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REPORTS
TO THE READER

Twenty-Fourth Annual M eeting of 
the Section on Food, Drug and Cos
metic Law of the N ew  York State 
Bar Association.—T he in troduction  and 
succeeding papers in this issue of the 
J o u r n a l  were presented at this meeting, 
which took place at the N ew  Y ork 
Hilton Hotel on January 28, 1969. Ad
ditional papers read at the meeting will 
be published in a later issue.

The “Introductory Statement” on page 
117 is by F ra n k lin  M . D ep ew , President 
of the Food and D rug Law Institute and 
Chairman of the Meeting. Mr. Depew 
includes comments on the F D A ’s consoli
dation into the Department of Health, 
Education and W elfare’s Consumer P ro 
tection and E nvironm ental Health Ser
vices. He also discusses the Committee 
on H earing and Rule-M aking Procedures.

W illia m  P . W o o d s , Counsel for Am eri
can Home Products Corporation, in “The 
M urky Crystal Ball—Future D rug Leg
islation.” beginning on page 119, dis
cusses past FD A legislation and proposed 
legislation, such as d rug  econom ics, 
patents and tradem arks, and generically 
identified drugs. In comparing past and 
proposed legislation, he concludes that 
many of the new proposals go far beyond 
the original issues of safety and deception 
and are directed at the basic structural 
elements of the system of manufacturing 
and distributing drugs.

M u rr a y  D . S a v e r , an atto rney  for 
General Foods C orporation , explores 
in “Synthetic Foods and the L aw ,” an 
article w hich begins on page 128, the 
various facto rs which are affecting the 
development of synthetic or “fabricated” 
food. He points out that although there 
are pressures exerted by certain groups 
who are antagonistic to  the development 
of synthetic foods, the search for new

sources of food supplies will continue 
despite these impeding factors.

B e rn a rd  L . O ser  in “Regulatory Re
quirements for Misleading Labeling” dis
cusses the inconsistencies in labeling 
requirements. Unwarranted apprehension 
can be aroused in the typical consumer 
through the listing of chemical ingre
dients already declared safe by the FDA. 
Functional labeling m ay be achieved 
through the listing of individual food 
components and the use of descriptive 
phrases. The author, whose article be
gins on page 141, is the scientific editor 
of the J o u r n a l  and the President of the 
Food D rug Laboratories, Inc.

T he F D A ’s hearing  activities trea t 
only one symptom of the disease of sick 
regulations, say D a v id  A .  S e lig m a n  and 
J o h n  R . S ta ffo r d , who diagnose the dis
ease as FD A  regulations that are unac
ceptable to industry, causing tension and 
conflict between the two. A great deal of 
the help required to cure the illness must 
come from  w ith in the agency, supple
m ented by suggestions from  industry. 
The authors of “The Other M an’s Shoes,” 
beginning on page 146, are attorneys 
with Hoffman-LaRoche, Inc.

W illia m  R . P e n d c rg a s t in his article 
on page 154, “The Challenge to Improve 
the Hearings of the Food and Drug Ad
m in istration ,” answ ers m any questions 
concerning improvements in hearing pro
cedures. He discusses the authority of the 
examiner and suggests that examiners 
should be empowered to make initial de
cisions on issues of fact. Mr. Pendergast, 
a W ash ing ton  attorney, is also the chair
man of a committee investigating and 
proposing im provem ents, w here neces
sary, in the hearing  and rule-m aking 
procedures of the FDA.
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Introductory Statement
By FRANKLIN M. DEPEW

This Statement Introduces a Series of Articles Presented at the 
Twenty-fourth Annual Meeting of the Section on Food, Drug and 
Cosmetic Law of the New York State Bar Association, at the New 
York Hilton Hotel on January 28, 1969. Mr. Depew, the Chairman 
of this Section, Is the President of the Food and Drug Law Institute.

D U R IN G  T H E  P A S T  Y E A R  there occurred an even t of g reat 
in terest and importance to al! of you as practitioners in the field of 

food, d rug  and cosm etic law. Y our clients, too, have looked upon it 
as an event of m ajor in terest. As you know, the Food and D rug  A d
m in istra tion  (F D A ) has been consolidated w ith in the D epartm ent 
of H ealth , E ducation , and W elfa re ’s (H E W ’s) C onsum er P ro tection  
and E nv ironm en tal H ealth  Service (C P E H S ) as a m ajor arm  of th a t 
recently  form ed agency. T he changes w ere said to be m ade to  con
solidate som e scattered  functions and to  arrange  o ther activities to 
assure m ore effective protection against controllable health  hazards 
in the environm ent.

I am sure I speak for all of us w hen I say th a t FD A  is the  finest 
consum er pro tection  agency w hich our system  of governm ent and law 
has ever produced. In say ing  th is. I recall to  your m inds the enviable 
trad itio n  of th is  agency since its inception under H arvey  W iley, 
W alte r  Cam pbell and th e ir d istingu ished  successors. T his is a tra d i
tion of high purpose, dedication and in teg rity  w hich m em bers of 
indu stry  and the Bar are concerned to see preserved. W e, therefore, 
hope th a t adm inistra tive  problem s in the com plicated paren t agency 
will no t im pair or dilu te its g rea t functions.

A nother m atte r of concern du ring  the past year has been the 
tim e consum ed by the  hearings to  revise the R egulations for Foods 
for Special D ietary  U ses and to  E stab lish  S tandards of Id en tity  for
INTROD UCTORY S T A T E M E N T PAGE 117



Certain V itam in and M ineral Fortified Foods. T he H earin g  E xam iner, 
D avid H . H arris , Esq., called for a conference to begin last week to 
reconsider the use of w ritten  direct testim ony as a m eans of sh o rten 
ing the leng thy  public hearings. G overnm ent a tto rneys s ta ted  th a t 
upon reflection they  are now of the opinion th a t w ritten  d irect te s ti
m ony is in the  best in terest of all partic ipan ts. A t the  conclusion 
of the  conference E xam iner H arris  ordered th a t fu tu re  d irect te s t i
m ony be w ritten .

T he proposal for regula tions for Good M anufactu ring  P ractices 
(G M P s) has also been a m a tte r of concern. T his proposal has been 
characterized  as a tem porary  clim ax to the assum ption of pow er by 
federal agencies by w ay of a new in te rp re ta tion  of an already existing  
sta tu te . One of the significant features in the developm ent of these 
G M P regu lations has been the reg istra tion  of objections to  the FD A  
proposal on the g round  th a t they  w ould have the force and effect of 
law, ra th e r than  to serve as guidelines or in terp reta tions. M em bers 
of the B ar are, therefore, gratified to observe th a t the  revised proposal 
b e tte r accom m odates the in terpretive  character in the regula to ry  
process. I t  appears th a t the new proposal will be m ore generally  ac
ceptable to  in du stry  and to  m em bers of the Bar.

In the ligh t of these developm ents in adm inistra tive  law. I have, 
in m y capacity  as C hairm an of the A m erican Bar A ssociation’s D iv i
sion of Food, D ru g  and Cosm etic Law , appointed a “Special Com 
m ittee on H earin g  and R ule-M aking P rocedures of the Food and 
D ru g  A d m in istra tio n” to  review  and e v a lu a te :

1. T he adequacy, effectiveness and fairness of the presen t 
hearing  and ru le-m aking procedures of th a t a g e n c y ;

2. T he adequacy of the enab ling  leg islation prov id ing for 
adm in istra tive  procedures in the hearing  and ru le-m aking area 
relative to  food and drugs ; and

3. T he adequacy of the A dm inistra tive  P rocedures A ct as it 
is applied to the hearing and rule-making procedures of the agency,
Charles W . W hitm ore, Esq., C hairm an of the Food and D rug  

C om m ittee of the A dm inistra tive  L aw  Section of the A m erican Bar 
A ssociation, has also appointed a Special Com m ittee w ith  sim ilar 
responsibilities. T he tw o C om m ittees plan to m eet to gether in jo in t 
session to  consider w hat action should be taken. T he C hairm an of the 
Jo in t C om m ittee is W illiam  R. P endergast, Esq., w ho will repo rt to 
us on deliberations to  date. I t  is m y hope th a t the C om m ittee will 
suggest im provem ents w hich will be adopted as recom m endations of 
the A m erican B ar A ssociation. [T h e  E n d ]
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The Murky Crystal Ball— 
Future Drug Legislation

By WILLIAM P. WOODS
Mr. Woods Is Counsel for American Home Products Corporation.

TH E  R O L E  O F  A  P R O P H E T , as the  experience of Jonah  
demonstrates,1 can be unrewarding. And now, after the tumultuous 
span of tim e th a t w as 1968 and in the  opening days of a new national 

adm inistra tion , th a t en te rp rise  is frau gh t w ith  m ore hazards than  
usual. N evertheless, it m igh t be w orthw hile  to  unpack the  old, 
ba tte red  crysta l ball in an effo rt to  peer in to  th e  fu tu re , in an effort 
to  ob tain  som e in sigh t in to  w h at we can expect from  the  new Congress 
in the  w ay of leg islation  affecting  drugs and d ru g  products.

Since no historical even t is unrela ted  to  those which preceded it, 
perhaps, before we endeavor to  see w here we are going, we should 
recall where we have been. W e might wish to re-examine the  purposes 
of those w ho drafted  and enacted the  g rea t charte r of food and drug  
law , the  F ederal Food, D ru g  and Cosm etic A ct of 19382 and to  
ascerta in  how  these purposes have been effectuated  by subsequent 
am endm ents to  the  A ct. O u r look in to  the  fu tu re  m ay then  take 
on a new  perspective.

Birth of a Charter
T he leg islative gesta tio n  period of the Food, D ru g  and Cosm etic 

A ct w as five years. S enato r C opeland in troduced S. 1944, w hich had 
been p repared  in the  D ep artm en t of A gricu ltu re , in the  first Session 
of th e  73rd Congress on June 12, 1933. Incidentally , th e  good Senator 
la te r adm itted  on the  floor of the Senate th a t he had in troduced  the 
so-called T ugw ell bill w ith o u t hav ing  read it.3 T he s ta tu te , the  resu lt 
of m any legislative m utations, w as signed in to  law  on June 26, 1938.

1 Book of Jonah , Ch. I, v. 15-17; see 3 Dunn, F ed era l F oo d , D ru g  and  C os-
also M att., Ch. X I I I ,  v. 57. m etic  A c t— A  S ta te m e n t  o f the L e g is la -

2 52 S tat. 1040 (1938), 21 U. S. C. five  R ec o rd , 155 (1938).
301 and following.
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As the legislation, in the form  of a successive series of bills, had been 
approaching  the end of the  C ongressional maze, the reaction in Con
gress to  the  sulfanilam ide tragedy  resu lted  in the  form ulation  of 
fu rth er con tro ls over “new ” drugs. As recorded in a Special R eport 
to  the  C ongress4 by the S ecretary  of A gricu ltu re , in Septem ber and 
O ctober of 1937, 93 people had died after ingesting  an elixir of su lfa
nilam ide in w hich ethylene glycol had been used as the solvent. T he 
m anufac tu rer had m ade no tox icity  studies prio r to in troducing  the 
product in to the m arket. T he report pointed ou t th a t, un der the  1906 
law, the only charge th a t could be b rou gh t against the  d rug  w as th a t 
of m isbrand ing  and th is was possible only because, although  the 
product had been identified as an elixir, it con tained no alcohol. In 
response to  the recom m endation  of the S ecretary  of A gricu ltu re, the  
H ouse C om m ittee on In te rs ta te  and F oreign Com m erce inserted  into 
the bill before it the provisions re la tin g  to  new  drugs which w ere to  
become § 505 of the 1938 Act. I t  is in teresting , particu larly  in the 
ligh t of some cu rren t suggestions, to  read the C om m ittee’s com m ent :

T his provision will not put the Federal G overnm ent into the business of 
developing new drugs, nor will it require the G overnm ent to duplicate lab o ra to ry  
and clinical tests m ade by responsible m anufactu rers. T h e provision m erely  
sets up a m ethod for au thorita tive review of the m anufactu re r’s tests  and will 
not unreasonably  delay the in troduction  of new drugs in the m arket. (H . R. Rep. 
2139, 75th Cong., 3d Sess., 9, (1938).)

T he sta tu te , as enacted, fulfilled m ost of the hopes of its sponsors. 
T rue, con tro l over advertising  of drugs, as well as of foods and cos
m etics, had been assigned to  the F ederal T rade Com m ission (F T C ) ;r> 
true, the provisions for issuing perm its to certain  m anufacturers of 
foods, d rugs and cosm etics6 had been deleted. H ow ever, the essential 
aim s of the supporters of the legislation, as had been outlined in 1933 
by the Food and D ru g  A dm inistra tion  (F D A ),7 had been accomplished. 
F ac to ry  inspection had been au tho rized ; far g rea te r disclosure in 
labeling had been m and ated ; m edical devices had been sub jected  to 
the la w ; proof of fraudulen t rep resen ta tion  w as no longer needed to  
estab lish m isbrand ing ; the penalties for violation had been m ade 
substan tia lly  m ore severe. T he Congress had com m itted the govern
m ent to  a far m ore active role in p ro tec tin g  the public from  unsafe 
and im pure foods, d rugs and cosm etics and from deception practiced 
in connection w ith  the m arketing  of those goods.

* R eport of the Secre tary  of A gricul
ture, Sen. Doc. 124, 75th Cong., 2d 
Sess. (1937).

° W heeler Lea Act, 52 S tat. 111. 
(1938).

0 S. 1944, 73rd Cong., 1st Sess., Sec. 
12 (1933).

7 R eport of the Food and D rug  A d
m inistration  for the Fiscal Y ear E n d 
ing June 30, 1933.
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A Change in Objectives
Safety again w as the C ongressional ob jective in the enactm ent, in 

1941, ju s t p rio r to  the  exp iration  of pa ten t pro tection  for insulin, of 
Section 506 of the  Act, which requires the batch certification of th a t 
im p ortan t therapeu tic  agen t.s W ith  the developm ent of antib io tics 
du ring  the Second W orld  W ar, the law  was am ended to provide, first 
for certification of penicillin,8 9 and, subsequently, to require certification 
of s trep tom ycin ,10 ch lortetracycline, chloram phenicol and bacitracin.11 
A gain safe ty  w as the goal.

In  1951, the  H u m phrey-D u rh am  A m endm ent12 was adopted. As 
noted in the R eport of the Senate L abor C om m ittee,13 the legislation 
w as in ten ded : “ (1) to  p ro tec t the public from  abuses in the sale of 
po ten t prescrip tion  drugs, and (2) to relieve retail pharm acists and 
the public from burdensome and unnecessary restrictions on the dispensing 
of drugs that are safe for use without the supervision of a physician.” 14

T he A m endm ent defined prescrip tion  drugs in general term s and 
specified sim plified labeling for such drugs w hen dispensed to the 
consum er. P rio r  to  dispensing, such drugs w ere required to  bear 
the legend “C a u tio n : F ederal law  proh ib its  d ispensing w ith ou t pre
scrip tion .” H ere  w as an effort to  m ain tain  safe ty  while e lim inating  
troublesom e and needless paper work.

M ention m ust be m ade, although  out of chronological order, of 
the D rug  A buse Control A ct of 1965.15 T he C ongress found th a t the 
use of depressant and stimulant drugs “often endangers safety on the 
h ighw ays . . . and o therw ise has becom e a th rea t to the public health 
and safe ty .” T he s ta tu te  set up s trin g en t regula tions for stim u lan t 
and depressan t drugs. I t also sowed seeds of con troversy  regard in g  
findings by the  S ecretary  of H ealth , E ducation  and W elfare  th a t a 
given substance is hab it-form ing  because of its stim u lan t effect or 
th a t a given d rug  contains a substance which has “a po ten tia l for 
abuse because of its depressan t or stim u lan t effect on the central 
nervous system .” T he regu la to ry  s tru c tu re  m andated  by th a t statute 
has relevance, as I shall indicate later, to  contem plated  legislation.

T he C ongressional hearings w hich began on D ecem ber 7, 1959 
m ay have represen ted  a w atershed  in the  h is to ry  of federal drug 
leg islation. T he laws to  w hich I have referred w ere aim ed at p reven t-

8 55 S tat. 851 (1941): 21 U  
§ 356.

9 59 S tat. 463 (1945).
10 61 S tat. 12 (1947).
11 63 Stat. 409 (1949).

F U T U R E  DRUG L E G ISL A T IO N

. S. C. 12 65 S tat. 648 (1951).
13 S. Rep. 946, 82nd C ongress, 1st 

Sess., (1951).
14 1951 U. S . C ode C ong , and  A d . N e w s  

2454.
13 Pub. Law 89-74, 79 Stat. 227 (1965).
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ing the m anufacture and d istribu tion  of unsafe or im pure drugs, as 
well as of the  o ther goods sub ject to  the  laws, and a t the use of decep
tion in m ark etin g  such products. H ow ever, the  hearings conducted 
by  the Senate Subcom m ittee on A n titru s t and M onopoly under the 
no t too genial chairm anship  of E stes  K efauver w en t m uch further. 
W hen the S enator from  T ennessee in troduced his “D ru g  In d u stry  
A n titru s t A c t” 16 on A pril 12, 1961, he asse rted : “O ur hearings have 
revealed a d irect connection betw een these high costs of d rugs and 
the  m anner in w hich drugs are advertised  and sold.”17

The Substance of the Kefauver Bill
H ere w as the  econom ic them e w hich, as the years w en t by, w as 

to  be heard  m ore and m ore clearly as the m otif of legislative proposals 
affecting  drugs. K efauver’s bill encom passed am endm ents to  the 
Sherm an A c t18 w hich w ould have ou tlaw ed certa in  agreem ents re la t
ing to p a ten ts  covering drugs, am endm ents to  the P a te n t A c t19 w hich 
w ould have com pelled licensing of d rug  pa ten ts  and which w ould 
have required  a ru ling  on efficacy from  the Secretary  of H ealth , 
E ducation  and W elfare  as a condition for the  issuance of a p a ten t on 
a “m olecular m odification or o ther m odification of any p a ten ted  or 
unpaten ted  d rug  or for a com bination of tw o or m ore d ru g s” and  a 
series of am endm ents to the  Food, D ru g  and Cosm etic Act. T he th ree  
principal objectives of the Kefauver bill were described by its sponsor 
in the  follow ing term s :

1. T o b rin g  about reductions in the present high prices of drugs.
2. T o  provide physicians w ith  b e tte r  and m ore adequate 

information about drugs and correlatively to reduce the dissemination 
of information w hich is false and m isleading.

3. T o  insure th a t all d rugs are of adequate and acceptable 
quality .20
A modified version of the  K efauver bill, its w ay som ew hat eased 

by the  furor su rround ing  the thalidom ide incident, w as signed in to 
law 21 a year and a half a fter its in troduction , and less th an  th ree 
m onths after being reported  ou t by the Senate Jud ic iary  Com m ittee. 
T he a n titru s t am endm ents had been stricken as well as the  compulsory 
p a ten t licensing provisions, b u t the am endm ents to  the  Food, D rug

16 S. 1552, 87th Cong., 1st Sess. (1961).
17 C on g ress io n a l R e c o rd , Senate. April 

12, 1961, p. 5638.
18 26 S tat. 209 and follow ing (1890); 

15 U . S. C. § 1 and following.
19 66 S tat. 797 and follow ing (1952);

35 U. S. C. § 100 and following.

20 Individual views of Senator K e
fauver and o thers, S. Rep. 1744, 87th 
Cong. 2d Sess. 33 (1962).

21 P. L. 87-781; 76 S tat. 781 and fol
low ing (1962).
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and Cosm etic A ct did place m uch tig h te r  con tro ls over the drug 
in du stry  and particu larly  over new drugs and prescrip tion  drugs. 
A m ong o ther th ings, the  new law :

1. Required the certification of all antibiotics ;
2. Required the registration of all establishments in which drugs 

are manufactured or processed;
3. Required proof of efficacy as part of a new drug application;
4. Provided for affirmative approval of new drug applications 

by the F D A ;
5. Bestow ed upon the F D A  au th o rity  over prescrip tion  drug 

a d v e rtis in g ; and
6. P rovided  a m echanism  for the establishment of official generic 

nam es.
Current Proposals

W here  does all th is leave us today? I t seem s to  me th a t, w ith  
respect to  safe ty  of drugs and consum er deception, there  are very 
few areas w here governm ental supervision can be increased w ithou t 
com pletely sub jec ting  the in du stry  to  adm in istra tive  fiat. An example 
of a proposal which w ould do ju s t th a t was adverted  to  by the T ask  
Force on P rescrip tion  D rugs in its Second In terim  R eport. T he T ask  
Force recom m ended, among other things, that the Secretary of Health, 
E ducation  and W elfare call one or m ore conferences to  consider 
‘‘D evelopm ent of a reg istra tio n  and licensing system  under w hich no 
d rug  product w ould be perm itted  in in te rs ta te  com m erce unless p ro 
duced un der quality  contro l standards set by the  S ecretary  of H ealth . 
E ducation  and W elfare ."22

Since conferences are proposed, im m ediate legislative action in 
th is direction is unlikely. A n other proposal w hich, to me, w ould u n 
necessarily restrict the developm ent of new drugs was recently  m ade 
by a w itn ess23 before Senator Nelson’s Monoply Sub-Committee. The 
w itness suggested  the founding of a federally  sponsored in stitu te  
which w ould supervise new d rug  clinical investigations and w ould 
set and enforce stan dards for such investigations. T h is is quite a 
co n tras t to  the view s of the H ouse C om m ittee, quoted above, which 
approved the “new  d ru g ” provisions of the 1938 Act.

Certainly we can expect réin troduction  of C ongressm an S tag 
g e rs’ b ill24 to  require p rem ark et te s tin g  of devices prio r to  th e ir

22 T ask  Force on P rescrip tion  D rugs, 23 D r. P au l L ow inger.
R eport and R ecom m endations, Sub- 24 H . R. 10726, 90th Cong. 1st Sess. 

Committee on M onopoly, Senate Select (1967).
Small Business C om m ittee, 90th Cong.,
2d Sess. 19-20 (1968).
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in troduction  bu t the courts m ay have already accom plished th a t at 
w hich the  legislation is aim ed.23 A  bill properly  d is tingu ish ing  be
tw een devices used in or on the body of m an from  those w ith  o ther 
uses m ight well receive favorable legislative atten tion . A new version 
of C ongressm an Bell's bill2” on “child-proof” closures will probably  
appear in the C ongressional hopper, bu t its fate is un certa in  a t th is 
tim e. S enator N elson has already in troduced a bill25 * 27 au tho riz ing  
the creation  of a N ational Com m ission on P ublic  H ea lth  “ to  in vesti
ga te  the po ten tia lly  harm ful effects of certain  drugs, cosm etics, food 
additives and o ther chem icals.” One can only hope th a t action on th is  
proposal will be delayed un til the existing  N ational Com m ission on 
P ro du c t Safety m akes its report.

F orm er Secretary  Cohen, in testify in g  at the F T C ’s hearings on 
consum er p ro tection  last N ovem ber advocated th a t producers of over- 
the-coun ter drugs be required  to  subm it records and reports  of product 
perform ance to  the D ep artm ent of H ealth , E ducation  and W elfare. 
H e also supported  requ irem en ts th a t d rugs in tab le t or capsule form 
bear num bers iden tify ing  the  d rug  and its m anufac tu rer and th a t the 
label of a  p rescrip tion  d rug  bear the  generic nam e of the  d rug  and the 
nam e of the  m anufacturer. A lthough  M r. Cohen has no t qu ite  the 
influence he possessed a few m onths ago, the  in troduction  of leg isla
tion  to  effectuate his suggestions is a possibility. W h e th e r the  F T C  
or the  new  S ecretary  of H ea lth , E ducation  and  W elfare will support 
the  proposal is in doubt. Mr. C ohen’s proposal, in regard  to  prescrip 
tion drug labels, went a bit further than the Task Force on Prescrip
tion  D rugs w hich had recom m ended t h a t :
The Congress should enact legislation requiring that the containers of all dispensed prescription drugs be labeled with the identity, strength and quantity of the product, except where this is waived upon specific orders of the prescriber.

Senator Nelson, in the last session of C ongress, in troduced a bill to  
th is effect.28 In  com m enting on the T ask  Force R eport, the P h arm a
ceutical M anufactu rers A ssociation endorsed th is  proposal and su g 
gested  it be broadened to  require the label of dispensed prescrip tion  
drugs to  bear no t only the  nam e by w hich the d rug  w as prescribed, 
b u t also the nam e of the m anufac tu rer or d is tribu to r and lo t and con-

25 A M P ,  In c . v . G a rd n e r, CCH F ood

D r u g  C o s m e t i c  L a w  R e p o r t s  If 80,192,
389 F. 2d 82S (CA-2 1968), cert, denied, 
under name of A M P ,  In c . v . C ohen, U. S.
Sup. Ct. 1968, — U. S. —, 21 L. Ed. 95; 
compare U. S . v . A n  A r t ic le  o f D ru g , 
CCH F ood D r u g  C o s m e t i c  L a w  R e p o r t s
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1[80,194, 392 F. 2d 21 (CA-6 1968), cert, 
g ran ted  U. S. Sup. Ct. 1968, — U . S. 
— , 21 L. Ed. 197.

20 H . R. 17355, 90th Cong., 2d Sess. 
(1968).

27 S. 365, 91st Cong., 1st Sess. (1969). 
2S S. 3290, 90th Cong., 2d Sess. (1968).
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tro l num bers.29 T he argum en t in favor of iden tify ing  a p rescrip tion  
drug  on the  label w hich reaches the  consum er is one based on s a fe ty : 
a user of prescription drugs, should he require medical treatm ent from  
a physician other than the prescriber, should be able to inform him, without 
delay, of the nature of the medication he is taking.

T he D ep artm en t of Justice  is in the  process of developing an 
om nibus D angerous S ubstances Bill whose purpose w ould be to  impose 
rigid control over the  m anufacture  and d istribu tion  of hallucinogens, 
narcotics, s tim u lan ts  and depressan ts. A d raft bill w hich has been 
inform ally circulated  for com m ents com bines certain  features of the 
N arcotics M anufactu ring  A ct30 and the D ru g  A buse C ontrol L aw 31 
including the im position of quotas for hallucinogenic and narcotic 
drugs. T he d ra ft bill w ould also give the  A tto rney  G eneral au tho rity , 
pursuant to  procedures ou tlined  in the A dm inistra tive  P rocedure  Act,32 
to  a lte r  th e  s ta tu to ry  classification of drugs subject to regulation. A 
parallel and related  developm ent is the proposal for in ternational 
con tro l of psychotropic drugs now under consideration by the United 
N ations Com m ission on N arcotic  D rugs. A dherence to any U n ited  
Nations agreement would be by treaty, requiring presidential approval 
and consent of tw o-th ird s of the Senate. D etailed  analysis of the 
Justice  D ep artm ent d raft or of the U nited  N atio ns’ proposals is beyond 
the scope of th is paper. H ow ever, it w ould seem desirable, if both 
the nation  and the w orld body take action to  contro l psychotropic 
drugs, that the controls imposed by each be consistent with one another.

Cost-Oriented Legislation
I t  is in the area of d rug  econom ics, how ever, w here we can expect 

m ost of the legislative firew orks in the presen t session of Congress. 
As I noted before. S enator K efauver, alm ost 10 years ago, sounded 
the tocsin  calling for an assau lt on w h at he called the high price of 
drugs. T oday, the  political appeal of a ttack ing  so-called h igh prices 
paid by consum ers for drugs is enhanced by the ever-increasing in
volvem ent of governm ent, a t all levels, in progressively m ore expen
sive m edical program s. A m easure of th a t involvem ent is the  contrast, 
as set fo rth  in P res id en t Jo h n so n ’s last budget m essage to the  Con
gress. betw een the $5.1 billion of federal expend itu re for health  in 
1964 and  the  $18.3 billion requested  for fiscal 1970.

20 Critique of the Report and Recom
mendations of the Task Force on P re 
scription Drugs, 57.

80 Pub. Law 86-429: 74 Stat. 55 and 
following (I960) ; 21 U. S. C. Sec. 501 
and following.

31 See footnote 15 above.
33 Pub. Law 89-554; 80 Stat. 381 and 

following (1966) ; 5 U. S. C. Sec. 551
and following.
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D rug  paten ts  and tradem arks w ere the ta rg e t of several w itnesses 
before Senator N elson 's M onopoly Sub-C om m ittee last year,33 their 
a rgum en t being th a t the restric tion  or even elim ination of these in
dustrial properties would encourage price competition. No legislation in 
this area is likely until completion of the joint study, by various federal 
departments and agencies, called for by the Task Force on Prescription 
Drugs. W hether the study will include presentations by non-governmental 
organizations is not clear. However, I find it ominous that the Task Force 
recommended conferences with representatives of the drug industry, phar
macy, clinical medicine and consumer groups to consider the proposal of 
federally mandated quality control standards but called only for a study by 
federal agencies of the revision of patent and tradem ark law.

In the F irs t Session of the 90th Congress, a Senate H ouse con
ference deleted from the Social Security  am endm ent bill34 a Senate- 
approved proposal of S enator L on g3"’ which would have estab lished 
a U nited  S ta tes F o rm ulary  of genericaliy  identified drugs together 
w ith  price ranges for such drugs for use in m aking federal paym ents 
for drugs dispensed under M edicare and S tate  Medicaid program s. The 
Conference did adopt a substitute30 calling for a study  by the S ecretary  
of H ealth , E ducation  and W elfare of the quality  and cost s tan dards 
for d rugs for which paym ents are m ade under the Social S ecurity  Act 
w ith  a report to the C ongress due on or before Jan u ary  1, 1969. N et 
long before th a t action of the Conference, a proposal37 to add p rescrip 
tion drugs to  the  benefits available under the vo lun tary  coverage 
provisions of M edicare P lan  B had been defeated in Com m ittee. T h a t 
bill also contained provisions for a d rug  form ulary  w ith price in form a
tion. S enator N elson, still em broiled in his hearings, in troduced a 
bill33 to  am end the Food, D ru g  and Cosm etic Act to  provide for a 
F ederal d rug  com pendium  of p rescrip tion  drugs by th e ir generic 
nam es, w hich com pendium  w ould include price inform ation.

On Janu ary  14, S ecretary  Cohen released a fu rther report of the 
T ask  Force on P rescrip tion  D rugs, presum ably  in response to the
C ongressional m andate calling for

33 For example, Testimony of Dr. Leo
nard G. Scheflin, Hearings before the 
Sub-C om m ittee on M onopoly, Senate 
Select Committee on Small Business 90th 
Cong., 1st and 2nd Sess., P art 5, p. 1863 
and following; Testimony of Dr. Henry 
Steele in reference above at 1901 and 
following.

34 H. R. 12080, 90th Cong,, 1st Sess. 
(T967).

a report by Jan u ary  1, analyzing
3" Senate Amendment 295, 90th Cong., 

1st Sess. (1967).
30 Senate Amendment 142, 90th Cong., 

1st Sess. (1967).
3‘ S. 17. 90th Cong., 1st Sess. (1967).
33 S. 2944, 90th Cong., 2d Sess. (1968). 

The Senator has reintroduced this legisla
tion, S. 950, 91st Cong., 1st Sess. (1969).
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the generic form ulary  proposal of S enator Long, charac teriz ing  it 
as “feasible and m edically accep table.” T he rep o rt recom m ended the 
use of generically  identified drugs, w here available, w hen federal 
funds w ere used, thereby  accep ting  as accurate the thesis th a t the 
use of branded drugs is inord inate ly  expensive. T he Senator hailed 
the report as a vindication of his position and announced his in ten 
tion  to  rein troduce, in the  new Congress, the legislation rejected  by 
the  S enate-H ouse Conference in the F irs t Session of the  90th Con
gress. T he  leg islative s trug g le  over any such bill of S enator L ong 
and  over the expected renew al by Senator M ontoya of his proposal, 
coupled w ith  a provision for a d rug  form ulary , th a t o u tp a tien t p re
scrip tions be covered under the vo lu n tary  provisions of P lan  B of 
M edicare, will be the cen tral dram a, w ith respect to  drugs, of the 
p resen t session of the  Congress.

A Proper Balance
I t  seem s to  me th a t our gaze in to the crysta l ball, in the ligh t 

reflected from  the m irro r of the  past, clearly dem onstra tes the contrast 
betw een the  th ru s t of antic ipated  legislative proposals and those of 
the years gone by. D espite differences in approach to  details, there 
was no essential conflict am ong governm ent, the d rug  industry , and 
the m edical and pharm aceu tical professions about the  desirability of 
prov id ing the A m erican public safe and effective drugs under in form a
tive and tru th fu l labeling. I believe th a t it is a credit to  all concerned 
th a t th is  goal has been, to  the  ex ten t hum an fallibility  perm its, 
achieved. However, as I have endeavored to point out in this paper, many 
current proposals go far beyond the issues of safety and deception and are 
directed at trade practices of long standing and, indeed, at basic elements 
of the structure of the American system of manufacturing and distributing 
drugs. Perhaps an examination of that system is in order, for the massive 
use of public funds either to purchase or to pay for drugs has unquestion
ably introduced a new factor into the marketplace. But I maintain the 
hope, despite the  political heat (w hich sheds little  ligh t) th a t su r
rounds m any of the legislative proposals w ith  w hich the Congress 
m ust deal, th a t the national leg isla ture  will strike  a proper balance 
betw een the  desire to  reduce the cost of drugs and the need to  provide 
incentive for the invention and developm ent of new drugs, as it has 
betw een the desire for safe drugs and the  need for efficacious drugs. 
A nd it w ill fall to m em bers of our profession, rep resen ting  govern
m ent, consum er organ izations, pharm aceu tical m anufactu rers and the 
m edical and pharm aceu tical professions to  assist in the  fact-finding 
process on which Congressional action will be based. [The E nd]
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Synthetic Foods and the Law
By MURRAY D. SAYER

Mr. Sayer Is an Attorney for the General 
Foods Corporation, White Plains, New York.

H E  S U B JE C T  O F  T H IS  P A P E R  is “S yn thetic  Foods and the
L aw .” As law yers are inclined to do, I th o u g h t I w ould s ta r t off 

by defining these term s.
B ut before I do th a t, I w ould point out th a t the term  “syn thetic  

foods” is probably a misnomer. The term synthetic carries the conno
ta tion  th a t the  food is tu rn ed  ou t of a tes t tube in some way. A ctually  
these foods rely for th e ir  ingred ien ts on substances of nature . B u t 
like the victim s of P ro teus, they  are changed and a ltered  in to new 
form s. I t  is true  th a t som e ingred ien ts are syn thesized chem ically, 
b u t m ore often than  not, these syn thesized ingred ien ts are exact 
duplicates of what exists in nature. So “syn thetic  foods” is no t an 
apropos term. These products are called by various names, such as tech
nologically developed foods, construc ted  foods, facsim ile foods, etc. 
My own preference is for the term “fabricated foods” and so I shall refer 
to  them  as such th ro ug hou t th is discussion.

As I un derstan d  it, a fabricated  food is one w hich is constructed  
by  the  scien tists or food technologists to achieve predeterm ined a t 
tr ib u tes  of taste , tex tu re , flavor, color and form. T his definition, ob
viously, is insufficient since m any foods no t w ith in  the  am bit under 
discussion, such as a cake or a beef stew , could fall w ith in  th a t 
definition. W h a t has to  be added to  th is definition is the fact th a t 
the  ingred ien ts, or a t least the critical ones, used in fabricated foods 
are  not com m on food ingred ien ts bu t are them selves specially designed 
to  achieve a particu la r function in the product which com m on food 
ingredients could not. T hese m ay include th ings such as specially 
construc ted  fat com ponents, starches, fibers, and flavors w hich are 
available today  only because of significant technological advances.

T he law  referred  to  in th is  paper is no t m erely the cu rren t 
s ta tu tes , b u t also general principles enunciated by the cou rts  and 
regulations adopted  by various adm inistra tive  bodies. W hile  tech n i
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cally no t law, it w ould be app ropria te  to  include w ith in the am bit of 
discussion the p ressures exerted  by various groups w hich are an tag 
onistic to  the developm ent of fabricated  foods. As any law yer in
volved in counseling  is aw are, these p ressures frequently  in ject an 
aura  of un certa in ty  in to the developm ent and m ark etin g  of new food 
products.

Before launching into a discussion of the law itself, I think it would 
be useful to  explore the factors, bo th  pro and con, w hich are affecting 
the developm ent of fabricated foods. T hese factors which are responsi
ble for the developm ent of m ore and m ore fabricated  foods can be 
roughly  classified under the headings of technologic, dem ographic, 
m edical, econom ic, convenience, and, to  a certain  extent, religious.

Relevant Factors
T he key w hich unlocks the  door to  new  food developm ent is, of 

course, technology. A nd w ith  the host of technological keys available 
to in du stry  today, seem ingly no doors need bar the w ay to  new foods, 
prov id ing  th a t tim e, m oney and m otivation  are applied. In  the area 
of fabricated foods, good nu trition  becom es im p ortan t since m any of 
these foods m ay begin to replace staple, n a tu ra l foods in the diet. A nd 
the  arsenal of nu tritional technology is, perhaps, the easiest problem  
in the fabricated food area. E ssen tial v itam ins have been synthesized 
for a considerable period of tim e and can be easily and econom ically 
incorporated  in m ost food products. Good quality  p rotein  is, of course, 
a m ust in m any fabricated foods because they  m ay replace protein 
rich staples. T oday  there  are m any sources of good quality  protein, 
including fish flour and protein from  p lant sources. In  addition , w ork 
is being done on producing  protein from yeast or bacteria  grow n on 
petroleum  and certain  individual am ino acids have been chem ically 
syn thetized  and are com m ercially available.

T he a ttrib u tes  of taste  and tex tu re  are m uch g rea te r s tum bling  
blocks in the w ay of fabricated  foods. I t  is axiom atic th a t, like the 
horse th a t can be led to w ater bu t can’t be m ade to  drink, you can 
m ake the  m ost n u tritiou s product in the  w orld b u t the consum er 
w on’t buy it or ea t it if he doesn’t like it. H ow ever, these s tum bling  
blocks are also being  overcom e by technological advances. A few 
years ago, artificial flavors w ere often less th an  sa tisfacto ry  because 
they w ere m ade by com bining ingred ien ts w hich m erely approxim ated 
the n a tu ra l flavor. T oday, by  sophisticated  analytical techniques, 
scien tists are analyzing  m ore and m ore the actual chem ical con stitu 
ents of flavors. Once these con stituen ts  are know n, they  are syn
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thesized and blended to  provide flavors com parable to the  na tu ra l 
flavors.

T he problem s of tex tu re  are also falling before the advancing 
technological developm ents. W e all know  there are certa in  foods we 
like to  sink our tee th  into. If we approach a food w ith  such an tic ipa
tion  and end up, instead, w ith  a m outhful of m ush, the product will 
no t sell. T he technology of s tru c tu rin g  various protein  fibers has 
a lready  gone a long w ay tow ards e lim inating  th is problem .

So m uch for technology. T he nex t factor in the developm ent of 
syn thetic  foods is dem ography. W e are all aw are of various reports 
w hich s ta te  th a t betw een 60 and 70 percent of the w orld ’s population 
is suffering from  m alnutrition . W e are also aw are th a t we are in 
the  m idst of a population  explosion which will place g rea te r and 
g rea te r dem ands on our w orld  food supplies. N ew er and m ore effi
c ien t sources of n u tritio u s  food m ust be developed to  m eet 'th is  
problem . W hile the U n ited  S ta tes is m ore fo rtun ate  as far as a good 
food supply  goes, we are not to ta lly  exem pt from  the problem . T h ere 
fore expand ing pressure for new  food supplies will force the  continued 
search for new sources of food. F o r exam ple, a m ajo r source of p ro 
te in  in th is  cou n try  is beef. I t  is recognized today  th a t ob ta in ing  
pro te in  needs from  beef is h igh ly inefficient. A steer will provide for 
hum an consum ption only 10% of the  pro te in  w hich it consum es as 
food. As our society expands in term s of num bers, it will p robably  
be im possible to  expand our m eat resources to  m eet the  dem and. 
T herefo re, while I am no t an tic ip a ting  the  early  dem ise of steak  and 
ham burger, th ey  and other anim al sources will probably dim inish 
g radually  as sources of protein.

T he m edical factor arises from  increasing know ledge th a t certain  
com ponents of our na tu ra l food supply m ay create m edical problem s 
for som e individuals. F o r exam ple, som e in fan ts are allergic to  milk 
and need to  take a non-dairy sub stitu te . T here  is a large body of 
evidence and stro n g  m edical opinion to  the  effect th a t a high ra tio  of 
sa tu ra ted  fats to  un sa tu ra ted  fats in the diet m ay con tribu te  to 
atherosclerosis in certain groups of the population. The recommenda
tions of the  m edical profession for im proving th is situation  involve 
decreasing consum ption of sa tu ra ted  fats and high cholesterol foods, 
prim arily  from  anim al sources, and replacing these w ith  certa in  oils 
of vegetable origin. T here  is also a body of m edical opinion w hich 
equates the  increasing ra te  of h eart disease w ith  an increased con
sum ption of sucrose. O f course, there are several m illion d iabetics 
w ho m ust control th e ir  carbohydrate  in take, often w ith  the aid of
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artificial sw eeteners. A nd let us no t fo rg et the  thousands of den tists  
around  the coun try  w ho incessantly  urge m illions of m others to cut 
down on consum ption of sw eets by th e ir children in order to avoid 
cavities. Now m any of these problem s, o r the recom m ended solutions 
to these problem s, could be accom plished by su b s titu tin g  certain  
na tu ra l foods for the po ten tia lly  offending foods. N evertheless, these 
forces are bound to  have an im pact on the form ulation and develop
m ent of fabricated foods.

T he economic factor is so well know n th a t it hardly  needs any 
discussion. T he cost of food today is constan tly  rising, along w ith  
o ther goods and services in our economy. W hile we are called the 
affluent society, m any consum ers feel the pressure on th e ir food 
dollars and are quick to look for savings in th e ir w eekly food budget. 
If fabricated  foods can offer savings over the purchase of th e ir natu ral 
cou n terp arts, m any consum ers will respond.

Convenience has long been a prim e factor in the developm ent of 
new foods. Foods prov id ing qu icker and easier preparation , longer 
shelf life, and m ore convenient packaging are eagerly snapped up by 
the consum er. T o  the ex ten t th a t fabricated  foods can con tribu te  
to  convenience, assum ing  the presence of o ther desirable a ttrib u tes , 
they  will be accepted by the  consum er.

T he final factor listed  w hich affects fabricated  food developm ent 
is religion. W hile  th is factor m ay be sm all, it has a lready given the 
fabricated  food technology a b ig  push. T h is technology has been 
prim arily  in the area of m eat analogues m ade from  soy protein  for 
relig ious groups who are vegetarians and in kosher non-dairy replace
m ents for dairy  products.

Obstacles to Progress
These, then, are some of the m ajo r factors w ork ing tow ard  the  

developm ent of fabricated  foods. B u t there  are also factors w ork ing  
against the  developm ent of these products, and it m ight be w orthw hile  
to touch on them  briefly. T he m ain obstacle is the pressure which 
can be exerted by agricu ltu ra l groups on leg isla tures and regu la to ry  
officials. T he reasons for such pressure is obvious. M any of the 
fabricated  foods are in sub stan tia lly  the sam e form , or can be used 
as replacem ents for, na tu ra l ag ricu ltu ra l products. T ypical p roducts 
include non-dairy coffee w hitencrs, non-dairv w hipped toppings, im i
tation fluid m ilk, and replacem ents for citrus fru it juices. P ro du cts  
such as these are cu rren tly  on the m arket and, in vary ing  degrees, 
have received favorable consum er acceptance. To the ex ten t these 
products achieve acceptance in the m arket place, the producers of the

p a g e  131SYNTHETIC FOODS AND T H E  LAW



n a tu ra l p roducts, understandably , becom e concerned. T heir approach, 
to  date a t least, in com bating  th is  com petition , has been to  seek 
econom ic or inh ib ito ry  legislation or regulations.

O ne phase of fabricated  foods w hich has only scra tched the  su r
face, bu t w hich offers fasc inating  possibilities for the  fu ture, is the 
developm ent of m eat analogues, th a t is vegetable proteins, usually  
soy proteins, w ith  the form  and taste  of m eat. So far, these products 
have reached the m ark e t p rim arily  only in condim ental form  or as 
extenders for regu lar m eat products. H ow ever, the door is a jar and 
I suspect it will no t be too  long before som e very  in terestin g  m eat 
analogues will be appearing  on the  m arket. Of course, if these prod
ucts are successful, they  will begin to  have an im pact on the m eat 
in du stry  although  such im pact m ay be m inor for som e tim e to  come. 
U nlike the  dairy  and c itru s industries, the m eat packers seem to 
have adopted  the approach th a t if you can’t lick them , join them . 
A nd indeed, some of the m eat packers seem to be in the forefront of 
research  on m eat analogues. B u t they  too have a view as to  certain  
m ark etin g  lim itations w hich should be pu t on these products and 
have m ade th e ir  view s know n to the  regu la to ry  agencies.

Consum er a ttitu d es  also affect the  developm ent of fabricated  
foods. P articu la rly  in the  past, consum ers reacted  unfavorably if a 
food appeared to  be any th ing  b u t n a tu re ’s own. O vercom ing these 
biases w as a t tim es extrem ely  difficult. T o d ay ’s generation , how ever, 
has seen and accepted the  developm ent of m any syn thetic  articles, 
such as syn thetic  fabrics, used either alone or blended w ith  na tu ra l 
fibers, plastics, syn the tic  leather, “fake fu rs” , and, in the food area, 
syn thetic  v itam in pills. F a r from  re jec ting  these item s, you see m ore 
and  m ore often the adjective “m iracle” applied to them . W hile the 
“now ” generation  is receptive to  new developm ents, they  still insist, 
a t least in the  food area, th a t fabricated  foods bear a rela tionsh ip  in 
tas te  and appearance to  na tu ra l foods. In  the  fu tu re, th is a ttitu d e  will 
p robably  also  be overcom e and food scien tists m ay becom e very  crea
tive in developing new  form s and tastes  unrela ted  to na tu ra l foods.

N ow th a t the in trodu cto ry  rem arks are com pleted, we can move 
in to a discussion of the law.

What the Law Says
T he largest segm ent of laws applicable to  fabricated  foods are 

no t law s w hich w ere designed for such foods. T hey  are law s of 
general app licability  and so a discussion of these law s does no t neces-
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sarily  involve fabricated  foods w ith in  m y definition. H ow ever, they  
are im p o rtan t in th a t  they  are the  body of the  laws w hich , will be 
applicable to  such products.

So, back in h is to ry  we go to  the first m ajo r p roduct designed to 
replace, or su b stitu te  for, a natural agricultural product, nam ely, m ar
garine. M argarine was invented  around  1872 in response to  a contest 
sponsored by  N apoleon I I I  to  develop a b u tte r  substitu te . I ts  use 
spread rapid ly  to  the U nited  S ta tes and F ederal restric tive  legislation 
w as passed in 1886 in the form  of a special tax  on o leom argarine.1 
T he sta tes  too, being responsive to  the dairy  industry , w ere active 
in p rom u lgating  restric tive  legislation and th is  led to som e cases 
w hich even tually  ended up in the  Suprem e Court. T hese cases estab 
lished basic guidelines as to the  type of restric tions w hich could be 
im posed on su b stitu te  foods.

In  the  case of Powell v. Pennsylvania,2 handed down by the S u
prem e C ourt in 1887, the C ourt upheld a conviction under a P enn sy l
van ia S ta tu te  w hich proh ib ited  the m anufacture  and sale of m argarine. 
T he s ta tu to ry  proh ib ition  w as abso lu te and the  decision evoked a 
s tro n g  d issen t by M r. Justice  Field. H is ph ilosophizing is as in te re s t
ing as his legal analysis and I would like to quote some of his comments.

U pon first im pressions one would suppose tha t it would be a m a tte r for 
congratu la tion  on the p a rt of the State, th a t in the progress of science a m eans 
had been discovered by w hich a new article of food could be produced, equally 
healthy and nu tritiou s w ith, and less expensive than, one already existing, and 
for w hich it could be used as a substitu te. T hanks and rew ards would seem to 
be the na tura l re tu rn  for such a discovery, and the increase of the article by the 
use of the m eans thereby  encouraged. But no t so, thou g h t the L egislature of the 
C om m onw ealth  of Pennsylvania. By the enactm ent in question it declared th a t 
no article of food to take the place of b u tte r shall be m anufactured  out of any 
o th e r oleaginous m a tte r than  th a t w hich is produced from  pure m ilk or cream , 
or be sold w ith in  its lim its or kept for sale under penalty  of fine and im 
prisonm ent.

T he  d issen ting  Justice  also quoted  from  the case of People v. 
M arx ,3 a N ew  Y ork case handed dow n in 1885, w hich arrived  at the 
opposite conclusion on a sim ilar sta tu te .

If  the a rgum ent of the respondent in suppo rt of the absolute pow er of the 
L egislature to p roh ib it one branch  of industry  for the purpose of p ro tec ting  
another, w ith  w hich it com petes, can be sustained, w hy could not the o leom ar
garine m anufactu rers, should they  obtain sufficient pow er to influence or contro l 
the legislative councils, p rohib it the m anufactu re o r sale of dairy  products? 
W ould  argum ents  then be found w anting  to dem onstrate  the invalidity under 
the C onstitu tion  of such an A ct? T he principle is the sam e in both  cases. T he 
num bers engaged upon each side of the controversy  cannot influence the question 
here.

1 O leom argarine A ct of A ugust 2, 2 127 U. S. 678.
1886. 3 99 N. Y. 377.
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In  1894, m argarine  leg islation again appeared before the  Suprem e 
C ourt in the  case of Plumley v. Massachusetts* T his law  did no t p ro
hibit abso lu tely  the  m anufacture  and sale of m argarine, b u t m erely 
m argarine  w hich w as colored in im ita tion  of yellow  b u tte r. T he 
C ourt again  upheld the s ta tu te . T h is case, how ever, w as challenged 
on the  basis of the Com m erce C lause of the C onstitu tion , ra th e r than  
the  14th A m endm ent as in the Pow ell Case. T he decision seem ed to  
contain language th a t if m argarine had been abso lu tely  proh ib ited , it 
w ould have v iolated the Com m erce Clause.

So in 1897, the identical s ta tu te  w hich had been before the C ourt 
in Pow ell reappeared in the case of Schollenberger v. Pennsylvania.5 
T his tim e the claim  w as th a t it violated the  Com m erce Clause of the 
C onstitu tion . T he C ourt struck  down the  s ta tu te  and estab lished the 
follow ing g u id e lin es :

In  the execution of its police pow ers we adm it the righ t of the  S tate  to  
enact such legislation as it m ay deem  proper, even in regard  to articles of in te r
state  com m erce, for the purpose of preventing  fraud or deception in the sale of 
any com m odity and to the ex ten t th a t it m ay be fairly  necessary to p revent the 
in troduction  o r sale of an adulterated  article w ith in the limits of the S tate . B ut 
in carry ing  out its purposes the S tate  cannot absolu tely  prohib it the in troduction  
w ith in the S tate  of an article of com m erce like pure oleom argarine.

T he first F ederal Food and D ru g  A ct w as passed in 1906. W hile  
it w as a m ilestone in food legislation, it did no t con tribu te  signifi
cantly to the discussion at hand except that it did permit imitations 
provided they w ere plain ly s ta ted  as such. So the nex t significant 
■ development a t the  F ederal level w ould appear to  be the  F ederal 
Filled M ilk A ct of 1923.

T his law  is still a unique law  in th a t it is the  only F ederal law  
w hich actually  proh ib its the sale in in te rs ta te  com m erce of a food 
product. I t  w as aim ed at a specific p roduct w hich had developed a 
sizeable am ount of sales from  about 1910. T he product was canned, 
evaporated , skim m ed m ilk to  w hich vegetable oil had been added to 
replace the bu tte rfa t. T he reason s ta ted  for the  proh ib ition  was th a t 
the  product “w as in ju rious to  the public health , and its sale consti
tu tes  a fraud upon the public.” T hese reasons w ere reasonably  docu
m ented a t the  hearings and in the  legislative reports. T he basis for 
the in ju ry  to  health  claim  w as th a t v itam ins norm ally found in m ilk 
w ere su b stan tia lly  absen t from  filled m ilk. W hile  the  legislative 
record w as ra tional on its face, the  C ongressional R eports also m ade 
clear th a t the  persons m ost concerned w ith  th is  th rea t to  health  were 
the dairy  farm ers. Consider the follow ing excerpt from  th e  H ouse 
R eport. 4

4 155 U . S. 461. s 171 U. S. i .
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T he farm  and dairy ing organizations are a unit in opposing the m anufacture 
of th is com pound. If  the business grow s, as it will w ithout legislative in te rfer
ence, it will m ean a decided decrease in the dairy herds of the country. Instead  
of vast quantities of whole m ilk being condensed, the b u tte r fat will be ex tracted  
and tu rned  into a com parative oversupply  of bu tte r. T h e oversupply will depress 
the price, and as the price of m ilk is regu la ted  by the price of b u tte r fat, the 
keeping of dairy herds will becom e less profitable. I t  is possible th a t in isolated 
instances farm ers receive m ore m oney for the ir milk w here the skim m ed m ilk is 
m anufactured  into the substitu te, but there can be no question th a t the in troduc
tion of the cheap coconut oil in com petition w ith  b u tte r fat is an econom ic injury 
to the dairy ing industry  as a whole.

T he Suprem e C ourt susta ined  the legislation in 1937 and 1944 
in the  Carolene cases.6 In  the 1937 decision, the C ourt based its deci
sion prim arily on the health question :

In  tw en ty  years evidence has steadily  accum ulated of the danger to the 
public health  from  the general consum ption of foods which have been stripped 
of elem ents essential to the m aintenance of health. T he Filled M ilk A ct was 
adopted by C ongress after com m ittee hearings, in the course of which em inent 
scientists and health  experts testified. A n extensive investigation  was m ade of 
the com m erce in milk com pounds in w hich vegetable oils have been substitu ted  
for n a tu ra l milk fat, and of the effect upon the public health  of the use of such 
com pounds as a food substitu te  for milk.

T he 1944 decision took a different tack. By 1944, the m anufac
tu re rs  had developed the  technique for add ing  back the lost v itam ins, 
so the health  basis of the A ct had disappeared. T his tim e the  C ourt 
pu t em phasis on th e  aspect of co n fu sio n :

W hile, as we have stated  above, the vitam in deficiency w as an efficient 
cause in bring ing  about the enactm ent of the Filled Milk Act, it was not the 
sole reason for its passage. A second reason was tha t the com pounds lend them 
selves readily  to substitu tion  for or confusion w ith milk products. A lthough, so 
far as the record  shows, filled milk compounds as enriched are equally wholesome 
and nu tritiou s as m ilk w ith  the sam e con ten t of calories and vitam ins, they  are 
artificial o r m anufactured  foods w hich are  cheaper to  produce than  sim ilar whole 
milk products. W hen com pounded and canned, w hether enriched or not, they are 
indistinguishable by the ord inary  consum er from  processed na tura l m ilk. T he 
purchaser of these com pounds does no t get evaporated milk. T his situation has 
not changed since the enactm ent of the act. T he possibility and ac tuality  of 
confusion, deception and substitu tion  was appraised by C ongress. T he preven
tion of such practices o r dangers th ro ug h  contro l of shipm ent in in te rsta te  
com m erce is w ith in  the pow er of Congress.

T h u s the  F illed M ilk A ct of 1923 is still w ith  us today , an an a
chronism  and anom aly  of m onum ental proportions. T he health  rea
sons for such law  are long gone. T he rem ain ing  basis for susta in ing  
the  law , the  possib ility  of confusion, stands in s ta rk  con trast to  the 
provisions of th e  F ederal Food, D rug  and Cosm etic A ct of 1938, and 
the  cou rt ru lings thereunder, th a t any  food p roduct w hich is in im ita
tion  or sem blance o f ano th er food m ay be sold if labeled as “ im ita-

s 304 U. S. 144; 323 U. S. 18.
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tio n .” T he  continued presence of th is law  has b rou gh t m any a re
search pro ject to  a halt and denied the consum er the benefits of new 
developm ents in th is  area. And, as will be seen later, it has created 
a new  series of problem s today  w hich m igh t have o therw ise been 
avoided.

FDA Litigation
W ith  the passage of the  F ederal Food, D ru g  and Cosm etic Act 

of 1938, new developm ents began to  occur. W hile the  1906 A ct p e r
m itted  the sale of p roducts labeled as im itation , there  was no litigation  
on th is  provision, p resum ably  because m anufacturers were unw illing  
to  label th e ir p roducts as im itations. H ow ever, a series of cases under 
the  new law m ade it perfectly  clear th a t m anufac tu rers w ould have 
to  take the  bull by his im itation  horns. T he  in itial cases arose w ith 
respect to  food products for w hich stan dards of iden tity  had been 
prom ulgated . F o r exam ple, F D A  had issued stan dards for jam  w hich 
required  a ra tio  of fru it to  sug ar of 45% to  55%. T w o cases7 were 
tried  in w hich the  m anufactu rers had less th an  the  45% fru it con ten t 
and had labeled th e ir p roducts w ith  coined nam es, such as fru it 
spread. B oth  of these  cases held the products to  be in violation be
cause they  pu rp orted  to be the  standard ized  food, jam , bu t did not 
conform  to the  standard .

T he b ig  case on th is sub ject followed in 1951. T his w as the 
im itation  jam  case.8 In  th is case, the m anufactu rer also had a product 
w hich pu rported  to  be jam  b u t did no t conform  to the standard . H o w 
ever, in th is case the  m anufactu rer clearly  labeled the product as 
“ Im ita tion  Jam .” T he problem  here resu lted  from  an in terp re ta tion  
by  FD A . F D A ’s position w as th a t once a standard  of iden tity  had 
been adopted, any  product th a t pu rp orted  to  be the standard ized  
product m ust com ply w ith  the  standard , and no dev iation could be 
m ade from  the  s tan dard  regardless of w hether it was labeled im itation  
or not. T he C ourt em phatically  rejected  th is position.

A ccording to the Federal Food, D rug  and Cosm etic Act, no th ihg  can be 
legally “jam ” after the A dm inistra tor prom ulgated  his regulation  in 1940, 5 Fed. 
Reg. 3554, 21 C. F . R. § 29.0, unless it contains the specified ingred ients in p re
scribed proportion. H ence the product in controversy  is not “jam .” I t  cannot 
lawfully be labeled “jam ” and introduced in to  in te rsta te  com m erce, for to  do so 
would “rep resen t” as a standard ized food a  p roduct w hich does no t m eet the 
prescribed specifications.

B ut the product w ith  which we are concerned is sold as “im itation jam .” 
Im ita tion  foods are dealt w ith in § 403 (c) of the  Act. In  th a t section C ongress

7 United States v. N inety-N ine Cases Leader Brand Strawberry Fruit Spread, 
of Peach Fountain Fruit, 89 F. Supp. 992 93 F. Supp. 764 (1950).
(1948) ; United States v. Thirty Cases of * 62 Cases of Jam v. United States, 340

U. S. 593 (1951).
PAGE 136 FOOD DRUG COSMETIC LAW JOURNAL----MARCH, 1969



did not give an esoteric m eaning to "im itation ." I t  left it to the und erstand ing  
of o rd inary  E nglish  speech. And it directed th a t a product should be deemed 
"m isbranded” if it im itated an other food "unless its label bears, in type of uniform  
size and prom inence, the w ord im itation and, im m ediately thereafter, the name 
of the food im itated."

In  ord inary  speech there can be no doubt th a t the product which the U nited 
S tates here seeks to condem n is an “im itation jam .” I t  looks and tastes  like 
jam ; it is unequivocally labeled "im itation jam .” T he G overnm ent does not argue 
tha t its label in any w ay falls short of the requirem ents of § 403 (c). I ts  d istri
bution in in te rs ta te  com m erce would therefo re clearly seem to be au thorized by 
tha t section. W e could hold it to be “m isbranded” only if we held tha t a p rac
tice Congress authorized by §403 (c) Congress impliedly prohibited by §403 (g ) .

T his decision w as fo rtun ate  for indu stry  and, in m y  opinion, for 
consum ers since it perm its varian ts from  the stan dards (w hich could 
represen t significant technological advances) to  he sold at least under 
som e form of labeling.

T he im ita tion  jam  case m ade clear w h a t an im itation  food product 
was if a s tan d ard  w as involved. H ow ever, it did not define an im ita
tion food w here no s tan dard  existed. T his definition was clearly set 
forth  in 1953 in the Chocolate Chill-Zert case.9 In that case, the product 
in question was held to be an im ita tio n  of chocolate ice-cream  because 
a vegetable fat and a soy protein  had been sub stitu ted  for the b u tte r-  
fat and m ilk protein  th a t ice-cream  usually  contains. O ther than  th is, 
the C hill-Z ert w as exactly  like ice-cream. I t tasted  and looked like 
ice-cream  and w as m anufactured  and packaged like ice-cream . In 
holding th a t the C hill-Z ert was an im itation  of ice-cream, the court 
said the  follow ing:

R esem blance alone is not enough to constitu te  im itation . . .  I t  would seem 
th a t im itation is tested  not by the presence or absence of any one elem ent of 
sim ilarity, but ra ther by the effect of a com posite of all such elem ents. As indi
cated above, C hill-Zert is identical w ith ice-cream  in its m ethod of m anufacture, 
packaging, and sale. I t  is sim ilar in taste, appearance, color, tex ture, body and 
m elting  qualities. I t  has identical uses; . . . .

T he criteria  set forth  in the Chill-Zert case com pleted the gu ide
lines applicable to im itation  foods, at least so long as these foods 
were of the conventional type. E ssen tia lly  these principles were th a t 
no sta te  could proh ib it the in te rs ta te  sale of a pure food product which 
was no t deceptive. U nder F ederal law, im itation  food products could 
be m anufactured  and sold if they  w ere properly  labeled as im itation, 
except for filled m ilk. A food w as an im itation  if it pu rp orted  to  be 
the  s tandard ized  food bu t did no t com ply w ith  the  standard . If there  
was no stan dard , a food w as an im itation  if it had sufficient a ttrib u tes, 
such as taste , sm ell, appearance, and use of the orig inal p roduct so 
th a t people m ight take it for the  real th ing.

9 114 F. Supp. 430.
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Technological Growth
B ut the new technology w as already ra ising  its p rotean being. 

I t  had its genesis du ring  W o rld  W ar II  by the  successful develop
m en t of a con tinuous m ethod of p roducing so-called soy m ilk and 
cream  by ex trac tin g  soy protein  from  the soy bean. In  the  years 
follow ing the war, a g row ing  line of products incorporating  th is new 
technology appeared on the m arket. All the products grow ing  out 
of th is  developm ent fell in the category  of replacem ents for dairy 
products. E ssen tia lly  they  included w hipped toppings, coffee w hiten- 
ers, and sour cream  dressings. T hey  cam e in all so rts  of fo rm s : 
liquid em ulsions, pow dered form , pressurized cans, frozen liquid, 
and prew hipped and frozen. W hile  each of these products is in
tended as a replacem ent for dairy  products, it is significant th a t 
th ey  offer a ttr ib u te s  of th e ir own w hich dairy  products cannot. F or 
instance, they  have very  long shelf life and can therefore be d is trib 
u ted  nationally . T h is shelf life is the resu lt of the fact th a t these 
products can be d istribu ted  in  frozen or pow der form. T h is in tu rn  
offers the consum ers a g rea t convenience in th a t they  can be p u r
chased  any tim e and be held w ithou t spoilage un til they  w ish to  use 
them . Once th ey  are thaw ed or prepared, these products hold up 
m uch longer and re ta in  th e ir  functionality  long after th e ir na tu ra l 
co u n terp arts  w ould have to  be th ro w n  out. T here  is no question th a t, 
as a class of foods, these products have been well received by the 
consum ers.

In  con trast to  the consum ers, regu la to ry  agencies w ere strong ly  
opposed to  these products. V arious sta tes b rou gh t actions against 
these products charg ing  them  to be im itations of dairy  products. U n i
form ly, the courts rejected  the  charges and held th a t the  products 
w ere no t im itations. F o llow ing is a quotation  from one of those 
decisions.10

W e reach the inescapable conclusion th a t [the coffee w hitener] is not an 
im itation of cream  or half-and-half and tha t it is a new and d istinct food product 
having characteristics unique unto  itself. [T he coffee w hitener] is no m ore an 
im itation of cow s’ cream , half-and-half, o r any o ther dairy product than nylon is 
an im itation of silk, saccharine an im itation of sugar, o r [vegetable shortening] 
an  im itation of lard. T hose products, and [the coffee w h itener], are separate, 
distinct, individual products developed as a result of m odern scientific and tech
nical advances and inventions. T hey  are p roducts su i g e n e r is . . . .  P arap h rasing  
B a ltim o re  B u ttc r in e  Co. v. T a lm a d g e , supra, the state  of K ansas is not com m itted 
to the proposition th a t no th ing  new and d istinct is possible. T o  require the 
product here involved to be labeled “im itation cream ,” or “im itation half-and- 
half” would thw art the developm ent of not only [the coffee w hitener] but also 
o ther distinctive new food products and would fall w ith in the evils seen in B a lti

10 C o ffee  R ic h , In c . v . T h e  K a n sa s  S ta te  m e t i c  L a w  R e p o r t s  ]f 40,094, 388, P. 2d. 
B o a rd  o f H e a lth , CCH F ood , D r u g , C o s - 582, (Kan. Sup. Ct. 1964).
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m o re  B u tte r in e  Co. v . Ta lnvadge, supra, w here it was said:
. . T he  purpose of th is law it m ust be rem em bered, is not to protec t 

o ther industries, even though they be so im portan t as the dairy  industry , but 
is to  p ro tec t the consum ers from  deception or injury. If this be not the 
co rrect view, the sta te  is com m itted to the use of cream ery b u tte r for all 
tim e for the purposes now used, and cannot use any substitu te there fo r 
derived from  o th e r sources, even though m ore econom ical, m ore palatable, 
and m ore po p u la r.'’ (p. 909).
I t  should be noted th a t in all these products, the F ederal and 

s ta te  filled m ilk law s w ere avoided by using  no dairy  ingredients. 
H ad there been no filled milk law, many products might have utilized non
fat dry milk, thereby offering some benefit to dairy producers.

Now  there  is an even new er th rea t to  the dairy producers. A l
thou gh  it is only a trick le so far, a su b stitu te  for liquid whole m ilk 
has appeared on the m arket. A gain  because of the filled m ilk law s, 
th is p roduct con tains no m ilk ingredients. Since th is product is not 
allow ed to  contain nonfat dry m ilk, a t least if it moves in in te rs ta te  
com m erce, o ther sources of p rotein  are used w hich are no t as high 
quality  as the  pro te in  from  milk. F o r th is reason, FD A  has entered 
the p ic tu re  and proposed stan dards for, of all th ings, “ im itation  m ilk” 
and “ im itation  cream .” T hese stan dards are now being  th rashed  out 
in W ash in g to n  and, at th is  stage, it is anybody’s guess as to  how  
th ey  w ill be resolved. If these stan dards are adopted, you will then 
have th ree  categories of products,— regu lar milk, im itation  milk, and 
filled m ilk (w hich can be sold in tra s ta te  in some s ta te s ). M y own 
belief is th a t the  problem  could best be resolved by repealing  the 
filled m ilk laws. T his w ould enable the  im itation  m ilks to  achieve the 
sam e nu trition  as regu lar m ilk and yet supply  those additional desir
able a ttrib u tes  w hich regu lar m ilk cannot supply. If th is is not done, 
technology will even tually  overcom e the presen t deficiencies of im ita
tion m ilk and the  dairy  producers will again be the losers.

Conclusion
D airy  products are no t the only ones affected by the  growing- 

technology. In  1963, a com pany developed a p roduct in tended to 
look, ta s te  like, and provide a t least equal nu trition  to, frozen orange 
juice concentrate , b u t con ta in ing  no orange juice. I t  w as sold under 
the  nam e “frozen concentrate  for orange flavored b reakfast d rink .” 
I t  app aren tly  w as successful enough so th a t the  c itru s indu stry  let 
ou t a howl. F D A  began to  investigate  the product and finally con
cluded th a t it m et all the crite ria  for an im itation  orange juice. The 
com pany was called in to F D A  at W ash ing ton , and, a fter nego tia
tions, it w as agreed to  change the  nam e of the product to  “frozen
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con cen tra te  for im ita tion  orange ju ice.” I t  is still on the  m arket and 
en joy ing  reasonable success.

T he m eat analogues w hich I m entioned earlier are a th ird  ca te 
g o ry  of p roducts w here technology and the  law  are locking horns. 
F o r qu ite  a few years, th ere  have been soy-based products in link 
form  on the  m arket. T hese w ere designed prim arily  for vegetarians. 
U p  un til now, w ith  the exception of som e sta te  actions, the im itation  
question  has no t been involved because regu la to ry  agencies w ere of 
the  opinion th a t they  did no t m eet the  im itation  criteria . B u t w ith 
th e  new  tex tu red  protein  technology, the door is open and the  legal 
issue has been joined.

T he first p roduct on the m arket ( th a t I know  of) was one which 
looked som ew hat like pieces of fried, crum bled bacon. T hey  w ere 
called “ C rispy B its w ith  a B acon-L ike F lav o r.” F D A , after due de
liberation , took the  position th a t the p rod uct should be called im ita
tion bacon. T he com pany countered  w ith  the  proposal th a t a s tan dard  
be adopted  for th is product, using  the a rb itra ry  nam e “ B o n trae .” 
Another company working on another method of texturing soy protein, 
proposed a different standard under the name “textured vegetable protein.” 
T his matter, too, is now being thrashed out in W ashington.

I t  is in te restin g  to  note th a t, unlike the dairy  and citrus in terests , 
th e  m eat industry  is no t opposing the developm ent of these fabricated  
foods. In  fact, they  are doing a g rea t deal of research in the  area of 
m eat analogues. W h a t is of even m ore in terest is th a t th is industry  
seem s opposed to  the  use of the  w ord im itation  on these m eat ana
logues. I assum e the reason for th is opposition is the concern th a t 
th e  w ord “im ita tio n” in conjunction  w ith  a specific m eat designation, 
such as beef, ham burger, or bacon, m ay carry  m ore of a quality  im age 
th an  som e a rb itra ry  nam e. If th is is so, then  it m ay be th a t the  w ord 
im itation  has grow n in s ta tu re  over the  years from  a term  w hich con
notes debasem ent to  a term  of quality , no t necessarily  of equality  
w ith  the na tu ra l p roduct, bu t of quality  in w hich the  im itation  product 
m ay have m any of the  a ttrib u tes  of the  n a tu ra l product bu t also 
desirable a ttrib u te s  not found in the  na tu ra l product.

This completes the summary of legal developments with respect to 
fabricated  products. I t  is an aspect of law  th a t is changing  and full 
of ferm ent. I t  is also excitin g  and challenging to  be a p a rt of the 
technological developments. I t is to be hoped that some of the antagonisms 
which have developed between competing segments of the food industry 
can be resolved without burdening the new technology with ham stringing 
laws. If not, the consumer will be the loser. [The End]
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Regulatory Requirements 
for Misleading Labeling

By BERNARD L. OSER
Dr. Oser Is the Scientific Editor of This Magazine and President of 
Food Drug Research Laboratories, Inc., Maspeth, New York.

At  t h e  r i s k  o f  b e i n g  c h a r g e d  w i t h  b e a t i n g  a
D E A D  H O R S E , I have chosen to  discuss one aspect of food 

labeling w hich has received little  or no a tten tion  lately, w hereas con
trov ersy  has raged over the  type sizes and position ing  of net con ten t 
declarations. I refer to  the lis tin g  of ingredients in foods, m ore 
specifically in foods com posed of tw o or m ore ingredients.

T he m isbrand ing  section of the  Food, D ru g  and Cosm etic Act 
of 1938 (and I em phasize th a t date) requires th a t labels of foods bear 
“ (1) the  com m on or usual nam e of th e  food, if any there  be, and (2) 
in case it is fabricated  from  tw o or m ore ingredients, the com m on or 
usual nam e of each such in g red ien t.” C ertain  exem ptions are allowed 
to  w hich I shall refer la ter. A t th is  point, how ever, I subm it th a t the 
app lication  of th is section of the  law  has led to  ingred ien t declara
tions w hich, th ou gh  no t actually  deceptive, are m isleading, incon
sisten t, confusing, and non-inform ative. T hese ingred ien t s ta tem en ts 
often tend to  depreciate  w holesom e foods and to  raise doubts as to 
th e ir  safety.

T he  Food and D ru g  A dm in istra tion  (F D A ) has, in fact, straddled 
the  fence in the  enforcem ent of th is  provision of the Act. I t  has 
s ta ted  in terp re tiv e ly  th a t “T he w ord ‘in g red ien ts’ does no t refer to 
the  chem ical com position, b u t m eans the individual food components 
of a m ixed food” (em phasis supplied). T h is concept has also been 
s ta ted  by  Bigw ood and G erard, in V olum e 1 of th e ir  trea tise  on 
Fundamental Principles and Objectives of a Comparative Food Law  (pub
lished by  S. K arger, Basel, S w itzerland  and N ew  Y ork, 1967), w ho 
po in t ou t th a t, in E urope, it is usually  regarded  as confusing and 
un justified  to  include food additives am ong ingredients. T hu s, be
cause of “ the lim ited un derstan d in g  the  consum er m ay have concern-
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ing  the  technical significance of the in form ation he receives . . . the 
consum er m ay be m isled by the in form ation according to  the  w ay it 
is w o rd e d ; it m ay create suspicions w hich are inapp ropria te  or w hich 
w ere not m eant to  be given. In  o ther w ords, the in form ation m ay be 
m isleading and deceive the  consum er.”

Illusion of Hazard
O ne can well appreciate  the justification  for lis tin g  the food com

ponents of products offered for sale under fanciful names. People should 
have the m eans of exercising d ietary  preferences w hether for health , 
sensory , religious, or o ther reasons. B u t selection on the basis of 
safety should no t be left to the consum er. T his is a m atte r for scientific 
expertise for w hich reliance m ust be placed on the com petency and 
ju dg m en t of those charged w ith pro tection  of public health . Once the  
safe use of a chem ical add itive has been perm itted , no useful purpose 
is served by fostering  the illusion of hazard  or in ferio rity , w hich un 
fam iliar chem ical nam es inevitably  engender. Nevertheless, F D A  has 
insisted on the  declaration  of certain  chem ical com ponents, viz. food 
additives, on the labels of many foods, including som e for w hich defini
tions and standards of iden tity  have been established. F o r the  m ost 
part, standard ized  foods are exem pt from  the  lis tin g  of com ponents 
except w hen the  regula tions require the nam ing  of certain  optional 
ingred ien ts on the g round  th a t th ey  are no t custom arily  expected to  
be present by the consuming public. The ingredients of spices, flavoring, 
and coloring are not required  to  be listed except w hen sold as such.

Inconsistency in Listing Ingredients
T hus, policies vary  w ith  regard  to the listing  of ingredients, som e 

foods bearing  extensive lists of item s identified specifically by nam e, 
while o thers, th a t is those th a t are standarized , do not. H ow ever, Mrs. 
C onsum er is generally  no t aw are of th is distinction.

I t  is p e rtin en t to  recall som e of the m ajo r reasons advanced for 
the s ta tu to ry  requ irem en t for lis ting  ingred ien ts du ring  the hearings 
on S. 1944, the  progen ito r of the A ct of 1938. A m ong them  w ere (1) 
to  p reven t concealm ent of in ferio rity  by the  sub stitu tion  of cheaper 
or less n u tritio u s  ingredients, (2) to  perm it the  exercise of food pref
erences including the  avoidance of certain  foods by persons allergic 
to  or o therw ise in to leran t of specific com ponents, and (3) to  aid reg 
ulatory agencies in the analytical control of food composition and quality.

W h a t effect has ingred ien t lis tin g  had in achieving these objec
tives? W ith  respect to  revealing  the  presence of cheaper or in ferio r 
ingredients, very  little . T he “com m on or usual nam es” of food in g re 
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dien ts are often vague and obscure even to so-called inform ed con
sum ers. Y our colleague and m y friend, V incen t K leinfeld, has w ritten  
on th is  sub ject in the F ood Drug Cosmetic Law J ournal back in 1961.1

An ingred ien t w hich is itself a standard ized  food m ay consist 
of a num ber of m andatory  or optional ingredients. T echnical term s 
like “p lan t protein hydro lysa te" or “hydrogenated  vegetable oil" are 
descrip tive of processes ra th e r than  products and convey little  in
form ation to  the ord inary  consum er. Is the “p lant p ro te in” one th a t 
should be avoided by reason of hy persensitiv ity ?  Is “partia lly  hy d ro 
genated  o il” b e tte r or w orse than  "hydrogenated  oil"? W ith  regard 
to  declared chem ical constituen ts, w hat is the difference betw een 
sodium nitrate and sodium nitrite, and other terms which identify chemical 
entities, not food components in the sense that the term is commonly under
stood ? Has the abbreviation of polyoxyethylene monooleate to polysorbate 
80 made it more meaningful to the consumer? How do these “common or 
usual” names enable her to make intelligent choices, particularly when the 
identity of such components may be buried among the optional ingredients 
in a standard? T he  only effect these nam es can have on the ordinary  
consum er is to  cause apprehension and un certa in ty  as to  the  safety 
of the food. F o r som e substances there  are no com m on or usual 
nam es, and acronym s or euphem ism s have been coined in the ex
pectation th a t they  will becom e com m on, for exam ple B H T  for 
b u ty la ted  hydroxyto luene, or cellulose gum  for sodium  carboxy- 
m ethylcellulose. Niacin was adopted  as a nam e for nicotinic acid, 
the an tipe llag ra  vitam in.

T he Food A dditives A m endm ent of 1958 effectively rem oved 
questions of safety from food stan dards hearings. I t should also have 
been possible, by regulation, to avoid engendering unwarranted doubts 
concerning the safety of chemicals in food by requiring commonly under
stood language, rather than technical terminology, on food labels.

The Value of Functional Declaration
T he proposal to  re stric t chem ical ingred ien t declarations to  func

tional categories has had a m ixed reception. FD A  has perm itted  
the use of the term s sho rten in g  and leavening, and the s ta tu te  itself 
provides for the  declaration  of artificial flavoring or coloring w ith ou t 
identify ing th e ir individual com ponents. Functional phrases are som e
tim es appended to the nam es of chem ical substances, for exam ple 
“added as a dough conditioner,” “to preserve freshness,” “to pro tect

1 “ ‘Com m on or U sual N am e’— Its  
Meaning, If Any,” 16 F ood  D r u g  C o s 
m e t i c  L a w  J o u r n a l  513 (August, 1961).
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against rancid ity ," or “to re ta rd  mold grow th ." Such descrip tive 
phrases are m ore inform ative and reassu ring  than  chem ical nam es 
stan d in g  alone. I t  w ould seem to be ju s t as honest and m ore educa
tional to  require only functional labeling  of all chem ical com ponents 
w hen necessary to  declare them  at all now th a t th e ir safet\- m ust be 
assured th ro ug h  regu la to ry  channels. T he im practicability  of d is
closure of the iden tity  of individual com ponents of spices, flavoring, 
and coloring in foods w as recognized by Congress when it provided 
for the exem ption of these functional classes of ingredients. No g rea te r 
risk  to health  or to  “ honesty  and fair dealing in the in terest of con
sumers” would be incurred by extending the list of functional categories.

Protection of allergic or hypersensitive individuals can be achieved 
only to  a lim ited degree by  ingred ien t labeling. A llergies are m ost 
often induced by proteins, a lthough  reactions to non-proteinaceous 
foods or to  chem ical substances such as essential oils or food colors, 
also exist. However, even a standardized food may contain undeclared 
substances to which some individuals may react adverselv.

Ing red ien t sta tem ents are of som e value to  the regu la to ry  analyst 
to  the  ex ten t th a t they  clearly identify  com ponents in descending order 
of concentration . B u t they assuredly do not reveal the presence of 
non-perm itted  com ponents. P lan t inspections are m ore likely to  facil
ita te  th e  disclosure of such adu lte ran ts  th an  analytical te sts  for un
know n ingredients. If the adm in istra tive  agency had a need to  know  
the qualita tive  com position of a food, th is inform ation could be avail
able under ex isting  law.

In  sho rt, I do no t believe th a t the listing  of ingredients has 
fulfilled all the  objectives it w as expected to  achieve.

Who Is the “ Ordinary” Consumer?
T hough  not a m em ber of your learned profession, I have read 

enough to know  th a t the courts have in terp re ted  the labeling req u ire 
m ents of the law  in relation to  the capability  of the ord inary  con
sum er to  un derstan d  w hat is stated . T he ord inary  consum er has been 
variously  described, on the  one hand, as the “casual, incautious, 
unw ary  or unsuspecting  pu rchaser" and, on the other, as being 
“reasonably  in te llig en t” or of “average in telligence.” A rithm etically , 
the  w ord “average” is m eaningless in th is con tex t. If it is assum ed 
to  refer to  usual or typical consum ers, it should not include either 
the  m ost or the least in telligen t am ong the  consum ing population . 
T h is has been ably discussed by W esley  E. F orte  in a recen t paper 
en titled  “T he O rd inary  P urchaser and the F ederal Food, D ru g  and
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Cosm etic A ct" (52 Virginia Lazv Review  1467 (1966)). I t w ould be 
futile and v irtua lly  im possible to  describe the con ten ts of foods in 
term s th a t w ould be com prehensib le to  w hat one court described 
as "the  vast m ultitude  w hich includes the  ignoran t, the un th ink ing  
and the  credulous, and those w ho do no t stop to  analyze." H ow ever, 
it has been urged  th a t sophisticated  consum ers also have a “ righ t 
to know .” My rem arks can be said to  rep resen t the reaction of a 
sophisticated  consum er reasonably  well inform ed on m atters re la ting  
to foods and th e ir  com position.

I t  has been argued  by consum er-orien ted  professionals th a t in- 
g ried ien t statements should be mandatory even for standardized foods. 
T he “rig h t to  know ” could be readily  conceded if consum ers generally  
had the capacity  to  understand , b u t when com m on or usual nam es 
are m eaningful only to  the  technically  know ledgeable, it is easy to  
realize how the ord inary  consum er can be perplexed and m isled, 
ra th er than  inform ed.

T here  are circum stances when labeling should be inform ative 
not ju s t to  the  ord inary  purchaser or consum er of food bu t to trained 
personnel, such as m em bers of the m edical or param edical profes
sions, and to  in stitu tional purchasers. In som e instances, however, 
adm in istra tive  policy has been against label disclosures w hich suggest 
special d ie tary  value. F o r instance, the characterization  of fats ac
cording to  th e ir con ten t of sa tu ra ted  and po lyunsatu ra ted  fa tty  acids 
and the  labeling of v itam in-fortified sugar, have been the sub ject of 
con troversy  or litigation.

T he F D A  has on num erous occasions taken positions based on 
its un derstan d in g  of w hat the consum er expects. T he question can 
leg itim ately  be raised as to  the valid ity  of such judgm en ts, and 
w hether they  represen t the  resu lts  of adequate consum er research  or 
the opinions of individual consum ers or consum er groups, and how 
qualified these opinions are. In  developing policy w ith  respect to  
inform ative labeling, it w ould be m ost en ligh ten ing  to  survey  a s ta 
tistically  sufficient population of “o rd inary  consum ers” to  determ ine 
the lim its of th e ir  ab ility  to  com prehend m eaningful inform ation via 
labeling. Such a survey could estab lish  a really objective basis for 
regu la to ry  requirem ents and m ight lead to  ingred ien t declarations 
which would be bo th  reliable and understandable. T o be fair to 
consum ers and m anufactu rers alike, labels should not kindle doubts 
and m isconceptions in the minds of those who bother to read them.

[The End]
REQUIREMENTS FOR LABELING PAGE 145



The Other Man’s Shoes
By DAVID A. SELIGMAN and JOHN R. STAFFORD

The Following Article W as Prepared by Mr. Seligman with Con
tributions and Delivery by Mr. Stafford. The Authors Are Group 
Attorneys at Hoffman-La Roche Inc., Nutley, New Jersey.

SE V E R A L  P A P E R S  H A V E  B E E N  W R IT T E N  R E C E N T L Y  
concern ing the procedures of the  Food and D ru g  A dm in istra tion  

(F D A ) in respect to  its hearing  activ ities on the estab lishm ent of 
regulations. Q uestions have been raised concern ing the legal in teg rity  
of the p resen t hearing  procedures,1 the  u tility  of the hearing  pro
cedures,2 and the su itab ility  of the  hearing  procedures,3 am ong others.

T he  questions on F D A  hearing  activities, how ever, using  as an 
analogy a rem ark often directed a t d rug  products, tre a t only one 
aspect or sym ptom  of w hat could be called a “disease”— nam ely, the 
“sick” regulation . F o r our purposes, le t’s consider a “sick” regulation  
to be any  regulation  proposed by the F D A  w hich cannot be accepted 
by the persons w ho w ould be affected 'by it and w hich therefore leads 
to  con troversy  betw een such persons and the  FD A .

A com m ent m ade by Com m issioner L ey a t the 1968 E ducational 
Conference of the Food and D rug  L aw  In s titu te  and the  Food and 
D rug  A dm inistra tion  sta ted  the fundam ental principle of the F D A  
regu la to ry  process and also sta ted  w h at th is process should not b e :

T his is not an adversary  contest, a kind of gam e in which F D A  proposes 
all the regulations it can th ink  of and industry  defeats as m any as it can. R ather, 
the fundam enta l question has to be: W h a t rules are n ecessa ry  to safeguard  the 
consum er? I f  we keep th a t principle in m ind, it is much easier to deal w ith 
and resolve the disagreements that do arise between FD A  and industry .4 (E m 
phasis provided.)

1 Levine, “Separation of Functions in 
F D A  A dm inistrative P roceedings” 23 
Food Drug Cosmetic L a w  J ournal 132 
(M arch, 1968).

2 Goodrich, “The Food and D rug Ad
ministration’s View on Procedural Rules” 
23 Food Drug Cosmetic Law Journal
481 (October, 1968).

3 Pendergast, “Have the FD A  Hearing 
R egulations Failed U s?” 23 F ood Drug 
Cosmetic L a w  Journal 524 (November, 
1968).

1 Ley, “FD A  Today and Tom orrow” 
23 F ood D r u g  C o s m e t i c  L a w  J o u r n a l  

620 (December, 1968).
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Origin of Conflict
Industry is not opposed per se to F D A  activities. T he con tinu ing  

cooperation in the developm ent of a N ational D rug  Code D irectory  
is a good exam ple of how m utual cooperation and un derstan d in g  can 
be beneficial to  both in du stry  and G overnm ent. T he basic question 
w hich gives rise to  the regula tions and to  the problem s i s : “W h a t 
ru les are necessary to safeguard  the consum er?’’

U nfo rtunate ly , F D A ’s reg u la to ry  efforts create the “sick” reg u 
lation  w hich, in tu rn , creates w h a t Dr. Ley, FD A , and in du stry  do 
no t w an t— an adversary  contest. T his com m ent is not in tended as 
harsh  criticism  of the  A gency, nor, I hope, is it in terp re ted  th a t way. 
I believe th a t the  people at F D A  are try in g  to  achieve a goal of w hat 
m ig h t be sim ply term ed “b e tte r” products— m eaning  safe, effective, 
p roperly  packaged and labeled products in the  fields of foods, drugs, 
and cosm etics.

Some of us m ay not agree w ith  certain  actions of the F D A  or 
its interpretations of what is a “safe” product, of when a d rug  is “effec
tive ,” of w hat con stitu tes  “p ro p er” packaging, or of w hat is “co rrec t” 
and “ in fo rm ative” labeling, bu t we all, bo th  as producers and con
sum ers, should agree w ith  F D A ’s objective. W ith  th is th o u g h t in 
mind, how then may this disease of the “sick” regulation, the regu la
tion w hich causes open conflict betw een the F D A  and industry , be 
alleviated ?

O bviously, there  are no panaceas to  the  problem s of a rriv in g  at 
necessary  suitable and w orkable regula tions any m ore th an  th ere  are 
m edical panaceas. H ow ever, there  are steps w hich could be taken to 
prevent at least some of the hassles over regula tions w hich seem to 
be developing w ith  increased frequency. T he m atte r m ay be ap
proached as you w ould a legal problem  by determ in ing, first, the  facts 
or background su rro un d in g  the  particu la r situation  ; second, the  prob
lems in v o lv ed ; and th ird , the possible solutions.

T he F D A , d u ring  the past half dozen or so years, has issued 
various regu la tions on bo th  sim ple and com plex issues w hich have 
been objected to  by a particu la r com pany, by a num ber of com panies, 
or, som etim es, by  an  in d u stry  fa irly  m uch as a whole. L isted  below 
are a few exam ples of w hat could be term ed, at least in part, “sick” 
re g u la tio n s :

(1) T he v itam in  reg u la tio n s ;5
(2) T he  1963 advertising  reg u la tio n s ;6

5 27 Fed. Reg. S81S ; 31 Fed. Reg. 8521. 0 28 Fed. Reg. 6376.
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(3) T he advertising  regulations published in Jun e  of 1968 ;7
(4) T he color add itive regula tions ;8
(5) T he “generic nam e every  tim e” regulations ;9
(6) T he peanut b u tte r  regula tions ;10
(7) T he record keeping and rep o rtin g  reg u la tio n s ;11 and
(8) T he proposed regulation  on “certain  sulfanilam ide and

sulfathiazo le p repara tions for topical use.”12
T he problem s which these regulations illustra te  include :
( 1 ) Exceeding the statutory basis of authority in their requirements ;
(2) T he use of vague and indefinite term ino logy and the im posi

tion  of sub jective standards, m aking it v irtua lly  im possible to judge 
w ith  any reasonable ce rta in ty  w hat circum stances will resu lt in a 
violation of the  regulations ;

(3) T he im position of a requirem ent beyond th a t reasonably  re 
qu ired to  accom plish the basic purposes of the  regulation  ; and

(4) T he  use of general w ord ing, m aking it difficult to  determ ine 
the  in ten t and requirem ent of the regulation.

Extension of Authority
T he “generic nam e every tim e” case is an  exam ple of an occa

sion w hen the  A gency, in order to  achieve its purpose, exceeded its 
s ta tu to ry  au th o rity  w ith ou t need. T he p rim ary  reason for the un der
ly ing leg islation  w as to  b rin g  to  the m ind of the  physician the  e s ta b 
lished nam e of the  particu lar drug. T h is w ould enable him  to  p re
scribe generically if he so desired. According to the Agency’s thinking, 
the  obvious w ay to  achieve th is  ob jective w as to  require the  use of 
the generic nam e every tim e the trade nam e of the drug  was used. 
B u t w as th is requirem ent necessary under the  w ord ing  of the  s ta tu te  
or to  accom plish the  in ten t of the  s ta tu te?

O bviously, the T h ird  C ircuit C ourt of A ppeals did not th ink  so .13 
As you probably  know, the decision of th a t C ourt in favor of the 
in d u s try ’s position w as appealed to  the  Suprem e C ourt on th e  issue 
of “ripeness for review .” T he Suprem e C ourt held th a t the regu la
tions w ere indeed ripe, and, as a resu lt, after long and expensive 
litigation , the F D A  and in du stry  arrived a t a se ttlem ent of the m atter.

7 33 Fed. Reg. 9396.
8 Color Additive Amendments of 1960, 

Act of July 12, 1960 Pub. Law 86-618, 74 
Sta't. 396.

9 28 Fed. Reg. 1448 ; 28 Fed. Reg. 6375; 
33 Fed. Reg. 3217.

1032 Fed. Reg. 17482; 33 Fed. Reg.
10506.

11 29 Fed. Reg. 7019.
12 33 Fed. Reg. 16307.
13 A b b o tt  L a b o ra to r ie s  v . J o h n  IV . 

G ardner, H E W  S e c re ta r y , C C H  F ood 
Drug Cosmetic L aw R eports U 40,258 
(U . S. Sup. Ct. 1967), 387 U. S. 136.
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T he decision of the Suprem e C ourt in the ‘‘generic nam e every 
tim e” case, and the color add itive regula tions case, m ay help to  en
courage the FD A  to consider m ore carefully  in d u stry ’s view point 
bejorc issu ing regu la tions— not because in du stry  w on those p a rticu la r 
cases b u t because the F D A  now  realizes th a t a person need no t alw ays 
run the risk of p rosecu tion  under the regula tion  before he can ask a 
court to  look a t its valid ity . B u t the overall im pact of those cases 
m ust be exam ined at som e fu tu re  tim e w hen we can look back to  see 
if they  served the secondary  purposes w hich I ju s t proposed.

Vague and Indefinite Terminology
T he use of vague and indefinite term inology and the im position 

of sub jective stan dards is p robably  best illustra ted  by the  adv ertis in g  
regulations. T he instances of th is  problem  in these regula tions are 
covered in the ob jections and request for hearing  filed by th e  P h arm a
ceutical M anufactu rers A ssociation (P M A ) w ith  the D ep artm ent of 
H ealth , E ducation , and W elfare  on Ju ly  26, 1968. and are too nu 
m erous to  discuss com pletely in these  com m ents.

O ne exam ple, how ever, is a prov ision re la ting  to the  use of non- 
clinical studies in adv ertis in g .14 T he  section sta te s :

An advertisem en t for a prescrip tion  d rug  is false, lacking in fair balance, o r  
otherw ise m isleading, o r otherw ise violative of section 502(n) of the act, am ong 
o ther reasons, if it:

(vii) C ontains favorable da ta  o r conclusions from  nonclinical studies of 
a drug, such as in laboratory  anim als o r in vitro , in a w ay th a t suggests they 
have clinical significance when in fact no such clinical significance has been 
dem onstrated .
T he difficulty w ith  th is is how one is to  determ ine w hen such a 

reference will “ su g g est” clinical significance. T he P M A ’s ob jection 
to  th is  regu la tion  is t h a t :

T he requirem ent of Section 1.105(e) (6) (vii) is unreasonable, a rb itra ry  and 
capricious in tha t it is uncertain  and vague in its application. T here  is not suffi
cient evidence tha t this provision offers a practical and understandable standard  
for the guidance of persons affected by it. I t  is im possible to judge w ith reason
able certa in ty  in w hat circum stances a cita tion  o r reference to  da ta or conclu
sions from  nonclinical studies will be considered to suggest clinical significance.

Of course, since violation of m any such regulations issued by the 
F D A  can re su lt in crim inal penalties and product seizures, indu stry  
m ust challenge and seek revision w here regula tions do no t prov ide 
reasonab ly  clear guidelines.

Compounded Problems in Vitamin Regulations
T he nex t exam ple of “sick” regu la tions—the vitam in regulations 

— includes exam ples of m any of the problem s listed above. Since I
14 Section 1.105(e) (6) (v ii).
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cann o t cover all sections of these regula tions here, I will discuss only 
th e  so-called “crepe label” sta tem ent.

T he v itam in regu lations issued in June 1966 required  the follow
ing  sta tem en t on the label of d ie tary  su p p lem en ts :

V itam ins and m inerals are supplied in abundant am ounts by the foods we eat. 
T he Food and N utrition  B oard of the N ational R esearch Council recom m ends 
th a t d ietary  needs be satisfied by foods. E xcept for persons w ith special m edical 
needs, there is no scientific basis fo r recom m ending routine use of d ie tary  sup
plem ents.

I t  is questionable w hether the A gency has the s ta tu to ry  au th o rity  
un der Sections 401 or 403(j ), or any o ther provision of the  Act, to 
require the inclusion of th is or any sim ilar label s ta tem en t on the 
label of foods for special d ie tary  use. Section 401 m erely au thorizes 
the  adoption of regu la tions requ iring  the declaration  of optim al ingre
dients on the  labels of foods sub ject to standards.

I t  can be well argued th a t under Section 403(j) of the A ct, the 
A gency’s au th o rity  to  p rom ulgate regula tions w ith  respect to label 
declarations of foods for special d ie tary  use is lim ited to  requ iring  
sta tem en ts  dealing w ith  vitam in and m ineral properties of those 
foods. T h is  Section does no t appear to  au thorize  the A gency to re 
quire food m anufacturers to  include label sta tem en ts  th a t vitam ins 
and m inerals are available in o ther foods, or th a t these supplem ents 
should not be rou tinely  used.

T he question  can certa in ly  be asked— do the requirem ents set 
forth  in th is pa rticu la r regulation  go beyond those reasonably re 
qu ired to  accom plish the basic purpose?

A ssum ing th a t the u ltim ate  purpose of th is label s ta tem en t is to 
p reven t false and m isleading labeling  and advertising  of d ie tary  su p 
plem ents. it w ould appear th a t the answ er to  th is question is yes and 
th a t the A gency has used the  proverbial elephant gun to  kill a mouse. 
False and m isleading advertising  w as proh ib ited  prio r to  th is reg u la 
tion  under o ther sections of the  Act.

T he reasonableness of th is requirem ent is fu rther pu t into ques
tion w hen the  required  label s ta tem en t is exam ined substan tively  in 
ligh t of cu rren t scientific know ledge— or lack thereof— w ith  respect 
to  the nu trition al s ta tu s  of the population of the U nited  S tates. W hen 
the A gency republished the vitam in regulations in D ecem ber of 1966, 
the label s ta tem en t was am ended to  read as fo llo w s:

V itam ins and m inerals are supplied in abundant am ounts by com m only avail
able foods. E xcept for persons w ith  special m edical needs, there is no scientific 
basis for recommending routine use of dietary supplements.

A lthough  the  A gency has now  changed to  a deer gun, th is label 
sta tem en t is also open to  criticism . T he sta tem en t th a t “v itam ins
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and m inerals are supplied in abundan t am ounts by com m only avail
able foods,” though  perhaps true , tends to be m islead ing itself and 
does not convey m eaningful in form ation to consum ers. T he abun
dance of these nu trien ts  consum ed by an individual depends upon 
the  foods actually  eaten by the  particu la r consum er w hich in tu rn  
depends upon regional, religious, and ethnic preferences, financial 
status, and other conditions too numerous to mention. These facts the 
s ta tem en t fails to  recognize. M oreover, there  appear to  be large 
segm ents of the population w ho ob tain  sub stan tia lly  less than  the  
level of n u trien ts  estab lished by the recom m ended d ietary  allow ances.

T he sta tem en t th a t “except for persons w ith  special m edical 
needs, there  is no scientific basis for recom m ending the use of d ietary  
supp lem en ts” is oversta ted  and, in teresting ly , conflicts w ith  o ther 
portions of the regulations. N ot only do m any physicians now recom 
m end d ie tary  supplem ents on a rou tine  basis, bu t Section 125.2(b)(1) 
of the regula tions clearly proh ib its rep resen ta tions on vitam in and 
m ineral supplem ents w hich suggest or im ply th a t such a supplem ent 
is adequate or effective for the  trea tm en t, prevention, or m itigation  
of any disease. This is in clear contradiction to the representation that such 
supplements are useful only in meeting “ special medical needs.”

T he general lack of clear, concise scientific in form ation w ith  
respect to  the  nu trition a l s ta tu s  of the  population of the U nited  S tates 
should raise a flag of caution to  the A gency w hen considering such 
broad, sweeping and restrictive regulations. It is questionable whether 
the  v itam in  regulations as now  w ritten  are a reasonable and correct 
w ay to  deal w ith  the problem s of prov id ing  adequate nu trition  to  all 
people of the U n ited  S tates.

Intent and Requirement of Regulations
T he fourth  specific type of problem  area  no ted— the use of gen

eral w ord ing m aking it difficult to  determ ine the in ten t and requ ire
ment of the regulation—is illustrated by a proposed regulation  resu lting  
from  the  N ational A cadem y of S ciences/N ational R esearch Council 
D rug Efficacy Study entitled “Certain Sulfanilamide and Sulfathiazole 
P rep ara tion s for T opical U se .” A sentence in th is regula tion  p ro
posed by the F D A  s ta te s :

A ccordingly, the C om m issioner of Food and D rugs intends to  in itia te p ro
ceedings to  w ith draw  approval of the new  drug  applications for the p reparations 
listed above as well as for any other applications which became effective for sulfona
mides for topical use. (E m phasis provided.)

T his la tte r  phrase can be in terp re ted  in a num ber of w ays and 
raises m any questions. Does F D A , by th is sentence, in tend to  act 
against all topical sulfa p re p a ra tio n s ; against only those con ta in in g
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th e  sam e ingredients or in tended for the sam e use as those listed in 
the re g u la tio n ; or against only so-called “me to o ” type products 
sim ilar to  those listed in the regulation  ? I t  is hoped th a t in th is 
instance any final regulation  issued will clarify the m atter.

How Do Problems Arise?
W h y do these problem s arise from  regulations drafted  by the 

F D A ? I do no t believe the difficulties encountered  w ith  various 
regula tions are the resu lt of an in ten tional effort by the A gency to 
block a p roduct or a practice of the  in du stry  for no valid purpose, 
although  it m ay. at tim es, seem  th a t way. Rather, the problems arise, 
I believe, from  one or m ore of the follow ing re a so n s : a failure of 
understan d in g  or com prehension of the effects of a regulation  beyond 
those in tended by the au th o r; a m isconception of the reasons for the 
existence of the  activ ity  a t w hich the regulation  is a im e d ; or from  a 
desire to  achieve w h at appears to be a laudatory  goal w hen, in reality , 
the accom plishm ent of th a t goal m ay cause m ore harm  than  good.

D ep u ty  C om m issioner R ankin has s a id : “ If you consum ers and 
you industries are satisfied w ith  th ings as they  are now going, then  
you can relax and cheer a t w hatever success or failure we achieve. 
If you are no t satisfied, we need help .”15

I t appears clear from the num ber of d ispu tes arising  from  pub
lished  regu lations th a t in d u stry  is not satisfied. I as a consum er in 
the  lay sense— and as a “consum er” of these regula tions— am not 
satisfied “ . . . w ith  th in gs as they  are now going . . .”

Indu stry , I believe, is m ore than  w illing  to  help, if allowed. 
G overnm ent and indu stry  represen ta tives have m et in a num ber of 
instances to  discuss and w ork on various m atte rs  such as the D ru g  
Code D irectory  previously  m entioned. T hey  have m et bo th  before 
and after publication to  discuss the w ord ing of regu la tions— for ex
am ple w ith  regard  to the 1963 edition of the  advertising  regulations 
and the p resen t revisions of these regulations. T here  are also discus
sions go ing on concern ing the  now -pending revisions of the curren t 
Good M anufactu ring  P ractice regula tions for the drug  industry .

A t certa in  tim es these m eetings have m et w ith  m ore success 
than  at o ther occasions. All too often these sessions are held only to 
discuss the particu lar w ords w hich will be used to  express a set 
A gency concept w ith  no tim e being given to  the m ore im p ortan t 
question of the  basic need for the  regulation  or the appropria te  scope

15 R ankin, “T he F D A  P rog ram  for 
1969” 23 Food Drug Cosmetic Law 
J ournal 627 (December, 1968).
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of the regulation . On the o ther side, indu stry  m ay be seeking to  
p ro tec t a position w hich, for the  purposes of safeguard ing  the  con
sum er, m ight be b e tte r  relinquished.

Remedial Suggestions
Both the q u an tity  and the  quality  of these m eetings betw een 

in du stry  and the F D A  m ust be im proved. I believe it is apparen t, 
how ever, th a t a g rea t deal of the “ help” required  to  alleviate the 
illness of the  “sick” regula tion  m ust come from  inside the A gency. 
I t  is im p ortan t th a t the A gency carefu lly  consider the follow ing 
po in ts about a proposed regulation  before it is drafted  and p u b lish ed :

(1) T he regulation  m ust be for the  accom plishm ent of a useful 
and necessary  purpose.

(2) T he  scope of the regula tion  m ust be carefully considered to  
avoid e ither exceeding the scope of authority granted by the appli
cable s ta tu te s  or exceeding the lim its of control reasonably  required  
to  achieve the regu la to ry  goal.

(3) T he p rim ary  effects of the  regulation  m ust be carefully 
review ed to determ ine th a t it will no t be m ore harm ful in one p a rticu 
lar th an  beneficial in another.

(4) T he collateral effects of the regulation  should be determ ined 
to  m ake certain  th a t it does no t im pinge upon a practice or ac tiv ity  
w hich m ay be re la ted  to  the p rim ary  object of the regulation  b u t 
w hich need no t be in terfered  w ith  to  accom plish the  purpose of the  
regulation.

(5) T he use of indefinite or am biguous ph rasing  or term inology 
should be avoided. T he stan dards set forth  should be defined on an 
objective ra th e r than  sub jective basis, w herever possible.

(6) T he in ten t and effect of the  regula tion  should be clear to  
avoid confusion or un certa in ty  by those w ho m ust w ork w ith  it.

A dherence by the A gency to  these principles will, I believe, 
achieve bo th  m ore effective regula tions and m ore cooperation by the 
regula ted  industries in b rin g in g  the  regula tions to final form  w ith ou t 
prolonged controversies.

In  any  rela tionsh ip  such as th a t betw een the  F D A  and industry , 
the regu la to r and the  regulated , certa in  instances of conflict are bound 
to  arise. H ow ever, in m any instances a careful review  of the  in tended 
action by  each party , a w illingness of each party  to  m ake the effort 
to place itself in “ the o ther m an’s shoes”— to listen  to  his side of the 
s to ry  and then  to  consider fully his point of view— will certa in ly  
reduce the number of occasions where open conflict and objections do arise.

[The End]
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The Challenge to Improve 
the Hearings of the 

Food and Drug Administration
By WILLIAM R. PENDERGAST

Mr. Pendergast Is a Member of the Washington,
D. C. Law Firm of Condon, McMurray & Pendergast.

La s t  m a y  t h e  f o o d  a n d  d r u g  a d m i n i s t r a t i o n
(FD A ) BEG A N  IT S  A D M IN IS T R A T IV E  H E A R IN G  to establish 

stan dards for and to  o therw ise regula te  d ie tary  supplem ents, fortified 
foods, artificial sw eeteners, and m any o ther products. T his hearing  
is con tinu ing  and the record now  exceeds 14,000 pages of tran sc rip t 
w ith  over 700 exhibits before the exam iner for ru lings of adm issibility . 
T h is last A ugust, W illiam  W . Goodrich, A ssis tan t G eneral Counsel 
of the  D ep artm en t of H ealth , E ducation  and W elfare  (H E W ), in a 
speech before the American B ar A ssociation (A B A ),1 criticized F D A ’s 
protracted “tria l-type  p roceed ings’’ w hich, to him , have stra ined  the 
adm in istra tive  process alm ost to  the break ing  po in t by delays and 
financial expense. H e warns that, unless the situation improves, “entirely 
new  m eth ods” of handling  such ru le-m aking proceedings m u st be 
devised. H e did no t am plify on th is  po in t b u t the inferences to  be 
draw n are no t com forting. Mr. Goodrich urges, and we agree, th a t 
the  B ar and the F D A  have a jo in t responsib ility  for m aking the 
p resen t system  work.

T hese tw o events— the hearing  in M ay and the speech in A ugust 
— are obviously related  and I am happy to report th a t the B ar is 
responding  to  bo th  of these challenges.

1 Goodrich, “T he Food and Drug Ad- 23 Food Drug Cosmetic Law J ournal 
ministration’s View on Procedural Rules,” 481 (October, 1968).
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Formation of a Joint Investigating Committee
L ast N ovem ber, the Food and D rug  D ivisions of the Corporation 

B anking  and B usiness L aw  Section and the  A dm inistra tive  Law  
Section of the  A BA , form ed a jo in t com m ittee to  investigate and 
propose im provem ents, w here necessary, in the  hearing  and rule- 
m aking procedures of the  FD A . T he m em bers of the  C om m ittee are 
H . Thomas Austern, Vincent Kleinfeld, Michael Markel, Daniel Marcus, 
R odney M unsey, A lan K aplan , W a lte r  B yerley, Selm a Levine, and 
m yself, as chairm an. O f course, F ran k lin  D epew  and Charles W h it
more, as officers of the parent section, are ex offico members.

T h is Jo in t C om m ittee has the  responsib ility  to investigate the 
cu rren t hearing  and ru le-m aking procedures of the FD A , w ith  a view 
to  m aking them  m ore expeditious and, at the  sam e tim e, fair to all 
parties. W e hope, in the  near fu tu re, to  propose new regulations 
govern ing  the  hearing  procedures under ex isting  law  while, a t the 
sam e tim e, investiga ting  the possib ility  of new  legislation to  rem edy 
any defects w hich do no t appear am enable to  correction under cu rren t 
s ta tu to ry  provisions. W e have already investigated  m any avenues of 
approach to  bo th  these problem s, bu t, since we have no t y e t achieved 
com plete unan im ity  of opinion, m uch of w h at I say today  reflects 
m y th in k in g  and I am not ye t speak ing on behalf of the Com m ittee 
as a whole.

Hearings Without Guidelines
W ith o u t doubt the  presen t adm in istra tive  procedure regulations 

for hearings un der the various law s en tru sted  to  the F D A  are cum 
bersom e, ou tdated , and  incom plete. I t  has been po in ted  out th a t there 
are now  eight different sets of adm in istra tive  regula tions govern ing  
and describ ing the course of hearings at FDA. In addition, and this 
is m ost serious, there  are s ta tu to ry  requ irem en ts for adm inistra tive  
hearings for which the  agency has com pletely failed to  publish any 
regu lations at all. O ne no tab le exam ple of th is is Section 507(f) of 
the  A ct w hich deals w ith  the prom ulgation  of regula tions govern
ing the  m anufacture  and sale of an tib io tic  drugs. T his section p ro
vides th a t if anyone objects to  a regula tion  proposed under th a t 
section he m ay request a public hearin g  w hich shall be held by the 
F D A  after due notice. In  spite of this statutory hearing requirem ent, 
no t a single im plem enting regulation  has been published by the  F D A  
describ ing the m eans, the conduct, or the  procedures by which such a 
hearing  will be held. An exam iner assigned to such a hearing has 
abso lu tely  no guidelines to  follow and, necessarily, counsel m ust face
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a perilous and uncertain  course. Such an adm in istra tive  om ission is 
bound to  cause considerable confusion. A nd, if one is ever held, I 
pred ic t th a t the hearing  will be bo th  cum bersom e and p ro trac ted , in 
large m easure because of th is to ta l failure of regu la to ry  guidelines 
and controls.

New Tools for Examiners
T his dem onstra tes ju s t one of the problem s w ith  w hich th is 

Com m ittee is concerned. T here  are m any more. Be th a t as it m ay. 
our p rim ary  goal is to  propose regula tions g iv ing the hearin g  ex
am iner, in every instance, the au th o rity  to hold fair and com plete 
hearings for the  resolution of d ispu ted fact issues while, a t the  same 
time, g iv ing him  sufficient guidelines and au th o rity  to  conduct and 
enforce an expeditious hearing  which will be ne ither unduly  pro
trac ted  nor financially burdensom e. T o m y m ind, these tw in goals— 
of fairness and expeditiousness— are not m utually  exclusive under 
the  cu rren t law. I believe (and  I m ay disagree w ith Mr. Goodrich 
here) th a t the  answ er lies in g iv ing the  hearing  exam iner m ore 
au tho rity , ra th e r than  less, and it is in th is area th a t we are inves
tig a tin g  concrete suggestions.

F or instance, I w ould like to  see a t least som e of the trad itio nal 
tools of discovery en tru sted  to  the exam iner so th a t the  scope of 
factual issues to  be con tested  at the  hearing  itself could be narrow ed 
as m uch as possible.

T his will no t be easy, for, as you know , the  Food and D rug  
A ct, and the o ther acts en tru sted  to  the F D A , do no t provide for 
the use of subpoenaes in connection w ith  adm in istra tive  hearings. 
T his raises difficult problem s as to  the m eans of enforcing and 
requ iring  discovery in such hearings. Such an om ission probably 
m eans th a t som e of the discovery tools com m on to the federal cou rts  
will no t be available, bu t I do th ink  it w ould be possible to- use at 
least a few of them , particularly in the area of depositions and requests 
for adm issions. F o r instance, parties are now required  to  exchange 
lists of proposed w itnesses. If a p a rty  w ished to  take the deposition 
of an opponen t’s w itness, the  ru les could provide for application to  
the examiner and if the witness or the  opposing party  failed to  com ply, 
the examiner could refuse to allow that witness to testify at the hearing.

B ut such discovery tools, if we are to  avoid abuse and delays, 
w ould have to  be very  carefully controlled by the hearing  exam iner 
and he w ould have to  be given clear guidelines, in regulations, so 
th a t he w ould be in a sound logical and legal position to enforce his 
dem ands under the  au th o rity  g ran ted  him by e ither the A d m in istra 
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tive P rocedure A ct or the Food and D rug  laws. As I say, th is will 
not be easy, bu t the u tility  of discovery proceedings is too valuable 
a tool to  be ignored. All of the recent com m entato rs on adm in istra 
tive procedures are v irtua lly  unanim ous in encourag ing  the use of 
discovery techniques as a m eans of p reven ting  p ro trac ted  hearings 
on the record. T his is F D A 's goal and it is our goal, and we w ould 
hope th a t everyone involved in these proceedings w ould cooperate 
in in s titu tin g  at least som e discovery techniques a t the FD A .

I w ould also like to  see spelled out a clear s ta tem en t of the 
hearing  exam iner's au tho rity  over the conduct of hearings, including 
his au th o rity  to require advance w ritten  testim ony, to  regulate  and 
lim it undue cross-exam ination , to  insure th a t the opinion of scientific 
experts are fully explored, to  regulate  the p resen ta tion  and argum ent 
of purely  legal m otions, and. generally , to  state , in detail, w hat will 
be expected of all those w ho partic ipate  in F D A  hearings, be they 
governm ent counsel, indu stry  or consum ers. T he conduct of hearings 
at the F D A  is not ar. easy task. As m any people have already pointed 
out, Section 701 of the Act is virtually sui generis in that it requires 
a hearing  on the record on w h at often seem to be broad  fact ques
tions bordering  on the im ponderable. I t  is for th is  reason th a t I 
believe we should give as m uch detailed guidance as possible to  the 
exam iner as to w hat he can do and how he can do it.

In  th is area of hearing  control, provisions will have to  be made 
for bo th  the sim ple hearing  and the p ro trac ted  type hearing involving 
m any parties. In the p ro trac ted  type hearings, I would like to see 
the regu la tions im pose upon the  exam iner, the FD A , and the p ar
ticipan ts, the ob ligation to  abide by the principles in the Handbook 
of Recommended Procedures for the Trial of Protracted Cases, promul
gated  by the Judicial Conference of the U nited  S tates. T his hand
book has already been of considerable assistance in tria ls  and its 
u tility  to  large adm in istra tive  hearings is m anifest. F o r instance, in 
such p ro trac ted  cases, and perhaps even in all cases, I would like 
to  see the  hearing  exam iner, w ith  the  assistance of governm ent 
counsel and the partic ipan ts, charged  w ith  the responsib ility  of 
determ in ing, as far as possible, the real fact issues w hich are to  be 
in dispu te a t the im pending hearing. H ow  th is can be accom plished 
is one of the difficult problem s w hich our C om m ittee faces. I have 
th o u g h t th a t a possible solution would be to  b rin g  in to the pre- 
hearing conference the written objections to the regulations in question 
which are already on file w ith the  FD A . T hese w ritten  ob jections 
should p inpoin t the fact issues w hich are really  in dispu te and an
THE CHALLENGE TO IMPROVE FDA HEARINGS PAGE 157



analysis of them , in open discussion in a pre-hearing  conference, 
should b rin g  in to  focus w hatever factual disagreem ents there  m ay be.

If th is  can be done in a productive m anner before the hearing  
begins, then I believe th a t m uch of the  prolix ity  of cu rren t hearings 
will vanish. B road sta tem en ts  of issues, so often used now at F D A , 
couched in term s of s ta tu to ry  language, such as w hether it w ill 
prom ote honesty  and fair dealing to  proh ib it the  advertising  of certain  
tru th fu l sta tem en ts , only lead to  equally  broad and unw ieldy direct 
exam ination and to an even m ore unw ieldy cross-exam ination . I t  is 
particu larly  here th a t the hearing  exam iner, the FD A , and the parties 
can play a vital role, for if there has been any consisten t failing in 
the F D A  hearing  procedures in the last few years, it has been a 
failure to adequately  delineate w h at facts are actually  in controversy . 
W hen we fail here, then obviously the hearing itself will be a failure.

F inally , if we are to give the  hearing  exam iner the tools w ith  
w hich he can conduct a m eaningful hearing  on dispu ted  fact issues, 
I believe we should also give him the  du ty  of m aking the  initial 
decision on these facts. A fter all, there  never will be anyone in as 
good a position as he to  render helpful advice to  the FD A  concern ing  
the  reso lu tion  of fact questions w hich have been presented  to  him. 
N ot only is he in the  best position to render th is advice, bu t, by 
hav ing him  do it, we give to the  F D A  hearing  procedures an elem ent 
w hich is now lacking— a review  of d ispu ted  facts by som eone who 
is a t least nom inally independent of the  th in k in g  and considerations 
w hich w en t in to the  d raftin g  of the regula tions a t issue.

H earings under Section 701 and others at FD A  are no t held 
on ten ta tive  proposals w hich the agency is still considering. T hey 
are held to  resolve d ispu ted  facts arising  from  final agency orders 
w hich go into effect unless som eone raises objections to  them . In 
o ther w ords, the  F D A  has already taken a fixed position on a given 
set of facts— a position w hich agency personnel have p resum ably  
carefully  considered after long investigation— and w hich they  will 
reverse only if the record a t the hearing  clearly  requires them  to  do 
so. O bviously, in such a situation , the hearing  is not a m ere “fact 
finding excursion ,“ as the governm ent so often categorizes 701 hear
ings, and to th a t extent, FD A  hearings are far different from  the 
trad itio nal ru le-m aking hearings discussed by the text writers or the 
cases. Because they  are so different, to  m y m ind it is m ost im portan t 
th a t som eone independent of the  agency hear these d ispu tes and m ake 
the in itial fact decisions reso lv ing them .

As m atte rs  now stand  under Section 701 A dm inistra tive  R egu la
tions, w hich govern m ost of the  hearings a t FD A , the exam iner is
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only au thorized  to  file a report and to  certify  the  record to  the Com 
m issioner. F u rth erm ore , th is repo rt does no t appear to  con stitu te  a 
p a rt of the  record of the hearing as FD A  defines “record” in its own 
regulations. T o illu stra te  the  g rav ity  of th is  situation , after the 
v itam in  hearing, Mr. H arris , the exam iner, could fully com ply w ith  
the regula tions by m erely p u ttin g  the tran sc rip t and exhibits to g e th er 
and fo rw ard ing  them  w ith  a le tte r say ing  “ enclosed is the  tran scrip t 
and exhibits of th is hearing .” T his surely  is no t enough. B u t even 
w orse, if he did file a detailed analysis of the  evidence presented  in 
th is very  long hearing, F D A  m ight very  well, under its own regu la
tions, no t perm it his findings to  con stitu te  a part of the record of 
the  hearing— the record w hich goes to the  review ing courts. F u r th e r
m ore, there  is no requirem ent, under cu rren t regulations, th a t the 
parties ever be given a copy of the  exam iner’s report.

T o  m y m ind th is is a disgraceful s ituation  and an in justice to  
those w ho are forced to  en ter F D A  hearings. Instead , it should be 
m andato ry  th a t the exam iner m ake in itial findings and th a t, th ro u g h 
out all subsequent proceedings, his findings constitu te  a  part of the 
record. H is decision, then, w ould go to  all parties and the  review 
ing courts.

Authority for Initial Decisions
Such a requirem ent w ould not in any w ay im pede the F D A  

in its regu la to ry  activities. T he A dm inistra tive  P rocedure A ct p ro
vides th a t the  agency m ay en tru s t the in itia l decision to  an exam iner 
even in clearly  ru le-m aking proceedings, bu t th a t, if the agency is 
not satisfied w ith  the  findings, the  agency m ay review  them  and it 
then  has all the pow ers it w ould have possessed had it never g ran ted  
the exam iner th is responsibility . F u rth erm ore , no tim e will be lost 
because, as m atte rs  now  stand, the F D A  itself publishes a ten ta tive  
decision a fte r a hearing  and the decision by the  hearing  exam iner 
w ould be sim ply sub stitu ted  in lieu of th a t ten ta tive  decision. T here  
is, thus, abso lu tely  no prejudice to  the governm ent nor to  the con
sum er and, instead, we have an independent person review ing the  
facts. T h a t th is will increase public confidence in F D A  hearings 
procedures and the conclusions F D A  m akes a fte r such hearings goes 
w ith o u t saying. Also, under the  doctrine of' the Universal Camera case, 
such findings of the exam iner do con stitu te  a p a rt of the  record 
on appeal to  the courts.

I t  should be accepted by  everyone th a t the  best w ay to  assist 
the review ing cou rt of appeals is to  provide to  th a t court the  in itial 
decision of the h earin g  exam iner. W hile  it is true  th a t the question 
of w hether there  is substan tia l evidence of record to  support an
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agency’s decision depends upon the entire  record before the agency, 
it is equally true , as the Suprem e C ourt s ta ted  in Universal Camera. 
th a t a hearing  exam iner’s initial decision is a part of th a t record. 
I see no reason w hy we should deny to  the review ing courts the 
benefit of the opinion of the m an who heard the testim ony. Indeed, 
the  Suprem e C ourt has sta ted  th a t one of the  purposes of the A d
m in istra tive  P rocedure A ct was to give significance to the findings 
of exam iners. T he C ourt, in Universal Camera, did recognize th a t 
exam iners’ findings do not rise to  the significance of the findings of a 
tria l judge b u t clearly  s ta ted  the proper role of an exam iner’s initial 
decision w hen it said “ W e in tend only to  recognize th a t evidence 
su p po rting  a [agency] conclusion m ay be less substan tia l w hen an 
im partial, experienced exam iner w ho has observed the w itnesses and 
lived w ith the case has draw n conclusions different from  . . the 
agency’s. I would th ink it m ost im p ortan t for review ing courts, and 
the public as well, to know  w hen th is occurs, particu larly  when it 
involves the type of p roducts regula ted  by the FDA .

Other Goals
These, then, are som e of the principal areas in which we are 

w orking. T here  are o thers, including the question of g ran tin g  the 
exam iner com plete independence from  the FD A . and a separation  of 
functions at F D A  of the personnel p reparin g  the  case for the govern
m ent and the personnel deciding the case for the governm ent. W e 
are also looking into m eaningful m ethods of governing the conduct 
of agency and indu stry  contacts p rio r to, during, and subsequent 
to  hearings in a m anner th a t will both insure fairness and continued 
con tact w ith  the agency by the regula ted  com panies. F inally , we are 
also in vestiga ting  the advisab ility  of prov id ing for hearings to review  
other adm in istra tive  actions at F D A  which are not now the  sub ject 
of any adm in istra tive  hearings. Some exam ples of such procedures 
include the th rea t of sum m ary suspension of certification of an ti
biotics w ith ou t p rio r hearing  and the  refusal to perm it fu rth e r in 
vestigations on investigational new drugs.

W e m ay not accom plish all these goals and we would like w h a t
ever advice and assistance you m ight w ish to  offer. W ith  such as
sistance, I can assure you th a t we will, very  soon, present some 
concrete regula tions for the conduct of F D A  hearings and other 
procedural im provem ents. W e will m ake these proposals, to the ABA 
and then, hopefully, to  the FD A , as part of our responsib ility  as 
m em bers of the Bar, and we are confident th a t the officials a t FD A  
will consider them  in th a t ligh t. [T h e  E n d ]
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Now A va i lab le  For the First Time

NEW RULES O N  CONSUMER CREDIT PROTECTION
More than seven years  in the making , the fed era l  truth-in-lending rules will  

have a major impact on the consumer-f inance fie ld . This powerfu l new legislation 
in the form of a fed e ra l  Truth-in-Lending Act, and a Uniform Consumer Credit Code 
proposed for state enactment, provides for comprehensive control of nea r ly  all 
aspects o f  consumer credit.

W h a t  does this new legis lat ion m ean? W h a t  are its " w h y s ” and "w h e re fo re s ” ?

You 'l l  find the answ ers  in this handy  new CCH volume which brings together 
for the first time the pertinent la w ,  regulat ions , code dra ft  and official Com m is
sioners ' Comments.

Provided are full  details  on how the new fed era l  legis lat ion affects reta ilers  
and lenders. The sa feg uards  of the Code for consumer and creditor a l ike  are 
covered fu l ly .  C C H ’s thorough, expert  exp la n a t io n s  help in answer ing  the many 
and var ied  questions concerning consumer credit d isclosure requirements. Tab les  
of Contents for laws  and regulations and a topical index are also inc luded.

Almost everyone extend ing consumer credit, including their advert isers ,  is sub
ject to the disclosure requirements of the la w  and of Regulation Z, prescribed by 
the Federa l Reserve Board . W h a te ve r  your interest— buyer or seller ,  borrow er or 
lender— this au thoritat ive  new CCH volume w il l  serve as an inva lu ab le  pr imary 
source of information and easy-to-use reference on these un fam il ia r  new rules.

Com ple te ly  up-to-date as of February  10, 1969 , C C H ’s N E W  RULES O N  C O N 
SUMER CRED IT  PRO TEC T IO N  offers the last word ,  the latest answers  on fed e ra l  and 
proposed state rules regulat ing consumer credit. In a l l ,  4 4 0  pages ,  topical index , 
tab le  of contents, 6"  x 9 ", perfect bound, heavy  paper cover.

O rd e r  Your C opies  Now

To receive your copies promptly,  just use the handy  order form 
a ttached . Yours w i l l  be one of the first-press copies.

C o m m e r c e , Cl e a r i n g , H o u s e ,,In c .,
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