing, flavoring, emul
been |ntent|0naII¥ mixed therein to fa-  sifying, or stabilizing, or ma
cilitage the use of the mixture_in color-  functignal component of an ar¥|c|e

Ing foods, drugs, or cosmetics or in
co?orlng the human body. The diluent }ezqd%jFEzorSng ogl{l(%the human body
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on hath flogs and rats, acute oral toxicity tests utiljizing two species
of animals, “topical tests In a num er of ‘Speces, .suocutaneous rnéee
tion tests sensitization tests on % and intravenous tests In
animals. Each test mr ht e con ucte rrper]rosuP to two years
or m?re at var%//rn\g gloe levels In a numpe fferent species—a
complicated, InvolVed and expensive testing protocol

Probabl due to mplexity and expense of tests necessar
for the Ere araltlron 0 cofor %J( trze pfetrtr)r()ets the 8rrgtrnaq f?osrn§
date f he tﬁsts which had been Sﬁ or a two and one-half
Rerr 'ﬂ ate of passage of the Color Additives Amendrent

een changed In progressive step[s from December 1963, to Janu-
ary 199, Fnd In certarn CaSeS eve ater. . In order to marntarn the
rovisjonal listing for userﬂ‘acoor additive un r%?r}g tests OY;I
er, 1t 1S now necessary that pro r%ssrve rePort7 fie studies be
iled’ by July 1, 1964, and at six-month intervals thereafter.

Aside from the necessary act%rtg of the chmetrc anufa urera
nd the TGA, deveo ments have ensParse cause ernﬁa ecte
erentI the 00 nd dru% manufactu ers an eFD ave been

tr Ing to Hprovre ortec? niry a dpro[p Iy mrnrsere coor r0-

8am within the confrneso the “present co or Islation.  Whatever

evelopments there have b F ave been largely behind thﬁ scenei

%an ¥eno serve could not, in my oprnrn resume to know al
ications oft e Situation,

Suffice it to say, however, th?t real strides ar)gear to have heen
made because we see, Increasingly, notices rn Federal Reg rstf
that this color ?r tBat ‘color has eena ro¥ fors{a *and not onx
&Droved for sa érta proved for use In foods and drugs at certal
t eranee e\res and in'some mstance? a Statement ¢ at e] qtu
ment of certification is not necessary Tor the protection of the public
health, | submit that this state of dffairs comes a Iong way from the
dark days of the excessive worry over the Delaney clause, the harm-
|ess per: se doctrrne and the legislative rnabrlrtx of the FDA to practice
ItS specra art of wisel [protecrn the public health within the frame-
work of a sensible statute pernfitting the exercise of its well-con-
sidered judgment.

History of the Amendment

It has truly been said, that in order to understand the present, one
must have a féeling for hrstorK t#]s atterrsﬁ of usLBCan mor%
nate amount of time to take this sophisticated audience nack over t
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rs | will try to I| ht upon thefwrcent develo mentsb
ec mgasme}illbrto ﬁrstor@ of thrs aw or our con |derat|0r¥
The concept anol]ghrloso hY Bthe Color Additives Am ndment
Was, outse 0 be_quite emocr%trc n fact, one
rﬂqh ave Rar?g ?sed Gertru%r ?tern to sum up t eprevalent hope
t? en the legislation was naIR/enacte acolorhsacoorr a
color. However,”as with. most co ce[psan ma Oy t? 1losophies |n
actual practice,. color addrtrves hav urned outt e more In the
ﬂture of the srtuqtrgn found In eorg Orwell’s Animal Farm that:
colors are equal, but some colors are more equal than others.
The archrtech of eoI?r Iegrslatrérn could drawy op about 100 years

of recognrtron of. the. value Of added color and out /5 ear%
when the |rst

attempt %rr its u% Even so, u[p
aftempt was alde treﬂ ation there Were only a few ver sgecr |%
preces of color legislation. In the regulations 15sued under th

Act, which we aTqunow was our first'try at g universal and uniform
Pure fori and ruR statute, provision was made for Ahe use of “harm-
ceg colors. Shortl gp

g after assa%e of the Act ane1

ure was developed to saf

an Jr Were pure
I

rative
e
gﬁesr%:tugﬁr erts arr%I found to be nontoxic anA fee from lWarmfm

Safety Was Primary Concern

So the first mgortan é)(%mt we %eco nize is that the 1906 Act was
rimarily confcerne Wit \)/ ouﬁh Jt appears that, at least In
Bractrce certification was on a Voluntary Dasis.

By the trme 1938 roljed around and the food and drugnlaw came
|n or |ts Pe(r (n rlor revision, tg e Was Infroduced Into the ctt
fepto eclar rl er fed (an hegce subject to
terﬁtron rovisions of .the Act) IT It contain odl tar co r
rtanoefromacrtr %bath A arreac rnga anewrc
we avearea yseen to e Su hect tog{Nat In at(! IS0 occurred rr}

933 Actv(yente Qverhment, % ome t e cost 0
cer ification_under the_1906 Act, shrfte this burgen to the person
see Ing ?ertr catrfn There seeme to be no requirement for certrfr
cation’0 afng color except a coal tar color, but the hheorz the
necessity of a color being “harmless™ was retained in the ACt.

Safet s th rrme consjderation as nder the 1906 Act,
but we n(Yte that tﬁep concept og ef ceptrnon o%t e pr%l?c Was begornnrng
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to be a ?reater, concern of the FDA. Activities in this area under the
1933 Act'show increasingly this concern with deception.

The rigidity of the 1938 Act which allowed for the certification o,
harmleis colors,and did not provide for any admlnlstratlv? grocedure
to set tolerances for colors shown to be toxic inva |n(TJ| degrees led, overthe

ears, to_an intolerable situation. Without_the Teeway necessary to
rowéie for varymgi degrees of us? of any given color, the FDA Was
orced, after several incidents nvolving the misuge and over-m%estmn
of certain colors, to be(%m to decertify some of them, As pharma-
cological [aboratory tests became mcreasm[qu sensitive because of
dvances In technology, more and more c?_ ors fell Hnder the ax ?f
the FDA, culminatind’in a series of aecertifications, the most notable
?mon W}gm were FD&C colors orange No. 1, orange No. 2, and the
amous red No. 32.

Activitiesfof C](;:\rt(;fieoll Colodr Industr|3|/ Comrrf;cuﬁe f d
A committee of certified color producers calling itself the Certjfie
Color ?n ustr ﬁommltt% %ag Bfen, ?lgﬁtmg ag \onﬁ and_v_ahan}
rear%ard action for sensi e%olor e ,slg |8n Upo tedehstmqo
the @hove-mentione 80 ors teCert?fle olor Inc@st[)y .Cornml ee
went to the Second Circuit Court 0 AP eals on the basis that the
ecretary of Health, Edfu ation and We aﬁe shcig av? Fear \I-
eneoﬁ teamont_o these col%rs whicn, coulg pe sarely used in
0ods only to be told, inter alia, In that court's decision:

(1) That the statute did not permit tolerances for toxic colors;

gThat although, the tests proved the colors toxic, they did not
estaBl n the exte?t 0‘ toxocity t8 a certainty so as to permit the
establishment of safe tolerances; an

. (3) That the Secretary had no authority to establish tolerances
wﬂhﬁe)garg to co?ors.f Y Y

In_another circuit court decision, however, the citrus indusr
s

use arqtiment
States Suﬁre e Court, n.Decembt%r Ig i§58 ert?le%the ﬁon lict when

It reverseq this citrus'decision n the Fifth Circuit by holding, n line
wﬂﬁ ﬁw econd Circut, that the Food, Drug andu éosYneﬂc Acq dld not*
*Certified Color Industry_Committee v. p%%%s) [f50,191.21, 236 F. 2d 866 (CA-2

the Secretary of Health, Education and
Welfare, Food Drug Cosmetic Law Re-
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gi\fe the ‘%ecre ary_authority to ,iPsue tolerances to,He{mit ﬁse of a
olor as ar[)n ess” for any’ specitic Rurgoosewem act, the color
was found to be njurigus to’test animals.

FDA explairied in a press release on June 15 1960 that the

.. . Federal Food, Drug, and Cosmetic Act provides only for the listing
of coal-tar colors that are completely harmless and suitable for use in drugs
and cosmetics, and does not provide for listing toxic colors for specific dru’g];s
or cosmetic uses so as to limit their total useto such small amounts that the
toxicity may be disregarded. Thus a toxic colgr cannot be classified as a ‘harm-
less” color Under present law, no mzﬁter how liftle 1s used. .

As we have all come to know, it IS somet%mes posmbl]e for a
re(a; latory agePc}Y which wishes {0 nave 1ts law changed to S o¥v the
n e(iua lesor t Elaw Yenforcm If assl uouslly. eover-erf]. orie-
ment In this case or abé)ut consideraion gsc,ussmn, and, final

u
G e b

1761 of the 8oth gress, Secon esfslgn, port Committee
orh,l terstate and For |an Comm?rﬁf of the House of Representatives,
which accompanied H. R. 7624 as Tollows:

_The food, drug, cosmetic, and color industries find themselves in a serious
situation ag the result of the removal of color after color from the lists under the
present inflexible provisjons of the law. Unless the law, by permitting the listing
of colors under safe tolerances, Is brou%ht into line with present-day methods
of control, the emergency will grow and Qeepen, an emerﬂgenc which, we believe,
could be relieved foF maost established colors on a sound and permanent basis by
enacting the provisions of this bill without in any ng codnflg)%mg with the need

D, 892 an

for adeguate protection of the public health. (At p )
. The Rr%P sed revision of the law In eject foljowed the method
ff]rsto tlined by the Foo?A dléwes Amendment of 198, bya owmﬁ
the addition of colors to foqas, drugs, or cos eHcs In confo |t¥ It
?ret%uatlon listing a maximym Safe use o # matg lal, 1 SuC

|mh tion Was necessary for fhe ProtecHon of the Bu IC health. an
at the same time separated colors from the Food Additives provisions.

. . Differences in the New_ Law .
E%asm differences in the new law covering color additives were
that the new provisions N
1) Would cover all color additives, not only coal tar colors;
2 Wovld cause tt\e addlél?n gf an amount of co’or.above a set

limit t0 result n ap adylterated food, whereas previgusly it was ques-
t|oni18e whether tﬁe aHdﬂUon of a?most any amount 0 }t/:em led %o?or
would be prohibited*

*Flemming v. Florida Citrus Exchange, f 50,1
Food Drug Cosmetic Law Reports (1958
L
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H Would now make |f necessary for al| color malnufacturers o
rov he saetz of thelr grtng roduct prior to its listing for use
hereas previolsl FDA to"show that an item other than a coal
tar color was not safe;

@ Wﬁuld extend the re uuTment fcert|f|cat|0 from coal fa
?olor to all colors, unIessa regulation stmg the co or exempte
rom this requirement;

5) Would place the now-considerable costs of testing colors upon
the sFt(?uIders oct ﬁte manufacturers. ! P

Cooperation Between Regulated Industry and
Regulating Agency Is Essential
eturning 10 te gr sent, tTte touchstone o whatevFr recent
developmentsthere hav aen mus(s rest, HOWﬁ inevitably, In co-
operation between the requlated Industr an? ere?u at|n¥ qunﬁta/t
W

coopetatmnwttere(r{#lchtybeo Indicate with eference 10 the

In its 5|m le, but all- encomPassmg definition, the law, in Sectjon
23)1;n sth acolo additive Inclu san material which | |sca able
a|r or |nc ng ack White, dmtermed sto
g emt éc It |s|a ed, mclu Ing the ufnan X
eJouons note chea Rrowde or ateri te dsoe
rpose other. than colori (I] or aqnc tura an ant che
w i might incicentally affect the color of agricultural roduce

In essence, Ahe Secretar IS charged wit momtgrm the use of
colrln 000S, arugs achsmetlc He IS |vent screttonarg

erty to ances and to exem ro the term “calor

tlve F| ,?/ ar edW|thteres onsg ity of maint |n|p]
elnt ?u st coors nder Sect|on b of the Act. Undert
g%ma row%, ?s o[)the Act an u or cosmetic 1S deeme
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What Kind of Cosmetic Legislation?

By VINCENT A. KLEINFELD

The Author Is a Member of Bernstein, Kleinfeld & Alper; Washington, D. C.

HE FEDERAL FOOD, DRUG, AND COSMETIC ACT is the
Tonly federal regulatory statute specifically concerned with the

safety of cosmetics distributed in interstate commerce. |t sets forth

the circumstances under which cosmetics shall be deemed to be adul-
terated or misbranded, but does not require that they be tested, to the
satisfaction of the Food and Drug Administration, before they are
distributed in interstate commerce.

~ Prior to the passage of the statute, various injuries, including
blindness, and even deaths, resulted from the marketing of cosmetics
by a few mar%mal operators. These occurrences were primarily re-
sponsible for the inclusion of cosmetics in the 1938 Act. This regula-
tion of cosmetics greatly decreased the incidence of injuries, but, as
in the case of drugs and even of new drugs cleared by the FDA, some
injuries have occurred. It is a fact, however, that the incidence of un-
toward reactions from cosmetic use has been very low, and serious
harm has not been a frequent occurrence.

Whether a new amendment providing for pretesting is an ahso-
lute reqluwement at this time from the viewpoint of the public is a
debatable point, and reasonable men may differ. If we view the
situation pragmatically, nevertheless, we know that the Act now pro-
vides for the pretesting of insulin, new drugs, antibiotics, food addi-
tives, and colors, and that there is a strong demand in Congress for
similar regulation of cosmetics. It would appear to be realistic, there-
fore, to realize, as a fact of life, that sooner or later we will have a
“new cosmetic” amendment to the Act. This, as a general proposition,
should not be an horrendous occurrence, for by far the great majority
of those engaged in the production of cosmetics do perform the neces-
sary pharmacological and clinical research. The real Prqblem, in mr
opinion, is not whether there should be cosmetics legislation but,
rather, what kind of legislation.
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Amendments Preceded by Dramatic Circumstances

The statutory framework under which the FDA functions has
changed radically during the quarter of a century since the enactment
of the Federal Food, Drug and Cosmetic Act. In certain instances,
dramatic circumstances preceded the adoption of various amendments
to the law. Foremost among these was the thalidomide episode, which
provided the immediate cause for enactment of the Drug Amend-
ments of 1962. And, of course, it was the sulfanilamide tragedy which,
in 1938, led to the inclusion in the statute of the provisions dealing
with “new drugs.” Less dramatic, perhaps, with respect to public
interest, but of substantial importance so far as its_ impact upon
industry is concerned, was the administrative construction of the law,
sustained by the courts, that the “harmless per se” doctrine was
applicable to coal-tar colors. This, in turn, provided the impetus for
the 1960 Color Additive Amendments. These, extremely (and un-
necessarily) far-reaching in scope, could not in reality be contested
while pending in Conigress, since otherwise many coal-tar colors,
although actually free from hazard, would have been outlawed.

Imbalance of Controls

In 1938, but for the provisions relating to new drugs and coal-tar
color certification (which were the only original licensing provisions
of the statute), fundamentally the same type of control was provided
for foods, drugs, cosmetics and therapeutic devices. Implicit in the
kind of regulation originally exercised was comprehension that manu-
facturers of foods, drugs, cosmetics and devices could generallﬁ be
expected to adhere to the established statutory standards, and those
few who violated the law would be punished. "On these bases, which
have been traditional and fundamental in our political and social sys-
tem, no necessity existed for any extensive degree of direct govern-
mental control in the nature of licensing. Through this past quarter
century, however, for one reason or another (in some instances per-
haps for no real reason at all), various changes have taken place which
have altered the type of regulation employed in the food and drugi
area. Today, a much greater degree of direct governmental contro
exists for such commaodities than was the situation at the time of the
passage of the Federal Food Drug and Cosmetic Act. As a result, an
Imbalance has develoEed between the type of control exercised over
foods and drugs and that which is performed with respect to cosmetics
and therapeutic devices.
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Main Reason for Extending Controls

_In large measure this disparity, of itself, now seems to form the
main reason for extending further direct controls to devices and
cosmetics. No really compelling need has been shown at this time
for more stringent governmental regulation in the cosmetic area, such
as would be the situation if an important gap existed in the coverage
of the statute or if there were many serious injuries and if the incidence
of reactions was high. Rather, the impetus for the greater degree of
direct control appears to be predicated on the assumption that it is far
simpler and neater, from the government’s wewgomt, to impose licens-
ing controls. And of course, as we know, the task of completely
satisfying the demands of the executive branch of the government is
an impossible one. It reminds me of the mythical S|3thus, who was
punished by Zeus by being required in Hades to roll a tremendous
stone up a hill—an endless task, since every time it reached the top
itwould roll down again.

Main Purposes of .H. R 6788

During the last session of the present Congress, a bill, H. R. 6788,
was introduced by Congressman Harris, the Chairman of the House
Committee on Interstate and Foreign Commerce. This bill, endorsed
by, if it is not the progeny of, the FDA, would have as one of its main
purposes the elimination of the variance in the t{pes of control which
now exist. By virtue of certain provisions in the bill, however, the
potential is Iprese_nt for the creation of further illogical disparities so
that the scales will tip the other wag. It is not inconceivable, based
upon prior experience, that such imbalances may verY well be relied
upon in the not too distant future as a further goal for additional
amendments in the food and dru% areas. This procedure could con-
tinue in cyclic fashion until little, if any, freedom of marketing remains
available 'to members of the regulated industries. In fact, it might
proceed to the point vyhere(;)rlvate interests are almost wholly elimi-
nated in these industries and the government would hold the primary
position.

~Itis interesting to note, in this connection, that the requlations
issued under the Color Additive Amendments provide that the FDA
upon request and the payment of fees, will conduct “pharmacological
investigations, studies of the chemical and physical structure of the
color additive, and methods of analysis of the pure color additive
(including impurities) and its identification and determination in foods,
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drugs, or cosmetics.” The regulations relating to prescription drugs
provide for censorship b?{ the FDA under certain limited circum-
stances. And drug establishments, whether engaged in interstate or
intrastate commerce, are required to register and are subject to federal
inspection. | refuse to be trite by discussing tents and camels’ noses.

The bill now pending, among_ other things, creates the concepts
of “new cosmetic” and “new device” and su Aects each category to
criteria which are “similar at first glance” to those now applicable to
“new drugs.” The term “similar at first glance” is a calculated one,
since in r.ealur the degree of direct control exercised over cosmetics,
should this bill become law, is potentially of even broader scope than
that exercised over drugs. Because of this, it is possible, as | have
indicated, that the imbalance now ostensibly sought to be corrected
will lead, in turn, to a new variance which, in turn, will be the spur
to even further legislation and control. This may well produce the
cycle to which I have referred.

Absence of "Grandfather Clause”

__The definition of a “new cosmetic” provided in the pending bill
differs in several significant respects from the ﬁresent definition of a
“new drug.” The most evident distinction is that there is no grand-
father clause of any kind in the case of cosmetics. Every cosmetic,
regardless of the period of time or extent it has been marketed, is
potentially subject to “new cosmetic” classification.

~ Because of the absence of a Prandfather clause, it is not only con-
ceivable, hut probable, that virtually every cosmetic now on the market
would be subjected to new cosmetic control. In the case of drugs, the
Federal Food, Drug and Cosmetic Act provides that any drug (other
than those under one of the grandfather clauses), “the composition of
which is not generally recognized, among experts qualified ... to
evaluate the safety and effectiveness of drugs as sare and effective
for use under the conditions prescribed, recommended or su%gested in
the labeling thereof” is a “new drug.” In the “new drug” definition,
no particular concern is had with the manner in which a particular
druH may become “generally recognized ... as safe and effective.”
Such recognition may have come from the extremely valuable crucible
of experience or from extensive clinical and pharmacological testln?.
The ultimate criterion is whether the drug is, in fact, “generally
recognized ... as safe and effective.” (Whether it is ever possible
to determine with definitiveness when a drug is generally recognized
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as safe and effective, or whether the definition could withstand direct

attack in a criminal prosecution because of vagueness, presents prob-
lems of another sort.)

Test of Experience Is Not Permitted

In the “new cosmetic” definition, the test of experience (which
would certainly appear to be the most valid one) is not permitted.
Thus, the definition provides that a cosmetic is deemed to be unsafe
(and, therefore, is a new cosmetic) if its composition is such that it is
not generaIIK recognized, among qualified experts, “as having been
adequately shown, through scientific investigations” to be safe for use.
Under this definition, actual experience is of no legal S|ﬁn|f|cance.
Scientific investigations alone are the sole criterion. Thus, more
stringent standards are sought to be imposed upon cosmetics than are
now |mdpqsed upon drugs. Is this reasonable? In my opinion it is
not, and its only effect can be to lead to attempts to amend further
(tjh% new drug definition to bring it into line with the new cosmetic
efinition.

It is not only in this respect that the “new cosmetic” definition is
broader than its new drug counterpart. As stated, the status of a drug
for new drug purposes is to be considered on the basis of its safety
and effectiveness “for use under the conditions prescribed, recom-
mended or suggested in its labeling.” With respect to a cosmetic,
however, not only is its intended use a factor in determining its “new
cosmetic” status, but also “other reasonably foreseeable uses” as well.
The concept of “other reasonably foreseeable uses” potentially takes
into consideration uses which go beyond those “prescribed, recom-
mended or suggested” in the labeling and advertising of the cosmetic
and thus again makes the new cosmetic definition of broader applica-
tion than that applicable to new drugs.

~But, it may be urged, “the new cosmetic’ definition is concerned
with safety alone, whereas the new drug definition involves considera-
tions of both safety and effectiveness.” Consequently, it maK be
asserted that the degree of control to which cosmetics are sought to
be subjected is potentially not as great as that presently involving
drugs. - A reply to this dlsmgenuous position is found in another sec-
tion of the bill, which precludes approval of a “new cosmetic” applica-
tion if “the data before the Secretary show that the proposed Iabelln%
of such cosmetic is false or misleading in any particular ... or tha
such cosmetic would otherwise be misbranded or adulterated. . . .”
This provision, which is similar to one now contained in the new drug
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section of the Act (as well as in the food and color additives amend-
ments?, would have the very real result of making claims relating to
the effectiveness or utility of the cosmetic subject to eror clearance
by the FDA. Thus, hyperholic labeling statements that a cosmetic
will lead to a “lovelier 'you,” a “radiant appearance,” an “irresistible
allure” will have to be demonstrated to be absolutely correct to the
satisfaction of some skeptical and hard-hearted %ove_rn_mental official.
And, from the viewpoint of the predatory female, it is to be noted,
with considerable alarm, that the FDA has already pronounced that a
color additive may not be api)roved if its use “would promote deception
of the consumer.” This is also dreadful to contemplate from the view-
point of the male, for ﬁr_esumably we will now have to view women
without their lipsticks, hair dKes, rouges, and other weapons from their
abundant armamentarium. And those innocents who believe that the
“false and misleading” provision will not affect advertising should be
directed to the language in the new drug application form prescribed
by the FDA that “It 1S understood that the labeling and advertising
for the drug [cosmetic] will prescribe, recommend, or suggest its use
only under the conditions stated in the labeling which is part of this
application.”

Conclusion

These few illustrations demonstrate how the government’s role
would be immeasurably and unnecessarily increased in the cosmetic
field if the now pending (Harris) bill were to be enacted into law. As
stated at the outset of this paper, at the present time (but for the con-
cept of pretesting and for coal-tar hair dyes), the Federal Food, DruH
and Cosmetic Act substantially covers, with respect to cosmetics, a
of the safety factors ?rovlded in_the pending Ief;lslatlon._ Certainly,
also, far-reachln% control is provided by the Color Additive Amend-
ments and by what are (as we all well know) the extremel?/ limited
and very narrowly-drawn regulations issued by the FDA. [t is well
to ask, therefore, whether many of the provisions now souqht to be
adopted in a “new cosmetic” amendment are desirable—let alone
necessary. [The End]

SR
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Products Liability—1963

By WILLIAM J. CONDON

This Paper Discusses Products Liability Cases Involving Food, Drugs
and Cosmetics, Largely at the Manufacturer's Level, Rather Than the
Retailer's Level, and Related Decisions of Significant Importance. Mr.
Condon, a Member of the New York Bar, Is a Swift & Company Attorney.

HE YEAR 1963 saw a substantial increase in the number of
Treported cases in the area of products liability. The list of cases,
grouped according to subject matter, is as follows :

Foreign Substance and Contaminated Food Cases

Fulton v. Kroger Comp anK/I CCH Products Liability Reports
5005, 120 N. W. 2d 232 (S. Ct. Mich. 1963).

Athens Cannin Company v. Ballard, CCH Products Liability Re-
ports ff5013 (Tex. Ct. Civ. App. 1963).

Safeway Stores, Inc. v. Rees, CCH Products Liability Reports
1f5046, 381 P. 2d 999 (S. Ct. Colo. 1963)

Gag V. A & P Food Stores, CCH Products Liability Reports
ff5061,240 N. Y. S.2d 809 (S. Ct. N.'Y. 1963).

Scanlon v. Food Crafts, Inc., CCH Products Liability Reports
1f5103,193 A. 2d 610 (Conn. Cir. Ct. 1963).

Gallagher v. The Pequot Spring Water Company, CCH Products
Liability Reports ff5140 (Conn. Cir. Ct, App. Div. 1963).

Foreign Substance Beverage Cases

Hart v. Coca-Cola Bottling Company, CCH Products Liability
Reports ff5012, 188 N. E. 2d 817 (Ohio Ct. App. 1963).

Barefield v. La Salle Coca-Cola BO'['[|IH% Company, CCH Products
Liability Reports [f5018, 120 N. W. 2d 786 (S. Ct. Mich. 1963).

Phlgps v. Carmichael, CCH Products Liability Reports ff5052
(Tenn. Ct. App. 1963).

Dyer v. Baton Rouge Coca-Cola Bottling Company, Ltd., CCH P rod-
ucts Liability Reports ff5108 (La. Ct. App. 1963).

larmol v. Tas-Tee Catering, Inc., CCH Products Liability Reports
ff5111,193 N. E. 2d 157 (Ohio Ct. App. 1963).
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Exploding Bottle Cases

Hudnall v. Travelers Insurance Company, CCH Products Liability
Reports fl 5015,148 So. 2d 840 (La. Ct. App. 1963).

Soper v. Enid Hotel Compan%, Inc., CCH Products Liability Re-
ports [f5042, 383 P. 2d 7 (S. Ct. Okla. 1963).

Skipper v. Royal Bottling Company of Wilmington, CCH P roducts
Liability Reports If5076, 192 A. 2d 910 (S. Ct. Del. 1963).

Manfredi v. H. C. Bohack Company, Inc., CCH Products Liability
Reports jf5089 (N. Y. Civ. Ct 19635).

Addeo v. Metropolitan Bottling Company, Inc., CCH P roducts Lia-
bility Reports If5090 (S. Ct. N. Y., App. Div. 1st Dept. 1963).

Faucette v. Lucky Stores, Inc., CCH Products Liability Reports
If5100, 33 Cal. Reptr. 215 (Cal. DC App. 1963).

Abernathy v. Coca-Cola Bottling Compané of Jackson, CCH Products
Liability Reports f 5112 (Mo. Ct. App. 1963)

Hutchins v. Rock Creek Ginger Ale Company, CCH Products Lia-
bility Reports ff5113, 194 A. 2d 305 (Mun. Ct. App., D of C 1963).

Roden v. Pepsi-Cola Company, Inc., CCH Products Liability Re-
ports H5144, 150 NYLJ No. 98, p. 14 (S. Ct. N. Y. 1963).

Drug Cases
Burke v. Bean, CCH Products Liability Reports f 5011 (Tex.
Ct. Civ. App. 1962).

Stottlemire v. Cawood & Parke, Davis Company, CCH Products
Liability Reports 5019, 213 F. Supp. 897 (DC D of C 1963).

Magee v. Wyeth Laboratories, Inc., CCH Products Liability Re-
ports If 5030,29 Cal. Rptr. 322 (Cal. DC App. 1963).

Mongin v. Hudson Central Drug Company, Inc., CCH Products
Liability Reports If5043 (S. Ct. N. Y. 1963).

Cosmetic Cases

Eshorg v. Baile Drucg Company, CCH Products Liability Reports
If5001, 378'P. 2d 298 (S. Ct. Wash. 1963).

~Davidson v. Wee, CCH Products Liability Reports 5002, 93
Ariz. 191,379 p. 2d 744 (S. Ct. Ariz. 1963).
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~Spiegel v. Saks 34th St., CCH Products Liability Reports fl 5021
(Civ. Ct, City of N. Y. 1963).

Gober v. Revlon, Inc., CCH Products Liability Reports fl 5024,317
F. 2d47 (CA-41963).

Benavides v. Stop & Shop, Inc., CCH Products Liability Reports
fl5051,190 N. E. 2d 894 (Mass. S. Jud. Ct. 1963).

Romero v. And’ra, CCH Products Liability Reports fl 5060, 30
Cal. Rptr. 645 (Cal. DC App. 1963).

Freedman v. Andre De Paule Beauty Salon, Inc., CCH Products
Liability Reports fl 5073 (Civ. Ct,, City of N. Y. 1963).

Bethancourt v. Employers’ Liabilitﬁ Assurance Corgoration, CCH
Products Liability Reports fl5094 (La. Ct. App. 1963).

lohn A. Brown, Inc. v. Shelton, CCH Products Liability Reports
fl5116 (S. Ct. Okla. 1963).

Grau v. The Procter & Gamble Company, CCH Products Liability
Reports fl 5120, 324 F. 2d 309 (CA-5 1963).

Pinto v. Clairol, Inc., CCH Products Liability Reports fl 5131,
324 F. 2d 608 (CA-6 1963).

Harrod v. Edward E. Tower Company, CCH Products Liability
Reports fl 5138 (Mass. Sup. Jud. Ct. 1963{.

Tobacco Cancer Cases
R. 1. Re¥nolds Tobacco Company v. Hudson, CCH P roducts Liabil-
ity Reportstl 5010, 314 F. 2d 776 (CA-5 1963).
Lartigue v. R. J. Reynolds Tobacco Company et al., CCH Products
Liability Reports fl 5029,317 F. 2d 19 (CA-5 1963).

Green, Ir. v. American Tobacco Company, CCH P roducts Liability
Reports fl 5141 (CA-5 1963).

Animal Feed Cases

Moody v. Western Farmers Association, CCH Products Liability
Reports fl 5004 (DC Ore. 1963).

Maupin v. Nutrena Mills, Inc., CCH Products Liability Reports
f15087,385 P. 2d 504 (S. Ct. Okla. 1963).

Olano v. Rex Milling Company, Inc., CCH Products Liability Re-
ports fl 5110 (La. Ct. App. 1963).
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Economic Poisons Cases

Ganci V. Rubino, CCH Products Liability Reports 5033, 5064,
241 N. Y. S.2d 981, 40 Misc. 2d 218 (S. Ct. N. Y. 1963).

Boyl v. California Chemical Company, CCH Products Liability
Reports f5139,221 F. Supp. 669 (DC Ore. 1963).

Defective Container Case

Nasoff v. Hills Supermarket, Inc., CCH Products Liability Reports
f 5127,40 Misc. 2d 417 (S. Ct. N. Y. 1963).

~Just a year ago, | made reference to “the fallacy of the predic-
tion which is the essence of Section 402 A.” 1 The reference, of course,
was to the new section of the Restatement of Torts. Perhaps the
most S|?n|f|c.ar]t development in 1963 was the initiation of a ground
swell of activity, emanating from the shores of the Pacific Ocean,
which threatens quickly to establish the accuracy, rather than the
fallacy of that prediction.

Problems Arising Out of Strict Liability Doctrine

Speaking through the powerful voice of Mr. Justice Traynor, the
Supreme Court of California adopted in toto the doctrine of strict
tort liability in Froducts cases. The case was Greenman v. Yuba
Power Products, Inc., 15 Negligence Cases (2d) 35 59 Cal. 2d 57,
3717 P. 2d 897 (S. Ct. Cal. 1963). Involved was a defective home
workshoP power tool, which injured a user who was not the pur-
chaser. In the course of its opinion, the court said, at pp. 62-63:

A manufacturer is_strictly liable in tort when an article he places on the
market, knowing that it 1s to"be used without inspection for defects, proves to
have a defect that causes Injury to a human being. Recognized first in the case
of unwholesome food products,”such lability has how beer extended to a variet
of other products that create as great or greater hazards If defective (citations).

Although in these cases, strict liability has usually been based on the theo_ry
of an expressed or implied w_arrant}/ runiing from the manyfacturer to plaintiff,
the abandonment of the requirement of a contract between them, the recognition
that the liability is not assumed b¥ agreement but imposed by Law (citations),
and the refusal to permit the manutacturer tﬁ define the scorr]Je of |tls, OwWn respon-
sibility for defective products (citations) makes clear that the [iability Is not one
?overned by the law of contract warranties but by the law of strict liability in
ort. Accordingly, rules defining and governing warranties that were developed
to meet the needs of commercial transactions cannot,Pro erly be invoked to gov-
ern the manufacturer’s liability to those mhured bF Its defective products unless
those rules also serve the purpose for which such fliability is imposed.

1See, 18 Food Drug Cosmetic Law
Journal 144 (March, 1963)
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This case has already been extensively cited by courts as far east
as New York and it bids fair to have at least as great an effect upon
products liability as the famous Henningsen case in New Jersey a few
gears ago. The doctrine has been a ogtedlln its entirety by the

upreme Court of Missouri. r(Murrow v. Caloric Appliance Corp., CCH
Products Liability Reports f 5125 (S. Ct. Mo. 1963)). And an inter-
mediate appellate court in California has already extended the doctrine
to cover a product which has no defect, as the court seemed to require
in Greenman, but which fails to bear an appropriate warning of a
danger which lurks in its normal use. (Crane v. Sears Roebuck &
Company, Inc., CCH Products Liability Reports 5095, 32 Cal,
Rptr. 754 (Cal. DC App. 1963)).

Another intermediate appellate court in California has come upon
a rather peculiar problem arising out of this strict liability doctrine.
In a case involving an alleged defect in a new automobile, this court
held that no notice was required to be given by the plaintiff to the
manufacturer. However, as between the plaintiff and the defendant
dealer from whom the automobile was purchased, the court concluded
that a reasonable notice was required. The result was reached by
reference to the language of the sales act which is part of the statutes
of California. Thus, it appears that under the new rule, a party who
has privity, which used to be so desirable, now finds himself subject
to Ereater burdens than he who is without privity. (Vandermark
v. Ford Motor Company, CCH Products Liability Reports 5149
(S. Ct.N.'Y. 1963)).

The doctrine of the Greenman case was also urged upon the
Supreme Court of Nevada in the case of Long v. FIanl%an Warehouse
Co., 382 P, 2d 399 (S. Ct. Nev. 1963). The action for breach of war-
ranty against a remote manufacturer presented a guestlon of first
impression to_the court. Nevada has the Uniform Sales Act, as do
most of the jurisdictions which have abolished privity. However,
the court found that the statute means what it says. Hence, this court
concluded that it must decide either that there is a warranty requiring
privity, or that responsibility must be based upon a strict liability in
tort. Since the Greenman case had been decided subseguent to the
trial, but prior to the appeal in the Long case, the Nevada court felt
that it would be improper to apply this new doctrine to a case that
was tried without reference to it. The court refused to make what it
called a guideline decision, but preferred to wait until a case had been
properly tried with reference to a rule in order to determine whether
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the rule should be applicable in Nevada or not. The Court was
unwilling to declare that the trial court erred in failing to conduct
the trial on a theor}g not advanced by counsel nor at that time declared
by any court to be the law.

Greenman was cited with approval and anarentIy wholeheartedly
embraced by the New York Court of ABpeas in the case of Goldberg
v. Kollsman Instrument Corp., CCH Products Liability Reports
f5058, 12 N. Y. 2d 432, 191 N. E. 2d 81 (N. Y. Ct. App. 1963). The
case involved an appeal from the dismissal of warranty causes of
action against an alri)l_ane manufacturer and the manufacturer of an
alleﬁedll_:y defective_altimeter arising out of the crash of an airliner
in the East River. The question for decision was whether a complaint
in warranty against these two manufacturers stated a good cause of
action. As indicated, the New York Court adopted the strict tort
liability theory which had heen the basis of the holding in Greenman.
The Court of Appeals agreed with the California Court “that the
purpose of such a holding is to see to it that the costs of injuries
resulting from defective products are borne by the manufacturers
who put the products on the market rather than by injured persons
who are powerless to protect themselves and that implicit in putting
such articles on the market are representations that they will safely
do the job for which they were built.” The New York Court then
went on'to say:

. However, for the present at least, we do not think it necessar¥ 50 to extend
this rule as to hold liable the manufacturer (defendant Kollsman) of a component
Part._ Adequate protection is_provided for the passen%ers by casting in liability
he airplane manufacturer which put into the market the conmpleted aircraft.

The three judges who dissented raised some verr penetrating
questions concerning the court’s application of what they calle
‘Qnterﬁrlse liability™ to the situation in this case. They disagreed
with the selection made by the majority of the proper enterprise on
which to impose the burden. They pointed out that the purpose of
strict liability is not to regulate conduct with a view to eliminating
accidents, but rather to remove the economic consequences of acci-
dents from the victim who is unprepared to bear them and to place
the risk on the enterprise in the course of whose business they arise.
In the view of the dissenters, this enterprise was solely the airline,
not the manufacturer of the airplane nor the manufacturer of the
component part. They pointed out that the carrier |mmed|ately
profited from plaintiff’s custom, and was in a business which dealt
directly with the public; also, the carrier was not merely a conduit
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for the distribution of the manufacturer’s consumer goods. On the
contrary, the airline assumed the responsibility of selecting and using
those goods itself as a capital asset in the conduct of a service enter-
prise. They added “to extend the warranty law to allow plaintiff to
select a derendant from a multiplicity of enterprises in a case such
as this would not comport with the rationale of enterprise liability
and would only have the effect of destroying whatever rights would
exist among the potential defendants by virtue of agreement among
themselves.” “If, as we maintain in this case, the true theory relie

on by plaintiff is enterprise liability, then the rights of those from
whom compensation is sought, no less than of those who seek it,
‘ought not to be made to depend on the intricacies of the law of sales.””

These three dissentingJudges Fointed out that the airline’s lia-
bility in New York is limited to negligence. Its sole duty is due care.
In light of this, it appears that the majority opinion presented an
anomaly because it grants recovery to a passenger injured through
a non-negligent failure of equipment but denies it to one injured
through a non-negligent failure of maintenance or operation. Finally,
the dissent raised the point that the airline industrr is a highly regu-
lated one. However easy it may be in a completely free economy to
distribute the loss, the same is not necessarily true in a regulated
industry. They pointed out that the questions raised in determining
this distribution of risk or loss are the type which are within the
special competence of the legislature to ascertain. For a court to
assume them in order to support a theory that displaces much of the
law of negli%ence from its ancestral environment involves an omni-
science which the dissenters felt they didn’t share. “For a court to
apply them, not to the enterprise with which plaintiff dealt and relied
upon, or to the enterprise which manufactured the alleged defective
part, but to the assembler of the aircraft used by the carrier, involves
a principle of selection which is purely arbitrary.”

Relying upon Kollsman Instrument, the Appellate Division of the
Supreme Court for the First Department dismissed a cause of action
against a tire manufacturer when a blowout occurred on a tractor
causing injury to the plaintiff. The Appellate Division apparently felt
that the Kollsman case forever closed the avenue of recovery against
the supplier of a component part.
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Allergy Cases Continue

It should come as no surprise that questions concerning allergy
continue to occupy a good bit of the time of our courts. This accounts
in large measure for the fact that the largest category of cases which
we have, over 25 per cent of the total, are concerned with cosmetics,
An indication of the type of problems and the Court’s handling of
these problems can be seen |n.Esbor% v. Bailey Drug Company, cited
above. Here, in a case involving a hair tint, the Supreme Court of
Washington said that first, allergy of the plaintiff is a complete
defense If the plaintiff is pecuharIK susceptible or unique. However,
recovery by the plaintiff may be had if he is shown to be a member
of a reasonably foreseeable and appreciable class or number of persons
who would be similarly affected. Finally, what constitutes a reason-
ably foreseeahle and appreciable class of persons is a question of fact
to be determined by the trier of fact.

A further area which concerns the court with respect to allergy
cases is the duty to warn. Hence, the United States Court of Appeals
for the Fourth Circuit held that the manufacturer of a product had
a du(tjy to warn if he knew or should have known that his product
would be harmful to some persons. The evidence in Gober v. Revlon,
Inc., cited above, disclosed only one prior complaint on the product
involved. However, this, plus other considerations, led the court to
say that the manufacturer had a duty to warn and its failure to dis-
charge that duty resulted in the proper application of liability.

_ Partaking of the problems raised in both of these cases is the
opinion of the court in Grau v. The Proctor and Gamble Company,
cited above. Here, it appeared that the plaintiff was allergic to stan-
nous fluoride, and as a result, suffered a severe reaction in her mouth
as a result of using a stannous fluoride toothpaste. The court noted:
that defendant’s toothpaste is widely used and there was only one
other instance of possible reaction to its use; that stannous fluoride
is not a known allergen; that the allergy from which plaintiff suffered
is not common to any substantial number of possible users; and that
plaintiff was not aware of her allergy. From all this, the court con-
cluded that it would be difficult to conceive of a warning which would
have afforded any probability of preventing plaintiff’s injury. It
therefore, affirmed the judgment on a directed verdict for the defendant,

Finally, the California District Court of Appeals in Magee v.
Wyeth Laboratories, cited above, held that there could be no recovery
against a manufacturer of a prescription drug where the administer-
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ing physician had failed to heed the warnings and instructions which
had been glven by the manufacturer to him. The court said that a
warranty does not run to one who uses the Pr.od.uct contrary to ade-
quate warnings. The allergic reaction of plaintiff’s intestate, while
rare, was provided for in the instructions to the physician. While the
case does have some language concerning the application of a war-
ranty, and the adequacy of the warnings and what constitutes a
breach, basically the case properly is cited for the proposition that
the failure of the physician to follow the manufacturer’s instructions
was an intervening proximate cause of plaintiff’s injury.

Tobacco Cancer Cases

In keeping with the tenor of the times, we had three tobacco
cancer cases in 1963 which were productive of four opinions. Oddly
enough, all three of these cases were in the United States Court of
Appeals for the Fifth Circuit. Two of them are distinguished for the
amount of smoking which plaintiff did. In one, plaintiff smoked one
tin of pipe tobacco and two packs of cigarettes almost every day for
33 years (R. J. Reynolds Tobacco Company v. Hudson, cited above).
In the other, plaintiff’s intestate began to smoke cigarettes when he
was nine years old. He continued to smoke cigarettes and tobacco
continuously for 55 )t/)ears, smoking at least two packs a day. (Lartigue
v. R. J. Reynolds Tobacco Company, cited above.? Both of these cases
arose in Louisiana. The first was concerned solely with the question
of when the statute of limitations on lung cancer started to run. The
second was an application by the Fifth Circuit of the doctrine that it
had announced agear earlier to the effect that in the case of tobacco
cancer, the defendant would not be quilty of a breach of warranty
where no developed human skill or foresight could have revealed the
danger in the use of its products.

The third case is Green v. American Tobacco Company, cited above,
which was discussed in this space last year.2 You may recall that
that was the case wherein the Fifth Circuit interpreted the law of
Florida to be as just described, to wit, that there was no breach of
warranty where no developed human skill or foresight could reveal
the danger in the use of the product. After deciding that, and on
rehearln?, the Court of Appeals certified the question concerning
Florida law to the Florida Supreme Court. This year we have two
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further decisions in the case, one by the Supreme Court of Florida
and another by the Fifth Circuit. The Florida Supreme Court was
presented with the question:

Does the law of Florida impose on a manufacturer and distributor of cig-
arettes absolute liability, as for breach of implied warranty, for death caused
by using such mgiarettes from 1924 or 1925 to February 1, 1956, the cancer havin
developed prior To Februar¥ 11956, and the death oCcurring February 25, 1958
when ‘the defendant manufacturer and distributor could fjot on, of. prior to
February 1 1956 by the reasonable application of human skill and fo,remqht, have
known that users 0f such cigarettes would be endangered by the inhalation of
the main stream smoke from such cigarettes, of contracting cancer of the lungs?

In _resPonse to this question, the Florida court said “our decisions
conclusively establish the principle that a manufacturer’s or seller’s
actual knowledge or opportunity for knowledge of a defective or
unwholesome condition is wholly irrelevant to his liability on the
theory of implied warranty and the question certified must therefore
be answered in the affirmative.” The court noted in the course of its
o?l_nlon that the question presented did not seek a resFonse on the
ultimate issue of liability between court and jury relating to the
scope and breach of the |mBI|ed warranty that a product supplied for
human consumption shall be reasonably fit and wholesome for that
general purpose.

On remand to the Fifth Circuit Court of Appeals, that court sent
the case back to the district court for a new trial. This was done
because the court felt that the jury had not made any sufficient finding
on the question as to whether or not the cigarettes were reasonably
fit and wholesome. It is interesting that in sending the case back, the
court of appeals indicated that the jury’s responses to the specific
questions rendered at the first trial had become the law of the case,
and, therefore, these issues were not subject to a relitigation on the
retrial.  The new trial may concern itself only with any issue not
inconsistent with those answers.

Claims Arising Out of Factual Situations

Sometimes, the factual situations or the claims arising out of the
factual situations in products liability cases are worthy of a moment’s
pause and consideration. Take, for example, the poor lady who
encountered what appeared to be a petrified mouse in a package of
brown sugar. What appears to be a petrified mouse turned out to
be a rubber band, some string and a piece of cardboard. (Fulton v.
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Kroger Company, cited above.) Or consider the plight of the poor young
lady who found herself with a half-inch crewcut two weeks after the
application of defendant’s permanent wave lotion. This lady received
$640 to reimburse her for special damages and an additional $556 for
her humiliation, embarrassment and discomfort suffered during the
nine months’ time required by nature for her hair to grow to its
previous length. (Bethancourtv. Employers’ Liability Assurance Corp.,
Cited above.()J And this goung lady was an attractive, unmarried
woman of approximately 21 years of age who, in the court’s words,
was “in the ardent pursuit of that nebulous attribute of the female
termed beauty.”

Then there was an Oklahoma lady who wondered how she would
look with blond hair. She used the defendant’s tint product because
it could be washed out if one didn’t like the result. Somehow or
other, the washing didn’t work, and the hair came out instead of the
tint. Her shame, embarrassment and humiliation were worth exactly
$4,000. Of course, there were extenuating circumstances. For ex-
ample, for several days people called her on the phone to ask if she was
blond or bald. In addition, her friends laughed at her and teased her
to take off the head scarf which she wore as a permanent fixture for
two or three months. Besides this, plaintiff, a housewife with two
children, was active in club and civic work, such as the PTA and the
Girl Scouts, and at the time of her injury, she was “state secretary for
the Oklahoma Federation of Squaredancers.” One might have been
tempted to think that cosmetic damage to an attractive young single
girl would be more expensive than cosmetic damage to a wife and a
mother. However, this obviously reckons without the Federation
of Squaredancers. (John A. Brown, Inc. v. Shelton, cited above.)

There is a well-known human weakness, shared by most of us,
to tend to be an expert at some time or another in fields and Profes-
sions other than our own. It is, therefore, pleasant to salute a federal
district judge in New York who showed admirable restraint when
confronted with this temptation. Discussing the issue of damages in a
case which he had heard without a jury, the judge said: “Perhaps
it is a fact that a placebo in the form of a huge judgment would cure
this woman’s obvious anxieties. It is not, however, the function of
this court to practice medicine.” (Cohen v. Ford Motor Company,
CCH Products Liability Reports ft5014 (DC N. Y. 1963).)

~As an example of the in%enuity of counsel in framing a cause of
action, let me refer to you the case of Kahn v. Chrysler Corp., CCH
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Products Liability Reports j[5137 (DC Tex. 1963). Plaintiff, a
seven-year-old boy, drove his bicycle into the rear of a parked auto-
mobile manufactured by the defendant. He was thrown against the
car and his head struck a tail fin, causing substantial injury. Accord-
mg to the court, the very essence of plaintiff's complaint was that the
defendant owed to the plaintiff a duty to design and manufacture an
automobile with which it was safe to collide. The United States
District Court for the Southern District of Texas agreed that the
manufacturer of an automobile has a rather substantial duty toward
the public, but it said, “[T]he manufacturer has no obligation to so
design his automobile that it will be safe for a child to ride his bicycle
into it while the car is parked.”

From time to time, we have singled out language used by some of
our courts which for the sheer elegance of it made it worthy of repeti-
tion. Such is the case with the language of JudPe Kosicki of the
Connecticut Circuit Court deciding the case of Scanlon v. Food Crafts,
Inc., cited above. Plaintiff there complained that he broke a tooth
when he bit into a grinder sold to him by the defendant which was, as
he claimed, so hard as to be unfit. For those who may not be familiar
with grinders, let met quote to you Judge Kosicki’s definition thereof:

A grinder way terseIY be described as a gustatory extravaganza of regal
dimensions and savor. It consists of an elongated roll or small loaf, either
hard-crusted or soft, slit longitudinally and filled"with an imaginative assortment
of meats, condiments and Vegetables, By an elidible colloquialism, the word
“grinder” is accepted as descriptive of thelacerated condition of the contents of
the roll; it has no anthrogomowhlc meanlng suggestive of the grinder’s own
violent tendencies toward an unwary consumer.

_The principal issue between the parties in the case was whether
plaintiff’s injury was caused by the hardness of the roll or the weak-
ness of plaintiff’s tooth. Defendant claimed that grinders normally
are sold with a roll that has a crusty exterior and that the particular
roll here was fit for the purpose and free of all defects. On this sub-
ject, the court had this to say:

To the cognoscenti, scorning the pabulum of the soft roll, the hard roll would
seem to be the onlﬁ/ kind fit for and worthy of human consumption. No doubt
It offers, among other things, to those enddwed with hardy dental equipment, a
welcome challenge to accomplish an ardent mastication; and thus it would seem
to enhance the pleasure of eating by Iimparting a sense of triumph in a task
nobly done. The plaintiff, however, makes no pretense to being numbered among
the glect. In effect, ?e sim Ia/ says that whether stale or not, the grinder, aS
to him, was too hard for consumption.

The court agreed. Whatever reservations one may have con-
cerning the judge’s determination on the issue of liability are softened
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somewhat by his award of damages. Plaintiff was awarded $100 over
and above his dental expenses to compensate him for his pain and
suffering as well as for the permanent injury involved in the loss
of a natural tooth.

There remains to discuss what may he the saddest case we have
had to review for some time. (Gallagher v. Pequot Spring Water Com-
pany, cited above.) Plaintiff, an August bride, claims to have become
Il at her wedding reception as a result of drinking graFe soda which
contained a foreign substance. No witness at the trial had seen the
alleged substance at the time, but others at the table with plaintiff
were heard to exclaim that the bottle contained a cockroach or a blood
sucker. It was following these exclamations that plaintiff suffered
her indisposition. At the trial level, plaintiff recovered a judgment of
$2,500 which was reduced by the trial court to $1,500. The case comes
to us in the form of a reversing opinion by the appellate court.

_The ground for reversal and remand for a new trial was the
failure of plaintiff to identify the foreign substance and to prove that
it was the cause of her illness. However, it is the discussion of two
elements of damage which is of interest to us.

In the first place, plaintiff contended that it was the custom in
her stratum of society for the guests at a wedding reception to make
gifts of money to the bridal couple during the grand march. Because
of her illness, plaintiff was forced to leave before the grand march
and many of the guests also left early, thereby reducing the amount
of money realized through this channel. While the discussion is
cryptic, the court seemed to indicate that such a loss might be sus-
tainable on some theory of quid pro quo. Unfortunately, the court
did not see fit to indicate what such quid pro quo might be.

Secondly, plaintiff complained that because of her illness, she
abstained from “the joyous incidents of the nuptial night,” and sought
damage for loss of ‘consortium through temporary deprivation and
postponement of the connubial privilege. The court pointed out that,
In Connecticut, where the case arose, consequential damages for loss
of consortium, either through negligence or breach of warranty can-
not be recovered by either spouse. “Such loss,” said the court,
“grievous though it may be, is not susceptible of judicial scrutiny and
can not be redeemed in a measurable pecuniary equivalent.”

On this sad note, it seems appropriate to conclude this report.
[The End]
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Administrative Developments
In the Food and Drug Law Field

By GEORGE P. LARRICK

The Author Is Commissioner of Food and Drugs, United
States Department of Health, Education and Welfare.

WHEN SECRETARY CELEBREZZE announced the reorganiza-

tion of the Food and Drug Administration last November, this
was necessarily couched in general terms. While certain key people
were_named in the announcement, there has been, both in and out of
the Food and Drug Administration, understandable interest in just
how this reorganization would work out and who would be designated
to operate the units such as divisions and branches within the an-
nounced bureaus and offices.

To implement the reorganization, we felt it imperative to explore
ev.er¥ facet of each old and new unit with several objectives in mind.
First and foremost was to be sure that in outlining duties and resFonsr
bilities we did not leave opportunities for administrative or regulatory
problems to develop without having a specific unit responsible for
dealing with them. Equally important was to be as sure as possible
that we were assigning the right people to the many jobs involved
in the reorganization.

This implementation took some_time, but the time and thought
that went into it were not wasted. The procedure followed produced
ideas and suggestlons from many of our people, and we incorporated
all that offered good chances of improving the operation.

Now all our people know where they fit into the reorganized
operation and we are able to advise inquirers which office will be
responsible for various functions. Unfortunately, all our space prob-
lems are not solved (and | sometimes wonder if they ever will be?,
s0 that in all cases we are not %omg to be able to have all of the units
of a single bureau located in the same building.
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During the past two weeks our people have been phasing into
their new Jobs, generally doing so on a gradual hasis so there will be
no unfinished operations in the areas they are leaving. By next week,
however, we exgect to have a full-fledged"going concern under the new
organization, which we sincerely believe will enable us to do a better
job in enforcing the statutes assigned to us and a better job in dealing
with the industries involved, particularly from the standpoint of mak-
mq sure they know the ground rules and have ever opportumtr for
voluntary compliance with the several requirements of the statutes
and the regulations issued thereunder.

The reorganization contemplates that we will need new blood in
our top management. It will be noted that the positions which we are
considering filling from the outside are: Associate Commissioner for
Science; Director, Bureau of Medicine; Director, Bureau of Scientific
Rl_esearch; and Director, Bureau of Education and Voluntary Com-
pliance.

Upgrading of Scientific Work Sought

While one of the major improvements which we seek from the
reorganization is the up-grading of the scientific work, we think we
have another dividend in the improved system for making available
advice and comment to all concerned. While we have a specific branch
in the Bureau of Education and Voluntary Compliance which is called
“Industry Advice,” certainly we will expect that its principal function
will be In dealmgi] with those who seek advice. We want to make
abundantIP/ clear that this is available to anyone who wants to comply
with the faw and has any question as to our view about how to go
about doing so.

Many of you will have an opportunity to see first-hand how this
reorganized FDA works out. Certainly we will appreciate any com-
ments, suggestions, or recommendations you have as you do so.

For some time now we have been urging manufacturers to give
more attention to control and other measures designed to prevent
untoward incidents in the preparation, packaging, labeling, and dis-
tribution of their products, We have pointed out that in many areas
the foods being commermallkl prepared are much more complicated
and thus offer greater opportunities for somethmP to go wrong than
?revalled years ago. In our discussions, we have often eguated specific
ood products to items heing marketed by the drug industry and we
pointed with pride to the types of control operations which are em-
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Eloyed in connection with the production of many of our drug products.
ately, however, we seem to be having just too manK mlx-.uEs in
drugs, ranging all the way from serious mix-ups to what mignt be
regarded by some as minorlabeling and packaging errors. All of these,
however, have been serious enouglh to warrant getting the contaminated
goods off the market immediately. Have some in the drug industry
ecome complacent about control systems, or have they become so
automated in some areas that the checks and balances which formerly
prevailed are no longer being used?

~ Currently, as a result of the unfortunate experiences we have had
with botulism, we are urging food packers to take a careful look at
each one of their operations from the time the cans and the raw
materials reach their establishments to see whether they have taken
sufficient preventive steps to block avenues where things might go
wrong. | think it is timely to offer the same kind of suggestion to
the drug industry. Perhaps at least a part of this t%/pe of investigation
is best conducted by those members of a firm who do not normally
spend most of their time in the actual manufacturing or control opera-
tion. Certainly our inspectors are being alerted to the possibilities and,
of course, will"be willing to share their observations with manufacturers
during every factory inspection which we make.

“Preventive Compliance” Advised

We all are familiar with the term “voluntary compliance,” but
perhaps we should really stress some other feature which for want of
a better term might be called “preventive compliance.” Of course, this
doesn’t mean_Pr_eventmg com?h_ance, but rather, a constant alertness
to the possibilities that something may go wrong—and to try to be
ahead of the actual development.

This is a philosophy which we commend to you in industry be-
cause we believe it a good one, and one to which we are committed
in our own day-to-day operations. We must constantly look back at
Frocedur_es and policies—including regulations—that have been estab-
ished with the objective of amende or cancelling them as the facts
dictate. Just the other day | had a letter from a scientist who ques-
tioned the wisdom of an action we were proposing, stating that he was
not aware of any untoward incident involving the chemical in ques-
tion. There was no such incident, but our action was designed to keep
ong from happening. Should not industry follow just such a philosophy
—in hoth principle and practice?
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| had thought to discuss some facets of the drug operations arising
out of the Kefauver-Harris Drug Amendments of 1962. | find, how-
ever, that so manﬁ others hoth n and out of FDA have done so at
public meetings, that anything | might say now would be somewhat
repetitious. Actually, we are convinced that the time has come when
we need no longer debate the need or the worth of the law.

Constructive Suggestions Advised

We are quite pleased that in most quarters we now have a gienuine
recoc[mltlon that when FDA publishes a notice of a proposal under
the law, the accompanying invitation to comment is truly sincere.
Before we publish any proposal we try to look at the matter from
all sides and issue the best proposal we can. Certainly, however, we
go into these matters with an open mind and we are most grateful
when we get constructive suggestions. Anyone who has looked at the
ﬁroposals and final publication of regulations will readily see that we

ave accepted any suggestions which we believe will improve the
original proposals. Whenever anyone in or out of FDA believes that
one of our regulations or procedures can be improved, or should be
chan?ed, we want to know about it; but we want to know the “why”
as well. This invitation includes everyone in this room today.  [The End]

STORING OF FOOD UNDER INSANITARY CONDITIONS
IS CRIMINAL VIOLATION

The holding of food under. insanitary conditions by a public storage
warehouse after interstate shipment and before ultimate sale was’a
violation of Section 301(k) of the Federal Food, Drug and. Cosmetic
Act (Food. Drug C%smfetl Law  Reports lf217$_ %n SUR ected the
warehouse in meht e food was stored to criminal liability, t _SuPreme
Court of the United States has ruled in reversing the dismissal of a
criminal action by the district court. _

The Supreme Court found that the words “the doing of any other
act” at the end of Section 301 (k) referred to both adulteration and
mlsbrandln?, Accordingly, 1t rejected the district court’s conclusion that
they were Timited to aCts of the same general npature as the precedlnq
clause of Section 301(k%, which related only to the alteration or remova
of Iabell,ngi._ The court noted that misbranding and adulteration are
wholly distinct offenses in reaching its conclusion.

The Supreme Court also rejected the argument of the warehouse
that It was merely a bailee rather than a seller of the food and was not
holding the food”for sale within the meaning of Section 301(kr)]. The
language of Section 301%0 does not limit its application to oné holding
titlé fo" the goods, the Court said, and the danper to the public from
Insanitary storage of food is the same regardless of the proprietary
status of the Person storing it— United Stafes v. Wiesenfeld Warehouse
Company (February 17, 1964), Food Drug Cosmetic Law Reports 140,098.
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The Effect on the Pharmaceutical
Industry of the “Effectiveness”
Provisions of the 1962
Drug Amendments

By IRVING H. JUROW

Mr. Jurow Is Vice President and General Coun-
sel, Schering Corporation; Bloomfield, New Jersey.

DRUG AME DMENTS . OF 1962 1 impose a r}ost of new
an extenswe re ator requirements on the manuatﬁrers of
%ICIHES d; ose IQene , under the grovwlonsote urham-

Hump rTg Amenament,2 Upon a g/smlanspr scription,3as well as
those sold directly, that IS, over-thé-counter, to thé consumer.

Among the more controversgl requirements are those dealing
with proof” of “effectiveness” of drugs

Prior to the 1933 Eoo?] l'})rél nd Cosmetic At ng provmog
xisted for “clearanc t e over mentb ore rgﬁ coul
e marketed. Indeed, unti tesu am| eeg|s(j) osu ?u-
I(iy Procedur$ Was contem % [t)ro 0S¢

Bill during its five-year period of legislativ gestatlon

FoIIowm? that tragic eant the pill, which eventually became
the 1938 Act, wag extensiv zam(fnded to mcltéd what“we have
come to kBow as the “new clearance procedures. But, a? ?
Indicated ther | P of the stagute anc_muc Worz earg
emphasized” by the legislative history, Section 505 of the Act—t

*21 USC ( Su%) v, 1962); P. L. ‘The complete story of this incident

87- 781 768 may be found in the report of the

L, 82-215: 65 Stat. 648, Secfetary of Agriculture to the Con-

821 USC Sec. 353(b). gress (58 Doc. 124, 75th Cong 2d Sess.
15

5%837 gsmseet?chygtn gtEdﬁraa - 1%3%%
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new drug5 procedure provisions—was limited to tests and clearance
for safety

Strmulated by the hrgihl critical Kefauver rnvestrgatron of the
rug. industry,6 and propelled by the ironic repetition Of tragedy in
the thalidomide™ incident, the "1962 Amendments added the’second
basic regulatory requrrement of proof of “effectiveness” to the tradi-
tional requirement of proof of “safety” as conditions precedent to
governmental approval of “new drug™ applications.

Pertinent Definitions

Sectron 2018 of the Act, as amended by the 1962 Amendments
now defines a dru as ong. which “Is riot Ogenerally ecog nrze

among experts uaIrfred yscrentrfrc training an experrence to evalu-
ate the sfety nd effectiveness of drugs as sae and effective for
Use under the con rtrons prescribed, recommended, or sug ested rn
the lab ernge thereo (e nd Section 505 fthe TAetE as oamen ed,
rm oses th rtrona requrrements o roo ef ectiveness:

frrst by requrrrng the applicant {0 submr investigation reports to
show riot o 7y that the drug IS safe for use, but also that it 15 “effec-
tive in use” secon mpowering the’ government to refuse to
approve a “new drug applrcatron if°1t findS “a lack of substantial
evidence that the drlig will have the effect it purports or is repre-
sented to have under the conditions of use prescribed, recommen ed,
or suggested In Lrts] proposed  labeling” 8; and, third, b authonzrng
the govenment to withdraw its approval of any suc New rug
pEIrcatron If 1t finds g similar “lack of substantial evidence™ on t

basis of “new information . . . evaluated togetner with the evrdence
available . . . when the applrcatron was dpproved.”9

For these urEJoses the term “substantial evrden?e IS defined
s “evidence cons strnd of adequate and well-control ed rnvestrga-
trons including clinical investigations, b;( experts ualified scr
entific training” and experjence to eva udte t e e etrveness
drug Involved: on the basis of which It could arr}rand resp onsr V
be Concluded by such experts that the drug will have the ‘effect

5Jurow, “The ‘New Drug’ Law of the ~ Prices, Drugs Subcommittee on Anti-
Federal Food, Drug and Cosmetic trust and Monopoly of Senate Com-
Act” 10 Food Drug Cosmetic Law mittee on the Judiciary, Pts. 14-26.
Journal 611 &Septem er 1955). 121 USC Sec. 355(h):

"S. Rept. No. 448 (87th Cong, 1st 821 USC Sec. 355d
Sess.); “Hearings on Administered 921 USC Sec. 355(e
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urports or IS represented to have under the conditions of use
%)cggled recommrfng d, or suggested 9n frt§ |abeling or propd)
abeling. .

This is nerther the place, nor_does time permit, to review and
elaorae upon the various positions taken n the course of the

eqislative process, with respect to this proposal for aading proof of

effectiveness,” by those whose vital mterests were thereb affecte
—the medical rltr fession, the gharmaceutrca Industry, the Food and
Drug Adminis ratron and Jastl Sy hy no means the least, the
consuming public. T osew o eek furt er mformatron are referred
to the hearings on S 53112—the Bills which
eventually became the Dru Amendments of 1962—and the several
reports of the Congressional Committees concerned. 3

For_good or ill, 14 these pravisions are now—and at least for the
time bern%—frrmly |mEIanted in_the hasic law and implemented in
the current requlations of the FDA.b

Suffice it to say. that the organized medical profession waslG
and apparentl strII is,I7 strongly “opposed to authorizin the

50 10 eva |uaté a ;r)]ass upon the “efrectiveness” of a ew ru
tat the ordanrzed arma eutrcaI mdustr%/ reluctantl quresced n
the new proposal, 18 that the governmental agency accepted this
ﬁuthonty somewhat reluctantly, 9 and that organrzed consumer groups
eartily”endorsed It.

What does all this mean?

“21 USC Sec. 355(d). Jurow “The Legislative Pic-
11 "“Hearings, Drug’ Industry Antitryst ture for the Drugd Industr1y or_‘Sulfa-
Act” Subcommittee on Antitrust and  nilamid e Revisit he Busrness

Monapoly of Senate Committee on the LawEer 209, 212, November
Judiciary; Pts. 1-5 (1961). C Regulations, Part 130
Hearrngs Drug, IndustrY Act of “Hearrngs” cited at footnote 1,
1962,” House Committee on Interstate atp
and Forergn Commerce (1962); see A. M. A. House of Delegates Reso-
also “Hea mos Drug Industry Anti- Iutron Deoember4 1963,
trust Act,” Antitrust Subcommittée (Sub- glearrngs cited at footnote 11, at
committee No. 5) of House Commrttee p 1
gn t ngg iary, Serial No. 32 (H. PCompare the testimony of Secretary
245) (1962). Ribicoff, “Hearings™ cited at footnote
ept. No. 1744 and Rept, 144 11, at_pp. 2583, 2944, with that of Secre-
Part 2, 87th Cong., 2d Sess. gll 62); far FIemmrng and Commissioner Lar-
H ReRt No. 2464 and Rept 246 Part  rick, “Hearrngs Clted at footnote 6, at
87t onzg5 d Sess.” (1962); H. gﬁ 12091, 12097, 12108 and following,
?]t No. %Con Rept), 87th 12127
cong., 2d Sess. (1962
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Requirements Under New Provisions

ST R, e o o S )

Sec
Jtahy e s e sl vt oo

. .. Despite the facé that we Ia?k a statutory definitio cmhe ferm
effectl eness,” we do not lack or leg |sat|ve hIS%)ryWIC urnis es
Bmp fPrOO of the Con ressmna | ent It IS lH’I Yceart at

effectiveness” Is neant that the dru 0, that which Ifs

sponsor anufacturer,_claims 1t will %o—that IS, the drug will
dzwhat t|sc “or ?t?l J

ittedly, . this may not pe as simple.as it soungs. Standard
for “s gn 5 hICH wasXIIwe Rad to estglﬁtah unaer tﬂe newgru§
B[)owston of the law hefore 192 are readil vallab\ Bas| a
ecfive in nature, sa]fetg/ [nay b% more reg resolved, an
tra sa“on from %lea sults ‘to human |on aP ears to
enera fecttveness however, . | é) Invol ves
ement JeCt'VAtt( and. In far more cases, wil rthre éudg ents
—eVen (ﬁ)tnton —an franslation rtim animal to valua-
tions will he far more dtfftcult ESp emagwn this be true in those
Instances in which. the_disease stafe Is_not present in the animal or
where fthet ailment is affected by subjective, psychosomatic or sympto-
matic factors.

The Jegislative history also establishes that the applicant need
not satisfy any reguwem nt of “relatjve efficacy,” that'is, that the
“new drug” Is more etfectlve than other therapeutic agents for the
same purposes?Z All he need prove, as has been said, is that the “new
dru? 0w ah ¢ S35 it will do: not that it will do so, as
well" as, or etter than, other drugs. Indeed, it would appear that
the statutory standard of eﬁectlveness may be satisfied eVen tholigh
the “new drug” does what Is claimed for it fess effectively than other
therapeutic agents.

How will the applicant for approval of a “new drug” application
sattsfy the reqmren%)nts of “effe t?veness”? The statuteJ regﬁtres the

" For an appreciation of the effect of " S. Re%t No. 1744, citedlat footnote
thIS new requwement compare the form al—P

“new rug é)phcatton required b)é garings” uted at footnote 11, at
the FDA beEfore and after the 196 P 2585, 29 6ot No. 1744, cited
Amendments (Form FD-356, Rev. 191, footnote 13 atp 1
Form FD-356, 1963).
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dministrative agen toa rove. a rug” a Itcatlnunless It
?nds 0 ebas?s o%}the |n§rmat|on urnt?t (9 by t p icant In hts

“new ru? ICd on and ypon angé Ot er n ormatlgR bEPOf

ency I‘ﬁa?ltl gpt(?ru wJU%a\}eatn% 1'% ec &atmeh ?f SUbSIan Iaf 0-

or It “In the
Ts nE; sto be note Jtestatute does not rf%ﬁtre
% % F there 1S * Rubst ntial evidence” that tt\ n#? %ve

t oatme Rather, the statute ret[tunes nd g
tere |sa kof substanti ?I evidence t & ect. The Iff [Wence
e5|n Icant, P ttcg In terms udicral review. tere
X ngres Intended t %mtta(]t t reounetea roval of 3
oW rg ﬁ |foat|onw eret e evidence in favor of “effectiveness”
consisted eve mongwewo he medacal rofession, so fhat
“a voice crying in the wilterness” could and woyld be héard.3
would assurhe that this requirement s both quantitative and qualitative.

“Sub tantial eV|d n(%f IS defined as ewdence C?HSISEIH% of ade-
uate N welcontro nvestlgatlo s, including clinical | vestlga

nls expe{ ualle th/ lentific t(at Ing"an expen ne ﬁ
eva ?dl the effectiveness oft% he asls oiw ic
It cou fatrl and responsibl ecoc Y Suc gx[pertst at the

rug WI nave t?e eftect it pu rgorts or IS re r sente un er

on |t|onso Use recommended, or suggested in t
labe ng or proposed lab g ftng <

This does not re%une the aﬁgltcant to establish .his ca?e for
ecttveness b g nstrattnq H'mt)t rnearun nimit
|ca |n|on nr 0es It mean that his bdrden IS o do so Pre
ranoe eV| ence.5 He will satis nls buyden “of proof
eeo%tstrattng atarespon3| e segment of the pro essmnatests

Despite its tautness, the. statutory definition of “substantial evi-
dence” bristles with uncertatnttes and opens a “Pandora’s Box™ of
questtons What Is “adequate”; what is “well-controlled”; who are

“See, S, Rept. No. 1744 cited at drug has not been used “to a material
footnote 13 at p. 16; see also, S. Rept. extent” or “for a material time” other-
Part 2, at p. 6. wise than in |nvest|%at|ons
O VIO\}J]S| if h? can make such a Hearings” cited at footnote 11, at
sowm e need file no “new dru se¢ also, S.
d p 2945: 1744,
ag |oa |0n under Sectton 505 unless 16and S. Re t No 1744 PartZ
yired so_to do pecause of the appli- Clt d at footnote 13

e 6.
canility of Clause (22 In Section 201 (p), “S. Re No 1744, cPte% at footnote
namel¥ that, despite general recogni- 13, at pae

tion of its safety and effectiveness, the
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“exp erts what “qualifications” must they possess, what quantum
and artg { i cientific trarnrngS of * exPerrence , When are their
conclusions “fairly” and “responisibly” arrived at?

n. the hands of administrators conscious of their public responsi-
In. the hands of administrat f th bli
brhtg free from re?oncetvedjudr?ments In, evalugtrn the agmr tegl
rfect scienc %?rcrne d exercisin a %% o IScretio
consistent with the u Ic welfare, therea t %ause for
concern as to the a |c tion of these standards. But, If It be ot er
wrse we ma rse ves remrnded 0 teco 8% between |ce
and Humpty D rng When. 1 use a word, umpy,
“It means’JUst what'[ choose it to mean—nert er moren I less.

Requirement of Effectiveness Not New

Reflection {II demonstrate that the rﬁ] uirement of “effe trtu]e

ne%lser | HOIJ i IXIQ and esé%rS]Ht%ll)(l) At mt IS n%d\ltlm(ll?tﬁsnlaf%l%e Sense

that It now has statutory sanction and t e FDA POW POSSESSES exPress

ower an aut orrlg to pass upo It in the earliest stage, that IS, In
h new dru aran roce ures, and a%arn in a later stage
through the Stspension or Withdrawal provisions

or. even, prior to the 1962 Amendments, the law, in its broad
A@ lication, drdp ot countenance the |str|q)]utron oq mevt/f ctrve rus
mtttelg/ e d the power ore urL Id reu 8
sho mg f“ef ectrveness ast at oua | \&/ rug Was
In the éermrnatron whether as saefor Use. T
co uld, and aid rgrecta ew ru% licatio wen In the context
safet "the ectivene not su |c|entI%/ [?]utwer hthe
rrsl}s an "toxic_results soasto ruf]trf% mdrngta e dru
'sate” for use.Z The o Jectgve ew requirement Is to br %
the applrcatronot t] flectiveness’ to circymstances pernaps
no as circumscribed as t ose ere on 3a fety” #s Involyed. Tre
as tiee sald, this Judg elng refated to “sa ety affected on ey
e pub n% aspect; ™ efficacy,” san economic Tactor, was ther
oreérnafﬁceFDA Iso had th h df I
ut the S0 nad t wer and authority, and frequent
effectrv exercrseé1 It, 10 attaci p?at so? et% ctrvengss% prog edrn)é

seizure sanctions for misbranding w oo
?wrth cases attesting to this substantraﬁj met%o ?or rving wort

" S, Rept. No. 1744 cited at footnote ~ *S. Regt No. 1744, cited at footnote
13, at pp. 1S and following-. 13 atp. 1.
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less drugs from_the market, |n this fashion, both the p ublre] health
and the economic aspects of the law coul Pe vrn?rcate IS R

cedure, it 1S true dospose a ds mewhat ferent u% rs%ue than Is
Now |m€osed un er the “new dryg” procedure; u |ssues
the substantia queﬁtron IS tr)arse of the e |cac B ectiveness” of
the drug. _Under the “misbrandi roceu te urden 0 gorng
orward with action and the urge f proof in t[te roceedrn%v(\!e
ot uponte%overnment Under the present law, as provjde

Oe(%trre)n g burdens must now be orme by the manufacturer

. The accusatr N thal Perva ed th Con ressroital hearings, both
rnvestr atory an 3rsa &arma eutrca com anies were
ar kefing worthless drugs, and that e FDA was heﬁp essto 0o a
n abaut it, was decidedly |nﬁccurate in hoth gre 6s. T s, the
frcatron 0 Ae FDA's” aytnority IS not dué to the absence  of
o er 1o, ?ﬁ against rn% ectr\re rugs Rut rather to auErorrze
e exercise of thpoweratt Initial staetat IS, before marketing,
and also to shift the burden o proof to the applicant.®

In this context, it is {,Jvrobabl safe tos tha the effect on the
drug industr Qlof these qe e ur mﬁnts WI wesome IH ItS
cong ence ywr ave the drre eEt%cts that some have

edicted: nor wr tre on he n e easy of acceptance
nd satrsfactron as ot er haveb assume Y d

Reliable. man facturers produced and drst{ ihuted drugf which,
in therr onsidered [udqme awere not 08, ut were also € f
tive for A epug)ossr ene No reButa Tmanufaeturer nowrn%
ﬁr kete rthless, Ine ectrve dr%r f nt rest syrely dicta
of er¥vrse I hrso nsenseo res onsibility and pride n srepl
tion tor quality ang. | te%rrg/ ee N tsu |cren sure pe
ﬁron ed sa ctions oft edera 0S etrc Act and
amoc eans ordo 010 uct |a |I|hy F{ faequate J reats )
jrng an reEut groducer to assure imselr of the validity of his
ectiveness” claim
Wh then shouldtepharmaceutrcal ingusty Pave hesrtate? fo
3 Ve nmentft Ity to pass tﬁaonte ctiveness” of its
|t outeaboratrn on the theme, It ﬁeemsceart at any
ext srg overnment authority in the requla |o commerce
and Industry poses a tnreat of autocracy and, until assured that its

", Rerit No. 1744, cited at footnote
13, at p. 16,
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EXEICise (}nnll be reasonable and practical, the citizen must remain
concerne

Substantial Burden of New Drug Application

rnentTshulg haet egsernghad dgferrence before a(r)rd arrr‘]taerr gtreal9(r3% V@r&rend

goduct unlless and untrﬁrln {n ﬂ satrs er\fv the FDA that It |s[) %h

ate and egcﬁrve—rn accordance th the sta#dards laid down In the
as obfain

statute—ar} ?dt egovernment% rrmatrve E 0 a {0 do

50 efore” and “a fr cOmparison of Form F n%w
dru% Plrcatron—revea%thes stantra rdent srm 0S€S.

nwas almost Spartan_In 1ts S| |c|y revrio

ct that Its new text is ess nt to rovde matena or

clrles Ite
e\rg% } ctrveness IS ramatrca?gr re cgmp ex.d) Ig';e ther
i tenew reﬂ ﬁrons overning “néw drug” proce \the
relate ones aeg canle to vestr all onaId %% they. ca orte
tctron of a Vast amount of material and mformation to the
ore one can obtain the essential governmental “license™ to market 31

There is no doubtt at the mdustrg/ngnll be calle]d upon to do ever

S0 much more work, In quanti uality, than.In prior
h | fawy ut tg satr)é It in IH 3/ F

not merely to satrst(?t e new

current scientific explosion.. This wi n more trme ore one
Fr)nrocrgS e(oP!erumore skills—all o? whrcn wr??sure?y not adrsn up tomlowgr
g et aarea?&’ed”t'ﬁé‘a' e 8 ed T
owrn |tP beco e eectrveg e)aﬁer care and rea?er conserva
1S oubte prevarl Srnc Ihere |s now more []eason or the
o ic to assumet tan" arfrove “new drug” has the im rrmawr
he o Lol s iefg
Be employed ?n tneyesgousa/ Prdrvr uallrstrc concepts o? medrca
practice, or of economic theories.

What has beens dabo%t the Vr/)roceduresf [ the |ntrod ction 0 ;
new rugs” ar%) |eéasotollene foVISIons orte It él

apR e application nder Section ?05(5 eAct
The dmrnrstratron must proceed along the same lineS‘and be gov-
"FDC Reg. 130.4(c deed, become a “licensing” statute. See,

n After 25 years, Eh)e Federal Food, Jurow, cited at footnote 5, at p. 614,
Drug and Cdsmetic Act has now, in-
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emed b?/ the _same standards. Howeyer, the withdrawal V\}Jm?edure
may 1o bg Instituted unless and pintil the FDA has “ne |r,1,ormf1-
tion,” In addition to_that contained in the original new,dru%_ agp 5
cau?n, to support its finding that a “lack of substantial evidence
exists.

.- Of what this “new information” consists, and how this provision
will be applied, must await further clarification. on the. part of the
regulatorg/ a?ency. But one would assume that thjs “new information

should.bé o e(iual probative value as that required of the applicant

to justify his claim of “effectiveness.

. Sincg Se&t on 201 (p}fwas amended to R}rowde the fest of “eﬁ%c-
tiveness,” and became effective Upon enactment, provision had to be
made for drugs on the market, or sub[Ject to “new drug” applications
theretofore made effective, in order not to precipitously Condemn those
unable to satisfy the new statutory test.

As o the effect of these new provisions on subsisting “new dru
aﬁphcatmns,,thatjs, those cleared prior to October 1962, and on druds
In"commercial distribution prior 'to that date, rignts described as
‘grandfather” rights

obtain. My co-panelist, Mr.“Hagan, will sheg
light on that somewhat esoteric Subject. The End]

PESTICIDE BILL PASSED BY HOUSE

A Dill to amend the Federal Insecticide, Fungicide and Rodenticide
Act by repealing the provision permitting the registration of pesticides
under“protest, permitting the federal registration” number to be shown
on the label of pesticides, and requiring It to be shown If the Secretary
of %lcultur(i so&rowdes was passed by the House of Representatives
on February 17, 194.

Technically, the House acted on S. 1605, the bil| E),assed by the
Senate. However, the language of H. R. 9739 was substituted for the
Senate text before passage. Accordingly, the bill must now be returned
to the Senate for acceptance or rejectign of differences between S. 1605
and the House text, The text of 5. 1605 as passed by the Senate and
|Q_ertlnent excerpts from Senate Report No. 973 appear at 140,070, of

Drug Cosmetic Law Reports. The House lﬂll deletes the provision
al owmg e Secretary of Agriculture to submit the matter to an advisory
committee after denial of ‘registration, adds a provision assessing. the
costs of the advisory committée against the government if the committee
recommends In favor of the petitioner, sets"a Limit of 9[? da%s after the
hearln% for the Secretary to reach a decision, and provides that all data
submitted to the Secretary or the advisory committee in connection with
the petition shall be consSidered confidential. The differences hetween
S, 1605 as pasged by the Senate and H. R. 9739 are discussed at 40,095
of Food Drug Cosmetic Law Reports.
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Grandfather Protection
Under the Drug Amendments
of 1962

By CHARLES F. HAGAN

Mr. Hagan Is an Attorney for Chas. Pfizer & Company; New York City.

|\/|Y SUBJECT 1S, br gadlz the So- r%alled grandfather clauses
which aﬁ tocrtam g exemlo ﬂr nostpone the opera-
tr¥e date of the “effectiveness™ provisions of the Drug Amendments

The rgrandfather provrarons are in the 1962 law, of course becarﬁe
of its varlous, provisions %wrth e ectrveﬁess Partrcular
amendment of Section 201 ich charégedt definition of “new
9 rom one “not ge yrecogmze ﬁs sere "to one notgg
era }/ recognized as safe nd effective” Tor la eed uses the.am
men %f Section 505 owr dreFoo an nrstratro
ithd raw rova ane %Vaﬁrhrcatron lack 0
su stantl Ie ece that the dru ave |ts tendde ect, an
tr}e 8men ment 0 echon 507(a rc erughta previous| uncer-
t e_under tnhe” certification procedure

led antibiotics for human
H efficacy requirements as are authonzed

nereb |ecting them fo suc
by Sec¥ron §07(a)gand (b).

Were not for the grandfather claus chagge in tne new
dru% efrnr nwoul hve ade |t drate upon
ﬁ%‘ ae etmu(n esslsrP ev\(rvasaW ngra QP or Wsae nd e[é/(A t\f\\’ras

i |grgqrad eﬁse RI Icﬁ ?3\

Sec? as to those ne
could

ctr
ve at once commence ceedr gto Wit r\{raw
ance fo Ysuch drug as to wh|f d new Infor atron whrc
? uple wr teevr (cje aval them when t E
QP rteér H tere 3 lack 0 su stantra
eV enceth the drug would™have rts intenced effect,

In or er to reclud the first of these dire possihilities, and to
postpone the trm% at w rch the secong possr[nlrlt)y might become a
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reality, Section 107(c)(3) and (4) was made a part of the Dru
Amefdments o 1962 ¥ P :

|m|IarX if i ere not for Ahe grandfather rovlr]srons In Section
507 hg cou ave refused to | Sue mono rap roviding for
Bhecrtrfrcaron 0 revrously ncertr led ntrbrr% drugs hrih hﬁd
een cleare dtrwou the new ru proceaure, If the In |v’W uals wno

reviewed t eftrvene?sd awere not satisfied gnt It Shnce
ant lotics are genera empo In treatrn serrous Seases, their
e:etrveness 1S |nt|ma we e] to thelr safet hence, wheH
D ceared th? Eerrg nder the new rjg Rro egurethrs amounte

to acce ﬁnce ectiveness. It corr ave deen most froub
some J ern VI gsat FDA who would now review the effective-
n%s ata ort ese ru swer)e able.to substitute their [1u rrn\ents on
ectiveness ortQ eir pre e%essors par cua S ce
the_anti |ot cerl a}t]ron provisions of t 4 gwerer ot f0
“\e/re:t]rgéts wou ave contained no standard for judging effec

S l'l(')h7e ':l;)WO Yeadr Graréd{)ather Pr(j&/rsrorﬁ
ection rovides, In Subsection tat as to an
dru wrt}t resEP (t Etnt’% eemetr( ﬁProve Qneanrny
ﬁ]re I(?ltsny e %ectrve onOto er9 1%2, ment t
g Ition of the term new rg in Secr ? ﬁt
amen menés to Sectrrin 505% g d) Insofar ast % t to “e (e
trvegess 0 not [ When Intenge l}/or Use under
conditions . recom ene in labelin covere sUch g
NDA, It | |mportant tor reasons which wi |3ﬁusse ter ﬁ
note éhattere IS no f uratjon to t n at er [lghts
re ard o ectro %01 an H05(h) and d ctro Bersrsts
rgce“sgn e A 15 withdrawn rsuspne pursuant to

U T e 3 By e
rawaai [e)rO%

e

stanti ce ofe i efoersgut?ntr?| q rcotlrj) er g‘al or the
t B b

date 0 grnro%a |s withdrawn_or S sene on

?roun s other th e]ctrveness whr ver ccurs first, | sPte entath/e

ont underséand as |nte e accom

reference 1o g date 0 wrt rawa o an rou so er't

effectiveness, tsrnce Octo er 18 1964r§notvery ar away, It esn’t
seem wort whr e to comment further on't
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ould ap(P ar that tgere IS one factual situation as éo whrcg

the agp catron rangrather provrsron We have Just discusse

seem e%r refer to esr tronwerea rug on ctto er 9, ?62
teda% efore enactmento enew avr(r? a5 2, New ruéqff

|&h ere was outstanding an approved (meaning an “éffective”

It seems clear that yntil Octaber 10, 1964, FD tr]as no % Rrrt}r
to ommence a proceeding to withdraw 8F?rova of such

eg:tveness 0 Bds with re ard to onditions of erecommende
thL InQ COVEre %suc

uch drugs, In effect, have grand-
P ection from the effi cacy provrsrongJ fqte Paw fgr two
years from its enactment

. Supp?se ho ever comPany now, O ag aneﬁ trme before FDA
Issues a final or \AHt Iqraw rov I 0 %lu P
WIS f fo market ort rrsth ea %e entrcal In formu atron

of the new

and claims oagr as to which one or other com ea ave
two ear gran ather rote%tron ynder this Provrsrn such
tﬁ the newcomer avetesa) R r) tsso
efntrtle to obtain an ap roved NDA Without subm meg

stantrﬁ ﬁvrdence of ¢ |$ answer to tnis questrog p

on whether Section 10 g gn It (f peaks of an g

reﬁ ect to which an L nis peprove meanﬁ Jefer
to companies Wno ha recerve effect] Asfgrt

or W etnerr means| at so on gcom any o tarIt e ectr B

m%jeée drug Itself 1s cover anyone wno later sefls 1t is

The Iatter interprefation is rnconsrst]ent with th ﬁrrncrple that
new dru cearancg 1S “personal” to the_holder of the rb
ossesse |y per se, Whig Hprrnc le has een ado Jed
rnd st nd FD snce ‘the hirt e new rug Proc Ure I
yet [e a)re ingl tronst atthrs |sthe]rnte lon whic
A as recent owrn L est, nowe eJ at FDA’s
narr co str ono te%po rever” qran fa ther protec-
|on Whrc w edrscusse ext groba ﬁes hate elr qaqpt-
Pte Joretatron am, of_colr eae att |s Interpretation
ene te somﬁ 9manufacturer§ e same time {he incon-
srstency netween this interpretation and the ong recognized “personal”
nature ofha new drug cleﬁr ncefrsdtroubtcesomﬁ h ¥
e have heen speaking of drugs for which. NDA approval s now
sougnt and w?trcﬂ re rﬂgntrcat grn ?ormulatron anrfl p(ﬁarms wrﬂt a
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drug or drugs which received NDA clearance prior to Ocfober 10,
1%2. The riext IoFmaI question is to what extent can such a drug
be less than “identical” and still, under what appears to he FDA'S
interpretation, be the beneficiary of the two year grandfather rights
{)osse_ssed by the older drug or drugs. | suspect that FDA would"say
hat if the Tespects in which the fiew dru(I; is nat identical with the
older druP or drugs are not material from the point of view of safet
and effectiveness, the new drug would have the benefit of this grand-
father protection.. | leave it toly

D . 0u
prevail'in determining “materiafity’

to judge what quidelines would
Ity” insuch circumstances.

The “Forever” Grandfather Provision
The second grandfather provision (Section 107(c)(4)) makes the
change in the dgi(ﬁwnltqon o{ _pnew (?ru%( unger the(lz)%z))law iFore\/_er
Inapplicable to_any drug which on October 9, 1962 met three criteria:
1) ‘was then n Use orsale in United States, (2) was then not a new
Irlig, and finally (3) was then not “covered téy an effective applica-

tion. As we will"see, this third criteria muddies the interpretative
waters considerably.

There is, however, one factual situation where the aEJ,phcan,on
of this provision also appears clear. 1 refer to the situation with
regard t0, those drugs which were “old drugs” on October 9, 1962 and
as to which no one ever received an effective NDA. This would be
the pre-1938 drugs and those markfted after 1938 without an NDA
being required by anyone. 1t is clear that such drugs are forever

rotected from the effectiveness provisions, unless this protection I
Post ?or reasons which we wﬁpg |schs ater. P

. Here again, suppase somegne now wishes to market for the first
time a drug’ identical m,formuIaPon and claims to a drug a!r%ady on
the market which has this egrand ather [protectlon, or one Wwhich 15 less
than [dentical but In resB cts not material with regﬁlrd to safety or
effectiveness. Let us. assume the drug Is not generally recognized as
effective and, hence, S a new drug. Iw%ulq assume that FDA would
consider tnat the newcomer’s drug has the “forever g_randfather [0-
tection under these circumstances. SInce we are now |spussm|g drugs
for which no_one received NDA clearance, such an interpretation

would not be inconsistent with the personal nature of NDA clearance,
an wou?(s Seem (ﬁeswagle both to F[PA and mBustry.
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Old Drugs Which Formerly Were New Drugs

It would seem. that (Yve have now exhausted the fFactuafl rtuatrons

rvoIvrng nonantibiotic g%sw er th Scope an e gran
ather Povrsrons are ven eIatwe ear \/%at are A ISCUS-

sion, Of COUrSe aret host 0 u which were “ol s On

(%F ober 9, 1 962Putwhrch ad ear re een newdrugs and su ect to
ective NDA's for at least some manufacturers.

Let’s consider first whether X

drugs as,a class meet the {f ee
criteria setj

ever” g Patltrt] 4 SStce“(t)rnoH1 07§ eptsgs% d(r)u%e evprelrtele%ntosare ?rror
to October .10, 196 the

gr citten newrirus they mee
Arst twQ crrterr% It is very difficult oansw W t} meet |
third crHené) ecayse rt)s meanrng 1S notcear T trr crrterton
ﬁ ShAatt rug on October 9, 1962 was not * covere y" an effective

One theor IS that no dru which was an “old drug on Octoper
9, 1962 was thén “covered b ey n effective application, and hence, that
aIItese oId dru S meet thé third criterion, There are two Problems
wrt app yrn%t rs th eory under the new. law to all such old druﬁ
First, 1t'would seem to render the third criterion mere surplusage sifce
the second criterion rs that the drug had to be an old drug. “As we
know, courts rc1;enera grtry to find some meanrn for statutor rovr
sions rather tifan to consider them surplusag e he second
with this theory arises out of the statement 9%temana ers of the
House bill w hhagpears In the October 3, 192 Confererice Report.
That statement Is t0 the effect that the * forever grandfather protec-
tion applies only to drugs that have never been Subject to the new
drug procedure.

n the other hand, the theary that such drugs remained “covered
h{u the. NDA'S which th e obfained earIrer 15 eset with at least as
an drﬁrcultres It std esn seem to maean sense to argue that
suc dru sremarne covere therr earlier Acearan e when
teman tacturrng rocedure, omu atron cIarms and so forth, could
have been flen were can?e with oHt the necessrtc)(]o sub-
mittin pplemental NDA unless the change was sucn that it
cause the drur{rnto become again a new drug, and when any newcomer
could market the same drug without any’ NDA clearance. Indeed,
FDA’ own regulations ‘see Section 130'9(e) and the last sentence
in the paragraph in parenthesis which follows paragraph number 8 in
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the new drug £I|cat|on Form FD-356-Rev. 1963) seem clearly t a
ﬁf) anze th drug Decomes, ar] oI(ii dru% no suggaleﬂa nta

f]requwe or C angsm It or its [abe mgu less such changes
are such as to cause it agaln to become a new d

On l%alance howev?r it s difficult to be tooo timistic about the
chances orasuccessfu ar ument thata drugs former su ect to
I\l utwhdhhd come ola H? r|ort0 assa enw
aw. are entitled to the * orever randfather. |t seems att
best chanc fﬂ ﬁsuccessu ar%n ﬁt on this point tlefs |n to th
questlop] of whet eraeg [r)any IC marheteﬂadru or the flrst
h d}was an u% eventou% er co ame? earlier
ad ne NDA’s or ame 39 entitled to the “forever”
gran the Eotectlon the ol as to the newcomer, IS
ntit tosc Erotecuo there IS certad y 100 orastron%Taﬂ
mentt at Cogg ss could not have intended the ree. of grandfather
rotection to apend on the accident of how early.a Particular com aﬂy
arkee a qrug, F\>Nt|cuaryw

the earliest when stil

w dru
anl al and clinical testi (? % with the least grandfather
protection. Such a resu[]? woulle be qudl rous. .

ymg the three crjteria of Section 107(c 4toad first
e DH I

rTpdan}/ meetsg Il three citeria, and hence should have “forever”
granatather protection.

Lurthgr arqument in favBr of “forever” alrandfather rotect %on
for such a drug Can_be mage consudermg hat Its status IS |I
oes not have this “forever” Rroectlon It sge to me that It woul
eOPﬁelt er have no.gra dfalg er protee\Lon at a Whl hwoudsee]m

cult ¢ structln or ourt, orta It
ec 10N }07@9(‘ ro ection. But |f |t as [a

otect|?n aﬂ
ere is not substantia) ce o e |cacy or
drug as no r|g to summarl ec are the dru%
become a ngw drug an conse uent annot e longe
until covere by an a rove as no suc t because
as mentioned edrlier, rgs covered ect|0n17c )are ot sub-
ﬁct {0, Sect|on 201(p) orSection 505(b) and (d) unless, and unt|I the
A is withdrawn pHrsuant to Section 505(¢). Thus Ahe oply right
DA IS ?wen under this section 1S to suspendapproved applications
after October 9, 1964. But how can you suspend an NDA for a drug
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which never received an effective NDA? What would be the effect of
suspension of a nonexistent NDA?

Representatjves of FDA have expressed the view that if one manu-
factureP recerver] an e ectrve NDA nd otHTrs |ater manugac ureof11 [h
same drug a %ano wrt out nee, all Wte
Erenome a that | onot erstand covere y" an effectivi aP
ation of the firs anu acturer. Presumably; . this Interpretat H
%gg les even thou emag utacturin P tstu(]? roc?d res an

atl ﬂ the claims for t the other

Ities, the
companies are not entrre?yt e same as provided for In the earIrer NDA.

I dont know hat FDA woqu say if the first manufacturer had
withdrawn fc lon. Woul thr rturtous circumstance affect
the extent]atﬂ]r at er protectrono eother manu] acturers?. Or

SUpPose t eent manufacturers whic recerved
Bp ce ance, ut onllg ne 0 the [h%wrtﬁdg g¥v |ts R Ht
tRe ec me an 0 ug] \Q/ould the grap at “egn A

those h] ater marketed the th? ont
rights of the earlier manufacturer withgrawn the NDA
or"on the other manufacturer, assuming that there would be a difference?

Furthermore, the concefot that new drug clearance by one manu-
facturer affects the rights of subsequent manufacturers is'inconsistent
with the established doctrine that new drug clearance IS personal to
the applicant, and does not embrace the drug per se.  Parenthetically,
| might mention that FDA’s Rosrtron that new drug clearances are not
Bers nal insofar as ?randfat ﬁr protection is concerned. would seem
lametrically in conffict with their contrnurng interpretation that new
drug clearance constitutes onY ersonal prior sanction under the
grandfather clause (Section ZOE 3) In the Food Additives Amend-
ment), and is notasanctron for the‘drug per se.

Sectron 20L(s g(bg in effet exemp ts from th]e Food Additives
Amen Iment “an u tance use in accor nce With a sanction or ap-
8r0va grante under the Food, Drug and Cosmetic Act among
thers. Even thougeh this exem%tron bg/ Its terms, seems clear fy
gp to “substan er s F srtron |s that because of the
rsonal nature of ND sthe sanctron resu Iting from NDAcearance
|s Ipersona and does not embrace the substanc Rer se. It s difficult

me to understand how that inferpretation can. stand_side by sjoe
wt;th the one we have been discussing without the inconsistency being
obVvIouS.
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If, as | believe, compan whr%as tﬁrk ted norld drug before

October 10. 1%2 wrt out an nefit of the “foreyer”
ranr? ather rotectron eveH thounh other earﬁer hg(? obtaine effeg
seem as eforﬁ mentione

lr Ld“m wouIJ proevrsgar%Gfarﬁ

coufd not have Inten ?strr%(r)r?e IaSI?tegrﬁa ra(I]angthe?1 tRn?tggtrreosn

t)ou% r%st%g,}l hr(r)rten that aﬁmggCH] (? rHrugs ecervet ewgasn?e e%Nre 9
protection. .
I1-

Notwrthstandrng We strength of these arguments, it is most %
cult to [Pregl gt therrc ro er-al] success In view of thet Ird
crrterég ection 1 QSEJ jl) ﬁrslatrveh J LIS Co

2 g s o i)

u(? groce ure Wi
ather protection and Others will not.

hese drugs can he se rtedr to th ee ca ories: Thoe
which, ﬁ Lr'?e%cbecameo 3 rnadt errN orm with-
rawn b Eerr anutactyrers; @ hose a vrse
t33rr manu ecome o ugs an

acturers. In wrjtin
(3) Those as to which nertheg of the a%ve things occurre

Its ems untenable to argue that a dru%rn ategorf/ remaine
covered by” its NDA, Thechances that ]aﬁ orever’ fgran -

fat er rotc ould appear to e quite go e number ofdru
It catepor {?5 vfycourse) |%sver tiarﬁ V\9hrle dru sin thrs cateq M
reseg I closerguestro acoH ncin argume tcan e made

ﬁ Id not remarn oveL their N As meptioned earIrer
r/st %esrh seem_to make sense to a gue that s%ch rugs remained
new grugg eir NDA's when even FDA agreed they were no longer

If you ere ar umgacas |nvoIvr the extetof randfather
rotf tg % ass 2 It wo t r osrtron
It se t reye

on of a drug In‘c
e strengthene ng that, o cate

ru S |nct Iy ar ossess the orever gran at er

suc a as ertro the third terron Sectjon

ply t rugs n cate or ence tnis

crrte |a ou ot esr sage ere 1S rca ason wh
ess ma av wished t0 treat this (3 cate r drugs

| re t from the first two amely efac th ersn recise
eans etermrnn t drugs Tall nto the (3) category whereas
those falling Into t st two"categories can e ascertained from
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corresp%ndence between FDA a (? the manufactyrer. You could
argu Co res% did not mte(n there to be enIss argument ag
how at drugs a corﬂe rugs n(?“eOct er9 1962 an
ence ? ss [Imited the “Torever gr ather protection fo those

In the first two categones
ThIS ar%ument admtttedl IS not overwhel mgagut neither, |n
dgment ar ument ha ave hear 10, su h
os lon that 3| cate or R 0 not have ' orever % at er
| hat It has

rotect|on. M oncu3|o S arqument is simpl
ossrb||| ties. Y ! Py

Loss of Grandfather Protection

Under Section 107$ ), the “forever randfather rotectton

applies only when the d uI% S mtendeq ‘Solely” for 885 under con

tlons reco men ed In [ts behr&g as of Octoher 9, t \s mi

ment at anyc ange In reco %nded condjtions of Use wo dre

n the dru ?smg ft ran ﬁt e rotectton Conseqr g

conttnt1 flon 0 dfat err ts 1S important to ttculrdr

t wou ? ru ent 1o a(i an ane rec mmen
use. T FDA should assért t (%SS had occurred,

conditio
It woul oP Be Interesting to consider w ethert grand ath rgrotectlon

%gttlgnsbeforreculgémed simply by discontinuing thé changed recommen-

ltisn é lear whether, rto what extent the formulation of such
adru cou echant?_egwn out Joss of grandfather. pr tec lon. Here
am ope osrtlo would be that i tecan e Was
atena it regar esae or effectiveness of the drug, It
wou not affect its gran fatner rignts.

As tg the “two Year” grandfather protection, |fasupplement 1S
submitted to an NDA Pr ;Fosnt%a change |n1 condtttoHso Use, It
seemsto e.th t|t|se Ire rth t FDA has no aut tytous
h a pasis rcha engln prew%u X eared claims on the q
substantta evidence of e ection 107 0)(3

entlreycear 03 e point and, In ddlt n, the Senate J umarx
mittee Report, dated August 21, 1962, supports the view that ofly an
changed ondtttons of USe are to be evaluated as to efficacy. That
report, on page 7, states:

. [A] drug whtch is on the market and has gone through the new drug
procedure would not have to be resubmitted for clearance of existing label claims

with respect to effectiveness of the drug unless approval of the NDAis withdrawn
or suspended under the Act, or unless an amendment or supplement to the effective
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new drur.i application is filed (in which event only the changed labeling would be
re-evaluated).

There are no statutorx vralurdelrnes s 10 whtother change scan
emaewr reipecttoa P qwrt tresu |n n FD

rg tto challenge preyiously cleare arms ongounds
su stantial evidence of efficacy.

The Antrbrotrc Grandfather Clause

ndfafher vision as to ant]brotrcs in the new law (3ec-
tjon 50 [ to tho?e which became su ect to cert ca
trPn aé re to tenew aw and which previously had been
cleared under the new ru% procedure. 1t has two parts.

The frrs part rovides that those drt{gs whic grevrously recelyed
ru[% rance gpr viding such ¢ aran% d not been with-
rawn a obtain cerificatio ?r exemgpon certl TJcatrﬂn With-
out FDA akrng an a rrmatrve Inding of the efficacy of such drugs.

The second art in effe(% %rves to such drugs after certification,
the same “fwo % ather. protection rugs hossess
under Section 07 21 trs | mean that f?f urther
certr Ication on rou fIac substantial evrdenceoe Icacy can-
not be accom she until arter October 9. 194 eJmor aner
acl nb the ecretary to en&/ further cerArfrcatronw be sub
?07 WernAstratrve and Judicial procedures specified in- Section

LT e s st
8 e S|venesa tha areatfse or mis ea}ﬁnrg naer %ect?onS a@ Suc
a claim renders. t edrér/% mrsbrandI 0 epables FDA to Fr% n8¥

Selzure, Iﬂ]UﬂCtIOﬂ ana/or crimina proceedrng

~N—
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