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REPORTS
TO THE READER

Record Inspection 1906-1963.—T he
first of a tw o-part article discusses the 
issue contained in the new  bill H. R. 
6788, w hich is currently  before Con
gress. P a rt 1 deals w ith the h istory  and 
present mode of record inspection. Its 
author, George M cKray, is a form er 
Food L aw  In s titu te  Fellow at the 
N ew  Y ork U niversity  School of Law. 
A t the p resent time, he lectures at the 
U niversity  of California in Berkeley, 
specializing in the legal aspects of 
public health and medical adm inistra
tion. L ast year the Food and D rug  
A dm inistration  was g ran ted  the power 
to compel prescrip tion  d rug  m anufac
turers to produce their records for 
governm ent inspection. Is  there ju s ti
fication for expanding this legislation 
to cover o ther industries? Mr. M cK ray 
says tha t in seeking the answ er to  tha t 
controversial question, pertinen t factors 
th a t m ust be considered are the amount 
of additional public protection th a t will 
be gained by com pulsory record inspec
tion, and the legitim acy and desirability 
of invading the privacy of industry  by 
inspecting its confidential records. The 
Food  and D rug  A dm inistration  func
tions according to  the 1953 F actory  In 
spection A m endm ent currently , except 
w hen dealing w ith the prescrip tion  drug 
industry which is now under regulations 
contained in last year’s d rug am end
m ents. “T he actual m ode of operation 
of the governm ent and the prescription- 
d rug  industry  under the new  am end
m ents rem ains to be seen,” observes the 
author. “O f far-reaching significance, 
however, is the fact tha t the FD A , as 
outlined in its proposed regulations, 
intends to  m ake com pulsory record
keeping a p art of its program  to enforce

the Federal Food, D rug  and Cosmetic 
A ct through record inspection.” T his 
com m entary  begins on page 301. N ext 
m on th ’s issue of T he F ood Drug Cos
metic L aw J ournal will contain the 
conclusion, in w hich Mr. M cK ray will 
reappraise the desirability of record 
inspection.

Charles W esley Dunn Lecture.— This 
month’s J ournal features another Charles 
W esley D unn Lecture. Alanson W. 
W ilt cox discussed “Public Protection, 
P riva te  Choices and Scientific F ree 
dom: Food, D rugs and E nvironm ental 
H aza rd s” at H arvard  U niversity  Law  
School on M arch 15, 1963. H e declared 
th a t “ [co n s id e ra tio n  of dangers to 
health brings us to . . . the m ost 
difficult element in the rationale under
lying food and drug regulation. A l
though the public health is obviously 
a proper public concern, we raise very 
subtle questions when we dictate tc the 
individual tha t he m ay not, though  w ith 
full know ledge of the facts, expose nim- 
self to risks th a t we deem to be unde
sirable. T he problem  rarely  arises in 
the purest form ; usually—for example, 
w ith the abuse of narcotic drugs—we 
can find collateral harm  to others to  
bu ttress our objection to self-inflicted 
injury. . . .  Y et the question rem ains 
under w hat circum stances governm ent 
m ay properly dictate, no t w hat we 
really find necessary for the protection 
of society, bu t w hat we th ink w iser 
for the individual than  the choices he 
w ould m ake for him self.” T he article 
by Mr. W illcox, w ho is General Counsel 
of the U nited  S tates D epartm ent of 
H ealth , E ducation and W elfare, begins 
on page 321.
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Information and Education.—John L. 
H arvey described the inform ation and 
education activities of the Food and 
D rug  A dm inistration  to both industry 
and consum ers at the annual m eeting 
of the In s titu te  of Food T echnologists 
in D etro it on M ay 28, 1963. Mr. 
H arvey  is deputy com m issioner of the 
FD A . H e  declares th a t three well- 
established principles serve as the basis 
for industry  education activities. “The 
first is th a t the laws of this land are 
public laws and citizens are not to be 
harassed by secret regulations or secret 
proceedings in the courts. Regulation- 
m aking is likewise a public process, 
and the A dm inistrative Procedures Act 
has spelled out the responsibilities of 
law  enforcem ent agencies for public 
procedures. T he second is tha t in ten
tion to  violate the Federal Food, D rug  
and Cosmetic A ct and other laws we 
enforce does not have to be proved as 
an elem ent of the offense, and ignorance 
of the law is no excuse. . . . The
third  principle is especially applicable 
to laws that protect the public health 
and safety. W e  'call it ‘preventative 
enforcem ent,’ w hich simply m eans ac
tivities to bring  about voluntary  com 
pliance.” T he best inform ed consumer, 
he points out, needs the least help from  
the governm ent in avoiding unsafe or 
falsely prom oted products. Inform ed 
consum er opinion is an essential in
gredient of the policy-m aking process. 
He lists the various government agencies,

and the services tha t they m ake avail
able to both industry  and the general 
public. “T here is no t now and never 
has been a conflict betw een an ‘enforce
m en t’ and ‘education’ philosophy in the 
FD A . I t  is ra ther a question of how 
to use both together to  attain  the ob
jectives of p rotecting  both consum ers 
and honest business,” concludes this 
inform ative article which begins on 
page 339.

International Food and Drug Law.
— Am ong current international food and 
drug law developments, observes Franklin
M. Depeio, are the U nited States D rug 
A m endm ents of 1962, the newly form u
lated drug program  of the Council of 
E urope Public H ealth  Committee, and 
the E ighth  Latin-A m erican Chemical 
Congress. He cites the Joint FA O -W H O  
(Food  and A griculture O rganization- 
W orld H ealth  O rganization) C onfer
ence on Food S tandards as the m ost 
im portant recent developm ent in the 
food field. T h a t Conference established 
the Codex Alimentarius Commission, 
w hich will soon begin w ork on form u
lating international standards for vari
ous food products. Mr. Depew, the 
president of the Food Law  Institu te  
and the vice president of the Section of 
Food, D rug  and Cosm etic Law, spoke 
a t the In ter-A m erican B ar Association, 
Section of Food, D rug  and Cosmetic 
L aw  m eeting in Panam a City, Panam a 
on A pril 23, 1963. H is rem arks appear 
on page 349.
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Food Drug Cosmetic Law

Record Inspection 1906-1963
By GEORGE McKRAY

This Is the First o f Two Parts Discussing the Issue C onta ined  in the New 
Bill H. R. 6 7 8 8  N ow Before Congress. The Author Is a Lecturer at the 
U niversity  o f C a lifo rn ia  in B erke ley  S p ec ia liz in g  in the Legal Aspects o f 
Public Health and M ed ica l A dm in istra tion . During 1961 -1 9 6 2  M r. M cK ray  
W a s  a Food Law  Institute Fe llow  at the N ew  Yo rk  U niversity School o f Law .

DU R IN G  T H E  F IR S T  H A L F  O F T H IS  CENTURY, the Federal 
Food and D rug  A dm inistration, w ithout express congressional 

authority , gradually  began to include inspection of business records as 
a part of its inspection of the factories of food, drug and cosmetic 
industries. A decade ago Congress saw  fit to  exclude record inspection 
as a part of com pulsory factory inspection. L ast year legislation was 
enacted w hich gave the Food and D rug  A dm inistration the pow er to  
compel prescription drug  m anufacturers to  produce their records for 
governm ent inspection. Is there justification for expanding th is legis
lation to  cover o ther industries? In seeking the answ er to  this 
question, pertinen t factors to  consider are the am ount of additional 
public protection to  be gained by com pulsory record inspection, and 
the legitim acy and desirability of invading the privacy of industry  
by investigation of its confidential records.

T his article is divided into tw o parts. T he first deals w ith  the 
h istory  and presen t mode of record inspection. T he second p a rt deals 
w ith a reappraisal of the desirability  of record inspection and will be 
concluded in the next issue.
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THE HISTORY OF RECORD INSPECTION
H istorically the practice of inspecting records of food and drug 

m anufacturers developed as a part of factory inspection, and was 
affected by a series of laws and judicial decisions.

1899 Act
T he first activity  of the federal governm ent in the area of inspec

tion came about as an attem pt to  prevent the im portation of adu lter
ated foods.1 I t  was instigated  according to the A ct of 1899.2 
Im porters were recjuired to furnish federal inspectors w ith lists of 
food products being brought into the country, and the inspectors 
then took sam ples from stock shipped into m ajor ports. T he samples 
were chemically analyzed and adulterated food products were pro
hibited from entering the U nited States.

1906 Act
I t  came to be recognized th a t the process of seeking out con

tam inated products by collecting an extensive num ber of samples 
indiscrim inately w as w asteful, because it required the sam pling and 
chemical exam ination of hundreds of item s to detect a lim ited num ber 
of those which were unfit. Therefore after the passage of the Food 
and D rug  Act of 1906,3 which brought dom estic as well as im ported 
products under governm ent supervision, a system  of factory inspection 
was devised in order to  achieve b etter consum er protection.4

A factory inspection system  was not specifically authorized by the 
1906 Act. R ather it came into use after the passage of the law because, 
as a practical m atter, violations of standards of purity  could best 
be determ ined where the product originated— mill, factory or process
ing plant. T rained inspectors visited plants, studied raw  m aterials 
and factory processes, and determ ined likelihood of violations. T he 
sorting of legal from illegal products was done at the source, and 
collection of samples to  be examined for confirm atory purposes was 
perform ed only where there w as reason to suppose violations existed. 
A lthough the governm ent had not been furnished w ith definite authority

1 W harton , W . R. M., “ O riginal F ed 
eral Food and D rugs A ct of June 30,
1906—Its Inspection Evolution,” 1 F ood
D rug Cosmetic Law Q uarterly 348
(1946).

2 A ct of M arch 1, 1899, Ch. 325, 30 
Stat. 947.

3 A ct of June 30, 1906, Ch. 3915, 34 
Stat. 768.

4 W harton , cited a t footnote 1, at 
p. 357.
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to make factory inspections, very few factory ow ners prohibited it from 
doing so.5

G radually the scope of factory inspection was enlarged; in addi
tion to  the physical plant, factory records w ere checked.6 A dm in
istrative justification could generally be offered for the expansion 
of investigational ac tiv ity ; for example, the governm ent could more 
speedily and com pletely remove a dangerous product from  the 
m arket by seizure action if it  could inspect shipping records giving 
facts on the distribution of th a t product. Since there was no provision 
for factory inspection existing under the 1906 Act, there was no litiga
tion as to w hether the federal governm ent had a right to  inspect 
factories or their records.7

1938 Act
By the early 1930’s it was generally assum ed by food and drug 

officials th a t the inspection of establishm ents dealing w ith foods, 
drugs and cosm etics was essential to safeguard the consumer. A l
though m ost of industry  w as voluntarily  allowing inspection of their 
premises, there was a small segm ent th a t was refusing inspection.8 
Legislation for the present Food, D rug  and Cosmetic Act, as initially 
introduced in Congress in 1933, included provisions for com pulsory 
factory inspection of concerns dealing in in terstate  commerce. The 
proposed legislation was amended, revised and debated extensively 
over a period of five years.

T he first bill, S. 1944 known as the Tugw ell Bill, was prepared 
by the FDA. T he bill provided for inspection of “. . . factory, w are
house, establishm ent or vehicle and all pertinent equipm ent, methods 
and processes, finished and unfinished m aterial, containers, and labels 
there used or stored. . . . ” 9 During the course of the hearing on
S. 1944, m any m anufacturers objected to the disclosure of formulae, 
m ethods and processes. A t th a t tim e Mr. Campbell, Chief of the 
Food and D rug  A dm inistration, stated :

5 H earings on S. 1944, 73rd Cong., 2d
Sess., on Dec. 7 and 8, 1933, as quoted 
in D unn, Charles W ., “Federal Food, 
D rug  and Cosmetic A ct,” G. E. Stech- 
e rt & Co’., N ew  Y ork  (1938), 1099.

0 H earings on H . R. 2769, H . R. 3561, 
H . R. 3604, 83d Cong., 1st Sess., M av
19 and 20, 1953.

1 N o1 cases w ere reported  from  1908 
to- 1932, as quoted in W hite, M. G. and

Gates, O. H ., “Decisions of Courts in 
Cases U nder the Federal Food and 
D rugs A ct,” U nited States D epartm ent 
of A griculture, U nited States G overn
ment P rin ting  Office, Washington, D. C. 
(1934).

8 H earings on S. 1944, cited a t foot
note 5.

9 S. 1944, 73rd Cong., 1st and 2d 
Sess,, Sec. 13(a). (Ita lics added.)
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I t  is alleged in connection w ith this particular action th a t it is extrem e; 
th a t it calls upon a  m anufacturer to m ake a su rrender of p roperty  rights in 
w hich he has a definitely vested in terest; th a t it requires disclosure of trade 
secrets. To a large extent th a t is sheer nonsense. Com petitors through obser
vations, expert analysis, and o ther investigations th a t m ay be carried ou t can 
easily ascertain  the essential composition of various drug products to  be found 
on the m arket.

The ingredients are not secrets, bu t there is, I will grant, in the preparation 
of such products m anufacturing techniques w hich m ay be of value to- m anufac
tu ring  firms. I have had m anufacturers of d rug  products tell me repeatedly  tha t 
there was no objection to this requirem ent; th a t it was no t the ingredients o r 
the com position of the article w hich constitute the secret, bu t ra ther the m ethod 
of com bining the various ingredients.10 11

A fter the hearing on S. 1944, the w ords “m ethods and processes” 
disappeared from the language of the factory-inspection provisions of 
the various bills and did not recur.

T he outcom e of the five-year legislative effort was the Federal 
Food, D rug  and Cosmetic Act of 1938." T he procedure for factory 
inspection was covered in Section 704, bu t the only express m ention 
of record inspection, in Section 703 was a provision conferring upon 
inspectors the righ t to have access to, and to  copy, those records of 
carriers and conduits pertain ing to  the m ovem ent of any food, d rug 
or cosmetic in in terstate  commerce.

In the legislative debates preceding the passage of the 1938 Act 
the righ t to  inspect even records of m ovem ent had been in terpreted  
as lim ited to those of the carriers and to  inform ation which would 
establish federal jurisdiction.12 However, after the enactment of the law, 
the FD A  in terpreted  Section 704 to  include general inspection of 
records w ithin the authorized scope of inspection. T his adm inistrative 
in terpretation  was resisted by a large segm ent of industry  ;13 however, 
case law developed which seemed to favor it.

A federal inspector had first to obtain permission in order to 
inspect records in accordance w ith the term s of Section 704.14 But

10 H earings o-n S. 1944, cited at foot
note- S, at p. 1084.

11 P. L. 717, 75th Cong., 3d Sess., ap
proved June 25, 1938.

12 Elson, E ugene M., “ Inspection of 
R ecords,” 5 F ood D rug Cosmetic L aw 
J ournal 755, 757 (1950).

13 Cited at footnote 12, at p. 76-3.
14 United States v. Maryland Baking 

Company, 81 F. Supp. 560 (D C Ga. 
1948). Crim inal proceedings had been

institu ted  against the defendant o-n a 
charge of shipping adulterated  food. 
T he complaint was dismissed, since 
perm ission to m ake an inspection was 
obtained from an unauthorized person, 
the p lan t superintendent. T he court 
held th a t the inspection did not comply 
w ith the term s of the sta tu te  because 
the inspectors did not obtain perm is
sion from  the m anager. T he m anager 
was the “opera to r and custodian” and
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if an authorized person w ith  knowledge of possible consequences 
voluntarily  gave perm ission to  inspect records during a factory inspec
tion, then the governm ent was free to  use th a t inform ation as it saw 
fit, including libel action.11 M oreover, perm ission to  enter the premises 
could be tacitly  granted, and perm ission to inspect records im plicitly 
given.16 These cases did not decide definitively th a t com pulsory in
spection of records, o ther than those of carriers, was w ithin the 
au tho rity  of the FD A , b u t in a footnote to the opinion in United 
States v. Crescent-Kelvan Company, the following statem ent ap p ea rs :

C om paring the provisions of Section 704 of the Act, 21 U. S. C. A., Section 374 
(Supp. 1946), w ith those of Section 703, 21 U. S. C. A., Section 373 (Supp. 1946), 
re la ting  to! the inspection of d rugs in the possession of carriers engaged in 
in tersta te  com m erce it should be noted tha t the righ t to inspect shipping records 
is expressly conferred upon officers of the A dm inistration. Since the righ t to 
inspect shipping records is not expressly conferred upon inspectors m aking 
inspections of factories, it m ay be argued th a t an inspection of a factory under 
the la tte r section w ould not include the inspection of the factory’s shipping 
records. O n the o ther side, it m ay be argued that inspection of a  “factory” 
includes the inspection of everything to  be found therein relating  to the business 
of the factory. T he la tte r view seems to  us to  be m ore in accord w ith the 
canons of s ta tu to ry  construction bu t it is unnecessary to> decide this question in 
the case a t bar.”

T his dictum  was often referred to  by inspectors of the FD A  as 
an indication of their au thority  to inspect shipping records or any 
other records found in the factory which had any relation to  the 
business, up to the time th a t the Cardiff case was decided by the 
U nited S tates Suprem e Court.18

the inspectors knew  she was present in 
th e  plant. The 1953 F acto r Inspection 
Amendment substituted the word “agent” 
for the w ord “custodian.”

15 United States v. 75 Cases, etc. of 
Peanut Butter, 54 F. Supp. 641 (1944), 
rev’d, 146 F. 2d 124 (CA-7 1944), cert, 
denied 325 U. S. 856 (1945). T he in
spector obtained perm ission of the 
president of the com pany to  look at the 
records of the com pany’s shipm ent of 
peanut butter. T he inform ation se
cured from  the records was the basis 
for libel proceedings. The circuit court 
held th a t the d istric t court had placed 
too narrow  a construction  upon the 
righ t of inspection in holding th a t it 
was incum bent upon the inspector to 
m ake sure tha t the claim ant, in giving 
his consent, understood the fullest use

tO' which the records m ight be put by 
the governm ent.

16 United States z. Crescent-Kelvan 
Company, 164 F. 2d 582 (CA-3 1948). 
T he defendants had been convicted, of 
shipping, in interstate commerce, certain 
drugs w hich w ere adulterated . Section 
704 was discussed in the opinion p rin
cipally because the inspector had ob
tained shipping records from  which the 
names of the consignees were obtained, 
which in tu rn  led to  this action. The 
court held that perm ission to  enter the 
prem ises was tacitly  gran ted  by the 
defendant, and in addition, tha t per
m ission to  inspect shipping records was 
im plicitly granted.

17 Cited at footnote 16, at p. 586, foot
note 4.

18 Elson, cited at footnote 12, at p. 759.
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C a r d i f f  Decision 19
T he righ t of compulsory record inspection, as assum ed by the 

FD A  following the passage of the 1938 Act, was dependent upon 
w hether Section 704 of th a t A ct made factory inspection compulsory. 
I t  was alm ost universally accepted by industry  th a t the FD A  had 
the au thority  to  compel industry  to  allow factory inspection. The 
legislative h istory  could support this view.20

However, some 15 years later a federal food and drug inspector 
was refused adm ittance to  make an inspection of a plant processing 
apples at Yakim a, W ashington, for shipm ent in in terstate  commerce. 
T his refusal resulted in the first reported  case to raise the issue as to 
w hether au thority  existed for com pulsory factory inspection. The 
final outcom e of this refusal was th a t in 1952 in the Cardiff decision, 
the U nited S tates Suprem e Court overturned Section 704.

T he court based its decision on the conflicting provisions of the 
1938 Act. Section 704 authorized an inspector to  en ter “after first 
m aking request and obtaining perm ission of the owner, operator, or 
custodian” ; however, Section 301(f) made criminal “the refusal to 
perm it entry  or inspection as authorized by Section 704.” 21 The 
court could not find a reasonable way to  reconcile the tw o provisions 
and held the crim inal provisions of Section 301(f) void for vagueness. 
W ithou t the crim inal penalties attached to Section 704, allowing 
factory inspection by the federal governm ent became wholly voluntary. 
L acking authority  to make factory inspection compulsory, the govern
m ent no longer had implied m eans to compel industry  to  subm it to 
record inspection.

1953 Factory Inspection Amendment

T he Cardiff decision had left the FDA w ithout the com pulsory 
factory inspection power which it deemed necessary for the proper 
perform ance of its functions.22 T he governm ent's petition for cer-

“ United States v. Cardiff, 95 F. Supp. 
206 (E. D. W ash. 1951), rev’d 194 F. 
2d 686 (CA -9 1952), aff’d 344 U. S. 174 
(1952).

20 H . R. R eport No. 2139; P t. 1, 75th 
Cong., 3d Sess., pp. 12-13 (1938). T he 
repo rt implies the com pulsory nature of 
factory inspection.

21 E arlier d rafts of the 1938 A ct had 
combined in one single section the power

PAGE 306

to inspect upon obtaining permission and 
the prohibition against refusing to  grant 
such perm ission. Before the law ’s en
actm ent the provisions were separated.

22 In  hearings on H. R. 2769, H . R. 
3551, H. R. 3604, cited a t footnote 6, at 
p. 80, Comm issioner Craw ford testified 
that prior to the 1938 Act approximately 
5 per cent of the producers refused to 
adm it inspectors on a voluntary  basis,
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tiorari in the Cardiff case stated its view on the type of au thority  it 
needed :

F acto ry  inspection of a d rug  plan t m ay include observation, photographing 
and appraisal of the follow ing factors on the prem ises: (1) conditions of sanitation; 
(2) raw  m aterials; (3) form ula cards; (4) actual m anufacturing w ork sheets; 
(5) batch  records; (6) w eight and m easuring controls; (7) packing techniques; 
(8) sterility  and pyrogen control; (9) potency contro ls; (10) coding system ; 
(11) facilities for m aintain ing separate identity  of each drug; (12) cleaning of 
equipm ent betw een batches; (13) quarantin ing of drugs until after clearance 
w ith control laboratory ; (14) qualifications of technical personnel; (IS) the 
com plaint file of the firm. In  addition, sam ples and labeling of doubtful m ate
rials are purchased from  the factory  for anaylsis and appraisal by food and 
drug scientists; and shipping records relating  to sources of raw  m aterials as 
well as to destinations of finished products are exam ined and copied to facilitate 
the rem oval of offensive m erchandise from  in tersta te  com m erce.23

In  general the regulated industries agreed th a t legislation for 
com pulsory factory inspection was needed; however, they w anted 
the new legislation to  lim it the scope of factory inspection. T hey  were 
concerned about the F D A ’s form er broad in terpretation of Section 
704,24 and believed th a t the governm ent’s petition in the Cardiff case 
asked for au thority  th a t was far too extensive.

In  1953 Congress enacted a Factory  Inspection A m endm ent to 
the Federal Food, D rug  and Cosmetic Act,25 the effect of which was 
to exclude record inspection from w ithin the scope of com pulsory 
factory inspection.

T he legislative h istory  of this am endm ent, affecting Section 704 
of the original act, is confused due to unresolved contradictions be
tween the H ouse and Senate reports on the bill p rior to> its passage. 
T he H ouse w rote its bill through the Commerce Com mittee whose 
chairm an and other m embers in terpreted  it in the floor debate. The 
Senate approved the H ouse’s bill w ithout any change w hatsoever. 
Confusion arose due to  the fact th a t the conflicting Senate report was 
not repudiated by the Senate Com mittee nor by the Senate.

M ost au thorities disregarded the Senate report and accepted the 
H ouse in terpretation  th a t the addition to  Section 704 of the w ords 
“w ithin reasonable lim its and in a reasonable m anner” had the effect 
of requiring a stric t construction of the w ords “factory, warehouse,

bu t th a t under the 1938 Act, the re
fusals alm ost ceased entirely. D uring 
the six m onths im m ediately following 
th e  Cardiff case, C om m issioner C raw 
ford reported  18 refusals of entry.

23 Petition  for a w rit of certiorari to 
the U nited  States C ourt of Appeals for

the N inth  Circuit, United. States v. Car
diff, No. 27, O ct. T erm  (1952), 19.

24 H earings on H. R. 2769, H. R. 3551, 
H . R. 3604, cited a t footnote 6, at 
pp. 94-96.

25 P, L. 217, 83d Cong., 1st Sess., ap 
proved Aug. 7, 1953.
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establishm ent, or vehicle and all pertinent equipm ent, finished and 
unfinished m aterials, containers, and labeling” so th a t such m atters 
as formulae, m ethods, processes, com plaint files, shipping records, 
qualifications of technical personnel, and so forth, were not to be 
included w ithin the scope of the inspection authorized.26 It has been 
suggested that the w ords “within reasonable lim its and in a reasonable 
m anner” could have been broadly construed so as to  give the FD A  
the same scope of inspection as if these w ords had not been added. 
T he difference produced by the addition of these w ords m ight then 
have been th a t the courts would only require the FD A  to show th a t 
the request to  inspect records had some connection w ith the enforce
m ent of the Act. T his broad construction could possibly have been 
based upon the contradiction between the debates on the floor and 
the com m ittee reports which lessened the value of legislative history 
in in terp reting  the am endm ent.27

However, the FD A  took the tack of the m ajority  of authorities. 
I t  publicly accepted the proposition th a t the Legislature did not intend 
to include record inspection w ithin the scope of com pulsory factory 
inspection,25 and thereby waived its prior position expressed in the 
petition for certiorari in the Cardiff case.

Additive Amendments
W ith  the passage of the Pesticide Chemicals A m endm ent of 

1954,29 the Food Additive Am endm ents of 1958,30 and the Color 
Additive Am endm ents of I960,31 a procedure for gaining inform ation 
w ithout record inspection was extended. T he procedure originally 
had been outlined in the New D rug  Application provision 32 in the 
1938 Act. In d u stry  was required to  make thorough tests of new 
products and to  subm it the results to  the FDA. T he FD A  then 
investigated the facts and took one of th ree s te p s : it approved the 
product and granted perm ission for its m arketing, it issued a regula-

23 Dunn, Charles W ., “A m ended F ac 
tory-Inspection  L aw  of the Federal 
Food, D rug, and Cosmetic A ct,” 8 F ood 
Drug Cosmetic L aw J ournal 792, 797 
(1953). Rhyne, Charles S. and Mullin, 
Eugene F. Jr., “Inspect W hat? A Study 
in Legislative H isto ry ,” 9 F ood D rug 
Cosmetic L aw J ournal 18 (1954), at 
pp. 36-37.

21 C hristopher, T hom as W ., “Signifi
cant C om m ents,” 8 F ood D rug Cos
metic L aw J ournal 604 (1953).

28 U. S. Dept. H . E. W. Release, Aug. 
27, 1953, C CH  F ood D rug Cosmetic 
R eports, f  2661.67.

29 P. L. 518, 83d Cong., 2d Sess., ap
proved Ju ly  22, 1954.

30 P. L. 929, 85th Cong., 2d Sess., ap 
proved Sept. 6, 1958.

31 P. L. 618, 86th Cong., 2d Sess., ap
proved Ju ly  12, 1960.

32 P. L. 717, cited a t footnote 11, Sec. 
505.
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tion prescribing conditions under which the product could be marketed, 
or it denied approval altogether if it appeared that the substance 
might be unsafe even when properly used, or that it might deceive 
the consumer.

For practical purposes the procedure constituted a pre-licensing 
program. I t made available to the FDA extensive information regard
ing composition, m anufacturing processes, and methods of analysis, 
on products using potentially toxic substances.

Drug Amendments of 1962
In December 1959 the Senate A ntitrust and Monopoly Subcom

mittee (Kefauver Committee) began investigating the pharmaceutical 
industry. The inquiry concerned economics, dealing with alleged 
excessive prices and profits on prescription drugs. The Committee 
conducted several hearings which culminated in an extensive report 
entitled “Administered Prices in the Drug Industry.” 33 At the 
conclusion of these hearings, S. 1552 or the Kefauver Bill was intro
duced into Congress on April 12, 1961.34

The Kefauver Bill proposed an amendment to Section 704 of the 
Federal Food, Drug and Cosmetic Act. Under its provisions, the 
FD A ’s scope of inspection would be enlarged to include specific 
records of establishments in which prescription drugs are made, 
processed, packed or held.3'1“ Senate Committees’ hearings 35 on the 
bill produced a number of changes before it was finally voted upon 
and passed by the Senate. S. 1552 was amended to exempt from 
record inspection pharmacies, licensed practitioners and persons who 
prepare drugs solely for use in research, teaching or analysis rather 
than for sale. In addition specific types of records were excluded 
from its provisions, such as financial, sales (other than shipping 
records), pricing, personnel and research data.

An administration bill, H. R. 11581,36 was introduced by Congress
man Harris on May 3, 1962. The Harris Bill would have extended

33 S. Report No. 448, 87th Cong., 1st 
Sess., Subcommittee on A ntitrust and 
Monopoly of Senate Committee on Ju 
diciary, Pts. 14-26.

34 S. 1552, 87th Cong., 1st Sess., Con
gressman (Tellers’ bill, H. R. 6245, 87th
Cong., 1st Sess., was the companion bill 
for the D rug Industry A ntitrust Act.

M* Cited at footnote 34, Sec. 508(c).

35 Hearings were held on S. 1552 be
fore a subcommittee of the Senate Com
mittee on Judiciary on June 5 and July 
5, 1961, and January 30, 1962. In addi
tion, hearings were held on H. R. 6245 
before the A ntitrust Subcommittee of 
the House Committee on the Judiciary 
on May 17, 18, 23 and 24, 1962.

33 H. R. 1158#1, 87th Cong., 2d Sess.

p a g e  309RECORD IN SPEC TIO N



the FD A’s right of record inspection to cover food and cosmetic con
cerns. H. R. 11581 would have amended Section 704 to authorize 
inspection of “all things therein (including records, files, papers, 
processes controls, and facilities)” of establishments where drugs, 
food, cosmetics and devices are manufactured, processed, packed or 
held after introduction into interstate commerce.37 The sole limitation 
of the FDA's inspection authority would be that its investigations 
concern “violations or potential violations” of the Act. Extensive 
hearings on H. R. 11581 were held by the House Committee on In ter
state and Foreign Commerce, during which the food and cosmetic 
industries strongly opposed the expansion of record inspection au
thority to cover them.38 *

W hile the House Committee was still debating H. R. 11581, it 
received S. 1552 which had been passed by the Senate. About this 
time publicity on the thalidomide issue 30 reached its peak, and so 
while industry as a whole resisted the new legislation, manufacturers 
of prescription drugs seemed reconciled to the fact that for them 
there would be new controls.40

After considering the provisions of both bills, the House finally 
adopted S. 1552 with amendments in lieu of H. R. 11581. S. 1552, 
granting the FDA power to inspect the records of the prescription drug 
industry for information concerning a violation, was signed into law 
by the President on October 10, 1962.41

THE PRESENT MEANS AND EXTENT OF RECORD INSPECTION
Except when dealing with the prescription drug industry which 

is newly regulated by the Drug Amendments of 1962, the FDA pres
ently operates according to the 1953 Factory Inspection Amendment. 
Thus it does not have the administrative power to compel industry to 
produce its business records for inspection. Asserting that it would

37 C ite d  a t  f o o tn o te  36, Sec . 2 0 1 (a ) .
H . R . 11581 d if fe re d  f ro m  o th e r  b ills  
o n  fa c to ry  in s p e c t io n  p ro p o s e d  a t  t h a t
t im e  in  t h a t  sp e c if ic  i te m s  w e re  in  p a 
r e n th e s is  r a th e r  th a n  in  th e  te x t  o f  th e  
p ro p o s e d  s ta tu te .  T h is  s t a tu to r y  c o n 
s t ru c t io n  m ig h t  h a v e  g iv e n  th e  p h ra s e
“ a n d  a ll th in g s  th e r e in ” a w id e r  sc o p e  
o f  in s p e c t io n  p o w e r , e sp e c ia l ly  w ith  th e
n e w  a d d e d  p h ra s e  “ o r  o th e rw is e  b e a r 
in g  o n  v io la t io n s  o r  p o te n t ia l  v io la t io n s  
o f  th is  A c t .”

38 H e a r in g s  w e re  h e ld  o n  H . R . 11581, 
87 th  C o n g ., 2d  S ess ., J u n e  19-22 a n d  
A u g . 20-23 ,. 1962.

“  108 Congressional Record 16302- 
16306; 108 Congressional Record 20873 
( S e n a to r  H a r t ) ;  108 Congressional 
Record 20881 ( S e n a to r  H r u s k a ) .

40 G o o d ric h , W il l ia m  W .,  “ T h e  C ase  
fo r  th e  F a c to r y  In s p e c t io n  A m e n d 
m e n t ,” 17 F ood D rug Cosmetic L aw 
Journal 517, 519 (1962).

41 P . L . 781, 8 7 th  C o n g ., 2 d  S ess .
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be hampered in carrying out its duties if it had no access whatever 
to business data, the FDA since 1953 has been engaged in a search for 
indirect means whereby it might exercise the power to inspect indus
trial records.

Rejected Possibilities for Securing Records from Industry
There were at least three methods explored but not used, that is, 

search warrant, subpoena by grand jury, and administrative subpoena 
duces tecum. The Fourth and Fifth Amendment of the Federal Con
stitution would afford industry little protection against such devices. 
Moreover, under a lawful subpoena or search warrant, officers could 
be compelled to testify about business matters of their corporations 42 
in spite of the fact that they might thereby personally incriminate 
themselves.43

Search warrant.—The use of the first possible method, that of 
search warrant,44 was not expressly excluded by Congress as a method 
of enforcement. I t  is true that the majority report of the committee 
conducting hearings on factory inspection prior to enactment of the 
1953 Amendment rejected the minority report’s suggestion that the 
entire “inspection” procedure be predicated on a search w arrant basis.45 
However, Congress did not specifically forbid the FDA to make use 
of the general search warrant power to which it is entitled under the 
federal criminal statutes.

In actual practice the FDA can resort to the use of search war
rants where it finds its operations being thwarted.46 However, two 
factors inhibit the general usage of search warrants as a means of 
gaining access to industry records. The first is the difficulty of meet
ing the detailed requirements for a search w arrant’s issuance as out-

“  Silverthorne Lumber Company v. 
United States, 251 U . S. 385 (1 9 2 0 ); 
Hale v. Henkel, 201 U . S. 43 (1 9 0 6 ); 
U. S. v. Philadelphia Railroad, 225 F . 
301 (D C  P a . 1 9 1 5 ); N o te ,  30 Columbia 
Lazo Review  103 (1 9 3 0 );  United States 
v. Morton Salt Company, 338 U . S. 632 
(1 9 5 0 ); Davis v. United States, 328 U . S. 
582 (1 9 4 6 ).

,2Essgee Company v. United States, 262 
U . S. 151 (1 9 2 3 ); Wilson v. United 
States, 221 U . S. 361 (1 9 1 1 ); United 
States v. Wernes, 157 F . 2 d  797 (C A -7  
1 9 4 6 ); United States v. White, 322  U . S. 
694 (1 9 4 4 ); Rogers v. United States, 340' 
U . S. 367 (1 9 5 1 ); Caroline Products

Company v. United States, 140 F .  2d  61 
(C A -4  1944), a ff’d 323 U . S. 18 (1 9 4 4 ).

44 S t r i c h a r tz ,  R ic h a rd ,  “ P ro b le m s  R e 
la t in g  t o  th e  U s e  o f  th e  S e a rc h  W a r 
r a n t  in  th e  A d m in is t r a t io n  o f  th e  
F e d e r a l  F o o d , D r u g  a n d  C osm etic  A c t,” 
9 F ood D rug Cosmetic L aw Journal 
331. (19 5 4 ).

45 H . R . R e p o r t  N o . 708, 83d C o n g ., 
1 s t S e ss ., p. 5 ( m a jo r i ty  r e p o r t ) ,  p. 32 
( m in o r i ty  r e p o r t ) .

46 C ra w fo rd ,  C h a r le s ,  “ T h e  R e ta i l  
D r u g g is t  a n d  th e  F e d e r a l  L a w ,” 8 F ood 
D rug Cosmetic L aw  Tournal 721, 726 
(1 9 5 3 ).
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lined in Rule 41 of the Federal Rules of Criminal Procedure. The 
FDA must demonstrate to the court that there are sufficient facts for 
a reasonably discreet and prudent man to believe that a violation of 
the Federal Food, Drug and Cosmetic Act has taken place before a 
search w arrant can be authorized. The difficulty of showing “prob
able cause” that a crime is being committed 47 is a severe limitation. 
A second inhibiting factor is the knowledge that general use of search 
warrants to obtain records might readily have a very adverse effect 
on industry’s attitude of cooperation with the Administration.48

Subpoena by grand jury.—The legislative history of the original 
1938 Act did not indicate that use of the grand jury should be excluded 
as an enforcement method,49 nor did the 1953 Amendment.50 * The 
grand jury  has almost unlimited subpoena powers based upon the 
principle that all citizens must assist the effective functioning of gov
ernment by making available information which is necessary to the proper 
enforcement of the law.31 All records pertinent to  the manufacture, 
distribution, and sale of food, drugs or cosmetics would appear to be 
within the scope of a grand jury investigation. The only limitation 
here would be that the information be reasonably relevant to the sub
ject of inquiry.52

Administrative subpoena d u c e s  t e c u m .— If the FDA were stymied 
in an im portant investigation, it could utilize the subpoena duces tecum 
of the grand jury.53 However, the FDA has never used this method, 
since as with the case of search warrants, industry would probably 
resent the use of a criminal procedure for investigating its operations

47 Hearings on H. R. 2769, H. R. 3551, 
H. R. 3604, cited at footnote 6, at p. 218. 
Commissioner Crawford said, “Since 
manufacture of misbranded or adulter
ated drugs is not itself ordinarily an 
offense under the Federal Food, Drug 
and Cosmetic Act, such a showing would 
be a practical impossibility in most 
cases.”

48 Dunn, cited at footnote 26, at p. 801.
49 Swertfeger, L. Jack Jr., “Investi

gations Beyond the Scope of Section
704 of the Federal Food, D rug and
Cosmetic Act: The Grand Jury,” 10 
Foon D ruc Cosmetic L aw Journal 32,
(1955).

“ 83 Congressional Record 7794 (1938), 
as quoted in Dunn, cited at footnote 5, 
at p. 904.
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51 Swertfeger, cited at footnote 49, at 
p. 35.

 ̂Brown v. United States, 276 U. S. 
134 (1928); In Application of Radio Cor
poration of America, 13 F. R. D. 167 
(DC N. Y. 1952); Application of Texas 
Company, 27 F. Supp. 847 (DC 111. 
1959); In re Investigation Conducted by 
the Attorney General of the United States, 
27 F. Supp. 997 (DC N. Y. 1939); Pen- 
field Company of California v. Securities 
and Exchange Commission, 330 U. S. 585 
(1947); Petition of Borden Company, 75 
F. Supp. 857 (DC 111. 1948).

53 Larrick, George P., “Sanitation Pro
visions of the Federal Food, Drug and 
Cosmetic Act,” 1 F ood D rug Cosmetic 
L aw Q uarterly 158 (1946).
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if other methods are available.r’4 This type of subpoena may be issued 
for less than the “probable cause” required for a search w arrant; the 
sole requirement is a reasonable and relevant purpose.55 A t present, 
there is no statute granting the FDA authority to use this device, and 
a bill which would have granted such authority was introduced in 
Congress but never passed.55

Methods in Use for Securing Records Without Inspection 
and the Industries’ Reaction

Instead of relying on negative “enforcement by prosecution” 57 
the Food and Drug Administration has chosen to seek data from fac
tory records primarily by encouraging industry to submit them volun
tarily, and by using written interrogatories authorized by the federal 
discovery procedures.

Encouraging voluntary submission of records.—Soon after the 
passage of the 1953 Amendment the Food and Drug Administration 
issued the following statement :

Accordingly, inspectors have been instructed to ask permission to see such 
records or files whenever there is any need or reason to examine them or to 
obtain information contained in them.

The inspector may state reasons for asking to examine a particular record 
or file but will not otherwise press the owner, operator or agent for permission 
to see it.

The Food and Drug Administration will not attem pt to predetermine what 
action may be appropriate in future situations which seem to necessitate inspec
tion of records, but will endeavor to resolve these problems as they arise, keeping 
in mind the health, safety and interest of consumers and the congressional intent 
in the statute as a whole to protect public health.“5

A reaction from industry was not long in coming. Mr. Charles 
Wesley Dunn, counsel for the American Pharmaceutical M anufactur
ers Association, analyzed this statement, gave a warning to industry, 
and made some long range predictions :

The foregoing statement referring to the Food and Drug Administration 
statement above is subject to the following (among other) significant comments:
(a) It curtails the inspection information prescribed in the Congressional debate.
(b) In enacting the amended law of Section 704, Congress did not expressly 
authorize the Food and Drug Administration to secure this prescribed informa-

M Christopher, Thomas W., “Factory 
Inspection,” 8 F ood D rug Cosmetic 
L aw Journal 101 (1953).

55 Oklahoma Press Publishing Co. v. 
Walling, Z21 U. S. 186 (1946); Fleming 
v. Montgomery Ward & Company, 114 
F. 2d 384 (CA-7 1940), cert, denied, 
311 U. S. 690 (1940).

56 H. R. 4572, 81st Cong., 1st Sess. 
was introduced by Congressman Keefe 
on May 9, 1949. The bill died in com
mittee.

51 Christopher, cited at footnote 54, at 
p. 103.

58 Commissioner Crawford, in a Dept, 
of H. E. W . release of Aug. 27, 1953.
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tion on a voluntary basis. On the contrary, it plainly indicated in its House report 
and debate that the Food and Drug Inspection authority under this law does 
not reach such information. But the Food and Drug Administration may argue, 
until it is judicially decided otherwise, that Congress has not outlawed its tradi
tional practice to ask for established inspection information on a voluntary basis,
(c) A voluntary Food and D rug Administration inspection of an establishment 
has essentially the same administrative purpose as a compulsory one, to enforce 
the Food, Drug, and Cosmetic Act. (cl) Information given by a manufacturer 
or dealer in such a voluntary inspection may be used as evidence against him in 
a criminal proceeding under this Act, and he cannot legally avoid this result, by 
a written disclaimer that it is voluntarily given without prejudice. In short: 
where a manufacturer or dealer voluntarily gives the Food and Drug Adminis
tration information in an establishment inspection to enforce the Food, Drug, 
and Cosmetic Act, he legally surrenders any immunity from its use as evidence 
against him in an enforcement proceeding thereunder, (e) A voluntary establish
ment inspection by the Food and Drug Administration in the area of the pre
scribed information involves only legitimate manufacturers and dealers, who are 
willing to cooperate with it; and such inspection does not reach illegitimate 
manufacturers and dealers, who deliberately violate the Food, Drug, and Cosmetic 
Act and use the Congressional limitation of amended Section 704 to prevent its 
enforcement against them. Hence, this voluntary inspection will fail in its major 
enforcement purpose, (f) A11 FDA request for a voluntary establishment inspec
tion, made to legitimate manufacturers and dealers, may place them in a difficult 
position to refuse it; and in that event, it is practically converted into a com
pulsory inspection under the Food, Drug, and Cosmetic Act. For, in this situation, 
they may not wish to offend the FDA; or they may fear its retaliatory action; 
or they may sincerely desire to cooperate with it. (g) In the last paragraph of 
the above official statement, the FDA plainly serves notice that if a manufacturer 
or dealer voluntarily refuses to give prescribed information needed to enforce 
the FDC Act, it will use other available means to secure it; and they importantly 
include a drastic search w arrant procedure.”“

A series of cases involving voluntary record inspection has sub
stantiated Mr. Dunn’s observations. The courts have held that, where 
a m anufacturer or dealer voluntarily allows the federal inspector to 
examine his records, such information as the inspector acquires may 
be used as evidence against the manufacturer or dealer in a criminal 
proceeding.00 All the defendants in the cases contended that they 
were immune to prosecution under Section 703 of the Federal Food,

59 Dunn, cited at footnote 26, at pp. 
802-803.

69 United States v. Arnold’s Pharmacy, 
Inc., 116 F. Supp. 310 (DC N. J. 1953). 
The failure of pharmacy operators to 
object when their samples and pre
scription records were first made avail
able to the government’s agents was 
taken, by the court, as clearly indica
tive of the operators’ willingness to 
turn them over. The operators’ motion 
to suppress and return the evidence, 
following their indictment by infor-

niation charging them with violating 
the Federal Food, D rug and Cosmetic 
Act by selling prescription drugs w ith
out prescription, was denied since there 
had been no unreasonable search and 
seizure in violation of the Fourth Amend
ment to the Constitution and the im
munity clause of Section 703 of the Act 
was not applicable. Hotvever, as dicta, 
on page 714, the court added that it 
was equally clear that:

“ [T ]he section (703) was intended 
to apply where access to the records
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Drug and Cosmetic Act, which immunizes shippers and conduits from 
whom evidence is obtained by compulsion pursuant to the authority 
of that section. The courts, not mentioning the fact that Section 703 
specifies only shippers and conduits regarding immunity, declared that 
the safeguard from prosecution did not apply to these defendants 
because they had opened their records.

In general, the major industries have adopted three policies re
garding voluntary submission of records for inspection by the govern
ment. The first position is that of cooperation, in which the company 
makes its records available when good reasons for its doing so are 
given. Companies taking the second position maintain that the FDA 
has no right under the 1953 Amendment to request the privilege of 
inspecting confidential records, and therefore withhold them. The 
last position consists of a composite of the two preceding policies. 
Companies maintaining this position are willing to cooperate with the 
FDA within certain limits, but refuse to show records containing 
essential production knowledge and confidential information (for ex
ample, formulas and processes) when they believe such trade secrets 
are not essential to proper enforcement. W hatever position they may 
take, companies generally resent and oppose “fishing expeditions’’ (by 
which federal inspectors might seek a basis for enforcing the Act 
against an industry by examining that industry’s records).

Use of written interrogatories,—Under the Federal Rules of Civil 
Procedure 61 a broad range of discovery devices is available for use by

w a s  re fu s e d  th e  G o v e rn m e n t.  I n  t h a t  
e v e n t, b y  p ro c e e d in g  u n d e r  th e  s t a tu 
to r y  p ro v is io n  in  q u e s tio n , th e  G o v 
e r n m e n t  c o u ld  o b ta in  a c c e s s  to  su c h  
re c o rd s  d e s p i te  su c h  re fu sa l .  B u t, if th e  
G o v e rn m e n t  d id  so* p ro c e e d , th e  ‘e v i
d e n c e  o b ta in e d  u n d e r  th is  s e c tio n  sh a ll 
n o t  b e  u se d  in  a  c r im in a l  p ro s e c u t io n  
o f  th e  p e r s o n  f ro m  w h o m  o b ta in e d .’ ” 

A u th o r i t ie s  d is a g re e  w ith  th is  d ic ta . 
F o r  e x a m p le , V e rn o n , D a v id  H ., “ F o o d , 
D r u g  a n d  C o sm e tic  L a w ,” 29  N ew  York  
University Law  Reviezv  401 (1 9 5 4 ), a t  
p p . 406-407, s ta te s :

“ O n  th e  b a s is  o f  th is  d ic ta , it m ig h t  
b e  a s s e r te d  t h a t  w h e re  a  p r o d u c e r  in  
th e  c o u rs e  o f  a n  in s p e c tio n , r e fu s e s  a c 
c ess  to  h is  r e c o rd s  o n  th e  b a s is  o f S e c 
t io n  704, a n d  th e  n o tic e  r e q u ir e d  b y  
S e c tio n  703 is p re s e n te d ,  th e  in s p e c to r  
could  th u s  o b ta in  in fo rm a tio n  p ro h ib ite d

h im  b y  th e  fo rm e r  se c tio n . O n  th e  
b a s is  o f su c h  in fo rm a t io n ,  th e  G o v e rn 
m e n t,  w h ile  b a r re d  f ro m  b r in g in g  a  
c r im in a l  a c tio n , m ig h t  b r in g  s e iz u re  o r  
in ju n c t iv e  p ro c e e d in g s . H o w e v e r ,  S e c 
t io n  703 w a s  in te n d e d  to  a p p ly  to  c a r 
r ie rs  an d  conduits, a n d  it  is d o u b tfu l th a t 
it w ill b e  e x te n d e d  s o  as toi p r e v e n t  th e  
c o n g re s s io n a l  in te n t io n  as r e g a r d s  th e  
sc o p e  o f  a u th o r iz e d  in sp e c t io n .”

See  a lso  United, States v. Scientific A ids 
Company, 117 F . S u p p . 588 (D C  N . J. 
1 9 5 4 ); United States v. Lyon Drug Com
pany, 122 F . S u p p . 597 (D C  W is .  1 954); 
United States v. H er old, t. a. M ayfair 
Drug Company, 136 F . S u p p . 15 (D C
N . Y . 1955).

61308 U . S. 645 (1939) a s  a m e n d e d  
329 U . S. 839 (1947) a n d  335 U . S. 919 
(1 9 4 8 ).
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the FDA after an action has been filed. Under the rules facts relevant 
to any part of a case, whether in issue or not, may be elicited from any 
party or witness.62 If a party refuses to answer any question pro
pounded to him by a discovery device, the court may cite him for con
tempt, refuse to allow him to support or oppose designated claims 
or defenses, prohibit him from introducing evidence, strike out the 
pleadings, dismiss the action or render judgment against him by de
fault.63 The three primary systems of the discovery procedure are deposi
tions,64 production of documents 65 and interrogatories.66

The government is reluctant to make extensive use of depositions, 
because they are so expensive and time-consuming.67

The production of documents under Rule 34 is available only by 
court order “upon motion of any party showing good cause therefor.” 
Thus, document discovery differs significantly from discovery through 
depositions and from interrogatories by placing on the party seeking 
disclosure the necessity of first going to court and establishing his 
right to the information.GS However, a shortcut to avoid the “good 
cause" requirement is Rule 33, under which some litigants have pro
pounded interrogatories requesting that copies of certain statements 
be attached to the reply. Use of this procedure is based upon the 
theory that a copy of a witness' statement is not properly a "docu
ment.” 60

It appears that the FDA has found written interrogatories as 
permitted in Rule 33 to be an effective means of gaining extensive 
information. Interrogatories require no prior court approval and are 
relatively inexpensive to prepare. Moreover, since a 1946 amendment 
to Rule 33, there is no limitation to the number of interrogatories 
that can be made except to the extent that justice requires the recip
ient to be protected from annoyance, expense, embarrassment or op-

82 “ D e v e lo p m e n ts  in  th e  L a w — D is 
c o v e ry ,” 74 Harvard Lain Review  940 
(1961).

83 C ite d  a t  f o o tn o te  62, a t p p . 985-991.
“ F e d . R . C iv. P . 3 0 (a )  sa y s  t h a t  a

p a r ty  m a y  e x a m in e  a n y  p e r s o n  o n  o ra l 
d e p o s itio n s . F e d . R . C iv . P . 31 sa y s  
t h a t  a  p a r ty  m a y  ta k e  a  d e p o s i tio n  of 
a n y  p e r s o n  b y  m e a n s  o f  w r i t te n  i n te r 
r o g a to r ie s .

65 F e d . R . C iv . P . 34.
“  F e d . R . C iv . P . 33.
87 C ite d  a t  fo o tn o te  62, a t  p. 953.
88 Heckman v. Taylor, 329 U . S. 495, 

67 S. C t. 385, 91 L . E d . 451; Alltm ont 
v. United States,  177 F . 2 d  971 (C A -3

1950), c e r t, d e n ie d  339 U . S. 967, 70 
S. C t. 999, 94 L . E d . 1375; Pennsylvania 
Railroad v. Julian, 10 F . R . D . 452 (D C  
D el. 1950) ; United States v. SS Cases etc., 
Birelev's Orange Beverage, 5 F . R . D . 
503 (D C  N . J . 1 946); 4  M o o re , Federal 
Practice, 1(24, 26, a t  pp . 1152-1159 (2d  
ed. 1950).

™ C ite d  a t  f o o tn o te  62, a t  p p . 965-966. 
T h e  p ro  a n il co n  a rg u m e n ts  a s  to  th is  
te c h n iq u e  a r e  g iv e n  a n d  it is c o n c lu d e d  
th a t  a n y  su b s ta n t ia l  e a s in g  o f  th e  r e 
s t r ic t io n s  n o w  im p o s e d  o n  d o c u m e n t  
d is c o v e ry  b y  R u le  34 m u s t  c o m e  b y  
w a y  o f  S u p re m e  C o u r t  d e c is io n  o r  
a m e n d m e n t .
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pression.70 The so-called “continuing duty” on the interrogated party 
■assures the tru th  of answer to interrogatories up to the time of the 
trial.71 They can be used by the FDA after an action has been filed, 
and are drawn up so that detailed facts on records and documents are 
gained.

In a series of cases industry has resisted use of Rule 33 interroga
tories, but a review of the litigation shows that governmental usage 
has been backed by the courts in seizures, in issuing injunctions, and 
indirectly in criminal actions.

An early case 72 * held that libels for seizure of adulterated prod
ucts under the Federal Food, D rug and Cosmetic Act were subject 
to admiralty rules, and that the Federal Rules of Civil Procedure were 
inapplicable. Later this view was overruled. In United States v. 
88 Cases of Bireley’s Orange Beverage 73 the court stated that such libel 
actions, although in form under admiralty procedure, were common- 
law actions and subject to the Federal Rules of Civil Procedure in 
instances where the seizure took place on land.74

The governm ent’s interrogatory procedure was used in an injunc
tion action brought under the Federal Food, D rug and Cosmetic Act 
in U. S. v. Wilson-Williams, Inc. and Jack Elliott.75 The district court 
held that there is nothing in the act that expressly or impliedly makes 
the usual discovery procedures inapplicable to an injunction action. 
Congress did not intend the investigatory powers enumerated in the 
act to be exclusive and thereby preclude the governm ent’s use of the 
discovery procedure, under the Federal Rules of Civil Procedure, in a 
plenary action for an injunction.76

Under the Federal Food, D rug and Cosmetic Act, the government 
may institute both an in ran  action against adulterated or misbranded 
goods and criminal proceedings against anyone who shares in the 
responsibility for the distribution of the illegal products. Recent cases 
have considered whether a corporation could avoid answering written 
interrogatories under Rule 33 because the individual chosen to answer

70 See 4 Aloore, Federal Practice, 
1133.01(1), (2d ed. 1950).

71 Cited at footnote 62, at p. 961.
72 U. S. v. 720 Bottles . . . Vanilla Ex

tract, 3 F. R. D. 466 (DC N. Y. 1944).
72 5 F. R. D. 503 (DC N. J. 1946).
74 Contra: Bobker, “Discovery U nder

the Federal Food, D rug and Cosmetic

Act,” 2 F ood D rug Cosmetic L aw  
Q uarterly 344 (1947). Emphasis on 
information sought from government 
by claimant.

75 24 F. R. D. 468 (DC S. D. N. Y. 
1959).

70 Cited in footnote 75.
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elected to protect himself through the Fifth Amendment." The cor
poration’s argum ent has been that the act of answering might tend 
to make an individual the responsible person and liable to the criminal 
penalties of the Act. The courts have held that, although a “respon
sible person” within a corporation would be entitled to exercise his 
privilege against self-incrimination,78 a corporation as a whole could 
not claim the Fifth Amendment. The corporation would have to an
swer interrogatories and do so by choosing someone who in no way 
participated in the questionable transaction.79 Thus, interrogatories 
may be used to gain information for criminal proceedings.

In other areas also the Food and Drug Administration has had a 
greater number of favorable decisions in the judicial development of 
Rule 33 than has industry. Initially interrogatories could not be used 
by the FDA as “fishing expeditions” to hunt for evidence the govern
ment could use in support of its case.80 However, the objection that 
interrogatories amount to a “fishing expedition” is no longer sustained 
if “the party is seeking information to aid him in establishing a 
claim.” 81 Increasingly the use of Rule 33 interrogatories by the FDA 
has become a method for obtaining extensive information from the 
defendant or claimant,82 whereas discovery most often has not been

”  United States v. 42 Jars, etc., “Bee 
Royal Capsules ” 264 F . 2 d  666 (C A -3  
1959), a ff’g  160 F . S u p p . 818 (D C  
N . J . 1 9 5 8 ); United States v. 3963 Buttles, 
etc., "60 Capsules Lot No. 30019 Enerjol 
Double Strength . . ., 265 F . 2d  332 
( C A T  1959) a ff’g  172 F . 2d 470 (D C
111. 1958), c e r t,  d e n ie d  360 U . S. 931 
(1 9 5 9 ); United States v. 49 Jars o f Tran- 
quilease, 23 F . R . D . 192 (D C  o f D . C. 
1 958); United States v. Dotterweich, 320 
U . S. 277 (1 9 4 3 ); United States v. Par- 
fast Powder P uff Company, 163 F . 2d 
1008 ( C A T  1947), c e r t ,  d e n ie d  332 U . S. 
851 (1 9 4 8 ); United Sttaes v. 47 Bottles, 
More or Less, Each Containing 30 Cap
sules o f Jenasol R. J. Formula “60f ’ 26 
F . R . D . 4  (D C  N . J . 1960).

, s  United States v. 47 Bottles . . . Jena
sol, c ite d  a t  fo o tn o te  77.

T!l S ee  4  M o o re , Federal Practice, 
H 33.07, a t  p. 2277 (2 d  ed . 1950). U n d e r  
th e  a m e n d e d  ru le  th e  a g e n t  w h o  a n 
sw e rs  o n  b e h a lf  o f  th e  c o rp o ra t io n  d o es  
n o t  n e e d  to  h a v e  p e r s o n a l  k n o w le d g e  
o f  th e  fa c ts . F o r  e x a m p le , a n  a t to r n e y  
m a y  a n sw e r .
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80 United States v. 998 Cases o f Tomato 
Puree  ( D C  M ich . 1943). C C H  F ood 
D rug Cosmetic L aw R eports 1f 6351.48.

81 4 M o o re , Federal Practice, If 33.10, 
a t  p. 2291 (2 d  ed. 1 9 5 0 ); Hickman v. 
Taylor, 329 U . S. 495, 67 S . C t. 385, 91
L . E d . 451, 10 F R  S e rv . 26 b. 211, C a se  
1 (1 9 4 7 ); Nichols v. Sanborn Company, 
24 F . S u p p . 908, 1 F R  S e rv . 33.311, 
C a se  1 (D C  M a ss . 1938), Click v. M c
Kesson & Robbins, Inc., 14 F R  S e rv . 30 
b. 352, C a se  1 (D C  W D  M o. 1950).

82 United States v. 400 Cases, etc., 
“Quick Frozen Sunshine Brand Sliced 
Strawberries . . .” (D C  N . Y . 1949), 
C C H  F ood D rug Cosm etic L aw  R eports 
H 6351.482. I n  a n  a c tio n  a lle g in g  th e  
m isb ran d in g  o f  packages o f  s tra w b e rr ie s  
labeled  in  p a r t  “ . . . N e t W e ig h t 14 oz. 
— T h is  b n e -p o u n d  p a c k a g e  s e rv e s  4 .” 
I n te r r o g a to r ie s  r e la t in g  to  th e  fo l lo w 
in g  w e re  a l lo w e d : T h e  d a te  c la im a n t  
f ir s t  b e g a n  p a c k a g in g  s t r a w b e r r ie s  in 
th is  m a n n e r ;  th e  d a te s  o f  a ll s h ip m e n ts ;  
th e  r a t io  o f  s lice d  s t r a w b e r r ie s  to' s u g a r  
in th e  g o o d s  u n d e r  s e iz u re ;  th e  s e l l in g  
p r ic e ;  th e  m e a n in g  of c e r ta in  c o d e  n u m -
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allowed as a means of eliciting information from government experts.83 
If the interrogatories are relevant, the fact that it may require work, 
research, and expense on the part of industry in order to answer them 
is insufficient to render the interrogatories objectionable.84

New Regulations for Inspecting Records of the 
Prescription Drug Industry

The new drug am endm ents85 provide for the registration and 
inspection of all establishments engaged in the manufacture of pre
scription drugs, regardless of whether they are engaged in interstate 
or intrastate commerce. All registered drug establishments are re
quired to be inspected by FDA at least once every two years. The 
area of inspection is enlarged to include all records, files, papers, 
processes, controls and facilities relating to prescription drugs. The

bers; whether claimant had conducted 
a survey to  ascertain consumer reaction 
to the fill of the containers; the num
ber and names and addresses of persons 
interviewed and the question asked on 
the survey; and claimant’s packing pro
cedure. (Interrogatories relating the 
following was disallowed: The variety 
of strawberries used and the locality in 
which they were produced; the price 
per pound to claimant of the straw
berries and the sugar used; the selling 
price of goods shipped along with the 
goods under seizure; details of claim
ant’s system of coding frozen sliced 
strawberries with sugar; exact replies 
of persons questioned in claimant’s 
consumer-reaction survey; the number 
of and names and addresses of persons 
questioned, the questions and answers 
in such survey, and the names and ad
dresses of the persons conducting the 
survey.)

83 United States v. 720 Bottles, etc., 3 
F. R. D. 466 (DC E, D. N. Y. 1944); 
United States v. 88 Cases, More or Less, 
5 F. R. D. 503 (DC N. J. 1946); United 
States v. Five Cases, etc., 9 F. R. D. 81 
(DC Conn. 1949). (No good cause was 
shown as claimant could make its own 
analysis.) Contra: United States v. 300 
Cans, etc., of Black Raspberries, 7 F. R. D. 
36 (DC N. D. Ohio 1946). (Govern
ment records were not privileged.)

84 United States v. Nysco Laboratories, 
Inc., 26 F. R. D. 159 (DC E, D. N. Y. 
1960). The defendants made general 
objections to the written interrogatories 
served by the government consisting 
of 32 pages, 73 . interrogatories and 
approximately 800 separate questions. 
The district court held that interroga
tories as a whole were not burdensome 
or oppressive, although there were some 
limitations made. In general the court 
held that defendants can refuse to an
swer relevant interrogatories only when 
the information is not within their knowl
edge. The following cases show that 
the courts generally will not deny dis
covery merely because trade secrets will 
be disclosed, if it is clearly shown that 
the information is relevant to1 the issue, 
not otherwise available, and necessary 
in the proof of case: Bleachers v. Bris
tol-Myers Company, CCH F ood D rug 
Cosmetic L aw Reports fí 20,761.07 (Del. 
1960); Putney v. DuBois Company, 240 
Mo. App. 1075, 226 S. W. 2d 737 (1950); 
Hyman v. Revlon, 100 N. Y. S. 2d 937
(1950) ; Lcncrts et at. v. Rapidal Dis
tributing Corp., 3 F. R. D. 42 (1942); 
Pierson v. Roux Laboratories, Inc., CCH 
F ood D rug Cosmetic L aw  Reports 
H20,761, 125 Nezv York Law Journal 634
(1951) ; Silver v. Pepsi Cola, 144 N. Y. S. 
2d 301 (1955).

85 P. L. 781, cyted at footnote 41.
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only exceptions are financial data, sales data other than shipping rec
ords, pricing data, and personnel and research data not pertinent to 
drug safety, effectiveness, manufacturing and control. Consulting 
laboratories doing work for prescription drug firms on a fee basis are 
included as establishments subject to inspection.

In addition, the new amendment defines prescription drugs as 
adulterated (illegal) if they are not produced in a plant established, 
equipped and operated in conformity with current “good manufactur
ing practice.’’ Since the passage of the amendment the FDA has 
issued proposed regulations to establish criteria for such good manu
facturing practices, and record-keeping is one requirement.SG

W ithin the proposed regulations records on manufacture, process
ing, packing, labeling, control and holding are specified. A master 
formula record shall be properly maintained for each drug product. 
Batch records showing each phase of production and distribution shall 
be maintained and identified by number, making it possible to trace 
the history of the batch’s manufacture and dispersion. If the infor
mation required by the proposed regulations turns out to be insuffi
cient for the purposes of enforcement, then the FDA has the right to 
require the maintenance of additional records in conformity with good 
manufacturing practices.

The actual mode of operation of the government and the pre
scription-drug industry under the new amendments remains to be 
seen. Of far-reaching significance, however, is the fact that the FDA, 
as outlined in its proposed regulations, intends to make compulsory 
record-keeping a part of its program to enforce the Federal Food, 
Drug and Cosmetic Act through record inspection. [To Be Concluded]

“  Federal Register, V o l. 28, a t  pp. 
1447-1461, F e b . 14, 1963.

PAGE 3 2 0 FOOD DRUG COSMETIC LAW JO U R N A L----JU N E , 1 9 6 3



Public Protection, Private Choices 
and Scientific Freedom: Food, 

Drugs and Environmental Hazards
By ALANSON W. WILLCOX

The Author Delivered This Charles W esley Dunn Lecture at the Law 
School of Harvard University, Cam bridge, Massachusetts on March 15,
1963. The Author Feels That Present Government Control Necessarily 
Limits Scientific Freedom at the Fringe W here Freedom Turns into 
License. This Restriction Is Inevitable if W e Are to Protect the People in 
Matters That the Laity Cannot Fully Understand. He Believes That 
There Is Not Much Danger That W e May Prevent a Potentially Signifi
cant Discovery from Reaching Fruition. In the A rea o f Environmental 
Hazards the Scope of Policy-Making Decisions Broadens Because So 
Much More Is Still Unsettled Than in Food and Drug Regulation.

JT IS A NO V EL as well as a pleasant experience—not merely to 
find myself in a Harvard Law School classroom, where I have 

often been—but to find myself on this side of the footlights, so to 
speak. It is altogether appropriate, I think, that this school should 
on occasion pay special attention to the law governing food, drugs 
and cosmetics, and it certainly is appropriate that this should be done 
in the name of Charles W esley Dunn who devoted so much of his 
life and his energy to the development and exposition of this branch 
of the law. The subject would be important if only for the sheer 
magnitude of its impact, but, beyond that, it provides intellectual 
challenge in assessing the proper relation of government to citizen in 
our present complex world and promises to provide even sharper 
challenge in the years ahead.

W hen I first entered this law school and sat where you are 
sitting, I labored under the illusion that the man who sat up here

PU BLIC PROTECTION PAGE 3 2 1



Alanson W . W illcox Is General 
Counsel, United States Department 
of Health, Education and W elfare .

knew all the answers. I do not recall how many weeks that illusion 
survived, but I do recall vividly the shock of discovering that two 
of the patently omniscient, Professors W illiston and P>eale, took dia
metrically opposite views of a small point of law. I remember, too, 
Professor Scott’s remark that the best examination paper he ever 
received was one in which he thought nine of the ten questions were 
answered wrong.

W e bureaucrats, like the student taking his finals, have to answer 
the questions that are put to us, but unlike him we are graded on our 
ability to persuade others that our answers are right. It is refreshing, 
then, to revisit your world where one can throw out questions with no 
pretense that he knows the answers, and I mean to take full advantage 
of your academic hospitality in this regard. If we dig a bit into the 
present Federal Food, Drug and Cosmetic Act and the reasons that 
underlie its development to date, we shall unearth questions that no 
one can answer with assurance, but in the process we may clarify the 
nature of some issues that must be faced in the very near future. 
Hopefully, also, we may derive a sense of direction for changes which 
will be as controversial as—in one form or another—they are inevitable.

Regulatory Control Is Essential
W e may start our examination with the simple and self-evident 

tru th  that strict regulatory control of our supply of foods, drugs and 
cosmetics is essential to the health and the well-being of the American 
people. On this truth has been built, over the last half century, a 
regulatory program of broad reach and great depth which in this year, 
1963, will apply to the distribution and sale of some $100 billion worth 
of goods, perhaps a quarter of the personal consumption expenditures 
of the people. If we have moved a long way from the free competitive
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enterprise of earlier days and from the common law principle caveat 
emptor, the move has been unavoidable because food and drugs—yes, 
even cosmetics—are necessities of life and because impurities or other 
abuse can have such disastrous effect. The regulated industries, by 
and large, accept the need for strict controls as a m atter of course. 
The most vigorous critic of the welfare state would not wish to restore 
the patent medicine man and the purveyor of poisonous food preserva
tives to the freedom they enjoyed in 1900.

But if the need for such regulation is self-evident in the twentieth 
century, why was it less self-evident in the nineteenth or the eighteenth? 
Food has been a necessity of life, and bad food has been a threat to 
health, ever since life began. Drugs, however primitive or even use
less, were probably prized by our ancestors in times of illness as much 
as we prize the miracle drugs of today, and a wrongly concocted 
potion could be lethal then as now.

Need for Modern Regulation
As I considered why we need regulation now that we did not 

need a century ago, it occurred to me to examine the rationale offered 
then for the rule caveat emptor. Chancellor Kent wrote in the 1820’s:

The common law very reasonably requires the purchaser to attend, when 
he makes his contract, to those qualities of the article he buys, which are sup
posed to  be within the reach of his observation and judgment, and which it is 
equally his interest and his duty to exert.

W hen the housewife of today makes her selection from the shelves 
of a supermarket, how far can her observation and judgment take her 
toward knowing what she is buying? W hen the physician of today 
prescribes and the pharmacist dispenses a prepackaged drug, what 
assurance does even their skilled professional judgment afford that 
the patient will receive what the doctor ordered ?

An essential element in the justification of our elaborate scheme 
for regulating food, drugs and cosmetics is the fact that modern 
methods of manufacture and distribution have whittled down, often to 
the vanishing point, the opportunity of the consumer to protect him
self. The debatable question is not whether, but how far the con
sumer’s diminished ability to choose intelligently warrants us in limit
ing his exposure to misrepresentation or the results of ignorance. A 
large part of the day-to-day grist of the Food and Drug Administration 
consists of determinations of one kind and another concerning the 
truthfulness and the sufficiency of representations made to the public 
at large or to the medical profession.
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Informing the Consumer

I will postpone, because I want to discuss in a broader context, 
the most pervasively troublesome aspect of this regulatory function, 
the necessity of imposing governmental judgments in matters on 
which informed and disinterested opinions may differ. I should first 
like to illustrate, however, the broad reach of governmental insistence 
merely that the consumer be fairly informed, and the kind of intriguing 
question which even this relatively simple regulatory responsibility 
entails.

W hen vitamin and mineral deficiencies came to be recognized as a 
serious flaw in the American diet, powerful support developed for the 
enrichment of certain staple foods to supply the missing elements. 
But it was easy to foresee the chaos that would result if each producer 
were left free to outbid his competitors in adding—and in advertizing 
quite truthfully that he had added—a different or larger variety, or 
larger amounts, of these esoteric ingredients. In theory, perhaps, the 
consumer might be expected to learn what vitamins and minerals, and 
how much of each, he needs for the preservation of his health, but 
even in theory he could hardly be expected to translate his require
ments into the appropriate content, let us say, of a loaf of bread. At 
any rate, if his education on these matters had been left to the competi
tive blandishments of producers it is a certainty that confusion would 
have outrun elucidation. And so, exercising the then newly conferred 
authority to establish standards of identity for foods in order to pro
mote honesty and fair dealing, the Federal Security Administrator 
(the predecessor of the present Secretary of Health, Education and 
W elfare) prescribed the vitamin and mineral content of “enriched” 
cereal products, specifying the required ingredients and certain optional 
ones, and the minimum and maximum quantities of each. The validity 
of this regulation was sustained by the Supreme Court over constitu
tional protest, even though the regulation had the effect of forbidding 
the interstate shipment of nonconforming products. Here was the 
government, in the interest of consumer understanding, driving certain 
cereal products entirely off the market, even though they were whole
some foods and their labeling was altogether truthful.

Somewhat similar administrative action is now pending to restrict 
the confusing multiplicity of vitamin and mineral pills which are 
currently being sold in very large volume as dietary supplements.
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A  Current Example
Another example is the current controversy, which we hope may 

not have to be resolved, over the proposed marketing of a so-called 
fish flour made from whole fish including all their contents. The 
product would supply a cheap source of protein, and the process is 
said to render it altogether safe from the standpoint of health. But 
many of us consider parts of the fish, and the contents of their 
innards, as constituting filth which, however harmless, we should not 
care to eat. The same product, substantially, has actually been on the 
market for a long time, but has been sold as fertilizer. W ork is now 
going on in search of an economically feasible way to remove the 
unsavory elements of the fish, and we hope the issue will become moot. 
But already it has engendered a lively debate over the propriety of 
keeping off the market, wholly on esthetic grounds, a wholesome and 
otherwise useful article of food. W hen one eats a sardine or a 
chocolate-covered ant he knows what he is ea ting ; by contrast, there 
could be no assurance that fish flour, once it was on the market, would 
not make its way into a wide variety of foods without the knowledge 
of the consumer. Here again, therefore, it seems to us that the key 
to the problem lies in the need to enable the consumer to know what 
he is getting.

The Protection of Health
Supplementing the consumer’s observation and judgment is not a 

simple or noncontroversial task even in the realm of economic cheats. 
W hen we turn to the other major purpose of food and drug legislation, 
the protection of health, the problem becomes largely one not of 
supplementing but of providing a substitute for the consumer’s ability 
to make appropriate decisions for himself. Here, keeping noncon
forming products wholly oft the market is routine regulatory pro
cedure. The consumer is really helpless against many hazards to 
which careless or unscrupulous producers may expose him, and here 
the harm may be irreparable. Indeed, it was resentment against these 
invisible dangers, more than anything else, that led to enactment of 
the first food and drug legislation early in this century.

In the case of food, banning a product that is dangerous to health 
is really no more drastic a procedure than would be a requirement— 
assuming that it could be made effective—that the consumer be fully 
informed. Not many of us would buy a can of beans knowing that it 
contains even a little poison. W ith drugs, however, the case is quite
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the reverse, since practically all drugs are dangerous in some degree 
and are used despite their dangers. The problems, first, of weighing 
the advantages against the risks, and, second, of assuring adequate 
information to the lay public for over-the-counter drugs and to physi
cians for prescription drugs, are difficult and complex in the extreme.

Individual Rights
Consideration of dangers to health brings us to the final and by 

all odds the most difficult element in the rationale underlying food 
and drug regulation. Although the public health is obviously a proper 
public concern, we raise very subtle questions when we dictate to 
the individual that he may not, though with full knowledge of the 
facts, expose himself to risks that we deem to be undesirable. The 
problem rarely arises in purest fo rm ; usually—for example, with the 
abuse of narcotic drugs—we can find collateral harm to others to 
buttress our objection to self-inflicted injury. Our noble experiment 
in abolishing alcohol was motivated in part by belief that others 
besides the drinker himself were hurt, and certainly our present effort 
to curb the illicit sale of “pep pills” draws support from the highway 
accidents traceable to this kind of stimulation. Yet the question 
remains under what circumstances government may properly dictate, 
not what we really find necessary for the protection of society, but 
what we think wiser for the individual than the choices he would 
make for himself.

No one has objected to proscribing the addition to food of sub
stances found capable of causing cancer. Yet no one, as far as I am 
aware, has suggested that the sale of cigarettes be forbidden, and 
I doubt that even confirmation of their suspected complicity in cancer 
would produce much sentiment in favor of banning them. If there is 
a risk, people should be made aware of it, but if they choose to run 
the risk, that is their business. Let us now suppose, however, that 
a filter should be developed which, without interfering with the taste 
or the other pleasures of smoking, removed all the harmful elements. 
Ought government, in that case, to require all cigarettes to be equipped 
with this new device, and ban those that are not? Or should the 
smoker still be free to continue his unfiltered smoking if he wishes? 
And if so, does it follow that people who want to eat carcinogenic 
food should be permitted to do so ?

In real life, of course, questions rarely present themselves with 
the stark simplicity of classroom examples. But even in theory, and
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still more in practice, the task of enabling the consumer to make an 
intelligent choice often becomes blurred by a temptation to make the 
choice on his behalf. I think it behooves us to keep this distinction 
in mind as best we can, and to prohibit only when we are satisfied 
that, for some good reason, to inform is not enough.

Fluoridation of Public Water
Many of you will have heard the hue and cry about the fluorida

tion of public water supplies, believed by most authorities to be helpful 
to dental health. Opponents of such action charge that it is a flagrant 
instance of forcing governmental views on nonassenting individuals— 
“compulsory medication,” they call it. I do not agree that this 
presents the issue so sharply. Since the municipal water supply is 
what it is for all the people in the town, this action involves judgment 
of what is best for a group, not what is best for individuals. Since 
the recommended limit of fluoridation is well within the natural levels 
existing in some areas of the country, I would question the accuracy 
of its description as medication. But with these reservations it still 
remains true that government—in this instance local government—is 
tinkering with the environment because public authority is convinced 
that it knows better what is good for people than do chose individuals 
who take a different view. This is a question that has to be decided 
one way or the other for the community as a whole, and my own view 
is that it should properly be left to the democratic processes of deci
sion. But those who disagree do so with vigor.

Pollutions and Poisons
Fluoridation is an isolated instance, an example of governmental 

action to change the natural environment in order to improve man’s 
health. By contrast, there is a vast and growing concern with 
changes in the environment brought about by man which may be 
deleterious to health. The prevalent pollution of our water supplies 
and of the air we breathe, the poisoning of our soil which Miss Carson 
has described so eloquently, the radioactive contamination of the earth 
and everything on it—slight at present but worrisome for the future— 
these things in combination, if powerful remedial action is not taken 
soon, can produce an environment far less hospitable to man than that 
with which nature endowed him. Here the case for remedial action, 
you will note, demands no delicate choice between informing the con
sumer, on the one hand, and shielding him from exposure, on the other.
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The consumer of air and water, which is to say every one of us, is 
totally incapable of self-protection ; knowledge of the hazards can 
alarm him but that is all it can do.

If the relevance of these problems to food and drug regulation is 
not at once apparent, I could remind you that pollutants from water 
or the soil or from radioactive fallout, even from the air, can readily 
find their way into foodstuff. But there are larger reasons for con
sidering in a single framework the totality of our exposure to chemical 
or radiological hazards. Commonly it matters little whether man 
receives a quantity of poison through his nose or his mouth or his skin, 
or through all three. W ith the enormous advance of the chemical 
industries since the war, with the proliferation of synthetic materials 
of all kinds for all sorts of uses, with the cumulative toxic effect that 
multiple exposures may produce, we can no longer safely treat each 
source of trouble separately from the others, either in appraising the 
risks or in measures of control. Although to us as lawyers the prob
lems remain separate and distinct—you cannot file a libel of condemna
tion against a cubic mile of polluted air, as you do against a parcel 
of adulterated food—to the scientists whose conclusions must underlie 
all enforcement programs it no longer makes sense to isolate food and 
drug chemistry from the rest of the chemical world. Finally, it is 
likely that developing patterns of control over other environmental 
hazards, despite their formal dissimilarity, will present challenges to 
the effective organization and operation of government that will closely 
parallel the challenges now emerging in food and drug regulation.

Recent Food and Drug Regulations
Food and drug law, to some extent in the statute enacted in 1938 

and increasing with several of the recent amendments, has shifted 
away from reliance primarily on sanctions imposed after the fact, and 
toward the establishment of specific rules in advance and in some 
cases predetermination of compliance. A hundred deaths from a care
lessly concocted drug finally convinced Congress, during the long- 
struggle preceding the Act of 1938, that after the fact was too- late, 
and gave us the first effective control over the distribution of untested 
drugs. A few other predeterminations of safety were provided for 
in that Act as originally passed, and the authority to prescribe food 
standards involved predetermination of some questions of honesty 
and fair dealing. Similar prejudgment, this time of individual batches 
of drugs, followed in amendments with respect to insulin and the early 
antibiotics. In the past decade new authorities have been added to
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set tolerances for pesticide residues in food, to control food additives, 
and to regulate the use of coloring materials. Last year Congress 
required that new drugs be approved for efficacy as well as for safety, 
and in the wake of another disaster it strengthened the hand of the 
Administration in controlling the clinical use of investigational drugs. 
W e have recommended, and hope that Congress will enact this year, 
preclearance procedures with respect to the safety and efficacy of 
therapeutic devices and the safety of cosmetics. (No one, let me 
hasten to add, has ventured to suggest that the government become 
arbiter of the efficacy of cosmetics, either before the fact or afterward.)

The sheer volume of the regulations flowing from the provisions 
now on the statute books is staggering. The FDA, I believe, is by 
a wide margin the largest contributor to the Federal Register. Fortu
nately, procedures have been authorized which cast the initial scientific 
burden upon the proponent of a regulation, and which reduce to a 
minimum the need for hearings and the occasion for judicial review; 
otherwise, the administrative load would be wholly unmanageable. 
Complaints about procedures are voiced from time to time, but they 
are not very frequent or very loud. The mechanisms that Congress 
has provided may want adjustment here or there, but we are not aware 
of need for major overhaul, and we should cast a wary eye on any 
proposal that would add materially to our workload. Procedures are 
important, but unless there are more serious flaws than I am aware 
of, we have larger problems to worry about.

The Case for Governmental Prejudgment
The case for governmental prejudgment is fairly clear, I should 

suppose, when we are discussing the marketing of a new drug. To 
oversimplify the case: somebody has to decide whether the drug is 
safe and whether it accomplishes what it is said to accomplish, and 
we can agree that it is better to vest this decision in a disinterested 
public official than in an interested producer. Actually, of course, the 
decision is less sim ple; it requires a delicate weighing of the relative 
safety and the degree of efficacy, and arrival at a truly sophisticated 
judgment. The subtlety of the job, however, only makes more impera
tive its impartial performance.

The same sort of argument, in essence, applies to several other 
areas of regulation. In the case of food additives, for example, or of 
pesticide residues, disinterested determination of safety before the 
product is marketed is as essential as it is with respect to drugs. These
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are all matters in which the consumer’s observation and judgment can 
help him not at all, and they are m atters in which error or bias in a 
producer’s appraisal of safety might do vast harm before regulatory 
action could bring about correction. Congress, therefore, has required 
premarketing approval.

Difficulties of Control of Environmental Hazards
There is a weak link in our control of food supplies, however, 

which illustrates a difficulty in controlling other environmental 
hazards. You remember the cranberry scare of a few years ago. 
The Department of Agriculture requires labeling of dangerous pesti
cides such that, if the instructions are followed, residues on crops will 
be within tolerances set by the FDA. The difficulty is that we can 
be sure the farmer has obeyed the instructions only by sampling 
what he ships and making delicate tests for compliance with the 
tolerances. I am not disparaging the farmer. How many of us read 
the fine print before we use a household insecticide ; how many of us, 
having read, invariably abide by the rules? If one application in 
accordance with instructions does not succeed altogether, the tem pta
tion to try  a second application is considerable, and may outweigh the 
risk that the crop will be seized by a federal marshal.

Outside the area of food and drugs, and apart from our new and 
unique concern with radiological hazards, effective predetermination 
of safety is still more the exception than the rule. Like the farmer, 
the householder and the gardener are given instruction for the safe 
use of deadly poisons, but they are not subject even to the sanction 
that may restrain the farmer. Efforts to clean up our water supplies 
are focused largely on correction of abuses already in existence. Con
trol of smoke and other noxious emissions is spotty and inadequate. 
The only general attem pt thus far to limit the harmful output of 
motor vehicles is the agreement of manufacturers to install the 
so-called “blow-by” in future models. Much is astir, in Congress and 
elsewhere, but for the most part we are talking of abatement and not 
of prevention. And even in correcting existing evils, progress often 
seems discouragingly slow.

Examples of Problems
The reason for our hesitancy to act, let me add, is not merely 

indifference or apathy. Partly  it is ignorance of how to deal with 
many existing nuisances; partly it is the huge cost of dealing with
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them by methods now known. A paper mill in a one-industry town 
has for generations been dumping its evil-smelling wastes into a 
river, creating a stench throughout the valley for many miles below, 
but its owners say that to desist from this practice would force the 
mill out of business and throw the town’s population on the unemploy
ment rolls. This story, in all its variations, is repeated time after 
time in place after place. Decision is not easy. The threat may be 
a bluff, but often it is not. I need not expand on the commotion that 
would be caused by a regulation that forbade even ten per cent of our 
automobiles the use of the highways.

Take the case of detergents. Apparently to the housewife they 
have marked advantages over the old-fashioned soap, but they cause 
our tap-water to foam and they interfere with various legitimate water 
uses. One member of the United States Senate has suggested that 
the so-called “hard” detergents be banned altogether because we have 
at present no effective way to remove them  from water, and last week 
a member of Congress introduced a bill to require synthetic petroleum- 
based detergents to meet standards of decomposability. Several states 
also are considering action to mitigate this problem. But it is safe to 
predict that any such proposal will encounter more than a little 
resistance.

The case of detergents not only suggests the magnitude of the 
interests at stake and the difficulty of balancing gain against loss, but 
it also highlights the lack of any mechanism for striking this balance 
before interests have built up which may make remedial action all but 
impossible. If danger to the user of detergents had been involved 
we could have called a halt, and the Adm inistration’s current recom
mendations would require preclearance of such items with respect to 
the safety of the user. But no one had legal responsibility to appraise 
in advance the effect on our water supply of the use of these deter
gents in enormous volume throughout the land, and no authority to 
make such determinations now exists or has been recommended.

The point was tellingly made by Professor Barry Commoner at 
the National Conference on Air Pollution last December:

One can also argue that the hazards of modern pollutants are small compared 
to the dangers associated with other human enterprises—such as automotive 
traffic. But no estimate of the actual harm that may be done by smog, fallout 
or chemical residues can obscure the sober realization that the risk was taken 
before it was fully understood. The importance of these issues to science lies 
not so much in the technical difficulty of estimating the associated hazards, but 
in that they warn of an incipient abdication of one of the major duties of science— 
prediction and control of human interventions into nature.
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Our vulnerability to the popularization of new chemicals is serious 
enough already, but still more serious is the certainty that our troubles 
will be aggravated by the increasing tempo of research and develop
ment. As Professor Commoner went on to point out:

T h e  t r u e  m e a s u re  o f th e  d a n g e r  is  n o t  r e p re s e n te d  b y  th e  p r e s e n t  h a z a rd ,  b u t  
b y  th e  d is a s te r s  t h a t  w ill  s u re ly  b e  v is i te d  u p o n  u s  if w e  d a re  to  e n te r  th e  n e w  
a g e  o f  sc ie n c e  t h a t  lie s  b e fo re  u s  w i th o u t  r e p a i r in g  th is  b a s ic  f a u lt  in  th e  sc ie n tif ic  
e n te rp r is e .

New Forms of Governmental Control
The time may be coming when we shall have to devise entirely 

new forms of governmental control, aimed at prejudgment of the 
hazards and the appropriate conditions of use of new chemicals, and 
perhaps even at something akin to licensure of those who use the 
more dangerous of them. My imagination does not stretch to the 
point of suggesting how this might be done—the problems of method, 
of legal procedure, of administration and enforcement are staggering— 
but I think there is a great likelihood that we shall find ourselves 
driven in this direction by the sheer force of necessity. Such new 
controls are apt to come bit by bit and step by step, rather than in 
one grand design, and this, although it courts aggravation of our 
troubles while we hesitate, has at least the advantage that our mistakes 
in devising remedies will not be so costly. We shall have to learn 
as we go, but the present intense interest of Congress in water pollu
tion and air pollution control, if nothing else, persuades me that we 
cannot wait for all the answers before we make a start.

Already, our authority over food and drugs is coming to pose a 
challenge, in some very basic ways, to the ability of government to 
govern. The challenge will be made sharper if anything of the sort 
that I am supposing comes to pass. Two facets of this challenge I 
want to suggest to you before I finish.

Legal procedures I do not intend to discuss. In food and drug 
regulation, as I have said, they seem to be reasonably well in hand, 
and they can be tinkered with if need be. In the larger areas that I 
have mentioned, it is too early even to speculate what regulatory 
methods may be appropriate. AVith all deference to our profession, 
moreover, I would rank procedure in a lower order of importance than 
other problems that face us. The crucial issue on which this kind of 
regulation must stand or fall is the quality of its decision making, and 
the crucial decisions will not be made by lawyers, even by those who 
wear judicial robes. Twice in recent years, when the pesticide and
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food additive amendments were being framed, representatives of the 
Judicial Conference spoke out in opposition to industry proposals that 
the ultimate decision be left to trial de novo in the district courts. 
Lawyers can help and judicial review can help in assuring full oppor
tunity to present all relevant material and to have it considered, and 
can correct truly arbitrary action if that should ever occur—-important 
points, all of them. I am not belittling their significance when I say that, 
nevertheless, they go to the periphery and not to the heart of our 
problem.

Governmental Organization and Staffing
The first problem that I want to discuss may sound like a dull 

concern of dull bureaucrats. This is simply the problem of govern
mental organization and staffing, of bringing to- bear on the day-to- 
day regulatory decisions, directly and immediately, the best scientific 
brains available and the last word in scientific knowledge in all the 
m ultitude of specialties that may be involved. In part, it is a problem 
of comm unication; we are indebted to Senator Hum phrey for the 
vigorous prodding he has been giving us to examine our shortcomings 
in the interchange, and thus in the effective availability, of our huge 
store of scientific knowledge. In part, the problem is to a ttract and 
hold enough scientists of enough ability against the competitive lure 
of industry and the academic world. But still another part of the 
problem, stemming from the sheer size of government, may ulti
mately prove to be the most intractable of all.

W e have in downtown W ashington the national headquarters of 
the FDA, an agency that has grown up in the enforcement business 
but has been compelled in recent years to guide much of its activities 
by scientific judgments of the utm ost subtlety—for example, in deter
mining what fraction of a part per million of a deadly poison mankind 
can safely admit to his diet. W e have a dozen miles away in suburban 
Bethesda the National Institutes of Health, the nerve center of our 
total national effort in medical research, which with the National 
Library of Medicine next door, I suppose, constitutes the greatest 
repository of scientific knowledge in medical m atters that exists in the 
world, but which has little experience in law enforcement and no wish 
to be distracted from its primary function. The President has recom
mended, and we hope to have somewhere in the vicinity of W ash
ington, an Environmental Health Center dedicated to the development 
of knowledge in the fields which its name suggests, and to serve also 
as a focal point in the regulatory efforts which are destined to expand 
so rapidly.
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I have been told by excellent authority that no one these days can 
be a first-class scientist unless, if not actually engaged in research 
himself, he is at least in day-to-day or week-to-week touch with those 
who are. I suppose that, otherwise, he is in the position of a lawyer 
cut off from access to the advance sheets ; sooner or later his skills will 
begin to rust. But law enforcement is a full-time job, and it is not 
easy to see how scientists assigned to that job can be kept adequately 
attuned to the on-going work of their peers. Your true research 
scientist, on the other hand, is apt to be impatient of the demands 
that are made on him by a concern with enforcement—notably the 
timetables and deadlines, and the digressions from any systematic 
development of his own research. Human problems accentuate the 
organizational ones. I believe that we can find ways to pool on occa
sion the knowledge needed to deal with major and broad-range ques
tions as they arise in the processes of enforcement, but I have greater 
difficulty in seeing how we can assure adequate decision making in 
the run-of-the-mill cases that will continue to make up the grist of 
the FDA.

These problems are being wrestled with by persons skilled and 
experienced in the arts of administration, and I have no doubt that 
they will come up with improvements of the status quo if not with 
ideal solutions. But I would caution against belittling these ques
tions of organization and staffing because they may seem at first 
blush to be not of the essence. Though ours is a government of laws 
it is also a government of men, and it can be g'ood government only 
as we have the right men doing the right jobs in the right places. 
I do not envy those who must draw the organization charts and 
staffing patterns and devise the channels of communication needed for 
the tasks we have today—let alone the tasks that I see ahead.

Increased Governmental Responsibility
My final set of issues is related, and such answer as we can give 

hinges in part on devising the best organization and equipping it with 
the best staff of which we are capable.

W hen I contemplate the responsibility cast upon government by 
the duty to police our food and drug supplies, and the broader duties 
which I think government must soon assume, I sometimes feel 
appalled. To understand what I mean, you have only to remember 
how narrowly we escaped having thousands of hideously deformed 
babies; you have only to imagine that you had the responsibility of
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deciding—and of acting on the decision—whether Miss Carson is or 
is not exaggerating the danger from pesticides to  which we are 
exposed. Except only those great decisions that lead to peace or war, 
it is difficult to think of any that affect so many lives for so long to 
come or affect them in such important ways.

My concern is not limited to the difficulty or the importance of 
such decisions which obviously call for the utmost in talent that it is 
possible to bring together. My concern goes also to the necessity for 
making official choice between conflicting medical or other scientific 
views, and to the danger of developing a sort of medical orthodoxy 
imposed from on high. As the drug industry is fond of reminding us, 
medical history is sprinkled with the names of heretics posthumously 
beatified. Can we stop quacks in their quackery without stopping 
also that occasional genius who may hold a key to the future? I can 
offer no altogether happy answer to this question, but the impossibility 
of giving free rein to experiment on human guinea pigs makes it all 
the more important, I would suggest, that officialdom keep its mind 
open to dissenting views and to the possibility, however remote, that 
an unorthodox opinion may contain the germ of truth.

Drug Amendments of 1962
The line between either ignorance or charlatanism on the one 

hand and mere unorthodoxy on the other is bound to be a vague and 
wavering line. Insofar as a statute can draw the line, it was well 
drawn, I believe, in the Drug Amendments of 1962 which added the 
requirement that a new drug, before it may be marketed, be shown 
to be effective as well as safe. The Administration had proposed 
simply that the government decide whether efficacy had been estab
lished; industry urged that the existence of substantial evidence of 
efficacy should suffice. Since frequently the only tests would be those 
of the producer, we felt that the industry proposal would force us to 
act on evidence which, though substantial, might fall a very great deal 
short of being complete. In adopting the substantial evidence approach 
Congress made this significant addition which, to my mind, produced 
a result better than either of the proposals that had been put before i t :

. . . the term  “substantial evidence” means evidence consisting of adequate 
and well-controlled investigations, including clinical investigations, by experts 
qualified by scientific training and experience to evaluate the effectiveness of the 
drug involved, on the basis of which it could fairly and responsibly be concluded 
by such experts that the drug will have the effect it purports or is represented to 
have . . .
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This provision states, in effect, that there m ust be bona fide, 
responsible and adequately based medical judgment in support of 
efficacy before a drug may be put on the market, but that if this 
condition is met, a minority view may prevail. A similar criterion 
underlies the regulation recently issued for control of investigational 
drugs during the period before permission is sought to market them 
commercially. In the development of a drug, animal experimentation 
can take the investigator a considerable way, but commonly it can 
give no sure measure even of toxicity to humans, and still less can it 
foretell the therapeutic effect. Clinical trials, therefore, necessarily 
involve an element of risk. Before such trials may start, we ask for 
evidence that they will be responsibly and competently conducted, 
but we do not interpose official judgm ent of the probable or likely 
outcome. W e do require, as Congress bade us, that the physician 
inform the patient or his guardian that an experimental drug is to be 
used, unless the physician in his professional judgm ent considers this 
inimical to the patient’s w elfare; but here again, we will not go behind 
the judgm ent of the individual practitioner.

Illustrations of Problems
The sharpest illustration of these problems, perhaps, lies in drugs 

put forward as delaying or curing cancer. A t the one extreme we have 
the drug administered to the late Speaker Rayburn in his last days, 
a drug known to be highly toxic but believed by all to offer some 
possibility of help. At the other extreme is an utterly  useless con
coction, so adjudged by all medical opinion save that of defendant’s 
witnesses, and by several courts, against which we have waged a 
costly ten-year campaign that has finally succeeded—we hope—in 
consigning the product to oblivion.

Perhaps you will wonder, as we have asked ourselves, w hat is the 
difference—why deny to the dying whatever hope even a wholly fake 
nostrum may provide? W e are spared this moral issue by remember
ing the victims who are not beyond genuine medical help if invoked 
in time, and the lives that are lost by delay in seeking proper treat
ment. W e must remember also the person who suspects that he may 
have cancer and whom the quack has no wish to disillusion—the 
easiest cures to demonstrate are among those who never had the 
disease in the first place. W hen we think of the harm done in these 
cases we can w ithstand the protests of those whose last illusory hope 
we are destroying.

PAGE 3 3 6  FOOD DRUG COSM ETIC LAW  JO U R N A L ---- J U N E , 1 9 6 3



Neither the admittedly useful but dangerous drug nor the plainly 
useless one poses us, in any true sense, the issue that I am concerned 
with. Obviously, a great many cases are not so clear. In dealing with 
them, it is true, no group of persons and certainly no individual has 
that absolute power that corrupteth absolutely; there is a large element 
of safety, indeed, in the very fact that most governmental decisions 
reflect collective rather than individual judgments. But even organiza
tions develop points of view, and with the best will in the world it is 
not always easy to appraise dissent with complete objectivity, par
ticularly when the dissent is enveloped, as it so often is, in an atmos
phere surcharged with emotion.

Scientific Freedom Limited
The kinds of government control we now have, and probably 

even more the kinds we will have in the future, do necessarily limit 
scientific freedom at the fringe where freedom turns into license. 
This much restriction is inevitable if we are to protect the people in 
m atters that the laity cannot fully understand. I believe there is not 
much danger, although there always will be some, that we may pre
vent a potentially significant discovery from reaching fruition. The 
danger will be less if an informed public is alert to the problem and 
to the very great difficulty of neither permitting too much nor restrain
ing too much.

I have spoken as though regulatory decisions were made entirely 
by scientists, and for practical purposes this is true in a good share 
of the workaday cases. Even at this level of decision, however, I 
would not belittle the guidance and supervision that are given by lay 
officials. W e all work for a nonmedical Secretary, and the upper 
echelons of the Department are staffed largely by nonprofessicnal 
people.

W hen we look at the larger questions involved in establishing 
the guidelines, the gravamen of the decision-making process shifts 
away from the technician and toward the political officer. Congress 
fixed the rules for determining the efficacy of new d rugs; the recent 
regulation on investigational drugs, drafted by technicians, was very 
thoroughly reviewed by the Secretary’s immediate staff. This is of 
course as it should be, since these guidelines reflect a blend of scientific 
and social judgments.
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Broadened Scope of Policymaking Decisions
As we move into the area of environmental hazards the scope of 

policy-making decisions broadens because so much more is still 
unsettled than in food and drug regulation. If it is true, as the pre
ponderant scientific opinion now holds, that there is no threshold level 
of exposure to radioactivity which can be pronounced safe, the deci
sion what level is tolerable, though it must be informed by the best 
scientific appraisal of the total problem, will rest on an essentially 
political judgment. If use of radioactive materials should in the future 
approach the point of significant jeopardy, the final balance between 
gain and risk of harm can only be struck at the very highest level of 
our governmental process. If it is true that we are endangering our 
future by contamination with ingenious and deadly poisons, the ques
tion at what point the boon to agricultural production from modern 
insecticides is outweighed by the multiple threats portrayed by Miss 
Carson is not for the technicians alone to answer. In these matters 
and others like them, of course, scientists are major and indispensable 
participants, contributing knowledge and appraisal of both risks and 
gains, informing the decision makers and, so far as they are able, the 
people at large. But questions that are with us today, and others of 
like magnitude that surely will be with us tomorrow, can be resolved 
—insofar as they ever are resolved—only by Congress or the political 
officers of the Executive Branch, and ultimately by the electorate 
which is the final political decision maker.

The one thing certain is that these problems will not go away. 
Government is going to be an interesting place to work for a good 
many years to come. [The End]
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Information and Education 
Under the Food and Drug Laws

By JOHN L. HARVEY

The Author Is Deputy Com m issioner o f the Food end Drug 
Adm inistration , Departm ent o f H ealth , Education end W e l
fa re . This Pap er W a s  Presented a t the Institute o f Food Tech
nologists A nnua l M eeting , Detroit, M ich igan , M ay  2 8 , 1 9 6 3 .

I AM PLEA SED  to have this opportunity to discuss the information 
and education activities of the Food and Drug Administration 

because I believe that our efforts under this heading are far greater 
than is generally understood or appreciated.

The importance of better communication with both our consuming 
public and our industry public has been pointed up by two Citizens 
Advisory Committees that have studied the FDA since 1955. All of 
the major recommendations of the 1955 group have not only been met, 
but have been exceeded by generous margins.

On the other hand, the need for better communications has also 
increased. New industries have been brought under regulation. 
Existing laws have been changed ; regulations have been strengthened ; 
scientific methods have been improved.

It is said that the sum total of published scientific knowledge is 
now doubling about every 15 years, and that 90 per cent of all 
scientists who have ever lived on this earth are living today. A large 
proportion of these scientists are working in fields that directly or 
indirectly affect the production of foods, drugs, devices, cosmetics 
or household chemical aids.

The new information that comes out of this scientific universe 
must be assimilated, applied to FD A ’s regulatory responsibilities, and 
recommunicated back to the public and the regulated industries in 
terms of new laboratory procedures, new regulations, new policy, new 
programs, or perhaps, a need for new legislation to cope with new 
problems.
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In order to meet the new communication needs, we have created 
some new organizational units, and have expanded others. W e are 
still in an early stage of growth and development, looking forward 
to still further progress in the years to come, but we are proud of what 
we have done so far. I will tell you about some of these achievements.

INDUSTRY EDUCATION

Our industry education activities are based on three well-estab
lished principles.

The first is that the laws of this land are public laws and citizens 
are not to be harassed by secret regulations or secret proceedings 
in the courts. Regulation-making is likewise a public process, and 
the Administrative Procedures Act has spelled out the responsibilities 
of law enforcement agencies for public procedures.

The second is that intention to violate the Federal Food, Drug 
and Cosmetic Act and other laws we enforce does not have to be 
proved as an element of the offense, and ignorance of the law is no 
excuse. W e as the enforcement agency are glad that this is so, and 
believe enforcement would be greatly hampered if the situation were 
otherwise. But the businessman also has reason to appreciate his 
responsibility under law, for the alternative is regimentation. Freedom 
and responsibility are two inseparable aspects of a government of laws.

However, when the second principle as stated is considered in 
relation to the first, it becomes obvious that the enforcement agency 
has an added responsibility to see to it that the one does not nullify 
the other. As a practical matter, this means that we must be able 
to show to the courts, to the Congress and the political heads of 
government that the regulated industries collectively have been given 
every reasonable opportunity to know what the law and regulations 
require. This is a great and growing responsibility. Much of the 
activity which I shall describe under this heading is designed to see 
that these two principles do not come in conflict. There are many 
checks and balances in our system of government operating to assure 
that civil servants do not let enforcement zeal render the first principle 
null and void.

The third principle is especially applicable to laws that protect 
the public health and safety. W e call it “preventive enforcement,” 
which simply means activities to bring about voluntary compliance. 
From the consumer point of view, the idea of preventive enforcement 
or voluntary compliance is aptly expressed by the homely phrase that
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“an ounce of prevention is w orth  a pound of cure.’"' T o illustrate , it 
is of little consolation to the m other of a child who m ay have been 
injured by a faulty  or mislabeled drug to  know  th a t the m anufacturer 
can be prosecuted for inadequate m anufacturing controls. And the 
public is not fully protected  by seizure of a shipm ent of a contam inated 
food after o ther shipm ents of the same product have already been con
sumed. P reventing  any. such shipm ent would have given far better 
protection.

Profoundly significant is the fact th a t the law  itself has largely 
become a preventive rather than a punitive law, and has a g reat deal 
of industry  education built in to  it. M ovem ent in th is direction began 
w ith  the N ew D rug  provisions of the 1938 Act and has continued 
a t an accelerated pace through the Pesticides A m endm ent of 1954, 
the Food Additives Am endm ent of 1958 and the Color A dditive 
Am endm ents of 1960.

These am endm ents have firmly established the principle th a t 
m anufacturers have a moral responsibility for determ ining the safety 
of their products before they  are tried out on the public. T h is is 
undoubtedly one of the great social ideas of our time. T he trend  to 
a preventive law is continuing, as dem onstrated by its extension in 
the 1962 D rug  Am endm ents to cover efficacy as well as safety of new 
drugs.

T he mere mechanics of compliance w ith  these prem arketing  
requirem ents have greatly  increased com m unication betw een industry  
and governm ent. T his has contributed im portan tly  to  m utual under
standing, and has tended to elim inate a g reat deal of litigation th a t 
m ight otherw ise have been necessary to  resolve questions of public 
safety. B ut such preventive laws require much in terpretation  as well 
as postings of “speed lim its” and “Keep off the G rass” signs. Still 
more elaborate educational program s are in order in o ther areas.

H ere are some examples th a t illustrate our industry  education 
activities :

Division of Advisory Opinions
T he Division of Advisory O pinions in the B ureau of Enforcem ent 

offers free consultation and advice in person, by telephone, or by 
mail on compliance m atters for any individual or firm requesting it. 
L abeling of products, su itab ility  of ingredients, application of the 
law to particular situations—these are m erely illustrative of the 
range of subject m atter on which the Division is able to give helpful 
advice to m anufacturers seeking to  comply voluntarily  w ith the law.
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T he Division is currently  handling about 40 telephone inquiries, 
answ ering 50 letters, and holding num erous individual conferences 
w ith  industry  representatives every w orking day.

M any other such inquiries and conferences—on more technical 
subjects—are handled in the various divisions of our Bureau of M edi
cine and B ureau of Biological and Physical Sciences. Consum er 
inquiries are answered by a Consum er Inquiry  Section in the Division 
of Public Inform ation.

Such are the activities th a t have given rise to  the phrase “open 
door policy” to describe F D A ’s policy of free access to  industry  
and the public for discussion of compliance problems. This policy has 
prevailed as long as I can remem ber, but the services we have been 
able to render have naturally  increased as our budget and staff have 
grown. T he demand for these services has also increased w ith new 
am endm ents to  the law and w ith in d u stry ’s increasing acceptance 
of voluntary  compliance as a m atter of self-interest.

Office of the Commissioner
Of course the Commissioner and the staff of the Office of the 

Com missioner are included in the “open door policy” consultations 
sought by industry. Beyond that, however, the Office of the Com
m issioner frequently  takes the initiative in setting  up conferences for 
industry  briefing or for an exchange of views on proposed regulations 
or policy m atters. N otable am ong such recent conferences was one 
held on February  15, 1963, w ith over 600 representatives of drug 
industry  groups to discuss regulations proposed under the Kefauver- 
H arris D rug  Am endm ents of 1962.

Also notew orthy in this connection is the series of conferences 
held annually since 1958 under jo in t sponsorship w ith the Food Law  
Institu te . These have served the purpose of briefing food industry  
representatives, along w ith consum ers, on m atters relating to  pesti
cides, food additives and color additives am endm ents, and other 
newr or proposed legislation.

M any other conferences have been held w ith sm aller groups for 
sim ilar briefings on such m atters.

Division of Public Information
T he Division of Public Inform ation is the arm  of the FD A  

which is m ost directly and continuously concerned w ith  education 
and inform ation. T his un it in FD A  has a broader function than  m ost
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governm ent inform ation agencies. T here is a grow ing need to  apply 
m odern m ethods of com m unication in adm inistering an increasingly 
complex law. T he Division of Public Inform ation is being staffed 
to  m eet this need.

T he Division of Public Inform ation seeks to  com m unicate with 
industry  organizations to  learn their problem s and to  help them  by 
providing publications or o ther inform ation m aterials for m ass dis
tribution. Such m aterials are often prepared w ith  the help of associa
tion representatives and are d istributed by the associations themselves. 
H ere are some examples selected to  illustra te  the wide range of 
projects undertaken:

Drugs and Driving.—A pam phlet designed to  reduce illegal 
traffic in dangerous drugs. I t  was originally suggested by the American 
T ruck ing  Associations to help acquaint truck  drivers w ith the dangers 
of using “pep pills” to  stay  awake while on the highways.

T he A m erican T ruck ing  Associations, the N ational Association of 
T ruck  Stop O perators, and the N ational Safety Council helped to  
prepare and d istribute the leaflet. Since then, m any insurance com
panies and driver tra in ing  organizations have joined in the distribution 
of the pam phlet not only to  the industry, bu t to  the driving public. 
T he prin tings since 1962 now total 450,000.

Petroleum Products and the Law—H ow to Comply with the 
Federal Hazardous Substances Labeling Act.—T his was prepared 
for gasoline stations w hich fill custom er containers. T he first p rin ting 
of 35,000 was alm ost instan tly  used up and a quarte r of a million have 
now been ordered to  enable every re ta ile r of petroleum  products in 
the country  to  have one. M ost of the d istribution is being done by 
the m ajor oil companies.

Keep Residues of Drugs and Pesticides Out of Milk.—T his little 
leaflet, known as a “milk check stuffier,” tells m ilk producers w hat 
steps they  can take to keep their m ilk free of d rug  and pesticide 
residues. I t  was prepared w ith the cooperation of the D airy Industry  
Committee, representing m ajor national dairy organizations, and was 
d istribu ted  by these organizations. A lm ost every dairy  farm er in the 
country  received it. T he to tal distribution is over \Y i million copies 
to* date.

T his flyer helped to* stim ulate a m ultiple phase attack  through 
education on the problem  of drug  and pesticide residues in milk, and 
this effort is still going on. I t  has achieved notable success in virtually  
elim inating residues of penicillin from m arket milk.
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The Rx Legend.—A professional m anual to advise the retail 
druggist regarding the proper handling of prescription drugs. I t  was 
prepared w ith the advice and help of the Am erican Pharm aceutical 
Association and the N ational Association of Retail D ruggists and 
distributed through the S tate Boards of Pharm acy to every licensed 
pharm acist in the U nited States. T otal prin ting  to  date is 160,000.

Cream and Butter—How to Meet the Requirements of the Federal 
Food, Drug and Cosmetic Act.—This circular was prepared and dis
tribu ted  in cooperation w ith the American B utte r In stitu te  to  help 
m aintain and improve the sanitary  quality of cream for butterm aking. 
A bout 110,000 have been printed to date.

Restricted Drugs.—A color chart for the identification of am 
phetam ines and barbiturates, two types of drugs which are frequently 
involved in criminal acts, juvenile delinquency and other misconduct. 
This chart was originally prepared for state and local law enforcement 
agencies, bu t has also been found useful by m any industry  traffic and 
safety officers. T he prin tings to date to tal 123,000.

T he cost of prin ting  these special publications is usually  very 
small—less than the cost of one routine seizure proceeding in the 
courts. Much more expensive, of course, is the printing of a technical 
book such as the one which is officially listed as Food and D rug 
Technical Bulletin No. 1. T he jacket title is ' ‘Microscopic Analytical 
M ethods in Food and D rug Control.” I t  has 270 pages including the 
index, and 289 illustrations, but the Governm ent P rin tin g  Office 
will sell you a paperback copy for only $2.00. For any technologist 
who has an in terest in such problem s as insect infestation it is a 
“m ust."

One of our latest and m ost tim ely projects is a motion picture 
soon to  be released under the title, “T he Safe Use of Pesticides.” 
This film is a joint venture of the FD A  and the A gricultural Research 
Service of the United S tates D epartm ent of Agriculture. W ork 
started  alm ost two years ago when the Division of Public Inform ation 
proposed a train ing  film for farm ers em phasizing the im portance of 
careful use of pesticides. I t  explains how the law is adm inistered by 
the tw o departm ents of governm ent. I t  tells w hat is back of the 
pesticide label and why it is im portant for the farm er to follow the di
rections given in the label. D istribution will be handled by the U SD A  
film netw ork which includes the Land G rant College film libraries.

I expect tha t very few of this audience have heard of these 
various educational activities I have m entioned. This m ay be due to
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the fact th a t for the m ost p a rt we are m aking  use of d irect channels 
w hich reach only the groups w ho are particu larly  concerned. In d u stry  
organizations can be especially helpful in th is regard . I t  does little 
good to  prepare a m essage unless there is a good w ay  to  deliver the 
message.

A nd here is a good place to  pay a deserved trib u te  to  the trade 
and professional press, w hich does a tru ly  rem arkable job in reporting  
our operations to  the d ifferent industries. T hey  are one of our m ost 
effective m eans of com m unication.

T here  are m any w ays to  cooperate in educational activities. 
T hose I have m entioned are m erely  a few  illustrations. A recen t check 
show ed th a t alm ost 3;p2 million copies of in d u stry  education circulars 
and the like had ben p rin ted  from  1955 to  date. T h is  does not include 
alm ost 300,000 copies of law s and General R egulations prin ted  during  
the sam e period. T he accelerated pace of th is  ac tiv ity  is illustra ted  
by the fact th a t the 1955 and 1956 p rin tings of industry  education 
pam phlets w ere only 25,000 and 37,000, respectively.

T he D ivision of Public Inform ation  also prepares press releases 
w hich describe in sim ple term s all im portan t proposals for new  or 
am ended regulations, and on request they  prepare artic les for trade 
journals on special subjects. In  recent w eeks trade releases have 
been prepared on proposed regulations covering new drugs, good 
d rug  m anufacturing  practice, advertising  and labeling of drugs, and 
drug  reg istra tion  requirem ents. In  addition, trade m agazine articles 
have been prepared on the  re ta ile rs’ responsibility  under the  Federal 
H azardous Substances Labeling Act, the F D A ’s program  on radio
activ ity  in  foods, the grow ers’ responsibility  in handling pesticides 
(2 articles) and FD A  activities of in terest to the foreign physician.

A m ajor industry  education service often overlooked is th a t 
provided in the d istribution of Federal Register reprints in loose-leaf 
or m anual form.

W e supply separate m anuals of regulations on Food A dditives, 
Pesticides, Color A dditives, N ew  D rugs and A ntibiotics, as well as 
the General Regulations. A nother m anual deals only w ith suggested 
labeling statem ents for drugs. Each m anual is d istribu ted  on a m ail
ing list to  persons requesting to  receive the changes and supplem ents.

M ailing list d istribu tion  is also provided for all o ther Federal 
Register notices, press releases, Notices of Judgment, and the Monthly 
Report on E nforcem ent and Compliance. T he la tte r is w orthy  of 
particu lar atten tion  as an industry  education docum ent. In  it we
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report all m ajor enforcem ent actions or campaigns during the m onth, 
a sum m ary of industry  vo luntary  compliance actions th a t came to our 
attention, and a list of all term inated prosecutions. T h is report is free 
upon request.

In  calendar year 1963, we have so far distributed over J4 million 
pieces of printed m atter designed to  keep industry  informed on our 
industry  m ailing lists alone. T his was exclusive of the M onthly R eport 
(45,324 copies) and Notices of Judgm ent (28,322 copies).

The Entire Organization Takes Part
A nother m ajor industry  education effort sometimes overlooked 

is one participated in by the whole organization—field and head
quarters, scientists, inspectors and adm inistrators. This is the speech- 
m aking activity.

D uring the last tw o calendar years (1961 and 1962), the F D A  
staff made 2,338 speeches.

Of these, 555 w ere made to  industry  or trade groups and others, 
1,084 to  consum er groups, and 126 to  radio-TV  audiences. D uring 
the same period, FD A  staff m em bers authored 294 articles for publi
cation in outside journals. M ost of these (273) were published in 
scientific or professional journals.

So much for the statistics of our efforts in industry  education.

T he real payoff as to the value of this type of program, is m easured 
in term s of how industry  uses the educational services. One way 
to  m easure this is by the num ber of people and firms which have 
requested to  be pu t on our various m ailing lists. Today we have 
alm ost 18,000 nam es on our m ajor lists for industry  inform ation. 
T his com pares w ith slightly  over 3,000 in 1938—approxim ately a 
sixfold increase. O ur food additive inform ation list alone has more 
names (3,715) than  we had on all our m ajor industry  lists in 1958.

L ast fall we asked a num ber of industry  associations to report 
w hat they had done by w ay of prom oting voluntary  compliance w ith  
the law. W e were tru ly  gratified at the response. W e prepared an 
exhibit of some of the m aterials subm itted for presentation a t the 
1962 FD A -Food L aw  In stitu te  Conference. T he exhibit dem onstrated 
convincingly th a t industry  does take its responsibility for compliance 
seriously, and th a t it m akes good use of the existing channels of 
com m unication w ith governm ent.
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CONSUMER EDUCATION
O ur consum er education program  is also based on several under

lying principles. One is th a t the best informed consum er needs the 
least help from the governm ent in avoiding unsafe or falsely promoted 
products. Consum er education has helped greatly to reduce the market 
for w orthless cancer remedies and for phony medical devices. B ut con
sum ers often do not know how to benefit from  the protection provided 
by the law, as for example through careful reading of labels. Govern
m ent inform ation services can spark or catalyze the education process.

A nother side to the coin is th a t inform ed consum er opinion is an 
essential ingredient of the policy-m aking process, as for example in 
the setting  of food standards or the determ ination of w hat a label 
m eans to  the consumer. In  order to sample inform ed consum er 
opinion, we m ust have inform ed consumers.

A Consum er Education B ranch has recently been established in 
the Division of Public Inform ation. T he head of th a t Branch is also 
the Special A ssistan t to the Secretary of Health, Education and 
W elfare for C onsum er Protection.

A lm ost a million copies of consum er leaflets and booklets were 
printed in 1962, com pared to 17,500 in 1955. Some of these have been 
found useful in the consum er education program s of your industry. 
For example, our “Read the Label” booklet, which tells consumers 
how to  make use of label inform ation, was w idely d istributed by the 
N ational Canners Association. And our booklet, “W h a t Consumers 
Should K now  A bout Food A dditives,” was reprin ted  by the M anu
facturing  Chem ists Association and sent to  food editors, teachers, 
librarians and home economists th roughout the country.

A nother medium of com m unication is .through exhibits. Coin
cidentally, it happens th a t a very  large FD A  exhibit is now on display 
a t the D etro it H istorical M useum, at W oodw ard and K irby Streets. 
W e are hopeful th a t it will be displayed at m any other m useum s of 
science and industry  th roughout the country during the next several 
years. T he six-m onth show ing in D etro it will end on Ju ly  8, after 
which it will next be seen in W ashington.

M ore use of radio-TV  as a medium of com m unication w ith  con
sum ers is planned, and a specialist has been employed to  see tha t the 
senior citizen is not neglected in the inform ation program . T he 
student, representing tom orrow 's wage earner and homemaker, is 
also getting  special atten tion  in a school inform ation program .
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T he feedback of consum er opinion is an objective of the Con
sum er C onsultant program  in the Office of the Commissioner. T h a t 
program  is being expanded considerably next year, when it is expected 
th a t each of FD A 's 18 field D istricts will employ a full-time Consum er 
C onsultant in addition to the part-tim e C onsultant now employed. 
T his program  contributes significantly to  the outflow of inform ation 
from FD A  to consum ers, as well as the inflow.

CONCLUSION
From  the activities I have described to you it is clear th a t inform a

tion and education are used as indispensable tools for prom oting 
industry  compliance and providing consum er protection.

T here is not now and never has been a conflict between an 
“enforcem ent” and an “education” philosophy in the FDA. I t  is 
ra ther a question of how to use both together to  attain  the objectives 
of protecting both consum ers and honest business.

T he In stitu te  of Food Technologists provides a particu larly  im 
portan t channel of com m unication w ith  the food industry, and we 
are indeed grateful for your in terest and your cooperation in these 
efforts. [The End]

CONSUMERS’ HEALTH PROTECTION
Health protection for consumers was the objective of five seizure 

actions in May.
Six carloads of soybeans contaminated with poisonous crotalaria 

seeds were seized in two actions at Memphis, Tennessee. They were 
shipped from Arkansas. Crotalaria, a legume, was first planted in the 
1920’s as a soil-improving crop for sandy soil. This soil, originally used 
primarily for cotton, was later used more extensively for soybeans.

Following reports in 1960 that mortalities in poultry flocks were 
due to crotalaria remaining in feed, FDA investigated the extent to 
which the seed remained in grains and soybeans during harvest and its 
toxicity to animals. W hen it was found injurious to rats, 2,332 tons of 
contaminated soybeans were seized late in 1960 and state and federal 
agencies began an educational campaign to discourage the planting of 
crotalaria seed. However, the plant is self-seeding and many fields 
remain contaminated with it for years after the seed was last planted.

Two seizures were made of products that contained food additives 
for which no tolerance or exemption from a tolerance has been pre
scribed by food additive regulation. A New York-manufactured product, 
which was shipped to San Francisco, contained approximately 20 per 
cent potassium nitrate. A dietary supplement, manufactured in New 
York and shipped to Ohio, contained more folic acid than is permitted 
in such products.
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Current Food and 
Drug Law Developments 
in the International Field

By FRANKLIN M. DEPEW

Mr. Depew Presented This Paper at the Meeting of the Food,
Drug and Cosmetic Law Section o f the Inter-American Bar 
Association in Panama City, Panama, on April 23, 1963. He 
Is the President of The Food Law Institute, Inc., As Well As 
Vice President of the Section of Food, Drug and Cosmetic Law.

SIN C E  O U R  L A S T  M E E T IN G  in Bogota, Columbia in February, 
1961, there have been a num ber of im portant in ternational de

velopm ents in the food and drug law field. N ot the least im portant 
of these is the adoption by the Congress of the U nited S tates of the 
D rug  A m endm ents of 1962. T his legislation will have quite a pro
found effect on the developm ent of d rug  law throughout the world. 
In  addition th is law im portantly  affects the food industry  as will here
after be pointed out.

I t  is gratify ing  to be able to  report th a t this legislation was 
fashioned in to  final form in accordance w ith  the best U nited States 
trad ition  of industry-governm ent cooperation. T he law as enacted 
m aintains the fine balance between public protection and the preserva
tion of a private enterprise system. T he law as passed has been 
generally accepted by industry  as in the public in terest even though 
some have observed incidental defects of significance for fu rther 
research. Some suggest th a t we should be careful not to become so 
occupied w ith  fulfilling the le tte r of the new law th a t we forget th a t 
only th rough continued research and experim entation can we really 
achieve safety in drugs.

T he new law establishes additional requirem ents w ith respect to 
new and experim ental drugs and strengthens the factory inspection 
au thority  of FD A  in respect of prescription drugs. A m ost im portant 
provision of the law  is th a t requiring the reg istra tion  and periodic
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inspection of all domestic drug m anufacturing establishm ents, regard 
less of w hether they are engaged in in terstate  or in trasta te  commerce. 
Federal legislation of this type in the U nited  S tates m ust be based on 
the power of the Congress to regulate in terstate  commerce. The 
Congress has indicated th a t in its opinion the distribution of drugs 
in trasta te  sufficiently affects the in tersta te  commerce therein to be 
subject to  federal control. T he legislation m ay be expected to  be 
sustained on th is ground.

T he law also im portantly  affects the food industry. For instance, 
the federal courts are given jurisdiction to issue injunctions against 
refusal to perm it the Food and D rug  A dm inistration to make any 
p lant inspections authorized by the Federal Food, D rug  and Cosmetic 
Act. Previously, the only rem edy for refusal to perm it inspection was 
crim inal prosecution. T he law also extends the inspection powers 
of the Food and D rug  A dm inistration to include places where articles 
of food and drug are processed or packed after in terstate  shipm ent. 
Previously, only places w here such articles were held after in tersta te  
shipm ent were subject to  inspection. T his confined inspection to 
places where the articles had not been fu rther m anipulated after the 
in tersta te  m ovement. A nother provision perm its the use in anim al 
feeds of ingredients which could cause cancer, provided any such 
ingredient in such feeds causes no harm  to the anim al and fu rther 
provided there are no residues of the ingredient in the m eat or o ther 
products reaching the consumer.

Public Health Committee’s Program on Drugs
A nother im portant developm ent in the drug  field is the program  

begun in 1962 by the Public H ealth  Com mittee of the Council of 
Europe. T his Council has 16 W estern  European nations as members. 
T he Council has no power to enforce its decisions, bu t it is sufficiently 
highly regarded th a t its recom m endations may be expected to carry 
considerable w eight w ith its m em ber governm ents. T he Public H ealth  
Com mittee program  is aimed at getting  m em ber countries to  exchange 
inform ation on drugs and securing harm onizing legislation which 
will secure standard  regulations for controlling drugs. From  Europe, 
the m ovem ent could spread to the whole world.

Latin-American Food Code Translations
T urn ing  now to the food law field, a num ber of im portan t de

velopm ents can be reported  w ith respect to the Latin-A m erican Food
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Code. T he official Revised Spanish Edition of the Code, as adopted 
by the Seventh Latin-A m erican Chemical Congress on April 3, 1959 
and published in Spanish in A ugust, 1960 has been translated  in part 
into English. T he English translation of the In troduction  was pub
lished in 15 F ood D rug C o sm etic  L a w  J o u r n a l  678; C hapter IV, 
U tensils, Receptacles, Containers, W rappers, M achinery, and Ac
cessories in 16 F ood D rug C o sm etic  L aw  J o u r n a l  121; Chapter X, 
Sugar and Sugar Products in 16 F ood D rug Co sm etic  L aw  J ourna l  
297; Chapter XVI, Correctives and Improving Agents (Additives) in 16 
F ood D rug C o sm etic  L aw  J o u r n a l  641; and Chapter X II, Nonalcoholic 
Beverages and Refreshing Foods and Drinks in 17 F ood D rug Co sm etic  
L aw  J o u r n a l  355.* In addition Chapter XIV , Distilled Alcoholic Bever
ages and Liquors, was translated  and d istribu ted  am ong m em bers of 
the distilling industry. Com ments by representatives of industry 
were invited and received. These were passed on to Dr. Carlos A. 
Grau, P resident of the Perm anent Com mittee for the Code, who has 
graciously made appropriate revisions. T he revised copy of this 
Code was subm itted to the E ighth  Latin-A m erican Chemical Con
gress which was held in Buenos Aires, Septem ber 16-22, 1962.

A t this Congress a m eeting was held of the Special Com mittee 
of the Latin-A m erican Food Code. In  the course of its m eeting a 
Resolution was adopted changing the name of the Perm anent Latin- 
Am erican Food Code Com mittee to  the Latin-A m erican Food Council. 
Dr. Grau, present Chairm an of the Com mittee was appointed C hair
m an of the new Council. I t  was fu rther resolved tha t fu ture Latin- 
Am erican Chemical Congresses shall have a new section nam ed the 
Latin-A m erican Food Council. Am endm ents of various chapters in 
the Latin-A m erican Food Code were reviewed and approved. Finally, 
it was resolved to recommend to  governm ent agencies and special 
organizations the unification of existing food standards on the basis 
of the Latin-A m erican Food Code and to publicize the suggestions 
approved by this m eeting as w idely as possible.

Dr. Enrique E. Bledel, Secretary of our Section, attended this 
Congress and will give us a m ore complete report of w hat occurred 
on th a t occasion.

A t our 1961 Section m eeting a resolution was adopted com m end
ing the ou tstanding  w ork done by the D rafting  Com mittee for the

* The April, 1963 issue of this maga- ments for Food Factories and O utlets; 
zine (18 F ood D rug Cosmetic L aw Chapter III , The Storage, Preservation 
J o u r n a l  194) contains the following and Processing of Foods; and Chapter 
translations: Chapter I, General Pro- V, Labeling, 
visions; Chapter II, General Require-
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Latin-A m erican Food Code, suggesting the Section m em bers devote 
special atten tion  to the Code and providing th a t the Section subm it 
the 1960 edition of the Code to the D irectors-G eneral of the Food 
and A griculture O rganization and W orld  H ealth  O rganization of the 
U nited  Nations, and other interested organizations for their study and 
com m ents on the legal aspects of the Code. P u rsu an t to  this resolu
tion, as V ice-President of the Section, I requested such com m ents 
from B. R. Sen (FA O ) and M. G. Candau (W H O ), the D irectors- 
General of these tw o U nited N ations Organizations. U nder date of 
January  2, 1963, Dr. N orm an W righ t, D eputy D irector-G eneral of 
FAO, responded in behalf of both D irectors-G eneral as follows :

Thank you for your letter of 19 October addressed to myself and to> the 
Director-General of the W orld Health Organization setting out a resolution of 
the Inter-American Bar Association at its Bogota session in January 1961 re
questing FAO and W H O  to study and comment on the legal aspects of the 
Codigo Latinoamericano de Alimentos.

Since this m atter falls within the purview of the new Joint F A O /W H O  
Program  on Food Standards, I have consulted with the Director-General of the 
W orld Health Organization and am now, in agreement with him, replying to 
you jointly on behalf of our two agencies.

In accordance with the recommendations of the Joint F A O -W H O  Con
ference on Food Standards held at Geneva in October, 1962 and subject to 
endorsement of these recommendations by the appropriate bodies of W H O , I 
shall convene, together with the Director-General of W H O  the first session of the 
Codex Alimentarius Commission to meet at FAO Headquarters in Rome in 
June, 1963. The session will have on its agenda the question of the follow-up 
to be given to the Codigo. W e therefore propose to defer commenting on the 
legal aspects of this remarkable and comprehensive food code until the Code.r  
Alimentarius Commission will have been able to consider it with particular 
reference to the possibility of its application in practice and to the machinery 
necessary to amend it in the light of changing technological and economic 
requirements.

I t  seems appropriate to m ention at th is point th a t a t the Joint 
F A O -W H O  Conference on Food Standards held in Geneva, Sw itzer
land, O ctober 1-5, the assembled delegates lauded the w ork done 
under the leadership of Dr. Carlos A. Grau in preparing this Latin- 
Am erican Food Code. Dr. Grau attended the Geneva Conference as 
the representative of A rgentina and I attended as an observer in behalf 
of the Inter-A m erican B ar Association, as Vice P resident of this 
Section, and in behalf of T he Food Law  In stitu te  as P resident, thereof.

I t  was my pleasure to  advise the delegates th a t The Food Law  
In stitu te  was m aking available one copy each, of the 1960 Edition 
of the Latin-A m erican Food Code in Spanish, together w ith  copies 
of the In troduction and Chapters IV , X, X II and X V I in English, to 
each delegation. As m ost of the delegations had two or more m em 
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bers I was overwhelm ed w ith requests for additional copies. As my 
supply was limited, I was unfortunately  unable to comply. I know 
you will all be gratified, as I was, a t this g reat in terest in the Latin- 
Am erican Food Code.

Dr. Grau reported to the Conference on the progress of the Latin- 
Am erican Food Code and m entioned th a t The Food Law  In stitu te  had 
been m ost helpful in securing the views of U nited S tates industrial, 
technical and university  personnel w ith respect to its provisions.

A t present the FA O  Secretariat is d istribu ting  to all FAO or 
W H O  m em ber nations those chapters of the Latin-A m erican Food 
Code which cover the subject m atte r of the standards draw n up for 
the European Code, th a t is, general rules, sam pling and edible fungi. 
T his step is being taken w ithout prejudice to any action which may 
be taken relative to the Latin-A m erican Food Code as a whole by the 
governm ents of th a t group. T he Secretariat is ge tting  in touch w ith 
these governm ents to find out w hat additional action, if any, they may 
wish to  take. These steps are being taken in preparation for the first 
session of the FA O -W H O  Codex Alimentarius Commission which will 
be held in Rome, June 27-July 3, 1963.

Most Important Recent Development in the Food Law Field
T he Jo in t F A O -W H O  Conference on Food S tandards, referred 

to above, held under the auspices of the Food and A griculture O rgan
ization and the W orld  H ealth  O rganization of the U nited  Nations 
was undoubtedly the m ost im portant recent developm ent in the food 
law field. The Conference was held on the recom m endation of the 
FA O  Conference and the W H O  Executive Board to  consider a Jo in t 
FA O -W H O  Program  on Food Standards. R epresentatives from some 
45 m em ber countries of FAO an d /o r W H O  attended together w ith 
observers from some 24 international governm ental and nongovern
m ental organizations. T he countries of the Am erican continent were 
represented by delegations from A rgentina, Brazil, Canada, Chve, 
Cuba, Dom inican Republic, El Salvador, Ecuador, Mexico, U nited 
S tates of Am erica and Venezuela.

Dr. P ierre Dorolle and Dr. N orm an W righ t, D eputy D irectors- 
General respectively of W H O  and FA O  gave a warm  welcome to the 
delegates. Josue de C astro of Brazil nom inated Dr. E. Feisst, Vice 
P resident du Comite N ational Suisse des Codex A lim entarius, as 
Chairm an. T he nom ination was prom ptly seconded by the A ustrian 
and N etherlands delegations and Dr. Feisst was thereupon elected
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by acclam ation. John L. H arvey, U nited S tates D eputy  Com mis
sioner of Food and D rugs and Dr. T h ianar N ’Doye, D irector du Serv
ice d’A lim entation et de N utrition  Apliquee, M inistere de la Sante 
et des Affairs Sociales, Senegal, were thereupon elected Vice-Chairmen.
J. H. V. Davies of the B ritish  Delegation and G erard W eill of the 
F rench D elegation were appointed rapporteurs.

C o d e x  A lim e n ta r iu s  Commission Proposal Endorsed
T he Conference then proceeded to  endorse the proposals for a 

Jo in t F A O -W H O  Codex Alimentarius Commission as the best m eans 
of bring ing  about the adoption of in ternational food standards which 
would prom ote in ternational trade in food, facilitate harm onization 
of standards, pro tect the consum er’s health and assure fa ir practices 
in the food trade.

T he Conference next considered the guidelines for the w ork of 
the Codex Alimentarius Commission. T his was by far the m ost im por
tan t w ork of the Conference and the delegates were absorbed in 
consideration of the various problem s involved during m ost of the 
tim e of the meeting. T he guidelines adopted afford all nations an 
opportun ity  to take appropriate steps to  present their views in con
nection w ith  any standard  proposed or considered by the Codex 
Alimentarius Commission. W hile this w ill no t operate to  autom atically  
prevent the adoption of a standard  which operates as a barrier to  free 
trade, it will afford an opportun ity  for full publicity relative to all 
reasons w hich were considered in relation to the standard. If the 
delegates from the various nations to  the Codex Alimentarius Com
mission are instructed  by their governm ents to  w ork tow ard a h a r
m onization of food standards, then food standards which operate as 
unjustified trade barriers should be kept at a minimum, if not pre
vented altogether. H ow ever, the delegates will have to  be alert to 
such dangers if we are to  secure sound food standards which will 
prom ote in ternational trade in food.

W e m ust give a g reat deal of credit for the outcom e of the Con
ference, in establishing these sound guidelines to the Jo in t FA O -W H O  
Secretariat and to the rapporteurs. T heir continued diligence and 
good hum or under try ing  circum stances was an example for all.

M. G. Candau and B. R. Sen, the D irectors-G eneral, respectively, 
of W H O  and FA O , graciously tendered a reception to  the assembled 
delegates and the  staff of their secretariat on the evening of O ctober 3.
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This affair enabled everyone to  m ingle on an inform al basis and it 
contributed to the successful outcom e of the Conference.

I w as privileged to address the Conference, as P resident of The 
Food Law  Institu te , and pointed out th a t if more varied, m ore n u tri
tious and more plentiful diets were to  be made available to  the peoples 
of the world, all unjustified barriers to in ternational trade m ust be 
elim inated from the w orld’s food laws. I expressed the hope tha t the 
guidelines established by the Conference would result in standards 
th a t would wipe out barriers to free trade am ong the nations.

M y report on the Conference, together w ith  the guidelines is set 
forth  in the January , 1963 issue of the F ood D rug Co sm etic  L aw  
J o u r n a l .

Preparation for the Meeting
M ost of the steps to be taken in preparation for the m eeting of 

the Codex Alimentarius Commission will fall upon the Secretariat. 
However, the governm ents m ust take appropriate steps to select the 
m em bers of their delegations to a ttend  in their behalf. Governm ents 
have also been urged to make available their 1963 contributions as 
soon as possible.

T he Secretariat is proceeding to  d istribute to all FA O -W H O  
m em ber nations approved tex ts of m aterial completed by the E uro
pean Council of the Codex (these cover general rules, sam pling and 
edible fungi) and those chapters of the Latin-A m erican Food Code 
which cover the same subject m atter. T hey  will also supply gov
ernm ents w ith  positive lists together w ith specifications of identity  
and pu rity  for colors, preservatives, and antioxidents, as well as 
emulsifiers, based on w ork carried out under the Jo in t FA O -W H O  
Program  on Food Additives. T he standards for m ilk and miik 
products, and fresh fru it and vegetables will be supplied to those 
governm ents which have not already received them. W ith  respect 
to  the o ther products to be given priority , pursuan t to the action of 
the Conference, it is planned to subm it to the Commission, as a basis 
for discussion, a resume on each of these groups of products sum 
m arizing the principal national standards involved and containing, 
w here possible, a draft in ternational standard.

I t  is planned to hold two associated m eetings ju st prior to the 
m eeting of the Codex Alimentarius Commission. From  June 17-22, 
1963, the Sixth Session of the Code of Principles Com m ittee (now 
the jo in t F A O -W H O  specialist body on milk and milk products) will
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consider and possibly approve standards for cheeses, m ethods of 
sam pling and analysis, and so forth. From  June 24-26, 1963, the Sec
ond Jo in t FA O -W H O  Conference on Food Additives will review the 
work done, determ ine areas of future work, and proceed to  evaluate 
the contribution of the FA O -W H O  program  on food additives to  the  
work of the Codex Alimentarius Commission.

T h at Commission will hold its m eeting from June 27-July 3, 1963. 
T he ten tative agenda provides for the Commission to adopt rules of 
procedure, elect officers, review existing food standards wmrk at the 
governm ent level, allocate new w ork and to discuss w ith a view of 
acceptance—the following com pleted texts :

General Rules 
Sam pling 
Edible fungi
Perm itted  lists and specifications of identity  and purity  f o r :

Colors
Preservatives and antioxidants
Em ulsifiers

T he foregoing history  of developm ents to date and of plans for 
the fu ture shows th a t there is ground for hope th a t a sound harm o
nization of in ternational food standards m ay be achieved.

Finally, I would report to the Section the following d ra f t :

The Inter-A m erican B ar Association, after careful consideration 
of this subject recommends to all Am erican countries th a t their 
D elegations to' the Jo in t F A O /W H O  Codex Alimentarius Commis
sion be instructed  to w ork for the sound harm onization of in terna
tional food standards and to p ro test the adoption of any food 
standard  which would operate as unjustified b arrier to free trade 
between nations. [The End]

RECOMMENDATION
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WASHINGTON
A C T I O N  A N D  N E W S

In the Food and Drug Administration

June Food Seizures Report.—Over 
736 tons (1,472,765 pounds) of adul
terated food were seized in 31 actions 
during the month of May. Nearly 
one-half of this total came in the dan
ger to health group; 307 tons of soy
beans containing poisonous crotalaria 
seeds were in this category.

Of the unfit foods seized, 232 tons 
were contaminated by rodents and in
sects before or during shipment and 
150 tons were contaminated in storage 
after receipt in fit condition. Thirty- 
five tons were seized on charges that 
they were processed under insanitary 
conditions. An additional 13 tons con
sisted of decomposed frozen and canned 
items.

Fifteen seizures were made or. “pocket- 
book protection” charges.

D rug and Device Seizures.—A total 
of 28 products were seized on the fol
lowing charges: misbranding with false 
and misleading therapeutic claims—9; 
marketing of new drugs without prior 
safety clearance—3; prophylactics, fall
ing below purported quality by con
taining holes—9; cathartic pills and an 
antibiotic below’ U SP standards—2; and 
failure to bear adequate labeling infor
mation, warnings or directions for use—5.

Cosmetic Seizures. — A deodorant 
was seized because the information 
required by law was inconspicuously 
placed on the label, and toothpicks 
were charged to contain poisonous oil 
of cinnamon or cinnamic aldehyde.

Hazardous Substances.—Four prod
ucts—an airplane fuel (2 actions), a
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highly flammable water repellent, and 
a product claimed to give traction on 
icy surfaces were seized because cf 
failure to bear precautionary labeling 
required by the Federal Hazardous 
Substances Labeling Act.

Voluntary Actions by Industry.—
Over 151,000 pounds of adulterated 
food were voluntarily removed from 
human consumption by the food indus
tries in the past month to protect the 
public from unfit products. Two cf 
the largest of these voluntary actions 
involved extensively fire damaged lots; 
one of 49,110 pounds of pressed cocoa 
cake, and another of 25,000 pounds cf 
various food items including fish and 
meat. Among other food destructions 
were 185 bags of mustard seed ail'd 
bran which were dumped and bulldozed 
under when it became evident that 
rodent-contamination had penetrated to 
the contents of the bags.

The retail selling price of the drugs 
and devices voluntarily removed from 
commercial channels amounted to $37,276. 
A pharmacy in New’ York State dumped 
$21,000 worth of prescription and over- 
the-counter drugs which had been ex
posed to water and chemical vapors 
from extinguishers used in a fire which 
ravaged the store.

O ther merchandise destroyed in
cluded repacked physicians’ samples, 
sub-potent vitamins, outdated vaccine 
and an outdated veterinary antibiotic, 
unlabeled drugs, products misbranded 
by false and misleading therapeutic 
claims, penicillin past its expiration
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date, a night cream containing a coal- 
tar color no longer permitted, various 
drugs which failed to bear mandatory- 
labeling, and new drugs not approved 
by FDA as safe and effective.

P lan t Improvements. — Food, drug 
and cosmetic industries invested more 
than $560,000 to maintain and improve 
sanitary conditions. A grocery com
pany in Alabama spent $200,000 on a 
new steel and concrete warehouse build
ing. A new freezer and automatic 
packaging equipment for use in its 
frozen sliced sweet potato operation 
was installed by a Louisiana firm at 
a cost of $100,000. A New York dairy 
plant reported expenditures of $150,000 
for new blenders and scales to insure 
uniform, up-to-standard fat content in 
its creamed cottage cheese products. 
A Kansas flour mill replaced some of 
its old wooden equipment, and installed 
a pneumatic conveyor system and a 
new type of electrostatic purifier at a 
cost of $50,000. A Missouri drug firm 
improved its manufacturing facilities 
by spending $30,000 on the construction 
of new areas for tablet mixing and 
punching, and a sterile fill room for the 
preparation of injectables. W ork has 
begun on a control laboratory in that 
firm also. Almost $13,000 on clean-up 
operations to upgrade sanitation was 
invested by an Alabama cookie com
pany. A New York bakery replaced 
its wooden equipment and conveyor 
system with two new metal systems, 
aluminum trays, and a tile floor at a 
cost of $8,620.

D rug Research Plans Reviewed by 
FDA .—D rug sponsors who wish to 
sta rt o r continue trial of drugs on 
humans are required to  report, to  FDA 
concerning the composition and produc
tion of the drugs, the previously completed 
research on animals, and their program 
for testing on humans, including the 
■names, qualifications, and facilities of 
the investigators. June 7, 1963, was the 
deadline for the submission of plans 
by the drug companies. The plans must 
be filed for review by the FDA under 
the Kefauver-Harris Drug Amendments 
enacted by congress last year.

About 1,000 plans were received by 
the Division of New Drugs, Bureau of 
Medicine, of the Food and Drug A d
ministration which has primary respon
sibility for monitoring each new drug 
from the animal test stages through 
clinical trials and on to the market. The 
division is composed of five branches:

1. The Investigational D rug Branch 
investigates each of the plans for tests 
on humans. It evaluates the animal 
tests, as well as the manufacturing 
methods and controls, and the qualifica
tions and facilities of the investigators. 
It determines whether tests on humans 
are justified and whether the plans of 
investigations contain the type of in
formation needed to evaluate the drugs 
for safety and effectiveness. Progress 
reports on drug investigations are moni
tored and appropriate recommendations 
to modify or cancel the studies are made.

2. In the Medical Evaluations Branch 
data developed through animal and 
clinical tests which are submitted to 
FDA in a New Drug Application are 
evaluated. The drug must be approved 
as safe and effective before it can 
legally be marketed for general use.

3. The New Drug Status Branch 
advises manufacturers and others about 
the application of the law to chemicals 
newly proposed for drug use and to 
new uses or dosage forms for drugs 
already on the market.

4. The Surveillance Branch checks 
to see that the approved new drugs are 
being marketed according to approved 
applications. Reports on adverse reac
tions required by the Kefauver-Harris 
Drug Amendments are received by this 
branch.

5. The Control Evaluation Branch 
evaluated the adequacy of manufactur
ing controls, methods and facilities pro
posed by manufacturers of new drugs 
to establish the identity, strength, quan
tity and purity of the drugs.

In the case of antibiotics, the Divi
sion of Antibiotic Medicine, Bureau of 
Medicine, and the Division of A nti
biotics, Bureau of Biological and Physi
cal Sciences, evaluates the adequacy of 
plans of investigation..
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The Division of Pharmacology of 
the Bureau of Biological and Physical 
Sciences also evaluates animal tests 
which precede trials in humans.

Protection for the Older American.
—The month of May was designated 
Senior Citizens Month by Presidential 
Proclamation. Three developments in 
FD A ’s program are of special interest 
in this connection.

First, in response to the President’s 
request that all agencies provide infor
mation useful to older Americans dur
ing the month, a series of three “Con
sumer Memos” were issued under the 
general title “Your Money and Your 
Life.” These covered the subjects of 
“Nutrition Nonsense,” “D rug and Cos
metic Quackery” and “Mechanical 
Quackery” with special reference to 
false promotions addressed to the Senior 
Citizen population group.

Second, the Consumer Education 
Branch has added a specialist whose 
principal activity will be to develop 
channels of communications with and 
information materials for the older popu
lation groups. The new employee is 
Miss Fannie Davis, who has experience 
with newspapers and public relations.

Third, several seizures of products 
likely to be purchased by the older 
Americans were included in routine 
enforcement activities during the month. 
Among them was a "high potency vita
min and mineral supplement with di
gestive enzymes.” Also seized as labeling 
for the article was a supply of testi
monial letters and other literature pro
moting the capsules for those over SO.

Charged misbranded by bottle label 
and promotional material in that the 
name of the product and the promo
tional material suggest it is adequate 
and effective for the treatment of run
down and weak conditions; lack of 
energy; inability to withstand the noise 
of children; tiredness; lack of appetite; 
loss of enjoyment of life; inability to 
be the man or woman formerly possible ; 
coated tongue; bleeding gums; tooth 
decay; brittle bones'; constipation; weight 
loss; poor eyesight; inability to sleep;
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skin breaking out; nervousness; bad 
digestion; gas; heart conditions ; swollen, 
inflamed joints; mental depression.

More Pill Peddlers Sentenced.—
Court cases charging illegal sales of 
dangerous drugs were closed in May 
with fines totaling over $8,500 and sen
tences totaling over 12 years in jail o: 
other federal custody. These cases in
volved 11 truck stops, two drug stores 
and three individual “peddlers.”

The drugs most frequently involved 
were amphetamines, otherwise known 
as “bennies,” “pep pills” and the like. 
These drugs are peddled at truck stops, 
gasoline stations, restaurants, bars and 
other outlets catering to truck drivers, 
as “stay awake” pills. They are also 
used to produce an abnormal feeling 
of exhilaration or alertness. They are 
dangerous drugs that can legally be 
sold only upon prescription. Common 
side effects of the drugs are: excessive- 
nervous stimulation, loss of desire for 
sleep, impairment of judgment, halluci
nations and mental derangement.

One of the drug stores involved was 
shown to be selling amphetamine drugs 
to a truck stop peddler. The judge 
commented, in imposing the fine anc 
two years’ probation, that another sim
ilar violation would result in imprison
ment.

Another drug store was charged with 
selling amphetamines and a hormone 
drug without prescription. The indi
vidual pharmacists involved each re
ceived prison sentences which were 
suspended. The judge in one instance 
commented that the defendant should 
go to prison as an example to other 
would-be peddlers of dangerous drugs 
Another judge, sentencing the other 
pharmacist involved, commented that 
the pharmacist owed a higher loyalty 
to the law than he did to his superior 
or employer.

A third drug store case, terminated 
in April but not previously reported, 
involved refilling, without a doctor’s 
authorization, of prescriptions for tran
quilizers, barbiturates and a diuretic 
drug. In passing sentence, the judge

PAGE 359



referred to comments by the defend
ants that doctors sometimes become 
annoyed with pharmacists who call for 
authorization before refilling a prescrip
tion. The judge said that this was a 
hazard of the business and must be ac
cepted as such. The judge pointed out 
also that the law provides for a more 
severe penalty in the event of a second 
offense.

T ru th  in Packaging Bill Goes to Full 
Committee.—The A ntitrust and Mo
nopoly Subcommittee of the Senate 
Committee on the Judiciary has ap
proved for full committee considera
tion, with amendments, S. 387, which 
would prohibit unfair methods of pack

aging and labeling consumers’ com
modities, particularly with reference to 
quantity of contents and price. The 
amended bill retains the provision that 
“any consumer commodity introduced 
or delivered for introduction into com
merce in violation of any regulation 
promulgated by the Secretary of Health, 
Education and Welfare under this sec
tion while that regulation is in force 
and in effect shall be deemed to be mis
branded within the meaning of chapter 
I I I  of the Federal Food, Drug and 
Cosmetic Act,” but adds a new proviso 
that “the provisions of section 303 of 
that Act [prescribing penalties] shall 
have no application to any violation of 
any such regulation.”

PAGE 360 FOOD DRUG COSMETIC LAW JO U R N A L — JU N E , 1963



O R D E R

C A R D

Keep Posted on Federal and 
State Drugs and Cosmetics Rules

w
h
a
0 
a 
y
1

5
<
j
j
<
o
a
o
h

V
w #
U  B

» I  l  
S 3

©I
w

UJ
>
<

z
0
U)
a
LU
I-
UJ
Q.

S
in
CMo

J
_J

to

o
0
<
y
xu



OFFER CARD

Keep Posted on Federal and 
State Drugs and Cosmetics Rules

Commerce Clearing House, Inc.

4025 W. Peterson Ave.
Chicago 46, Illinois.

Enter our subscription as checked below for 
your brand-new Food Drug Cosmetic Law 
Reports, Drugs—Cosmetics Edition, and send 
us weekly reporting to keep us up to date on 
new developments. All reporting from now 
until the first of next month comes to us with 
your compliments. Also send us the three 
brand-new “catch-up” Volumes without extra 
charge.

Q 12 months beginning the first of next 
month . . . $180.

( Payable when billed.)

□  24 months beginning the first of next 
month . . . $165 a year.
(Payable annually as billed.)

S ig n a tu r e  & T i t le

F i r m

A t te n t io n

S t r e e t  & N u m b e r
035— 636

C ity ,  Zone  & S ta te



Announcing C C H ’s

Food Drug Cosmetic Law Reports

Drug and cosmetic manufacturing executives and their legal and scientific advisers 
are enthusiastically welcoming the help CCH's FOOD DRUG COSMETIC LAW REPORTS, 
Drugs-Cosmetics Edition provides to help them comply with today’s fast-changing 
federal and state rules covering drugs, cosmetics, and therapeutic devices while 
keeping in step with technological and processing advances.

Subscription for the REPORTS provides complete coverage of the application 
and interpretation of the Federal Food, Drug, and Cosmetic Act, as administered 
through the Food and Drug Administration, plus additional valuable help in working 
with related federal and state requirements.

1. Full, Weekly Reporting to Keep You Posted. Today’s complex crug, 
cosmetic and device control problems and fast-changing rules make 
essential “ instant" coverage of new laws and amendments;
FDA regulations, rulings and releases; court decisions; color 
additives petitions.

2. Three “ Catch-Up" Volumes Bring You TODAY'S Rules. Included at 
no extra cost, these Volumes bring together currently effective rjles, 
with emphasis on such features as:

INDEX TO SUBSTANCES, listing the thousands of substances 
dealt with in the federal laws, FDA regulations, and food or 
color additives petitions, with multiple listings for compounds.

NEW DRUGS requirements in full, including safety clearance 
procedures.

FEDERAL PURITY and LABELING requirements and prohibitions 
for drugs, cosmetics, and therapeutic devices.

COURT DECISIONS interpreting drug and cosmetic law issues. 

MAJOR STATE DRUG and COSMETIC LAWS in full text.

FEDERAL HAZARDOUS SUBSTANCES LABELING requirements. 

FORMS prescribed under the Act.

COLOR ADDITIVES and PESTICIDE rules and petitions. 

ANTIBIOTICS TESTING and CERTIFICATION requirements.

Subscribe for This Full Protection Now

Just your OK on the attached post-free Card starts everything your way now, with 
complimentary reporting to the first of next month. Your satisfaction is guaranteed.

Drugs-Cosmetics Edition

XT' T *  ¥ T W T H  r i f  T C T *  ï H J  Z"1

4 2 0  L E X I N G T O N  A V E .
N E W  Y O R K  1 7 C H I C A G O  4 6

4 0 2 5  W .  P E T E R S O N  A V E .
W A S H I N G T O N  4

4 2 5  1 3 T H  S T R E E T .  N . W .



FOOD DRUG COSMETIC 
LAW JOURNAL

P U B L I S H E D  B Y

C o m m e r c e , Cl e a r in g ,» H o u s e .» I n c .»
PUBLISHERS o f  TOPICAL. L_ A W « C P O » T S

4 0 2 5  W .  P E T E R S O N  A V E . .  C H I C A G O  4 S .  I L L .

RETURN REQUESTED

S E C O N D  C L A S S  P O S T A G E  
P A I D  A T  C H I C A G O .  I L L I N O I S

A C O M M E R C E  C L E A R I N G  H O U S E  P U B L I C A T I O N


	FOOD DRUG COSMETIC LAW JOURNAL 1963 VOLUME 18 NO.6
	CONTENTS
	REPORTS TO THE READER
	Record Inspection 1906-1963
	Public Protection, Private Choices and Scientific Freedom: Food, Drugs and Environmental Hazards
	Information and Education Under the Food and Drug Laws
	Current Food and Drug Law Developments in the International Field
	WASHINGTON ACTION AND NEWS In the Food and Drug Administration

