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REPORTS
TO THE R E A D E R

In reply to a gracious letter from 
Mrs. Harvey W. Wiley, 2345 Ashmead 
PI., N. W., Washington 9, D. C., an 
old friend of The Food Law Institute 
and of the J ournal, Mr. Dierson ex
tends for all of us affectionate regards, 
best wishes for continued years and 
relief from afflictions, and assurances 
that we propose to maintain her name 
on our lists as a very special subscriber. 
Readers may wish to add their own 
personal notes or encouragement. Mrs. 
Wiley writes:

“Dear Friends of The Food
Law Institute:
“This is a sad letter I am about to 

write. But old age compels me to do 
it. . I had the pleasure of knowing 
Charles Wesley Dunn and was present 
when The Food Law Institute was 
started a few years ago. I have en
joyed the copies of T he Food Drug 
Cosmetic Law J ournal, which I have 
been receiving. But Old Age is old 
age and there is no disputing the fact 
that the passing of time dims the 
memory and a person’s energy.

“I am writing to say that I believe 
that it is best for you not to send me 
any more copies of T he Food Drug 
Cosmetic Law Journal. It is too valu
able to send to a person who is unable 
to read and enjoy all the interesting 
contents of these J ournals. I look 
forward to reading the article ‘Record 
Inspections 1906-1963’ by Mr. George 
McKray but probably will not be able 
to read the Journal through from cover 
to cover of the June number.

“As the widow of Dr. Harvey W. 
Wiley, the ‘Father of the Pure Food 
Law’ I am very happy to have been

a part of the history of the law drawn 
up after Dr. W iley’s death in 1930, 
from 1933 to 1938. During those years 
I was President of the American Pure 
Food League and took an active part 
in the drawing up of the amendments 
and planning which culminated in the 
law of 1938. Now, sadly enough I am 
stricken with arthritis and suffer a 
great deal and walk with canes. I 
am no longer active. All of what I 
have said leads me to the conclusion 
that it is best for you no longer to 
send me the J ournal. I am no longer 
able to enjoy it as I used to do.

“But I leave it to you to decic.e 
whether to continue to send me the 
J ournal or not. I only want to pre
vent loss to you if you consider that 
I am not getting enough out of the 
J ournal.

“W ith all good v'ishes and m ary 
many thanks for your great kindness, 
I am

“Sincerely yours,
“Anna Kelton Wiley 
“ (Mrs. Harvey W. W ileyi”

“Dear Mrs. W iley:
'“As Secretary of The Food Law' 

Institute and Chairman, Editorial Board 
of the Food Drug Cosmetic Law Jour
nal, I acknowledge receipt of your 
gracious letter of July 19.

“ In behalf of all here and of the 
readers of the Journal I express our 
affectionate regards and deep sympathy 
for you in your afflictions. W e have 
for so long drawn inspiration from 
your devotion to and support of sound 
food legislation and consumer protec
tion that we voice the optimistic hope 
and prayer that you will overcome
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troubles and enjoy continued years of 
happiness and fruitful work.

“As regards future copies of the 
J ournal—permit us to send them with
out interruption. W e simply cannot 
bring ourselves to drop you, a cherished 
and charter subscriber, from a list 
which is honored by the presence of 
your name.

“ I propose to publish your letter in 
a forthcoming issue of the J o u r n a l  in 
order to share it with your many 
friends. I do hope you will have no 
objection.

“Sincerely yours, 
“F. T. Dierson”

About This Issue. — This month’s 
J ournal contains a paper delivered at 
the Institute of Food Technology meet
ing by Franklin D. Clark, Assistant 
to the Deputy Commissioner of the 
FDA. The author takes a look at the 
field operations of the FDA with em
phasis on inspectional techniques. This 
article appears on page 365.

In an interesting article which be
gins on page 372, Ross B. Ellis outlines 
the responsibilities and organization of 
the Federal Bureau of Narcotics. Mr. 
Ellis, a District Supervisor of the Bu
reau, declares that the primary concern 
of the Bureau is with the illicit traffic 
which caters to the abusive use of nar
cotics.

The conclusion of a two-part article 
discussing the issue contained in the 
new bill H. R. 6788, currently before 
Congress, is found at page 380. George 
McKray appraises the desirability of 
extending record inspection authority. 
He is a lecturer at the University

of California at Berkeley specializing in 
the legal aspects of public health and 
medical administration.

The FD A ’s views on investigational 
drugs are explained by Earl L. Meyers, 
chief of the Controls Evaluation Branch 
of the Division of New Drugs, Bureau 
of Medicine. This informative explana
tion starts on page 391.

“The primary purpose of clincial in
vestigations is scientifically reliable data. 
A clinical investigator walks where 
others fear to tread, works in a differ
ent area and must take full responsibil
ity for his professional decisions as 
well as full recognition of his scientific 
obligations, including those to the pa
tient, his profession, to society, to 
his personal philosophy, and to his 
code of ethics.” This is the opinion of 
Dr. George E. Schreiner, whose paper, 
“Liability: Use of Investigational Drugs,” 
appears at page 403.

The Commissioner of Food and Drugs, 
George P. Larrick, spoke at the recent 
Council on Consumer Information. He 
invited the Council to report anything 
detrimental to their interests that would 
come under the jurisdiction of the 
FDA, and said he hoped the Council 
would be “inquisitive and communica
tive.” See page 414 for his report.

The paramount challenge of the 60’s 
is to insure the safe use of a multitude 
of chemicals permitted in the produc
tion, processing and distribution of the 
nation’s food supply: pesticides—food 
additives—color additives. This is the 
opinion of K. L. Milstead, Deputy Di
rector of the FDA Bureau of Enforce
ment, expressed in an article appearing 
at page 421.
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Inspecting Food Processing Plants
By FRANKLIN D. CLARK

This Paper Was Delivered at the Institute of Food Technology Meet
ing at Detroit, Michigan on May 28, 1963. The Author Is Assistant 
to the Deputy Commissioner of the Food and Drug Administration.

I AM IN D E E D  P L E A S E D  to have the opportunity to join the 
speakers on this panel and participate in this symposium on FD A  

and the food industry. My contribution will be a brief overlook of 
the field operations of the Food and D rug A dm inistration w ith some 
emphasis on inspectional techniques.

F irst, let me describe a little of our organization. A bout 40 per 
cent of our staff of some 3,000 are located in W ashington, and inclrde 
executive, legal, adm inistrative and scientific personnel. S ixty per cent 
are in 18 field installations located in principal cities th roughout the 
U nited States, each responsible for a specific geographic area. Each 
of the field d istricts has an adm inistrative, inspectional and laboratory 
staff.

O ur field inspectors inspect food, d rug and cosmetic processing 
plants and collect samples of products produced in these plants. O ur 
field chemists, bacteriologists, and m icroanalysts analyze the samples. 
T he field district director coordinates these operations and subm its to 
W ashington his recom m endations for seizure, prosecution or injunc
tion when such recom m endations are adequately supported by the 
facts th a t have been developed. All of our staff, w herever they are 
located and w hatever be their duties, are charged w ith the same pri
m ary purpose—to protect the health and welfare of the consum er and 
to protect the honest m anufacturer from any unscrupulous com peti
tion.
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Duties of FDA Inspectors
P lan t inspection is the heart of our enforcement operation. The 

food and drug inspector is the “eyes and ears” of the Food and D rug 
A dm inistration and is, therefore, the “front line” in m aintaining the 
in tegrity  of foods, drugs, devices and cosmetics. He inspects produc
tion, storage and distribution establishm ents; investigates injury com
plaints and outbreaks of poisoning; and reports evidence of violation 
of the various acts. He examines the sanitary  conditions in m anufac
turing  establishm ents, and techniques and controls employed in the 
processing, labeling and packaging of foods, drugs and cosmetics. 
Sanitation is, of course, a predom inantly im portant factor in food 
industry  inspections.

Section 402(a)(3) of the Food, D rug  and Cosmetic A rt defines a 
food to be adulterated if it consists in whole or in part of any filthy, 
putrid  or decomposed substance or if it is otherw ise unfit for food.

Section 402(a) (4) goes one step further and defines a food as 
adulterated if it has been prepared, packed or held under insanitary- 
conditions w hereby it may have become contam inated w ith filth or 
w hereby it may have been rendered injurious to health.

An FD A  inspector is m otivated by these two sections of the law 
in his appraisal of plant sanitation. Likewise his train ing includes 
a reasonable am ount of accurate inform ation as to  the habits of the 
animals and insects which commonly constitute the source of the filth 
found in food establishm ents. H is task  during a factory inspection is 
one of study of the conditions and storage of raw m aterials used and 
the sorting or preparation to which they are subjected before process
ing ; the conditions to which the products are exposed during their 
journey through the establishm ent and the conditions under which 
finished products are stored.

What the Inspectors Look for
T hrough visits to several plants an inspector becomes trained by 

observation and example in the fundam entals of a variety  of m anufac
turing  operations and in the sanitary  concepts of good m anufacturing 
practices. He is aw are of the significance of allowing a precooked 
product to set a t room tem perature all day before packaging for over
night blast freezing. He is alert to the placing of toxic insecticides 
or rodenticides such as 1080 and D D T  in close proxim ity to  foods. 
H e notes the construction of bakery flour lines, confectionery sirup
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l in e s , s o f t  d r in k  p ip e lin e s ,  o r  b in s  a n d  s to r a g e  h o p p e r s  in  c e r e a l  p la n ts  
f ro m  th e  s t a n d p o in t  o f  e a s e  in  d is a s s e m b l in g  fo r  c le a n in g .  T h e  in s p e c 
t o r  m u s t  c a r e f u l ly  n o te  e m p lo y e e s ’ h a b i t s  s u c h  a s  n e s t in g  c o n ta in e r s  
w h e r e b y  a d h e r in g  f lo o r  d i r t  is  t r a n s f e r r e d  f ro m  o u ts id e  to  in s id e , f a i l 
u r e  to  u t i l iz e  a v a i la b le  s a n i t i z in g  o r  w a s h in g  fa c i l i t ie s ,  o r  n e r v o u s  
h a b i t s  o f  p la n t  p e r s o n n e l  p ic k in g ,  s c r a tc h in g  o r  r u b b in g  th e i r  c lo th in g .

I n  a d d i t io n  to  te c h n ic a l  b a c k g r o u n d  t r a i n in g  a n d  p r e v io u s  e x p e r i 
ence, a n d  o th e r  in fo rm a tio n  c o n c e rn in g  th e  in d u s try  a n d  its  p ro d u c ts  th a t  
m a y  p r o v id e  th e  in s p e c to r  w i th  a  b r o a d  p e r s p e c t iv e ,  h e  p r e p a r e s  fo r  
a n  in s p e c t io n  w i th  o th e r  d a ta .  P r i o r  to  g o in g  to  th e  p la n t  o r  f a c to r y  
h e  r e v ie w s  a n y  p r e v io u s  in s p e c t io n  r e p o r t  o f t h a t  f irm , g a in s  a n  id e a  
o f  i t s  r e la t iv e  s iz e , ty p e  o f  p r o d u c ts  a n d  p ro c e s s in g ,  a n d  f o r m e r  c o n d i
t io n s  o r  p r a c t ic e s .

H a v in g  a r m e d  h im s e lf  w i th  a v a i la b le  in f o rm a t io n ,  h e  a s s e m b le s  
th e  b a s ic  e q u ip m e n t  t h a t  m ig h t  b e  n e e d e d . U s u a l ly  t h i s  w ill  in c lu d e  
a  f la s h l ig h t ,  p o r ta b l e  b a la n c e ,  b la c k  l ig h t ,  c a m e ra ,  s ie v e s , t r i e r s  a n d  
o th e r  s a m p l in g  e q u ip m e n t ,  in c lu d in g  v ia ls ,  j a r s ,  p la s t ic  b a g s ,  a n d  o th e r  
c o n ta in e r s  fo r  s a m p le  c o l le c tio n . H e  w ill  h a v e  p r o p e r  a t t i r e  fo r  th e  
in s p e c t io n ,  in c lu d in g  a  w h i te  c a p  a n d  c le a n  c o v e ra l ls  o r  c o a t.

N o w  t h a t  h e  is  p r e p a r e d  f o r  th e  t a s k  a n d  h a s  a r r iv e d  a t  th e  p la n t ,  
th e  in s p e c to r  p ro c e e d s  in  a c c o r d a n c e  w i th  S e c t io n  7 0 4 (a )  o f  th e  A c t. 
T h i s  s e c t io n  g r a n t s  a u t h o r i t y  fo r  a n  in s p e c to r  to  e n te r ,  a t  r e a s o n a b le  
t im e s ,  w i th in  r e a s o n a b le  l im its ,  a n d  in  a  r e a s o n a b le  m a n n e r ,  e s t a b l i s h 
m e n ts  w h ic h  a r e  in v o lv e d  in  th e  m a n u f a c tu r e ,  d i s t r ib u t io n  o r  s to r a g e  
o f fo o d s , d r u g s  o r  c o s m e t ic s  in , o r  to  b e  p la c e d  in , i n t e r s t a t e  c o m 
m e rc e . T h e  in s p e c t io n s  a r e  m a d e  w i th o u t  p r io r  n o t i f ic a t io n ,  b u t  a  
w r i t t e n  n o t ic e  is  r e q u i r e d  to  b e  p r e s e n te d  to  a  p e r s o n  in  a u t h o r i t y  a t  
th e  t im e  o f  e n t ry .

A s  p a r t  o f  a n  e s ta b l i s h m e n t  in s p e c t io n ,  th e  g o v e r n m e n t  r e p r e s e n t 
a t iv e  w il l  d e te r m in e  th e  n a m e s  o f  p e r s o n s  r e s p o n s ib le  f o r  th e  m a n 
a g e m e n t  o f  th e  c o n c e rn  a s  w e ll  a s  th e  p r e s e n t  le g a l s t a tu s .  T o  a id  in  
d e t e r m in in g  th e  r e la t iv e  s e r io u s n e s s  o f  a n y  n o te d  v io la t io n ,  h e  w il l  
r e q u e s t  in f o r m a t io n  a b o u t  th e  a p p r o x im a te  v o lu m e  o f  o u tp u t  o f  e a c h  
ty p e  o f  p r o d u c t  a n d  th e  p r o p o r t io n  o f th i s  o u tp u t  m o v in g  in te r s t a t e .  
I f  a n  e s ta b l i s h m e n t  is  u n d e r  o th e r  g o v e r n m e n t  in sp ec tio n , su ch  as  th a t  
f u r n i s h e d  b y  th e  D e p a r t m e n t  o f  A g r i c u l tu r e ,  t h a t  f a c t  w ill  b e  n o te d  
a n d  th e  in s p e c to r  in v i te d  to  p a r t i c ip a te .

T h e  a c tu a l  in s p e c t io n  o f a  fo o d  p r o c e s s in g  p la n t  w il l  l ik e ly  fo llo w  
th e  n o r m a l  f lo w  o f  m a n u f a c tu r in g  f ro m  r a w  m a te r ia l  th r o u g h  to  th e
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f in a l  f in is h e d , la b e le d  p r o d u c t .  T h e  r a w  m a te r ia l  s to r a g e  a r e a  a n d  th e  
r a w  m a te r ia l s  th e m s e lv e s  a r e  c lo s e ly  e x a m in e d  fo r  s ig n s  of d a m a g e  
o r  c o n ta m in a t io n  w i th  a n y  fo re ig n  m a te r ia l .  T h e  b la c k  l ig h t  a s s i s t s  
in  d e te c t io n  of r o d e n t  d e f i le m e n t.  F lo u r  o r  o th e r  p u lv e r iz e d  m a te r ia l s  
a r e  s ie v e d  w h e r e  t h e r e  is  a n y  b a s is  to  s u s p e c t  c o n ta m in a t io n  w i th  
m a c ro s c o p ic  s iz e d  o b je c ts  s u c h  a s  in s e c t  la rv a .  T h e  q u a l i ty  o f m a te 
r ia l s  is  s tu d ie d  f o r  e v id e n c e  o f d e c o m p o s i t io n ,  s p o ila g e ,  d e te r io r a t io n  
a n d  o th e r  f a c to r s  w h ic h  m ig h t  r e n d e r  th e m  u n f i t  f o r  u se .

T h e  in s p e c to r  is  a l e r t  t h r o u g h o u t  th e  in s p e c t io n  fo r  s ig n s  of in s e c t  
o r  r o d e n t  a c t iv i ty .  T h e  in s a n i t a r y  s ig n if ic a n c e  o f r o d e n ts  in  a  fo o d  
p l a n t  n e e d s  l i t t l e  c o m m e n t .  T h e y  h a v e  b e e n  n o to r io u s  fo r  c e n tu r ie s  
a s  c a r r ie r s  o f d is e a s e  a n d  p e s t i le n c e ,  e i th e r  d i r e c t ly  o r  a s  c a r r i e r s  o f 
d is e a s e - b e a r in g  fleas . T h e i r  h a b i t  o f d r ib b l in g  u r in e  a s  th e y  ru n ,  
e x c r e t in g  a s  th e y  e a t ,  a n d  t h e i r  p ry in g ,  p i l f e r in g  n a t u r e  m a k e s  th e m  
a  p r im e  h a z a r d  to  p ro d u c t io n  o f  a  c le a n  w h o le s o m e  p ro d u c t .  F lie s ,  
c o c k ro a c h e s  a n d  o th e r  in s e c ts  a re ,  o f c o u rs e , p e r  se  o b je c t io n a b le  in  a  
fo o d  p r o c e s s in g  p la n t .  A s id e  f ro m  th e  a e s th e t ic  c o n s id e r a t io n s  in s e c ts ,  
p a r t i c u la r ly  flies, a r e  f r e q u e n t ly  im p l ic a te d  a s  d is e a s e  v e c to r s  in  fo o d  
p o is o n in g  o u tb r e a k s .  O n  th e  o th e r  h a n d ,  c a r e le s s  u s e  o f  e x t r e m e ly  
p o is o n o u s  in s e c t ic id e s  a n d  r o d e n t i c id e s  m a y  r e n d e r  fo o d s  in ju r io u s  to  
h e a l th  a n d  in  v io la t io n  o f S e c t io n  4 0 2 ( a ) ( 4 ) .  C o n t ro l  p r o c e d u re s  fo r  
r o d e n ts  a n d  in s e c ts  m u s t  th e r e f o r e  b e  d o n e  o n ly  w i th  a d e q u a te  s a fe 
g u a r d s .  T h e  in s p e c to r  w ill  th e r e f o r e  in q u ir e  a b o u t  s u c h  p ro c e d u re s  
a n d  th e  p r o d u c t s  u se d .

O u r  fie ld  in s p e c to r  p a y s  c a r e fu l  a t t e n t io n  to  th e  c o n d i t io n s  in  
w h ic h  p r o d u c ts  a r e  e x p o s e d  d u r in g  t h e i r  jo u r n e y  th r o u g h  a n  e s ta b l i s h 
m e n t .  H e  n o te s  th e  p h y s ic a l  c le a n l in e s s  o f th e  p la n t ,  s a n i t a r y  f a c i l i 
t ie s ,  lo c a t io n  a n d  c o n d i t io n  o f to i le ts ,  la v a to r ie s ,  p r e s e n c e  o f  so a p  a n d  
to w e ls ,  a n d  n u m e ro u s  o th e r  f a c to r s  t h a t  e n t e r  in to  a c tu a l  s a n i ta t io n  
o r  r e f le c t  th e  a w a r e n e s s  o f m a n a g e m e n t  f o r  th e  p r in c ip le s  o f  g o o d  
s a n i ta t io n .  B a c te r ia l  p o l lu t io n  d u r in g  m a n u f a c tu r e  o f c e r ta in  fo o d s  
h a s  s p e c ia l  p u b lic  h e a l th  s ig n if ic a n c e . I n  s o m e  e s ta b l i s h m e n ts ,  su c h  
a s  c r a b  m e a t  p a c k in g  o r  f ro z e n  p re c o o k e d  fo o d  p la n ts ,  a d e q u a te  r e 
f r ig e r a t io n  a n d  e x t r a  s a n i t a r y  p r e c a u t io n s  a r e  n e c e s s a r y  to  p r e v e n t  
a d u l t e r a t io n  o f th e  f in is h e d  p r o d u c t .  I n  th e s e  ty p e s  o f  o p e r a t io n ,  i t  
is  e s s e n t i a l  to  u s e  e q u ip m e n t  h a v in g  a  s m o o th  s u r fa c e  r e s i s t e n t  to  
w a te r ,  o ils  o r  g r e a s e  a n d  a n  a d e q u a te  c le a n in g  a n d  s a n i t i z in g  p r o 
g r a m . T h e  in s p e c to r  c h e c k s  fo r  th is .  S u re ly  h a n d  w a s h in g  a n d  h a n d  
s a n i t iz a t io n  b e fo re  h a n d l in g  fo o d  p r o d u c ts  o f  th i s  ty p e  a r e  b a s ic  to  
g o o d  m a n u f a c tu r in g  p r a c t ic e s .  I n  s o m e  p la n ts ,  s a n i t iz a t io n  d ip s  m a y
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b e  a v a i la b le  to  p e r s o n n e l  h a n d l in g  th e  fo o d s tu f f  b u t  n o t  u s e d . V /e  
h a v e  fo u n d  o th e r s  in  w h ic h  n o t  e v e n  g o o d  h a n d w a s h in g  p r a c t ic e s  
w e r e  fo llo w e d .

Delays During Manufacturing Process
L a g s  d u r in g  th e  m a n u f a c tu r in g  p r o c e s s  a r e  m a t t e r s  o f  c o n c e rn  

to  th e  in s p e c to r .  C le a n  s c r a p  f ro m  c u t t in g ,  m o ld in g  o r  p a c k in g  o p e r 
a t io n s ,  a s  w e ll a s  th e  o c c a s io n a l  b a t c h  t h a t  d o e s  n o t  t u r n  o u t  s a t i s f a c 
to r i ly ,  is  c o m m o n ly  fo u n d  to  b e  r e p ro c e s s e d .  T h i s  m a y  b e  a  p e r f e c t ly  
p r o p e r  p r o c e d u re  b u t  a d d s  a d d i t io n a l  p ro b le m s .  U n le s s  s to r e d  in  a  
p r o te c t iv e  m a n n e r ,  a c c u m u la te d  m a te r ia l  m a y  d e t e r io r a te  o r  b e  a t 
t a c k e d  b y  p e s ts  a n d  u p o n  r e u s e ,  m a y  c o n ta m in a te  a  la r g e  a m o u n t  o f 
c le a n  p r o d u c t .  T h e  in s p e c t o r ’s a t t e n t io n  is  a t t r a c t e d  to  p r o d u c ts  s u b 
j e c t  to  d r y in g ,  a g in g ,  t e m p e r in g ,  o r  o th e r  h o ld in g  in v o lv in g  e x p o s u re  
o v e r n ig h t  o r  lo n g e r  s in c e  t h e y  m a y  b e  s u b je c t  to  c o n ta m in a t io n  oy 
n o c tu r n a l  r o d e n ts  a n d  in s e c ts .  M a n u f a c tu r in g  d e la y s  a r e  o f m a jo r  
im p o r ta n c e  w h e n  e n c o u n te r e d  in  c o n n e c t io n  w i th  o p e r a t io n s  in v o lv e d  
in  th e  m a n u f a c tu r e  o r  p r e p a r a t io n  o f s o m e  fo o d s . B a c te r ia  f lo u r ish  
in  a  m o is t ,  n u t r i t i o u s  e n v i r o n m e n t  u n d e r  w a r m  te m p e r a t u r e  c o n d i
t io n s  a n d  w ill  in c r e a s e  in  n u m b e r s  in  d i r e c t  r e la t io n  to  th e  p e r io d  of 
t im e  d u r in g  w h ic h  th e y  e n jo y  th e s e  f a v o r a b le  c o n d i t io n s .  T h e  in s p e c 
t o r  m a y  th e r e f o r e  d e te r m in e  t im e  a n d  t e m p e r a tu r e  o f  s o m e  p ro c e s s e s  
a n d  h o ld in g  o p e r a t io n s  a s  a  m e a s u r e  o f s a n i t a t io n  a n d  g o o d  m a n u f a c 
tu r i n g  p ra c t ic e .

W o r d  p ic tu r e s  a r e  n e v e r  a s  g o o d  a s  p h o to g r a p h s  o r  th e  a c tu a l  
o b je c ts  th e m s e lv e s .  I n  o r d e r  to  p r e s e r v e  o r  c o n f irm  h is  o b s e rv a t io n s ,  
th e  in s p e c to r  m a y  ta k e  p ic tu r e s  o f  p la n t  e q u ip m e n t  o r  o f p a r t i c u  a r  
p la n t  a r e a s .  H e  m a y  c o l le c t  s a m p le s  o f r a w  m a te r ia ls ,  in - p ro c e s s  o r  
f in is h e d  p r o d u c ts .  F a c t o r y  fo o d  s a m p le s ,  c o n s is t in g  o f  p h o to g r a p h s ,  
e x h ib i ts ,  s a m p le s  o f r a w  m a te r ia l s  o r  f in ish e d  p r o d u c ts  a r e  a  u s u a l  
p a r t  o f  a n  in s p e c t io n  o f a  fo o d  p r o c e s s in g  p la n t .  A  r e c e ip t  d e s c r ib in g  
a n y  s u c h  s a m p le s  c o l le c te d  w ill b e  le f t  w i th  m a n a g e m e n t  a t  th e  e n d  
o f th e  in s p e c t io n ,  w h ic h  w ill  c o n ta in  a  b r ie f  d e s c r ip t io n  o f th e  a r t ic le s  
c o l le c te d . I f  a n y  fo o d  s a m p le s  a r e  e x a m in e d  in  th e  la b o r a to r y  :o r  
f ilth  o r  d e c o m p o s i t io n ,  th e  r e s u l t s  w ill  b e  r e p o r te d  in  w r i t in g  to  th e  
firm . T h e  s a m p le s  th e m s e lv e s  a r e  s e a le d  a n d  h a n d le d  so  a s  to  p r o te c t  
t h e i r  in t e g r i t y  s in c e  th e y  m ig h t  b e  n e e d e d  a t  s o m e  f u tu r e  t im e  w h e r e  
t h e i r  a u t h e n t i c i t y  w o u ld  b e  c r i t ic a l .

F r o m  o u r  s ta n d p o in t ,  c o n v in c in g  p r o o f  t h a t  a  p r o d u c t  h a s  b e e n  
p r e p a re d ,  p a c k e d  o r  h e ld  u n d e r  c o n d i t io n s  w h e r e b y  i t  m a y  h a v e
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b e c o m e  c o n ta m in a te d  w i th  f i l th  is  th e  f a c t  t h a t  i t  d id  b e c o m e  so  c o n 
ta m in a te d .  I f  th e  e v id e n c e  p r e s e n te d  to  th e  s u p e r v i s o r y  officers in d i
ca tes th e  p o ss ib ility  o f  co n tam in a tio n , “ official s a m p le s ” w il l  b e  c o l le c te d  
f ro m  s h ip m e n ts  e n t e r in g  o r  in  i n t e r s t a t e  c o m m e rc e . T h e  r e s u l t s  o f 
th e  e x a m in a t io n  o f  s u c h  s a m p le s  a r e  th e n  c o n s id e r e d  b y  th e  d i s t r i c t  
d i r e c to r  a lo n g  w i th  th e  in s p e c to r ’s c o m p re h e n s iv e  r e p o r t ,  in  a r r i v in g  
a t  c o n c lu s io n s  a b o u t  th e  le g a l i ty  o f  th e  m a n u f a c tu r in g  p la n t  a n d  i ts  
p r o d u c ts .  T h e  in s p e c to r  w ill  th e r e f o r e  o b ta in  sp e c if ic  in f o r m a t io n  
c o n c e r n in g  d i s t r ib u t io n  o f  th e  f in is h e d  p r o d u c t .  I n  a d d i t io n ,  b e c a u s e  
h is  o b s e r v a t io n s  m a y  b e  im p o r ta n t  w i th  r e s p e c t  to  p a r t i c u l a r  i n t e r 
s t a t e  s h ip m e n ts  o n ly  if th e  d a te  o f  p a c k in g  a n d  s h ip p in g  a n d  th e  d a te  
o f  in s p e c t io n  a r e  r e a s o n a b ly  c lo s e  t o g e th e r ,  d e ta i l e d  in f o rm a t io n  a s  to  
c o d e  m a rk in g s ,  d a t e s  a n d  t im e  la g  b e tw e e n  m a n u f a c tu r e  a n d  s h ip m e n t  
a r e  im p o r ta n t .

W h i le  c o u r te s y  a lo n e  r e q u i r e s  l a y in g  a  p r o p e r  b a c k g r o u n d  w ith  
t h e  r e s p o n s ib le  m a n a g e m e n t  o f th e  f i rm  b e f o r e  th e  in s p e c t io n  is  u n d e r 
t a k e n ,  c o u r te s y  a n d  f a i r n e s s  a n d  th e  la w  r e q u i r e  a  d e ta i l e d  d is c u s s io n  
o f th e  o b s e r v a t io n s  m a d e  w i th  th e  m a n a g e m e n t  a f t e r  t h e  in s p e c t io n .  
A  w r i t t e n  r e p o r t  w il l  b e  f u r n is h e d  to  a  r e s p o n s ib le  o ffic ia l a n d  w ill  
in c lu d e  a ll sp e c if ic  o b s e r v a t io n s  o f  (1 )  fo o d s , d r u g s ,  d e v ic e s  o r  c o s 
m e t ic s  d e e m e d  to  b e  w h o l ly  o r  in  p a r t  f i l th y , p u t r id  o r  d e c o m p o s e d ,
(2 )  u n d e s i r a b le  c o n d i t io n s  o r  p r a c t ic e s  b e a r in g  o n  f ilth  o r  d e c o m p o s i
t io n ,  o r  (3 )  i n s a n i t a r y  c o n d i t io n s  o r  p r a c t ic e s  w h ic h  m ig h t  r e n d e r  a  
p r o d u c t  in ju r io u s  to  h e a l th .  T h e  r e p o r t  w il l  b e  a  c o n c is e  s u m m a r y  
o f o b s e r v a t io n s  to  s e rv e  a s  a  g u id e  to  p l a n t  p e r s o n n e l  in  t a k in g  c o r 
r e c t iv e  a c t io n .  T h e  s ig n if ic a n c e  o f a n y  o b s e r v a t io n s  s e t  f o r th  w ill  b e  
d is c u s s e d  o r a l ly  if  d e s i re d ,  b u t  f o r  o b v io u s  r e a s o n s  th e  in s p e c to r  w ill  
n o t  a s s u m e  th e  ro le  o f  a  p e s t  c o n t ro l  o r  e q u ip m e n t  e x p e r t  a n d  d ic ta te  
e x a c t ly  w h a t  s h o u ld  b e  d o n e . T h e  m e th o d s  e m p lo y e d  fo r  th e  e l im in a 
t io n  o f  th e  s o u r c e s  o f  a d u l t e r a t io n  a r e  n o t  th e  p r im e  in t e r e s t  to  th e  
in s p e c to r  so  lo n g  a s  th e y  a r e  e f fe c tiv e  a n d  a r e  n o t  o f a  c h a r a c t e r  to  
c a u s e  so m e  o th e r  n u is a n c e .

W h a t  e ls e  d o e s  th e  in s p e c to r  w a n t  b y  w a y  o f  in f o rm a t io n  w h e n  
h e  in s p e c ts ,  in  a d d i t io n  to  o b s e r v in g  g e n e r a l  c o n d i t io n s  a n d  p r a c t ic e s ?  
H e  w a n ts — n o  m o r e  n o  le s s — e v e r y th in g  a c tu a l ly  n e e d e d  to  r e a c h  a  
p r e s u m p t iv e  c o n c lu s io n  a b o u t  th e  le g a l i ty  o f  th e  o p e r a t io n  o r  th e  fo o d  
p ro d u c e d .  H e  w a n ts  to  k n o w , f o r  e x a m p le , w h a t  in g r e d i e n ts  a r e  b e in g  
u s e d . I f  th e  fo rm u la  s h o w s  a n y  fo o d  a d d i t iv e s  o r  c o lo r  a d d i t iv e s ,  h e  
w ill  w a n t  to  k n o w  if  r e a s o n a b le  c o n t r o l s  a n d  s a f e g u a r d s  h a v e  b e e n  
in s ta l l e d  to  se e  t h a t  a l l  s u c h  m a te r ia l s  a r e  le g a l ly  u s e d  a n d  t h a t  t h e r e  
is  n o  r e a s o n a b le  l ik e l ih o o d  o f a c c id e n ta l  m is u se . H e  w a n t s  to  c o m 
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p a r e  th e  f in is h e d  p r o d u c t  la b e l w i th  th e  f o rm u la  a n d  th e  p ro c e s s  _o 
se e  if  d e c la re d  in g r e d i e n ts  a r e  a c tu a l ly  in c lu d e d  o r  if t h e r e  a r e  o t h e 's  
w h ic h  a r e  n o t  p r o p e r ly  d e c la re d .  H e  w a n ts  to  k n o w  if  th e  n e t  c o n 
t e n t s  a r e  c o r r e c t ly  d e c la re d  on th e  la b e l. F in is h e d  p r o d u c t s  in  a  f a c 
to r y ,  w a r e h o u s e  o r  o th e r  e s ta b l i s h m e n t  a r e  o f te n  w e ig h e d  o n  a  v e ry  
a c c u r a t e  p o r ta b le  b a la n c e  to  d e te r m in e  th e  n e t  w e ig h t .  I f  sp ec ific  
g r a v i t y  o f  a  l iq u id  is  k n o w n , n e t  v o lu m e  c a n  a ls o  b e  in d i r e c t ly  d e t e r 
m in e d  b y  u s e  o f n e t  w e ig h t  c h e c k s .

T h e  la w  p r o v id e s  t h a t  u n le s s  t h e r e  is  a  w r i t t e n  a g r e e m e n t  b e 
tw e e n  s h ip p e r  a n d  c o n s ig n e e  t h a t  th e  c o n s ig n e e  w ill  a p p ly  la b e ls  t h a t  
fu l ly  c o m p ly  w i th  th e  la w , u n la b e le d  o r  p a r t i a l ly  la b e le d  m e rc h a n d is e  
c a n n o t  b e  s h ip p e d  in  i n t e r s t a t e  c o m m e rc e . I f  le s s  th a n  c o m p le te ly  
la b e le d  g o o d s  a r e  b e in g  s h ip p e d ,  th e  in s p e c to r  w ill w a n t  to  e x a m in e  
c o p ie s  o f  a n y  a g r e e m e n t  a n d  c o r r e s p o n d e n c e  p e r ta in in g  to  s u c h  a g r e e 
m e n t .

I n s p e c t io n s  a r e  n o t  g u id e d  b y  th e  d e s i re  f o r  p u n i t iv e  a c t io n .  T h e r e  
is  a  g e n u in e  d e s i re  t h a t  in s p e c t io n s  b e  h e lp fu l  a n d  a s s i s t  m a n u f a c 
t u r e r s  in  c o r r e c t in g  a n y  c o n d i t io n s  o b s e rv e d  w h ic h  m ig h t  le a d  to  v io 
la t io n s .  S p ec ific  c o m m e n t  o r  w a r n in g s  to  r e s p o n s ib le  in d iv id u a ls  w ill  
b e  c o n f in e d  to  c le a r - c u t  v io la t iv e  c o n d i t io n s  s u c h  a s  f ilth , d e c o m p o s i
t io n  o r  d e le te r io u s  s u b s ta n c e s .  W h i le  t h e r e  a r e  s o m e  e le m e n ta ry  
la b e l in g  m a t t e r s  th e  in s p e c to r  w ill  d is c u s s ,  in  th e  m a in  h e  w il l  r e c o m 
m e n d  t h a t  la b e l in g  q u e s t io n s  b e  ta k e n  u p  w i th  th e  d i s t r i c t  office o r  
w i th  th e  F D A  in  W a s h in g to n .  T h e  f a c t  t h a t  h e  m a y  c o l le c t  l a b e l in g  
a n d  o f fe r  n o  a d v e r s e  c o m m e n t  a t  th e  t im e  is  n o t  th e r e f o r e  to  b e  c o n 
s t r u e d  a s  a n  “ a p p r o v a l” o r  e n d o r s e m e n t  o f  s u c h  la b e lin g .

I n  c o n c lu s io n , I  w o u ld  lik e  to  r e p e a t  w h a t  th e  C o m m is s io n e r  
r e c e n t ly  s t a t e d  b e fo re  th e  S u b c o m m i t te e  o n  H e a l th  a n d  S a f e ty  o f tn e  
I n t e r s t a t e  a n d  F o r e ig n  C o m m e rc e  C o m m it te e  o f  th e  H o u s e  of R e p r e 
s e n ta t iv e s  :

A large part of our activity and the most important part in the final analysis 
consists of day-to-day operations all over the United States in which, without 
fanfare and without publicity, our scientists, whether in the laboratory or in the 
field, go about their job of safeguarding the food and drug supply of the Nation.
. . . W hen one of our inspectors walks into a small manufacturing establishment 
to make an inspection, he represents, for the moment, the United States Gov
ernment so far as that factory is concerned. The owner is not particula-ly 
concerned then about how the law got passed or who administers it in W ash
ington. He is concerned with the visit of our inspector.

W e are proud of the way our men represent the federal government. They 
do a good job that is too often forgotten when the headline stories are written.

[ T h e  E n d ]
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A General Outline 
of Federal Narcotics Statutes

By ROSS B. ELLIS

The Author Is a District Supervisor o f the Federal Bureau o f Narcotics.
He Presented This Paper Before the Tenth Annua l Joint Pharm acy Sem inar 
at W a y n e  State University in Detroit, M ich igan , on February 26, 1963.

T H E  R E S P O N S I B I L I T I E S  o f  th e  F e d e r a l  B u r e a u  o f  N a r c o t ic s  
a s  f ix e d  b y  C o n g r e s s  r e la te  to  o p iu m , i t s  a lk a lo id s  a n d  d e r iv a 

t iv e s ,  c o c a  le a f  a n d  i t s  d e r iv a t iv e s ,  m a r ih u a n a ,  a n d  s p e c if ic a l ly  d e 
f in e d  s y n th e t i c  s u b s t i t u t e s  k n o w n  a s  “ o p ia te s .” W e  d o  n o t  h a v e  a n y  
r e s p o n s ib i l i t i e s  w i th  r e g a r d  to  th e  s o -c a l le d  d a n g e r o u s  d r u g s ,  t h a t  is , 
b a r b i t u r a t e s  a n d  a m p h e ta m in e s .  F e d e r a l  la w  p r o h ib i t s  t h e  s a le  o f 
a m p h e ta m in e s  a n d  b a r b i t u r a t e s  w i th o u t  a  d o c t o r ’s  p r e s c r ip t io n ,  a s  y o u  
a l l  a r e  w e ll  a w a re .  I t  a l s o  f o rb id s  th e  r e f i l l in g  o f  a  p r e s c r ip t io n  w i t h 
o u t  th e  c o n s e n t  o f  th e  d o c to r .  T h e  F o o d  a n d  D r u g  A d m in i s t r a t io n  
o f  th e  U n i te d  S t a t e s  D e p a r t m e n t  o f  H e a l th ,  E d u c a t io n  a n d  W e l f a r e  
is  c h a r g e d  w i th  th e  r e s p o n s ib i l i t y  o f  e n f o r c in g  f e d e ra l  l a w  w h ic h  
r e l a t e s  to  th e s e  d r u g s .  I t  s h o u ld  b e  n o te d  t h a t  th e  i l l e g a l  s a le  a n d  
p o s s e s s io n  o f  t h e s e  d a n g e r o u s  d r u g s  is  g e n e r a l ly  a n  o f fe n s e  u n d e r  
m a n y  s t a t e  a n d  lo c a l la w s . S o m e  c o n f u s io n  e x i s t s  a s  to  th e  n a t u r e  
a n d  e f f e c ts  o f  th e s e  d a n g e r o u s  d r u g s .  I t  is  w e ll  to  r e m e m b e r  t h a t  
th e s e  a r e  le g i t im a te  a n d  u s e fu l  d r u g s ,  b u t  o n ly  w h e n  u s e d  p r o p e r ly  
u n d e r  t h e  s u p e r v is io n  o f  a  p h y s ic ia n .

T h e s e  s h o u ld  n o t  b e  c o n f u s e d  w i th  s u c h  d r u g s  a s  h e r o in  a n d  
m a r ih u a n a ,  w h ic h  a r e  n o t  in  th e  p h a r m a c o p o e d ia  o f  m e d ic in e . W h e n 
e v e r  i l le g a l u s e  o f  b a r b i t u r a t e s  o r  a m p h e ta m in e s  c o m e s  to  y o u r  a t t e n 
t io n ,  th e  F o o d  a n d  D r u g  A d m in i s t r a t io n  s h o u ld  b e  n o tif ie d . A ll o f 
th e  s u b s t a n c e s  w i th  w h ic h  th e  B u r e a u  o f  N a r c o t ic s  a r e  c o n c e r n e d ,  
e x c e p t  h e r o in  a n d  m a r ih u a n a ,  a l s o  h a v e  a  v a lu a b le  p la c e  in  m e d ic in e .  
W h i l e  w e  d o  a d m in i s t e r  c e r ta in  c o n t r o l s  o v e r  l i c i t  m a n u f a c tu r e  a n d  
d i s t r i b u t io n  o f  th e s e  d r u g s ,  o u r  p r im e  c o n c e r n  is  w i th  t h e  i l l i c i t  tra ff ic , 
w h ic h  c a t e r s  to  th e  a b u s iv e  u s e  o f  n a r c o t ic s .  I  w o u ld  l ik e  t o  t a k e  t h i s  
o p p o r tu n i ty  t o  p a y  p u b l ic  t r i b u t e  to  a l l  th o s e ,  w h o  in  th e  c o u r s e  o f  
t h e i r  b u s in e s s  o r  p r o fe s s io n ,  m a n u f a c tu r e ,  d i s t r i b u t e  o r  p r e s c r ib e  n a r 
c o t ic  d r u g s .  T h e  b u r e a u  h a s  h a d  th e  v e r y  f in e s t  c o o p e r a t io n  a n d  h e lp  
f ro m  th e s e  g r o u p s .  T h e y  h a v e  m o s t  w i l l in g ly  a c c e p te d  r e s t r i c t io n s
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a n d  c o n t r o l s  d e e m e d  n e c e s s a r y  b y  th e  g o v e r n m e n t  to  a id  in  th e  s u p 
p re s s io n  o f th e  i l l ic i t  tra f f ic  a n d  a b u s iv e  u s e  o f th e s e  d r u g s .

Principal Drugs in Illicit Traffic
O p iu m  a n d  i t s  d e r iv a t iv e s — c o c a in e  a n d  m a r ih u a n a — a r e  th e  p r in 

c ip a l n a r c o t ic  d r u g s  in  th e  i l l ic i t  tra ff ic  to d a y .  O p iu m  w a s  f i r s t  u s e d  
a s  a n  a n e s th e t i c  s o m e  4 ,0 0 0  y e a r s  a g o , b u t  th e  a c tu a l  u s e  fo r  m e d ic a l  
p u r p o s e s  w a s  n o t  u n d e r s to o d  u n t i l  a b o u t  th e  s ix t e e n th  c e n tu r y .

M o r p h in e  w a s  n o t  i s o la te d  u n t i l  th e  n in e te e n th  c e n tu r y  a n d  h e r o in  
is  th e  tw e n t i e t h  c e n tu r y  d r u g  o f  a d d ic t io n .  O p iu m  s m o k in g  w a s  n o t  
b e g u n  u n t i l  th e  a r t  o f  s m o k in g  to b a c c o  w a s  a c q u ir e d  f ro m  o u r  o w n  
A m e r ic a n  I n d ia n s .  B y  th e  b e g in n in g  o f th e  tw e n t ie th  c e n tu r y ,  m a s s  
a d d ic t io n  to  th e  s m o k in g  o f  o p iu m  h a d  p r o s t r a te d  C h in a  a n d  o p iu m  
s m o k in g  h a d  s p r e a d  to  o th e r  c o u n t r i e s ,  in c lu d in g  th e  U n i te d  S ta te s .  
S m o k in g  o f  o p iu m  c e a s e d  t o  b e  a  p r o b le m  in  th e  U n i te d  S ta te s  a r o u n d  
1910 w h e n  th e  im p o r ta t io n  o f o p iu m  f o r  o th e r  t h a n  m e d ic a l  p u r p o s e s  
w a s  p r o h ib i te d .  H o w e v e r ,  o p iu m  s m o k in g  c o n t in u e d  to  b e  le g a l in  
m a n y  c o u n t r i e s  in  th e  w o r ld  u n d e r  g o v e r n m e n t  m o n o p o lie s .  I t  w a s  
n o t  u n t i l  a f t e r  W o r ld  W a r  I I  th r o u g h  th e  a c t io n  of f o r m e r  C o m m is 
s io n e r  o f  N a r c o t ic s  H a r r y  J . A n s l in g e r ,  t h a t  s m o k in g  o f  o p iu m  w a s  
p r o h ib i te d  in  a l l  c o u n t r ie s .

C o c a in e  w a s  d is c o v e re d  a b o u t  th e  m id d le  o f th e  n in e te e n th  c e n 
tu r y ,  b u t  c o c a  le a f  c h e w in g  h a d  b e e n  p r a c t ic e d  b y  th e  a n c ie n t  I n c a s  
o f P e r u  lo n g  p r io r .  I t  is  i n t e r e s t i n g  to  n o te  t h a t  P e r u  r e m a in s  o n e  o f 
th e  p r in c ip a l  s o u r c e s  f o r  l ic i t  s to c k s  o f  c o c a in e  to d a y .  T h e  h a b i t  o f 
c o c a  le a f  c h e w in g  is  s t i l l  p r e v a le n t  in  s e v e r a l  S o u th  A m e r ic a n  c o u n 
t r i e s  to d a y .  I t  s h o u ld  b e  n o te d  t h a t  c o c a in e  is  m o re  a  d r u g  o f th e  
i l l ic i t  tra ff ic  in  th e  F a r  E a s t  th a n  i t  is  in  th e  U n i te d  S ta te s .

M a r ih u a n a  w a s  k n o w n  3 ,000  y e a r s  a g o  in  s o u th e r n  A s ia  a n d  
to d a y  is  c u l t iv a te d  in  m a n y  c o u n t r i e s  fo r  c o r d a g e  m a d e  f ro m  i t s  fib er. 
I t  is  i n t e r e s t i n g  to  n o te  t h a t  a  r e f e r e n c e  to  m a r ih u a n a  a n d  i t s  a lk a lo id s  
w a s  c o n ta in e d  in  H o m e r ’s c la s s ic ,  The Odyssey. A ls o  m a r ih u a n a  in  
th e  a n c ie n t  A ra b ic  w o r ld  w a s  k n o w n  a s  “ H a s h s h a s h in .” T h e  E n g l i s h  
w o rd  a s s a s s in  h a s  i t s  o r ig in  in  t h i s  A ra b ic  te rm . I t  o r ig in a l ly  r e f e r r e d  
to  o n e  o f  a  M o h a m m e d a n  s e c r e t  o rd e r ,  w h ic h ,  a t  th e  t im e  o f  th e  C r u 
sa d e s ,  c o m m it te d  s e c r e t  m u r d e r s  u n d e r  th e  in f lu e n c e  o f  h a s h is h ,  w h ic h  
w e  k n o w  a s  m a r ih u a n a .  T h e  r e s in  c o n ta in e d  in  th e  p la n t  is  a  p r o m i
n e n t  d r u g  in  th e  i n te r n a t io n a l  tra ff ic  a n d  is  a  p r o b le m  in  m a n y  c o u n 
t r ie s .
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T h e  m o v e m e n t  to  c o n t ro l  n a r c o t ic s  b e g a n  in  C h in a  a n d  w a s  fo l
lo w e d  s w if t ly  b y  in te r n a t io n a l  c o n v e n t io n s  a n d  a g r e e m e n ts  a s  w e ll  a s  
b y  le g is la t io n  in  m a n y  c o u n t r ie s .  H e r o in  s p re a d  th r o u g h o u t  th e  w o rld  
in  a  l i t t l e  o v e r  50 y e a r s ,  b u t  i t  r e m a in s  a  le g a l d r u g  in  a ll b u t  s ix  c o u n 
t r ie s  to d a y .

Bureau of Narcotics Established in 1930
E n a c tm e n t  o f th e  H a r r i s o n  A c t  o f  1914 a n d  th e  I m p o r t  a n d  E x p o r t  

A c t  o f 1922 w a s  fo llo w e d  b y  th e  c r e a t io n  o f  t h e  B u r e a u  o f N a r c o t ic s  
in  1930. T h e  B u r e a u  to d a y  r e m a in s  a n  e n f o r c e m e n t  b r a n c h  o f  th e  
U n i te d  S ta te s  T r e a s u r y  a n d  c o n s is t s  o f 14 d i s t r ic t s .  T h i r t e e n  o f th e s e  
a r e  in  th e  U n i te d  S ta te s  w i th  th e  r e m a in in g  d i s t r i c t  in  E u ro p e  w i th  
h e a d q u a r te r s  in  R o m e . I t  is  n o te d  t h a t  D e t r o i t  is  th e  h e a d q u a r te r s  
office fo r  D is t r i c t  N o . 8, w h ic h  e n c o m p a s s e s  th e  S ta te s  o f M ic h ig a n ,  
O h io  a n d  K e n tu c k y .  T h e  b u r e a u  r e c o g n iz e s  th e  in te r n a t io n a l  a s p e c ts  
o f th e  n a r c o t ic  tra ff ic  a n d  c o n t in u e s  to  e s ta b l is h  n e w  offices th r o u g h o u t  
th e  w o r ld . T h e  a g e n ts  a s s ig n e d  to  th e s e  offices c o o p e r a te  w i th  fo re ig n  
r e p r e s e n ta t iv e s  d o in g  s im i la r  d u t ie s  in  p r e v e n t in g  i l le g a l  s h ip m e n ts  
o f n a r c o t ic s  f ro m  r e a c h in g  th e  U n i te d  S ta te s .

L e g i s la t io n  e n a c te d  b y  C o n g re s s  h a s  b e e n  o f  t r e m e n d o u s  a s s i s t 
a n c e  in  th e  c o n t ro l  o f i l l ic i t  n a r c o t ic  tra ffic .

Boggs-Daniel Narcotic Control Act
T h e  n a r c o t ic  p ro b le m  in  th e  U n i te d  S ta te s  in  r e c e n t  y e a r s  h a s  

r e c e iv e d  w id e  p u b l ic  a t te n t io n .  D u r in g  1955 a n d  1956, tw o  c o m m it
te e s  o f  C o n g re s s ,  a  H o u s e  S u b c o m m it te e  h e a d e d  b y  C o n g r e s s m a n  
H a le  B o g g s  a n d  a  S e n a te  S u b c o m m i t te e  h e a d e d  b y  S e n a to r  P r ic e  
D a n ie l ,  m a d e  a  n a t io n w id e  s u r v e y  o f th e  i l l ic i t  n a r c o t ic  tra ffic . T h i s  
c o m p re h e n s iv e  s tu d y  o f  th e  n a r c o t ic  p ro b le m  in  th e  U n i te d  S ta te s  b y  
tw o  s e p a r a te  c o m m it te e s  o f  C o n g r e s s  r e s u l t e d  in  th e  B o g g s -D a n ie l  
N a r c o t ic  C o n t ro l  A c t  o f 1956.

T h is  n e w  la w  p ro v id e s  m o re  d r a s t i c  p e n a l t i e s  fo r  th e  s e l le r  a n d  
s m u g g le r  o f n a r c o t ic s ,  w i th  a  m in im u m  m a n d a to r y  s e n te n c e  o f five 
y e a r s  to  20 y e a r s  f o r  f i r s t  o f fe n se s  o f  sa le  o f n a r c o t ic  d r u g s  o f  m a r i 
h u a n a  a n d  10 to  4 0  y e a r s  fo r  s u b s e q u e n t  o f fe n se s , p lu s  f in e s  u p  to  
$20,000. I t  e l im in a te d  p a ro le ,  p r o b a t io n  a n d  s u s p e n d e d  s e n te n c e s  fo r  
th e s e  v io la to r s .  I t  p r o v id e s  a  sp e c if ic  p e n a l ty  fo r  th e  s a le  o f  h e r o in  to  
a  ju v e n i le — 10 y e a r s  to  life , a n d  if th e  j u r y  so  r e c o m m e n d s ,  th e  d e a th  
p e n a l ty .
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I t  a l s o  a u th o r i z e d  th e  g r a n t i n g  o f im m u n i ty  t o  a  w i tn e s s  in  a  n a r 
c o t ic  m a t t e r  a n d  p ro v id e s  fo r  a  b ro a d e n e d  a u t h o r i t y  o f  th e  B u r e a u  of 
N a r c o t ic s  o ffic ia ls  a n d  a g e n t s  a n d  c u s to m s  o ffic e rs  to  m a k e  s e a rc h e s ,  
s e iz u r e s  a n d  a r r e s t s  in  th e  in v e s t ig a t io n  a n d  p r o s e c u t io n  o f n a r c o t ic  
v io la t io n s ,  in c lu d in g  th e  a u t h o r i t y  to  s e rv e  a s e a r c h  w a r r a n t  a t  a r .v  
t im e  o f  th e  d a y  o r  n ig h t  if  th e r e  is  p r o b a b le  c a u s e  to  b e l ie v e  t h a t  
g r o u n d s  f o r  i t s  a p p l ic a t io n  e x is t .

T h e  n e w  la w  p r o v id e d  f o r  th e  s u r r e n d e r  o f  a l l  s to c k s  o f  h e ro  n 
to  th e  g o v e r n m e n t  a n d  r e q u i r e s  th e  r e g i s t r a t i o n  o f a ll a d d ic t s  a n d  c o n 
v ic te d  n a r c o t ic  v io la to r s  u p o n  le a v in g  o r  e n t e r in g  th e  U n i te d  S ta te s .

Training School for State and Local Officers
T h e  a c t  a ls o  p r o v id e d  fo r  th e  e s ta b l i s h m e n t  o f  th e  F e d e r a l  B u re a u  

o f N a r c o t ic s  T r a in in g  S c h o o l f o r  th e  t r a i n in g  o f  lo c a l a n d  s t a t e  officers 
in  n a r c o t ic  la w  e n f o r c e m e n t ,  so  t h a t  th e s e  o ffice rs  m a y  c o p e  w i th  th e  
n a r c o t ic  p r o b le m  o n  a  s t a t e  a n d  c i ty  le v e l. E v e r y  c i ty  w i th  a  n a r c o t ic  
p r o b le m  o f a n y  c o n s e q u e n c e  s h o u ld  h a v e  a’ s p e c ia l  s q u a d  o f  m e n  d e v o t 
in g  fu ll  t im e  to  n a r c o t ic  la w  e n f o r c e m e n t .  I t  is  n o te d  t h a t  h e r e  in  
D e t r o i t ,  t h e  D e t r o i t  P o lic e  c u r r e n t l y  h a s  a  N a r c o t ic  B u r e a u  w i th  a  
c o m p le m e n t  o f 22  p e r s o n n e l .  S in c e  th e  e s ta b l i s h m e n t  o f th e  F e d e r a l  
B u r e a u  o f N a r c o t ic s  T r a in in g  S c h o o l in  O c to b e r  1956, o v e r  9 0 0  officers 
h a v e  r e c e iv e d  i t s  s p e c ia l iz e d  t r a in in g ,  m a n y  o f  th e m  f ro m  fo re ig n  c o u n 
t r ie s .  T h e  B u r e a u  o f N a r c o t ic s ,  w i th  i t s  l im ite d  fo rc e  o f  a p p r o x i 
m a te ly  290  a g e n ts ,  h a s  a lw a y s  a c k n o w le d g e d  th e  im p o r ta n t  ro le ,  w h ic h  
lo c a l e n f o r c e m e n t  a g e n c ie s  p la y  in  n a r c o t ic  la w  e n fo rc e m e n t .  L o c a l 
a n d  s t a t e  n a r c o t ic  e n f o r c e m e n t  o ffic e rs  h a v e  e a rn e d  o u r  g r a t i t u d e  fo r  
th e  s p le n d id  c o o p e r a t io n  a n d  a s s i s ta n c e  th e y  h a v e  c o n s i s t e n t ly  g iv e n  
u s  in  o u r  f ig h t  a g a in s t  th e  i l l ic i t  n a r c o t ic  tra ffic .

Number of Addicts Has Decreased Since 1914
T h e  B o g g s -D a n ie l  C o n t ro l  A c t  h a s  p r o v id e d  u s  w i th  a n  im p o r ta n t  

w e a p o n  in  th e  w a r  a g a in s t  th e  v ic io u s  n a r c o t ic  tra ffic . T h e  f e d e ra l  
le g is la t io n ,  in  a  r e la t iv e ly  s h o r t  t im e , h a s  b r o u g h t  a b o u t  a  m a rk e d  
d e c r e a s e  in  th e  i l l ic i t  n a r c o t ic  tra f f ic  in  th e  U n i te d  S ta te s .  I n  m a n y  
p a r t s  o f th e  c o u n t r y ,  th e  tra ff ic  h a s  b e e n  v i r tu a l ly  e l im in a te d .  I n  tn e  
U n i te d  S ta te s  fo r  e x a m p le ,  in  1914, o n e  o u t  o f  e v e r y  400  p e o p le  w a s  
a d d ic te d  to  th e  u s e  o f  n a r c o t ic s .  I n  1960, o n ly  o n e  in  e v e r y  4 ,000  w a s  
a d d ic te d .

A l th o u g h  th e  n e w  n a r c o t ic  la w  is  a im e d  a t  th e  n a r c o t ic  p e d d le r  
a n d  s m u g g le r ,  w e  h a v e  fo u n d  t h a t  th e r e  is  s o m e  c o n c e rn  in  th e  p h a r -
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m a c e u t ic a l  p ro fe s s io n  t h a t  a  m e re  te c h n ic a l  v io la t io n  . th e  p a r t  o f  a  
p h a r m a c i s t  m a y  s u b je c t  h im  to  th e  s t r i n g e n t  p e n a l t i e s  o f t h e  B o g g s -  
D a n ie l  C o n t ro l  A c t.  L e t  m e  p u t  y o u r  m in d s  a t  e a s e  o n  th i s  p o in t  
im m e d ia te ly .  W e  h a v e  y e t  to  b r in g  a  p h a r m a c is t  in to  c o u r t  o n  a  m e re  
te c h n ic a l  v io la t io n  u n d e r  e i th e r  th e  n e w  o r  th e  o ld  la w .

T e c h n ic a l  v io la t io n s  o f th e  la w  o r  t h e  r e g u la t io n s  th r o u g h  ig n o r 
a n c e  o r  c a r e le s s n e s s  a r e  h a n d le d  in f o rm a l ly  b y  th e  B u r e a u  o f  N a r 
c o t ic s . W e  d o  n o t  in te n d  to  c h a n g e  th i s  p o lic y  a n d  b r in g  p h a r m a c is t s  
in to  c o u r t  f o r  m in o r  in f r a c t io n s  o f th e  la w . T h e  B u r e a u  o f  N a r c o t ic s  
is  p r im a r i ly  c o n c e rn e d  w i th  t h e  i l l ic i t  n a r c o t ic  t ra f f ic k e r ,  th e  p e d d le r  
a n d  s m u g g le r .  I f  a  p h a r m a c is t  s h o u ld  fa ll  in to  e i th e r  o f  th e s e  c a t e g o r 
ie s , th e n  o f  c o u r s e  w e  in te n d  to  p r o s e c u te  h im  u n d e r  th e  N a r c o t ic  
C o n t ro l  A c t  o f 1956.

T h e  p r o fe s s io n  s h o u ld  k n o w  t h a t  p h a r m a c is t s  a r e  r e c e iv in g  m o re  
c o n s id e r a t io n  th a n  h e r e to fo r e  f ro m  th e  B u r e a u  o f N a r c o t ic s .  W e  
in te n d  lo o k in g  in to  a  s i t u a t io n  o n ly  w h e n  w e  d e te r m in e  t h a t  a  p h a r m a 
c i s t  is  d e l ib e r a te ly  e n g a g e d  in  s e l l in g  n a r c o t ic  d r u g s  fo r  th e  p u r p o s e  o f  
g r a t i f y in g  d r u g  a d d ic t io n .  S p ec ific  in s t r u c t io n s  h a v e  b e e n  s e n t  t o  a ll 
o u r  s u p e r v is o r s  to  r e f e r  d i r e c t  to  W a s h in g t o n  a ll c a s e s  in v o lv in g  r e g i s 
t e r e d  p h a r m a c is t s .  B e fo re  a c t io n  is  ta k e n  b y  th e  d i s t r ic t s ,  th e  p r e l im 
in a r y  e v id e n c e  is  r e v ie w e d  in  W a s h in g t o n  b y  a  c o m m it te e  o f  b u r e a u  
o ffic ia ls . T h i s  c o m m it te e  d e c id e s  w h e th e r  a  fu ll in v e s t ig a t io n  lo o k in g  
to w a r d  p r o s e c u t io n  s h o u ld  b e  in s t i tu te d .  N o  s u c h  p r o c e d u re  a s  th i s  
w a s  fo llo w e d  p r io r  to  th e  B o g g s -D a n ie l  N a r c o t ic  C o n t ro l  A c t.

Narcotic Problem Centered in a Few States
W h i le  th e  o v e r -a ll  p ic tu r e  o f th e  n a r c o t ic  p ro b le m  in  th e  U n i te d  

S ta te s  is  m o re  e n c o u r a g in g  th a n  a t  a n y  t im e  in  th e  p a s t  s e v e ra l  y e a r s ,  
w e  d o  s t i l l  h a v e  a  fe w  is o la te d  a r e a s  in  th e  c o u n t r y  t h a t  p r e s e n t  a 
r a th e r  a c u te  p ro b le m . O n e  o f  th e  m o s t  s e r io u s  s i t u a t io n s  is  to  be  
fo u n d  in  th e  N e w  Y o rk  a re a . I n  th e  S ta te  o f N e w  Y o rk  a lo n e  a r e  
46 .6  p e r  c e n t  o f  th e  n a r c o t ic  a d d ic t s  r e p o r te d  f o r  th e  e n t i r e  U n i te d  
S ta te s .  T h e  S ta te  o f I l l in o is  h a s  14.8 p e r  c e n t  o f  th e  n a r c o t ic  a d d ic ts  
r e p o r t e d ;  th e  S ta te  o f  C a l i f o r n ia  h a s  16.2 p e r  c e n t ;  th e  S ta te  o f M ic h i
g a n  h a s  4 .2  p e r  c e n t  a n d  th e  r e m a in in g  18.2 p e r  c e n t  a r e  s c a t t e r e d  
th r o u g h o u t  th e  o th e r  s ta te s .  T h e s e  f ig u re s  w h ic h  I  j u s t  q u o te d  r e v e a l  
th e  r e s u l t s  o f  a  b u r e a u  s u r v e y  e n d in g  D e c e m b e r  31, 1961. A s  y o u  see , 
th e  n a r c o t ic  p ro b le m  is  c o n c e n t r a te d  in  j u s t  a  f e w  s ta te s  a n d  e v e n  in  
th e s e  s t a t e s  is  fo u n d  m a in ly  in  th e  m e t r o p o l i ta n  a r e a s  o f  N e w  Y o r k  
C ity ,  C h ic a g o , L o s  A n g e le s  a n d  D e t r o i t .
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Ohio Legislation Proves Effective
O n ly  a  f e w  y e a r s  a g o  th e  S ta te  o f  O h io  w a s  fa c e d  w i th  a  m o s t  

s e r io u s  n a r c o t ic  p ro b le m . A s  a  r e s u l t  o f  th e  e f fo r t s  o f  C . W i l l ia m  
O ’N e il l ,  f o r m e r  G o v e r n o r  o f  O h io , th e  O h io  l e g is la tu r e  in  1955 p u t  
th r o u g h  a  la w  w h ic h  is  o n e  o f  th e  m o s t  s t r i n g e n t  in  th e  U n i te d  S ta te s .  
I t  p r o v id e s  a  m in im u m  p r is o n  s e n te n c e  o f  20  y e a r s  f o r  th e  i l le g a l s a le  
o f  n a r c o t ic s .  T h e  r e s u l t s  h a v e  b e e n  s t a r t l i n g ,  a n d  d e m o n s t r a te  w h a t  
e f fe c tiv e  le g is la t io n  c a n  d o  to  c o n t ro l  a  s e r io u s  n a r c o t ic  p ro b le m . T h e  
i l l ic i t  tra f f ic  in  n a r c o t ic  d r u g s  in  O h io  h a s  d ro p p e d  85 p e r  c e n t ,  a n d  th e  
n u m b e r  o f  n a r c o t ic  a d d ic t s  h a s  d e c r e a s e d  a c c o r d in g ly .  M a n y  o f  th e  
p e d d le r s  c o n v ic te d  u n d e r  t h i s  la w  h a v e  e x p r e s s e d  th e  w is h  t h a t  th e y  
h a d  le f t  th e  n a r c o t ic  tra f f ic  a n d  g o n e  in to  s o m e  o th e r  r a c k e t .  I n c i 
d e n ta l ly ,  m a n y  o f  th e  t r a f f ic k e rs  c o n v ic te d  u n d e r  th e  B o g g s -D a n ie l  
N a r c o t ic  C o n t ro l  A c t  h a v e  e x p r e s s e d  s im i la r  v ie w s .

I n  s p i t e  o f  th e  f e w  p r o b le m  a r e a s  in  th e  c o u n t r y ,  n a r c o t ic  a d d ic 
t io n  is  o n  th e  d e c re a s e .  T h e  g r e a t e s t  im p r o v e m e n t  is  a m o n g  th e  j u v e 
n ile  g r o u p .  I t  is  r a t h e r  i r o n ic  t h a t  w i th  th i s  d e c r e a s e  in  a d d ic t io n ,  w e  
s t i l l  h a v e  a  m in o r i t y  g r o u p  a t t e m p t in g  to  c o n v in c e  t h e  p u b l ic  t h a t  th e  
o n ly  w a y  to  so lv e  th e  n a r c o t ic  p r o b le m  is  to  m a k e  n a r c o t ic  d r u g s  
f r e e ly  a v a i la b le  to  th e  a d d ic t .  T h e y  w o u ld  h a v e  th e  A M A  a n d  th e  
A B A  s p o n s o r  th e  e s ta b l i s h m e n t  o f  f re e  d is p e n s a r ie s  t h r o u g h o u t  th e  
c o u n t r y  f u r n i s h in g  th e  a d d ic t  w i th  a ll th e  n a r c o t ic  d r u g s  h e  c a n  c o n 
s u m e . A s  p h a r m a c is t s ,  y o u  k n o w  th i s  w o u ld  b e  d is a s t r o u s ,  a n d  I  h o p e  
t h a t  y o u  c o n t in u e  to  r e s i s t  a n y  s u c h  p r o g r a m  w i th  a l l  th e  f a c i l i t i e s  a t  
y o u r  c o m m a n d .

International Narcotic Travel
S in c e  s m u g g le d  h e r o in  is  c u r r e n t l y  o u r  g r e a t e s t  p ro b le m  in  th e  

i l l ic i t  tra ff ic , c o n t ro l  o f  th e  i n t e r n a t io n a l  n a r c o t ic  tra ff ic  is  o f th e  g r e a t 
e s t  im p o r ta n c e .  H e r o in  e n t e r s  th e  U n i te d  S ta te s  f ro m  E u r o p e ,  a n d  
th e  N e a r  E a s t ,  R e d  C h in a  a n d  M e x ic o . C la n d e s t in e  f a c to r i e s  o p e r a t 
in g  in  F r a n c e ,  S y r ia  a n d  L e b a n o n  p r o c e s s  o p iu m  a n d  m o r p h in e  b a s e  
f ro m  T u r k e y ,  o n e  o f  t h e  m a jo r  p r o d u c e r s  o f  o p iu m . T h i s  h e r o in  is 
e v e n tu a l ly  s m u g g le d  in to  th e  U n i te d  S ta te s  a n d  C a n a d a  th r o u g h  
F r a n c e  a n d  I ta ly .

F o r  th e  p a s t  s e v e r a l  y e a r s  w e  h a v e  h a d  a  c o m p le m e n t  o f a g e n ts  
a b r o a d  a s s i s t i n g  fo re ig n  p o lic e  in  in t e r c e p t in g  s h ip m e n ts  o f h e r o in  
d e s t in e d  f o r  th e  U n i te d  S ta te s .  T h e y  h a v e  b e e n  r e m a r k a b ly  s u c c e s s 
fu l, a n d  s e v e r a l  im p o r ta n t  in te r n a t io n a l  g a n g s  o f  n a r c o t ic  t r a f f ic k e rs  
h a v e  b e e n  e l im in a te d .
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W h i le  m o s t  c o u n t r i e s  a r e  m a k in g  so m e  e f f o r t  t o  c o n t ro l  th e  i l l ic i t  
n a r c o t ic  tra f f ic , n o  s u c h  e f f o r t  is  b e in g  m a d e  o n  th e  p a r t  o f  th e  C h in e s e  
C o m m u n is ts .  T h e  i l l ic i t  tra f f ic  in  d r u g s  f ro m  R e d  C h in a  f lo w in g  
th r o u g h  B u r m a ,  L a o s ,  C a m b o d ia ,  T h a i la n d ,  H o n g  K o n g , J a p a n  a n d  
in to  th e  U n i te d  S ta te s  c o n t in u e s  to  g ro w .

I  s h o u ld  l ik e  to  m e n t io n  h e r e  t h a t  th e  U n i te d  S ta te s  h a s  c o n s i s t 
e n t ly  le d  o th e r  c o u n t r i e s  in  th e  w o r ld w id e  s t r u g g le  a g a in s t  n a r c o t ic  
a d d ic t io n  a n d  th e  i l l ic i t  n a r c o t ic  tra ffic . W e  in  t h i s  c o u n t r y  a r e  p a r 
t i c u la r ly  f o r tu n a t e  to  h a v e  f o r m e r  C o m m is s io n e r  H a r r y  J .  A n s l in g e r  
a s  o u r  r e p r e s e n ta t iv e  o n  th e  U n i te d  N a t io n s  C o m m is s io n  o n  N a r c o t ic  
D ru g s .

T h e  U n i te d  N a t io n s  C o m m is s io n  o n  N a r c o t ic  D r u g s  c o n t in u e s  to  
u r g e  a l l  g o v e r n m e n ts  to  in c re a s e  e f fo r t s  to  d e t e c t  a n d  s u p p r e s s  i l l ic i t  
p ro d u c t io n  a n d  m a n u f a c tu r e  o f  n a r c o t ic  d r u g s ,  to  a p p r e h e n d  n a r c o t ic  
t r a f f ic k e rs  a n d  t o  im p o s e  s e v e re  p e n a l t i e s  o n  th o s e  c o n v ic te d  o f  n a r 
c o t ic  o f fe n se s .  A s  a  r e s u l t ,  j u s t  a  s h o r t  t im e  a g o  th e  g o v e r n m e n t  o f 
I r a n  p la c e d  a  c o m p le te  b a n  o n  th e  p r o d u c t io n  a n d  c o n s u m p tio n  o f  
o p iu m  in  t h a t  c o u n t r y .  P r e v io u s ly  I r a n  h a d  b e e n  o n e  o f  th e  m a jo r  
p r o d u c e r s  o f  o p iu m , m u c h  o f  w h ic h  fo u n d  i t s  w a y  in to  t h e  i n t e r n a 
t io n a l  tra ff ic . O n ly  r e c e n t ly  th e  g o v e r n m e n t  o f  A f g h a n i s ta n  a n 
n o u n c e d  a  s im i la r  p r o h ib i t io n  o n  th e  p r o d u c t io n  a n d  c o n s u m p tio n  o f 
o p iu m .

Addicts Now Seeking Paregoric
I n  t h i s  c o u n t r y ,  in  a r e a s  w h e r e  th e  i l l ic i t  tra f f ic  in  h e r o in  h a s  b e e n  

e l im in a te d ,  a  s i t u a t io n  is  d e v e lo p in g  w h ic h  a f f e c ts  th e  p h a r m a c is t .  W e  
a r e  n o w  r e c e iv in g  r e p o r t s  f ro m  th o s e  a r e a s  t h a t  d r u g  a d d ic ts  a r e  t u r n 
in g  to  p a re g o r ic .  T h i s  h a s  r e s u l t e d  in  a  v i r t u a l  o n s la u g h t  o n  th e  p h a r 
m a c ie s  o f  th o s e  a r e a s  b y  a d d ic t s  t r y i n g  to  g e t  e n o u g h  p a r e g o r ic  to  
m e e t  t h e i r  n e e d s .

W h e r e  a  c o m m u n i ty  is  f a c e d  w i th  t h i s  p r e d ic a m e n t ,  w e  b e l ie v e  
t h a t  th e  r e s p o n s ib i l i ty  f o r  c o n t r o l l in g  th e  s i t u a t io n  r e s t s  w i th  th e  p h a r 
m a c is ts .  H e  is  in  a  p o s i t io n  t o  l im i t  th e  s a le s  o f  e x e m p t  p r e p a r a t io n s  
a n d  p r e v e n t  t h e i r  u s e  to  m a in ta in  a d d ic t io n .  S o m e  t im e  a g o , t h e  p h a r 
m a c is t s  in  D a y to n ,  O h io , f a c e d  w i th  a  “ r u n ” o n  p a r e g o r ic ,  b r o u g h t  th e  
p r o b le m  u n d e r  c o n t ro l  q u ic k ly  b y  a g r e e in g  to  d is p e n s e  p a r e g o r ic  o n ly  
o n  a  p h y s ic ia n ’s p r e s c r ip t io n .  A s  a  r e s u l t ,  t h e  d iv e r s io n  o f  p a r e g o r ic  
in  D a y to n  h a s  b e e n  e l im in a te d .

T h e  B u r e a u  o f  N a r c o t ic s  k n o w s  t h a t  th e  p h a r m a c i s t s  w ill  a c c e p t  
t h e i r  r e s p o n s ib i l i ty ,  a n d  w e  a r e  c o n f id e n t  t h a t  th e y  c a n  h a n d le  th e
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p a r e g o r ic  p ro b le m  in  t h e i r  o w n  c o m m u n it ie s .  T h e r e f o r e ,  w h e n  w e  
n o tic e  a  p a r t i c u la r  s i t u a t io n  in v o lv in g  e x e m p t  n a r c o t ic  p r e p a r a t io n s  
g e t t i n g  o u t  o f  h a n d ,  w e  in te n d  to  b r in g  i t  to  th e  a t t e n t io n  o f  th e  S t a t e  
B o a rd s  o f  P h a r m a c y  a n d  th e  s t a t e  a n d  c o u n ty  p h a r m a c e u t ic a l  a s s o c i
a t io n s ,  s o  t h a t  t h e y  c a n  t a k e  n e c e s s a r y  c o r r e c t iv e  a c t io n .  W e  a r e  n o t  
in te r e s te d  in  im p o s in g  a n y  a d d i t io n a l  r e s t r i c t io n s  o n  th e  p h a r m a c is t .  
T h e  p h a r m a c y  p r o fe s s io n  s h o u ld  e x e rc is e  i t s  o w n  c o n t r o l s  in  a  s i t u a 
t io n  o f  th i s  k in d .

I n  a d d i t io n  to  th e  d iv e r s io n  o f  p a r e g o r ic ,  w e  a n t i c ip a te  t h a t  th e r e  
w ill  b e  a n  in c re a s e  in  f o rg e d  n a r c o t ic  p r e s c r i p t io n s  a n d  p h a r m a c y  
th e f t s  in  c e r ta in  a c u te  a r e a s .  H e r e  a g a in  th e  p h a r m a c i s t  c a n  a s s i s t  in  
c o n t ro l l in g  th e  s i t u a t i o n ; in  th e  c a s e  o f f o rg e d  n a r c o t ic  p r e s c r ip t io n s ,  
b y  k n o w in g  th e i r  c u s to m e r s  a n d  th e  p r e s c r ib in g  p h y s ic ia n s ;  in  th e  
c a s e  o f  p h a r m a c y  th e f t s ,  b y  p r o p e r ly  s a f e g u a r d in g  n a r c o t i c  s to c k s .

T h e  O r a l  P r e s c r ip t i o n  L a w , w h ic h  h a s  n o w  b e e n  in  e f f e c t  f o r  5 
y e a r s ,  a p p e a r s  to  b e  o p e r a t in g  s a t i s f a c to r i ly ,  I  a m  h a p p y  t o  sa y . O n  
M a rc h  6, 1958, w e  h a d  p u b l is h e d  in  th e  Federal Register t h e  f i r s t  a d d i 
t io n  to  th e  o r ig in a l  l i s t  o f  n a r c o t ic  d r u g s  a n d  c o m p o u n d s  in  th e  o r a l  
p r e s c r ip t io n  c a te g o ry .  T h i s  a d d i t io n  a l lo w s  th e  p h a r m a c i s t  t o  fo llo w  
th e  o r a l  p r e s c r ip t io n  p r o c e d u re  fo r  a n y  c o m p o u n d  c o n s i s t in g  o f  
D ih y d r o c o d e in e  o r  a n y  s a l t  th e r e o f  w i th  o n e  o r  m o re  a c t iv e  n c n -  
n a r c o t ic  in g r e d i e n ts  in  r e c o g n iz e d  th e r a p e u t i c  a m o u n ts  w h e r e  th e  
c o n te n t  o f  D ih y d r o c o d e in e  o r  a n y  s a l t  t h e r e o f  d o e s  n o t  e x c e e d  e ig h t  
g r a in s  p e r  f lu id  o u n c e  o r  o n e  g r a in  p e r  d o s a g e  u n i t .

I  b e l ie v e  t h a t  m a n y  s ta te s  h a v e  n o w  a m e n d e d  t h e i r  la w s  t o  c o n 
fo rm  w i th  th e  f e d e ra l  p ro c e d u re  in  p e r m i t t i n g  th e  a c c e p ta n c e  o f  o r a l  
p r e s c r ip t io n s  fo r  th o s e  n a r c o t ic  d r u g s  a n d  c o m p o u n d s  d e s ig n a t e d  in  
th e  c la s s i f ic a t io n  f o r  w h ic h  o ra l  p r e s c r ip t io n s  a r e  a p p l ic a b le .  T h i s  
p ro c e d u re  h a s  r e l ie v e d  th e  p h a r m a c i s t  o f  s o m e  o f  th e  p r e s s u r e  o f  th e  
f o rm e r  s t r i c t  r e q u i r e m e n ts  fo r  s o m e  o f  th e s e  d r u g s  a n d  h a s  e x p e d ite d  
s e rv ic e  to  th e  s ic k . W e  h o p e  th e  p h a r m a c i s t s  o f  t h e  c o u n t r y  w i l l  n o t  
a b u s e  th is  r e la x a t io n  f ro m  f o r m e r  s t r i c t  r e q u i r e m e n ts ,  s in c e  y o u r  o w n  
a b le  r e p r e s e n ta t iv e s  w e r e  r e s p o n s ib le  f o r  b r in g in g  a b o u t  t h i s  n e w  p r o 
c e d u re .

In  th e  32  y e a r s  s in c e  th e  e s ta b l i s h m e n t  o f  th e  F e d e r a l  B u r e a u  o f 
N a r c o t ic s ,  w e  h a v e  c o n s is te n t ly  r e c e iv e d  th e  s u p p o r t  o f  p h a r m a c i s t s  
in  o u r  m u tu a l  f ig h t  to  k e e p  th e  n a r c o t ic  tra ff ic  u n d e r  c o n t ro l .

T h e  p r iv i le g e  to  p a r t i c ip a te  in  th i s  S e m in a r  is  a n o t h e r  e x a m p le  
o f th i s  s u p p o r t  a n d  c o o p e ra t io n .  I  a m  b o th  h o n o r e d  a n d  g r a t i f ie d  b y  
y o u r  a t te n t io n .  [ T h e  E n d ]
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Record Inspection
1906-1963

By GEORGE McKRAY
This Is the Second  o f Tw o Parts D iscussing the Issue Conta ined  in the 
N e w  Bill H. R. 6 7 8 8  N o w  Before Congress. The Author Is a  Lecturer at 
the University o f C a lifo rn ia  in Berkeley Spec ia liz ing  in the Legal 
A spects o f Public Health and  M ed ica l Adm inistration. During  1 961 - 
1962  M r. M c K ra y  W a s  a Food Law  Institute Fellow  at the N e w  York  
University Schoo l o f Law.

THE DESIRABILITY OF EXTENDING RECORD INSPECTION 
AUTHORITY: COMMENTS O N  GOVERNMENT 

AND INDUSTRY VIEWPOINT

A F T E R  T H E  P A S S A G E  o f th e  D r u g  A m e n d m e n ts  o f  1962, th e  
G e n e ra l  C o u n s e l  f o r  t h e  U n i te d  S ta te s  D e p a r t m e n t  o f  H e a l th ,  

E d u c a t io n  a n d  W e l f a r e  c o m m e n te d  o n  th e  F D A ’s e f f o r t  to  o b ta in  
th e  r i g h t  o f  c o m p u ls o r y  r e c o rd  in s p e c t io n  a s  f o l lo w s :

There has long been a running dispute between the government and the 
pharmaceutical industry about the scope of the authorized inspection of manu
facturing firms and their records. Such vital matters as formula cards, com
plaint files, and assay results have been withheld from us by many firms.

Congress has made it plain in the new amendments that all information 
needed to determine whether the legal requirements are being met must be made 
available to authorized inspectors. W ith this authority, we will now be able to 
make more meaningful investigations of prescription drug manufacturers and 
control procedures and to check on the adequacy of record keeping and report
ing. W ithout this authority, we were required to determine compliance solely 
by time consuming analyses rather than by utilizing the firm’s own assay records 
for information about drug composition.87

H a v in g  o b ta in e d  th e  r e c o rd  in s p e c t io n  p o w e r  i t  s o u g h t  w i th  
r e g a r d  to  th e  p r e s c r ip t io n  d r u g  in d u s t r y ,  w ill  th e  F D A  r e n e w  i t s  
a t t e m p t  to  e x t e n d  th i s  a u t h o r i t y  to  c o v e r  o th e r  in d u s t r i e s ?  T h e r a  
is  e v id e n c e  t h a t  i t  w ill .  O n  F e b r u a r y  7, 1963, in  a  m e s s a g e  to  C o n g r e s s  
r e la t iv e  to  h is  H e a l th  P r o g r a m ,  P r e s id e n t  K e n n e d y  s a i d :

W e cannot afford to  withhold from the Food and Drug Administration the 
full authority required to provide the maximum protection to  our families. I

87 “Current Developments in Federal Law,” an address by A. W . Willcox, 
Federal Services Pharmaceutical Seminar, Bethesda, Maryland, November IS, 1962.
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recommend the enactment of new legislation to extend and clarify inspection 
authority to determine whether food, over-the-counter drugs, cosmetics, and 
therapeutic or diagnostic devices are being manufactured and marketed in ac
cordance with the law;88 . . .

T h u s ,  i t  s e e m s  l ik e ly  t h a t  th e  d e b a te  b e tw e e n  g o v e r n m e n t  a n d  
in d u s t r y  a s  to  th e  a d v i s a b i l i ty  o f  e x t e n d in g  th e  F D A ’s r e c o r d  in 
s p e c t io n  a u t h o r i t y  w ill  c o n t in u e .  I n  t h i s  s e c t io n  o f  th e  p a p e r  th e  
tw o  o p p o s in g  v ie w p o in ts  w ill  b e  e x p lo re d  a n d  a p p r a is e d .

THE DEBATE ON NEED
A n  i m p o r t a n t  i s s u e  is  w h e th e r  n e w  le g is la t io n  is  n e e d e c  to  

c o r r e c t  a  s i t u a t io n  in  w h ic h  in d u s t r y  is  w i th h o ld in g  f ro m  th e  g o v e r n 
m e n t  in f o r m a t io n  n e c e s s a r y  to  s a f e g u a r d  th e  p u b lic .

S ta te m e n ts  b y  th e  P r e s id e n t  a n d  b y  th e  f o r m e r  H e a l th ,  E d u c a 
t io n  a n d  W e l f a r e  S e c r e ta r y  m a d e  p r io r  to  th e  1962 h e a r in g s ,  s u m 
m a r iz e  th e  g o v e r n m e n t ’s s ta n d .  T h e y  r e f e r  to  th e  fo o d , n o n p ro p r ie ta ry  
d r u g s ,  a n d  c o s m e t ic s  in d u s t r i e s  a s  w e ll  a s  th e  p r e s c r ip t io n  c r u g  
in d u s t r y .

O n  M a rc h  15, 1962, P r e s id e n t  K e n n e d y  s a id  :
Factory inspections now authorized by the pure food and drug laws are 

seriously hampered by the fact that the law does not clearly require the manu
facturer to allow inspection of certain records. An uncooperative small minority 
of manufacturers can engage in game of hide-and-seek with the Government 
in order to avoid adequate inspection. But protection of the public health is 
not a game. It is of vital importance to each and every citizen.89

O n  J u n e  17, 1962, f o rm e r  S e c r e ta r y  R ib ic o f f  s a id :
All too often inspectors are treated to a guided tour through the estab

lishment. They are refused access to formula files, complaint files, shipping 
records, and a great deal more information that is absolutely essential for them 
to see in order to determine whether products are being produced in com
pliance with law . . . .

Every working day a food, drug or cosmetic manufacturer refuses to give 
our inspectors access to information needed to safeguard the public. These 
refusals are not restricted to the fly-by-night operator but extend to some of 
the very largest manufacturers in this country. W e call upon the Congress 
to examine this situation.90

The Situation Regarding Record Inspection Refusals
A t  th e  c o n c lu s io n  o f th e  1962 h e a r in g s  th e  F D A  g a v e  s o m e  

sp e c if ic  e x a m p le s  in  w h ic h  a  m a n u f a c tu r e r  o r  a  p r o c e s s o r  r e f u s e d  to

88 H. R. Doc. No. 60, 88th Cong., 1st Sess. 7; F ood Drug Cosmetic Law Re
p o r t s , No. 359, February 15, 1963.

89 New York Times, Mar. 16, 1962, p. 16, col. 6.
90 Hearings on H. R. 11581 and H. R. 11582 Before the House Committee 

on Interstate and Foreign Commerce, 87th Cong., 2nd Sess. 67 (1962) (here
inafter cited as “1962 Hearings”).

RECORD INSPECTION PAGE 381



p r o v id e  in s p e c to r s  a c c e s s  to  r e c o r d s  w h ic h  m a y  h a v e  h a d  a  b e a r in g  
o n  a  v io la t io n  o f th e  1938 A c t .91 I n  a d d i t io n  th e  F D A  s u b m i t te d  a  
lo n g  l i s t  o f  in s p e c t io n  r e f u s a l s  d u r in g  th e  p e r io d  f ro m  J a n u a r y  1, 
1962, to  J u n e  15, 1962.92 T h e  l i s t  w a s  c la s s if ie d  a c c o r d in g  to  th e  
ty p e  o f  r e f u s a l :

(1 )  to  p e r m i t  in s p e c t io n  ;
(2 )  to  d iv u lg e  s t a t u s  o r  r e s p o n s ib i l i t y  o f  in d iv id u a ls  ;
(3 )  to  f u r n i s h  q u a l i t a t iv e  o r  q u a n t i t a t i v e  f o r m u l a s ;
(4 )  to  d is c lo s e  o r  p e r m i t  o b s e r v a t io n  o f  m a n u f a c tu r in g  p r o 

c e d u r e s  ;
(5 )  to  p e r m i t  r e v ie w  o f  c o m p la in t  f iles  ;
(6 )  to  p e r m i t  t a k in g  o f p h o to g r a p h s  ;
(7 )  to  p e r m i t  r e v ie w  o f  s h ip p in g  r e c o rd s  ;
(8 )  to  p e r m i t  r e v ie w  o f  c o n t r o l  r e c o rd s  ; a n d
(9 )  to  p e r m i t  r e v ie w  o f  p r e s c r ip t io n  files.

I n d u s t r y ’s a r g u m e n t  r u n s  th a t ,  w h e n e v e r  th e  g o v e r n m e n t  s t a t e s  
p r e s s in g  r e a s o n s  fo r  s e e in g  c o n f id e n tia l  r e c o rd s ,  th e  v a s t  m a jo r i ty  
o f  i n d u s t r i e s  w ill  o b l ig e .93 I n  s o m e  in s ta n c e s  in d u s t r y  h a s  n o t  f e l t  
t h a t  th e  F D A  in s p e c to r s  p r e s e n te d  p r o p e r  r e a s o n s .  T o  p r o t e c t  i t s e l f  
f ro m  w h a t  i t  d e e m e d  o v e r z e a lo u s  e n f o r c e m e n t ,  i t  h a s  d e n ie d  a c c e s s  
to  r e c o rd s  a s  i t  is  l e g a l ly  a l lo w e d  to  d o  u n d e r  th e  1953 F a c t o r y  I n 
s p e c t io n  A m e n d m e n t .94

I n  p r e s e n t in g  a  le n g th y  l i s t  o f  c o m p a n ie s  r e f u s in g  to  a l lo w  r e c o rd  
in s p e c t io n ,  h a s  th e  g o v e r n m e n t  m a d e  a  c o n v in c in g  c a s e  fo r  t a k in g  
a w a y  th e  v o lu n ta r y  a s p e c t  o f  r e c o rd  d is c lo s u r e  ? T h e  p r e s e n t  w r i t e r  
f e e ls  t h a t  th e  l i s t  b y  i t s e l f  is  in s u f f ic ie n t  e v id e n c e  t h a t  n e w  le g is la t io n  
is  n e e d e d .  F i r s t  o f  a l l ,  r e f u s a l s  to  p e r m i t  g e n e r a l  in s p e c t io n  a n d  
o b s e r v a t io n  o f m a n u f a c tu r in g  p r o c e s s e s  a r e  i l l e g a l  u n d e r  p r e s e n t  la w  
a n d  th u s  c a n  a l r e a d y  b e  d e a l t  w i th .  A s  to  th e  o th e r  r e f u s a l s ,  th e  
F D A  d id  n o t  d e m o n s t r a te  t h a t  th e  in f o r m a t io n  s o u g h t  h a d  a  b e a r in g  
o n  a  v io la t io n  o f  th e  1938 A c t .

The Question of Consumer Protection
I t  c a n  b e  s a fe ly  a s s u m e d  t h a t  n o  r e s p o n s ib le  r e p r e s e n ta t iv e  e i th e r  

o f  g o v e r n m e n t  o r  o f  in d u s t r y  f a ils  to  b e  in te r e s te d  in  th e  p r o te c t io n  
o f  th e  c o n s u m e r .  I n d u s t r y  c i te s  i t s  g e n e r a l  s u p p o r t  o f th e  1953 I n 
s p e c t io n  A m e n d m e n t ,  th e  1958 F o o d  A d d i t iv e  A m e n d m e n t  a n d  th e

91 1962 Hearings 578-581.
92 1 962 Hearings 589-592.
93 1 962 Hearings 165.
94 1962 Hearings 155.
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1960 C o lo r  A d d i t iv e  A m e n d m e n ts  a s  e v id e n c e  o f  i t s  c o n c e r n .95 A  
m a jo r  p o in t  in  i t s  o p p o s i t io n  to  f u r t h e r  e x te n s io n  o f  th e  F D A ’s i n 
s p e c t io n  a u t h o r i t y  is  t h a t  t h e  c o n s u m e r  c a n  b e  a d e q u a te ly  p r o te c te d  
u n d e r  p ro v is io n s  o f  p r e s e n t  le g is la t io n .

B . G . H a b b e r to n ,  r e p r e s e n ta t iv e  o f  th e  d a i r y  in d u s t r y  t e s t i f y in g  
b e fo re  C o n g re s s ,  g a v e  a n  a n s w e r  to  th e  f o r m e r  S e c r e ta r y  R ib ic o f f ’s 
s t a t e m e n t  o f  J u n e  19. H e  s t a t e d  t h a t  if  u n d e r  p r e s e n t  la w s  in s p e c to r s  
w e r e  t a k in g  “g u id e d  to u r s ” o f  p la n t s  a n d  “ f a i l in g  to  a s c e r ta in  th e  
r e q u i r e d  in f o r m a t io n  c o n c e r n in g  p o s s ib le  a d u l t e r a t i o n  o r  m is b r a n d in g ,  
i t  w o u ld  s e e m  th e y  a r e  n o t  d o in g  th e i r  d u ty .  W h a t  ( w o u ld  b e )  
r e q u i r e d  in  t h i s  s i t u a t io n  is  n o t  m o r e  a u t h o r i t y  b u t  m o re  e x e r c is e  
o f  th e  a u t h o r i t y  w h ic h  a l r e a d y  e x i s t s .” 96 H e  a ls o  to o k  s h a r p  is s u e  
w i th  th e  f o rm e r  S e c r e t a r y ’s c o n te n t io n  t h a t  i t  w a s  n e c e s s a r y  “ to  se e  
th e  m a n u f a c tu r e r s ’ f o r m u la  file s , c o m p la in t  f ile s , a n d  s h ip p in g  r e c o r d s  
in  o r d e r  to  d e te r m in e  w h e th e r  th e  p r o d u c t s  a r e  b e in g  p r o d u c e d  in  
c o m p lia n c e  w i th  th e  la w .” 97 O n  th e  m a t t e r  o f  c h e m ic a l  a d d i t iv e s ,  
H a b b e r t o n  m a in ta in e d  t h a t  if  th e  F D A  m a k e s  p r o p e r  u s e  o f  th e  
r ig o r o u s  s a f e g u a r d s  b u i l t  in to  th e  1958 A m e n d m e n t  p u b l ic  s a f e ty  
w il l  b e  a s s u r e d .98

W i l l ia m  W . G o o d r ic h , A s s i s t a n t  G e n e ra l  C o u n s e l  f o r  th e  F D A  
s p e a k in g  b e fo re  a  g r o u p  a t  th e  A m e r ic a n  B a r  A s s o c ia t io n  C o n v e n t io n  
o n  A u g u s t  8, 1962, d id  n o t  l in g e r  o v e r  th e  s u b je c t  o f  e x te n s io n  o f  
th e  g o v e r n m e n t ’s ju r i s d ic t io n  in  th e  a r e a s  o f  a d u l t e r a t i o n  a n d  m is 
b r a n d in g ,  b u t  p a s s e d  o n  d i r e c t ly  to  “ th e  p a r a m o u n t  p r o b le m  of th e  
d a y — th e  s a fe  u s e  o f  a  m u l t i tu d e  o f  c h e m ic a ls  in  o u r  f o o d s .” 99 H e  
q u o te d  a n o t h e r  p o r t io n  o f  f o r m e r  S e c r e ta r y  R ib ic o f f ’s s t a t e m e n t  o f  
J u n e  19 w h ic h  d e c r ie d  th e  f a c t  t h a t  s o m e  in d u s t r i e s  d e n ie d  th e  g o v 
e r n m e n t  a c c e s s  to  r e c o rd s  r e g a r d in g  th e  u s e  o f  fo o d  a d d i t iv e s .  G o o d 
r ic h  e x p a n d e d  R ib ic o f f ’s p o i n t :

I t  is no answer to say that we can observe the manufacturing processes 
and the raw materials and that we can analyze the end product. F irs“, we 
cannot maintain a continuous inspection to station an inspector at the point 
of manufacture each time a food additive is used. Secondly, objective analysis 
is a very expensive and uncertain way to enforcement.100

S in c e  G o o d r ic h  is  c e r t a in ly  c o r r e c t  in  s t a t i n g  t h a t  th e  g o v e r n 
m e n t  c a n n o t  u n d e r ta k e  f u l l - t im e  s u p e rv is io n  o f  a n y  in d u s t r y ,  th e  05 06 07

05 1962 Hearings 132.
06 1962 Hearings 437.
07 1962 Hearings 438.
88 1962 Hearings 439.
88 Goodrich, Wm. W., “The Case for the Factory Inspection Amendment,” 

17 F ood D rug Cosmetic Law J ournal 516, 520 (1962).
100 Cited at footnote 99 at p. 521. m
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p e r t i n e n t  q u e s t io n  w o u ld  s e e m  to  b e : w o u ld  g u a r a n t e e d  a c c e s s  to  
i n d u s t r y  r e c o rd s  g iv e  th e  g o v e r n m e n t  a  s u b s t a n t i a l ly  g r e a t e r  d e g r e e  
o f  a s s u r a n c e  t h a n  i t  n o w  h a s  t h a t  i t s  r e g u la t io n s  w e r e  b e in g  c o m p lie d  
w i th  w h e n  i t s  in s p e c to r s  w e r e  n o t  p r e s e n t ?  T h e  w r i t e r  is  n o t  c o n 
v in c e d  t h a t  i t  w o u ld .  K n o w in g  t h a t  th e  g o v e r n m e n t  c o u ld  in s p e c t  
r a w  m a te r i a l s  a n d  th e  m a n u f a c tu r in g  p ro c e s s ,  a n d  a n a ly z e  th e  e n d  
p r o d u c t ,  f e w  f irm s  w o u ld  w a n t  to  r i s k  g o v e r n m e n t  p e n a l t i e s  a n d  
u n f a v o r a b le  p u b l ic i ty  b y  k n o w in g ly  p r o d u c in g  a n  u n s a fe  b a tc h .  T h e  
fe w  t h a t  w o u ld  ta k e  th e  c h a n c e  w o u ld  d o u b t le s s ly  r e d u c e  th e  r i s k  
o f  d is c lo s u r e  b y  “ a d j u s t i n g ” t h e i r  r e c o rd s .

G o o d r ic h  s t a t e s  t h a t  “ o b je c t iv e  a n a ly s i s  is  a  v e r y  e x p e n s iv e  a n d  
u n c e r ta in  w a y  to  e n f o r c e m e n t .” 101 W o u ld  e x a m in a t io n  o f  s u b je c t iv e  
r e c o rd s  b e  n e a r ly  a s  c e r t a in  ?

THE DEBATE CONCERNING LEGALITY: 
CONSTITUTIONAL CONSIDERATIONS

D u r i n g  th e  le g is la t iv e  h e a r in g s  p r io r  to  th e  p a s s a g e  o f  th e  D r u g  
A m e n d m e n ts  o f  1962, r e p r e s e n ta t iv e s  o f  in d u s t r y  r e i t e r a t e d  a  n u m b e r  
o f  th e i r  a r g u m e n ts  c o n c e r n in g  th e  u n c o n s t i t u t i o n a l i t y  o f  g r a n t i n g  
th e  g o v e r n m e n t  p o w e r  to  c o m p e l  in d u s t r y  to  r e v e a l  i t s  r e c o r d s  to  
g o v e r n m e n t  in s p e c to r s .  T h e  m a jo r  p o in t s  m a d e  m a y  b e  s u m m a r iz e d  
a s  f o l l o w s :

I n d u s t r y  m a in ta in s  t h a t  th e  F D A ,  a s s u r e d  a c c e s s  to  a  c o m p a n y ’s 
f ile s , w o u ld  b e  a b le  to  e n g a g e  in  a  “ f is h in g  e x p e d i t i o n ” o r  g e n e r a l  
s e a r c h  f o r  e v id e n c e  o f  w r o n g d o in g  to  b e  u s e d  a g a in s t  th e  in s p e c te d  
c o m p a n y .  T h e  a c t  o f  f o r c in g  a  b u s in e s s  to  r e v e a l  i t s  p r iv a t e  p a p e r s  
w i th o u t  sp e c if ic  c a u s e ,  i n d u s t r y  s t a te s ,  is  a  v io la t io n  o f  th e  4 th  
A m e n d m e n t ,  w h ic h  h a s  b e e n  h e ld  to  p r o t e c t  c o m p a n ie s  a s  w e ll  a s  
in d iv id u a ls  f ro m  “ u n r e a s o n a b le  s e a r c h  a n d  s e iz u r e .” 102 T h e  u s e  o f 
in f o r m a t io n  a c q u i r e d  b y  e x a m in in g  s u c h  p r iv a t e  p a p e r s  in  p r o s e c u t io n  
c o n s t i tu t e s  a  v io la t io n  o f  th e  5 th  A m e n d m e n t ,  w h ic h  p r o h ib i t s  f o r c in g  
o n e  to  g iv e  e v id e n c e  a g a in s t  h im s e lf .103 M o re o v e r ,  i n d u s t r y  a r g u e s ,  
th e  F D A  d o e s  n o t  n e e d  to  o p e n  i t s e l f  to  t h e s e  c h a r g e s  o f  u n c o n s t i 
t u t i o n a l i ty .  T h e r e  a r e  a l r e a d y  m e th o d s ,  h a v in g  p r o p e r  s a f e g u a r d s ,  
f o r  c o m p e l l in g  d is c lo s u r e  o f  r e c o r d s  w h ic h  a r e  r e le v a n t  to  a  s u s p e c te d  
v io la t io n .104

101 Cited at footnote 99.
102 1962 Hearings 138.
103 1962 Hearings 539.
104 1 9 62 Hearing^ 563.
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C o n g r e s s  w a s  im p r e s s e d  b y  s u c h  a r g u m e n ts  to  th e  e x t e n t  t h a t  
i t  r e m o v e d  f ro m  th e  b ill  th e  h o t ly  c o n te s t e d  p h r a s e  g iv in g  th e  F D A  
p o w e r  to  c o m p e l  d is c lo s u r e  o f  r e c o rd s  b e a r in g  o n  w h e th e r  th e r e  
m ig h t  b e  “ p o te n t i a l  v io la t io n s .”  A s  th e  la w  n o w  s ta n d s ,  th e  F E A ’s 
in v e s t i g a to r y  j u r i s d ic t io n  e x t e n d s  to  r e c o r d s  b e a r in g  o n  w h e th e r  th e r e  
m ig h t  b e  “ v io la t io n s .” C o n g r e s s  m o r e  s p e c if ic a lly  r e v e a le d  i t s  in d e n t 
to  l im i t  th e  F D A ’s f is h in g  l ic e n s e  b y  e x c lu d in g  f in a n c ia l ,  s a le s ,  p r ic in g ,  
c e r t a in  p e r s o n a l  a n d  c e r ta in  r e s e a r c h  d a t a  f ro m  i t s  v ie w .105 W h i le  
m a k in g  th e s e  l im i ta t io n s ,  C o n g r e s s  d e m o n s t r a te d  i t s  g e n e r a l  b e l ie f  
in  th e  c o n s t i t u t i o n a l i t y  o f m a k in g  r e c o r d  in s p e c t io n  c o m p u ls o r y ,  so  
f a r  a s  t h e  p r e s c r ip t io n  d r u g  in d u s t r y  is  c o n c e r n e d ,  b y  g r a n t i n g  th e  
F D A  j u s t  s u c h  p o w e r s .

A s  a  p r a c t ic a l  m a t te r ,  e v e n  th e  s t r i k in g  o u t  o f  th e  w o r d s  “ p o te n 
t ia l  v io la t io n ” is  f o r  th e  m o s t  p a r t  a  h o l lo w  v ic to r y  fo r  i n d u s t r y .  
E ls e w h e r e  in  th e  a m e n d m e n t  i t  h a s  b e e n  a s s e r t e d  t h a t  p r o d u c t s  n o t  
m a n u f a c tu r e d  “ in  c o n f o r m i ty  w i th  c u r r e n t  g o o d  m a n u f a c tu r in g  p r o c 
e s s e s ” a r e  in  v io la t io n  o f  th e  A c t .  I t  is  d if f ic u lt  to  se e  h o w  p a p e r s  
b e a r in g  o n  w h e th e r  g o o d  m a n u f a c tu r in g  s t a n d a r d s  w e r e  b e in g  m e t 
w o u ld  d if fe r  f ro m  p a p e r s  b e a r in g  o n  w h e th e r  th e r e  w e r e  p o te n t ia l  
v io la t io n s .

W i l l  th e  p r e s e n t  r e c o rd  in s p e c t io n  p r o v is io n  h o ld  u p  in  c o u r t?  
A n  e x a m in a t io n  o f S u p re m e  C o u r t  d e c is io n s  r e g a r d in g  th e  r e la t io n  
b e tw e e n  c o r p o r a t io n s  a n d  th e  4 th  a n d  5 th  A m e n d m e n ts  r e v e a ls  t h a t  
t h e  r e c o rd  in s p e c t io n  p r o v is io n s  w ill  p r o b a b ly  n o t  b e  s e r io u s ly  c h a l 
le n g e d  o n  c o n s t i tu t io n a l  g r o u n d s .

A s  e a r ly  a s  1906 th e  C o u r t  s t a t e d  i t s  v ie w  t h a t  th e  5 th  A m e n d 
m e n t  h a d  n o th in g  to  d o  w i th  c o r p o r a t io n s  in  Hale v. Henkel. I t s  l in e  
o f  r e a s o n in g  r a n  t h a t  c o r p o r a t io n s ,  c r e a te d  b y  th e  g o v e r n m e n t  a n d  
e n d o w e d  b y  i t  w i th  b o th  p r iv i le g e s  a n d  d u t ie s ,  d o  n o t  p o s s e s s  th e  
i n d iv i d u a l ’s r i g h t  to  w i th h o ld  e v id e n c e  a g a in s t  h im s e lf .

I t  would be a strange anomaly to hold that a State, having chartered a 
corporation to make use of certain franchises, could not in the exercise of its 
sovereignty inquire how those franchises had been employed, and whether 
they had been abused, and demand the production of the corporate books and 
papers for that purpose.106

T h is  s a m e  c a s e  p r o v id e d  sp e c if ic  c o m m e n t  o n  th e  r e la t io n  o f  
th e  4 th  A m e n d m e n t  to  p r o te c t io n  o f  c o r p o r a t io n s  f ro m  g o v e r n m e n ta l  
r e c o r d  in s p e c t io n .  “ W e  d o  n o t  w is h  to  b e  u n d e r s to o d  a s  h o ld in g  -.ha t 
a n  e x a m in a t io n  o f  th e  b o o k s  o f  a  c o r p o r a t io n ,  if d u ly  a u th o r i z e d  b y

105 21 U. S. C. A. Sec. 374(a) (Supp., 1962) as amended; F ood D rug Cosmetic 
L aw R eports H 2661.

100 Hale v. Henkel, 201 U. S. 43, 74-75 (1906).
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a c t  o f  C o n g re s s ,  w o u ld  c o n s t i tu t e  a n  u n r e a s o n a b le  s e a r c h  a n d  s e iz u re  
w i th in  th e  4 th  A m e n d m e n t .” 107

M o re  r e c e n t  o p in io n s ,  s u c h  a s  th o s e  in  Fleming v. Montgomery 
Ward (1 9 4 0 ) a n d  United States v. Morton Salt (1 9 5 0 ) ,  d o  n o t  s h i r k  
f ro m  th e  a u th o r i z a t io n  o f “ f is h in g  e x p e d i t i o n s ” b y  r e g u la to r y  a g e n c ie s .  
G o v e r n m e n t  in s p e c to r s  s h o u ld  b e  a s s u r e d  a c c e s s  to  b u s in e s s  re c o rd s  
“ r e g a r d le s s  o f  w h e th e r  t h e r e  is  a n y  p r e - e x i s t in g  p r o b a b le  c a u s e  fo r  
b e l ie v in g  t h a t  t h e r e  h a s  b e e n  a  v io la t io n  o f  th e  la w .” 108 A n  a d m in 
i s t r a t i v e  a g e n c y  h a s  p o w e r s  a n a lo g o u s  to  th o s e  o f  a G ra n d  J u r y ,  
“ w h ic h  d o e s  n o t  d e p e n d  u p o n  a  c a s e  o r  c o n t r o v e r s y  f o r  p o w e r  to  
g e t  e v id e n c e  b u t  c a n  in v e s t ig a te  m e re ly  o n  s u s p ic io n  t h a t  th e  la w  
is  b e in g  v io la te d  o r  j u s t  b e c a u s e  i t  w a n t s  a s s u r a n c e  t h a t  i t  is  n o t . ” 109

F u r t h e r  e v id e n c e  t h a t  th e  w o r d in g  o f  th e  n e w  D r u g  A m e n d m e n ts  
r e g a r d in g  r e c o rd  in s p e c t io n  is  n o t  l ia b le  to  b e  c h a l le n g e d  b y  th e  
c o u r t s  c o n s is t s  o f  th e  f a c t  t h a t  a  g o v e r n m e n ta l  a g e n c y  s im ila r  to  th e  
F D A ,  th e  F e d e r a l  T r a d e  C o m m is s io n ,  h a s  b e e n  im b u e d  w i th  s u c h  
p o w e r s  s in c e  1914 .110

THE DEBATE REGARDING POSSIBLE NEGATIVE RESULTS
I n  a d d i t io n  to  i t s  q u e s t io n s  r e g a r d in g  n e e d  a n d  le g a l i ty ,  in d u s t r y  

h a s  r a is e d  th e  p ro b le m  o f  w h e th e r  u n d e s i r a b le  s id e  e f fe c ts  m ig h t  
r e s u l t  f ro m  th e  e x te n s io n  o f  g o v e r n m e n ta l  r e c o rd  in s p e c t io n  a u t h o r i ty .

Effect on Industry's Maintenance of Records
T h r o u g h o u t  th e  1962 h e a r in g s ,  i n d u s t r y  r e p r e s e n ta t iv e s  s t a te d  

th e i r  p r o p o s i t io n  t h a t  a  la w  a s s u r i n g  g o v e r n m e n ta l  a c c e s s  to  c o r 
p o r a t io n  r e c o rd s  w o u ld  d e c re a s e  r a th e r  t h a n  in c re a s e  c o n s u m e r  p r o 
te c t io n .  L e g i t im a te  c o m p a n ie s ,  th e  a r g u m e n t  r a n ,  w o u ld  b e  a p t  to  
c e a s e  r e c o r d in g  c e r t a in  n e g a t iv e  in f o r m a t io n ,  w h ic h ,  t h o u g h  v a lu a b le  
in  m a in ta in in g  h ig h  s t a n d a r d s ,  m ig h t  in v i t e  m is in te r p r e ta t io n ,  u n 
f a v o r a b le  p u b l ic i ty ,  o r  p r o s e c u t io n .  T h e  p o s i t io n  w a s  s t a t e d  s u c 
c in c t ly  b y  F r a n k  T ,  D ie r s o n ,  G e n e ra l  C o u n s e l  fo r  G ro c e r y  M a n u 
f a c tu r e r s  o f  A m e r ic a .

The keeping of accurate records relating to manufacturing processes, quality- 
controls, consumer complaints, personal qualifications, etc., is a voluntary

107 Cited at footnote 106.
108 Fleming v. Montgomery Ward & Company, 114 F. 2d 384, 390 (CA-7 1940), 

cert, denied, 311 U. S. 690 (1940).
109 United States v. Morton Salt Company, 338 U. S. 632, 642, 643 (1950).
110 Mueller, Charles E., “Access to Corporate Papers Under the FTC Act,” 

11 Kansas Law Review 77 (1962).
•
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practice normally and faithfully observed by the food manufacturer. He follows 
these procedures in order to  maintain and improve the quality of his product, 
to correct any deficiencies as quickly as he can discover them, and by experience 
and training to  develop the finest professional staff to conduct skillful research, 
development, production, and distribution in the field of his food technology. 
I t  requires little more than a statement of the food manufacturer’s reasons for 
keeping these records to demonstrate that they indirectly but importantly 
contribute to the welfare of consumers, and that anything which needlessly 
discourages the keeping of these records operates to the detriment of the public 
interest.111

I n d u s t r y  m a d e  th e  f u r t h e r  p o in t  t h a t  r e c o rd  in s p e c t io n  w o u ld  
“ fa il  o f  i t s  p u r p o s e  b e c a u s e  f ly -b y - n ig h t  o p e r a to r s  w h o  w o u ld  e n g a g e  
in  w il l fu l  a d u l t e r a t io n  w o u ld  n o t  b e  e x p e c te d  to  k e e p  r e c o r d s .” 112

S u b s e q u e n t  to  th e  p a s s a g e  o f  th e  1962 D r u g  A m e n d m e n ts  F D A  
m a d e  i t s  a n s w e r  to  i n d u s t r y ’s l a t t e r  p o in t  b y  i s s u in g  th e  p ro p o s e d  
r e g u la t io n s  m a k in g  r e c o r d - k e e p in g  c o m p u ls o r y .

T h e  o v e r - a l l  u s e f u ln e s s  to  th e  F D A  o f i t s  n e w  r e c o r d  in s p e c t io n  
a u t h o r i t y  w il l  c e r t a in ly  b e  e n h a n c e d  b y  th e  tw in  p o w e r  i t  h a s  a s s u m e d  
to  c o m p e l  r e c o rd - k e e p in g .  T h e  n e w  r e g u la t io n s  w il l  d o u b t le s s ly  m a k e  
“ f ly in g - b y - n ig h t” m o r e  d if f ic u lt .  O n  th e  o th e r  h a n d ,  r e c o r d - k e e p in g  
in  h e r e to f o r e  s c r u p u lo u s  f irm s  m a y  s t i l l  s u f f e r  o n  a c c o u n t  o f  th e  r .e w  
le g is la t io n .  A s  th e  g o v e r n m e n t  i t s e l f  a c k n o w le d g e s  in  th e  p r o p o s e d  
r e g u la t io n s ,  i t s  r e q u i r e m e n ts  fo r  r e c o r d - k e e p in g  m u s t  b e  a lo n g  g e n e r a l  
l i n e s ; 113 th u s  le g i t im a te  m a n u f a c tu r e r s  m a y  w e ll  d e c id e  t h e y  ca n  
n o  lo n g e r  r i s k  m a in t a in in g  c e r t a in  sp e c if ic  v a lu a b le  r e c o r d s  w h ic h  
a r e  s u b je c t  to  m is in t e r p r e t a t i o n .  T h e  n e w  a m e n d m e n ts  a n d  r e g u la 
t io n s  r e g a r d in g  th e  r e c o rd s  o f  th e  p r e s c r ip t io n  d r u g  in d u s t r y ,  th e n ,  
w ill  p r o b a b ly  m a k e  i t  h a r d e r  f o r  a  c o m p a n y  to  b e  e i t h e r  i l l i c i t  o r  
s u p e r io r .

I n  l ig h t  o f  th i s  i s s u e  th e  a d v i s a b i l i ty  o f  e x t e n d in g  th e  F D A ’s 
r e c o r d  in s p e c t io n  a u t h o r i t y  to  c o v e r  th e  fo o d , c o s m e t ic  a n d  n o n 
p r o p r i e t a r y  d r u g  in d u s t r i e s  m a y  b e  c o n s id e r e d .  A s  th e  F D A  s e e k s  to  
e n f o r c e  th e  A c t  i t s  f i r s t  p r io r i t y  is  p r o te c t io n  o f  th e  p u b l i c ’s h e a l th .  
S a f e ty  is  m o r e  d if f ic u lt  to  a s s u r e  w i th in  th e  p r e s c r ip t io n  d r u g  th a n  
w i th in  th e  o th e r  r e g u la te d  in d u s t r i e s .  T h u s ,  th e  f a c t  t h a t  r e c o r d 
k e e p in g ,  r e c o r d  in s p e c t io n  r e g u la t io n s  m a y  h in d e r  th e  c o r n e r - c u c te r  
a s s u m e s  g r e a t  w e ig h t  e v e n  w h e n  b a la n c e d  a g a in s t  th e  f a c t  t h a t  t h e

111 1962 Hearings 608.
112 1962 Hearings 645.
118 Hansen, Douglas C., “M anufacturing Control,” Proceedings: FDA Con

ference on the Kefauver-Harris D rug Amendments and Proposed Regulations, 
Feb. 15, 1963, 14-15.
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l e g i t im a te  o p e r a to r  m a y  b e  p e n a l iz e d .  W h e n  th e r e  is  le s s  im m e d ia te  
p o te n t i a l  f o r  p u b l ic  h a r m ,  th e n  th e  lo n g - r a n g e  d e le te r io u s  e f fe c ts  o f 
th e  r e g u la t io n s  t a k e  o n  g r e a t e r  im p o r ta n c e .  T h e  c o n c lu s io n  m a y  b e  
d r a w n  t h a t  e x te n s iv e  r e c o r d  in s p e c t io n  a u t h o r i t y  f o r  th e  F D A ,  in s o f a r  
a s  i t s  e f fe c t  o n  r e c o r d  m a in te n a n c e  is  c o n c e rn e d ,  is  n o t  a s  v a l id  in  
r e g u la t io n  o f  th e  fo o d , c o s m e t ic  a n d  n o n p r o p r ie ta r y  d r u g  a s  in  th e  
p r e s c r ip t io n  d r u g  in d u s t r y .

Disclosure of Trade Secrets
I n d u s t r y  o n  m a n y  o c c a s io n s  h a s  e x p r e s s e d  th e  f u r t h e r  c o n c e r n  

t h a t  g o v e r n m e n ta l  r e c o rd  in s p e c t io n  w o u ld  le a d  to  th e  r e v e a l in g  o f  
a  c o m p a n y ’s c o n f id e n t ia l  in f o rm a t io n .  T h e  v ie w  w a s  s t a t e d  a t  th e  
1962 H e a r in g s  b y  F r a n k l in  M . D e p e w , C h a i r m a n  o f  th e  F o o d ,  D r u g ,  
C o s m e tic  S e c t io n ,  N e w  Y o r k  B a r  A s s o c ia t io n ,  a s  f o l lo w s :

It cannot be too strongly stated that inspection of these factories as pro
vided by this section, by outsiders, can expose to the world trade secrets, know
how, and other confidential information. This technology is in the truest sense 
the property of its owners. Frequently, it constitutes the element of greatest 
value—in economic and competitive terms in the manufacture of a product. 
To subject such technology to outside inspection exposes it to possible dedica
tion to the public domain.114

W h e n  th e  F D A  c i te s  t h a t  th e r e  a r e  r ig id  p e n a l t i e s  fo r  d is c lo s u r e  
o f  c o n f id e n tia l  in f o r m a t io n  a n d  t h a t  t h e r e  h a v e  b e e n  n o  k n o w n  in 
s ta n c e s  w h e r e  d is c lo s u r e  h a s  o c c u r re d ,  i n d u s t r y  r e p l ie s  t h a t  d is c lo s u re  
is  e x c e e d in g ly  d if f ic u lt  to  p ro v e ,  e s p e c ia l ly  w h e n  “ y e s t e r d a y ’s g o v e r n 
m e n t  o ffic ia l ( b e c o m e s )  to m o r r o w ’s p r iv a t e  e m p lo y e e .” 115 I n d u s t r y  
is  f u r th e r  c o n c e r n e d  t h a t ,  if  a  t r a d e  s e c r e t  b e c a m e  r e le v a n t  in  a 
p r iv a t e  s u i t ,  a  s u b p o e n a  m ig h t  fo rc e  i t s  r e v e la t i o n .116

T h e r e  is  l i t t l e  d o u b t  t h a t  p r o te c t io n  o f  t r a d e  s e c r e ts  is  o f  v a s t  
im p o r ta n c e  to  c o m p a n ie s  w i th in  m a n y  in d u s t r ie s .  (A  r e p o r t  a p 
p e a r e d  r e c e n t ly  in  The New York Times117 s t a t i n g  t h a t  th e  B . F . 
G o o d r ic h  C o m p a n y  is  b r in g in g  a  t e s t  c a s e  th r o u g h  th e  c o u r t s  o n  th e  
m a t t e r  o f  a  f o r m e r  e m p lo y e e , w h o  h e lp e d  d e v e lo p  a  s e c r e t  f o rm u la ,  
g o in g  to  w o r k  f o r  a  c o m p e t i to r . )  O n c e  a g a in  th i s  f a c t  a s s u m e s  w e ig h t ,  
in  c o n s id e r in g  th e  e x te n s io n  o f  r e c o rd  in s p e c t io n  a u t h o r i t y ,  to  th e  
d e g r e e  t h a t  h e a l th  a n d  s a f e ty  a r e  n o t  e n d a n g e r e d .

114 1962 Hearings 427.
116 Cited at footnote 114.
110 1962 Hearings 628.
117 New York Times, W estern Edition, Mar. 22, 1963, p. 11, col. 4.
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CONCLUSION
T h e r e  is  l i t t l e  d o u b t  t h a t  i t  is  c o n s t i tu t io n a l  to  e x te n d  th e  F D A ’s 

r e c o rd  in s p e c t io n  a u t h o r i t y .  T h e  im p o r t a n t  q u e s t io n  a s  to  th e  w is 
d o m  o f  s u c h  e x te n s io n  r e m a in s .  I t  w o u ld  s e e m  t h a t  i n d u s t r y ’s c o n 
c e r n s  r e g a r d in g  p r o te c t io n  b o th  o f  t r a d e  s e c r e ts  a n d  o f  th e  u s e fu ln e s s  
o f  i t s  c o n f id e n t ia l  r e c o r d s  a r e  r e a l ,  a n d  t h a t  i n d u s t r y ’s p r iv a c y  s h o u ld  
be  re sp e c te d  in so fa r  as  d a n g e r  to  p u b lic  h e a lth  is re la tiv e ly  in sig n ifican t.

T h u s  w i th in  a r e a s  o f  th e  fo o d , c o s m e t ic  a n d  n o n p r o p r ie ta r y  d r u g  
in d u s t r i e s  t h a t  d o  n o t  u s e  to x ic  s u b s ta n c e s ,  o n - th e - s c e n e  o b s e r v a t io n  
o f  m a n u f a c tu r in g  p r o c e s s e s  a n d  o b je c t iv e  a n a ly s i s  a r e  n o t  o n ly  le s s  
o b je c t io n a b le  to  m o s t  c o m p a n ie s ,  b u t  m o r e  r e l i a b le  t h a n  in s p e c t io n  
o f  w r i t t e n  r e p o r t s  in  a s s u r i n g  c o n s u m e r  s a fe ty .  W h e r e  to x ic  s u b 
s ta n c e s  a r e  u s e d ,  g r e a t e r  p r e c a u t io n s  a r e  n e e d e d . N e v e r th e le s s ,  in 
s p e c t io n  o f  th e  ty p e  u s e d  fo r  th e  p r e s c r i p t io n - d r u g  in d u s t r y  s t i l l  d o e s  
n o t  s e e m  ju s t i f ie d ,  s in c e  to x ic  s u b s t a n c e s  a r e  u s e d  in  r e la t iv e ly  
m in is c u le  a m o u n ts .  H e r e ,  th e  p r e s e n t  p r o g r a m  u n d e r  th e  F o o d  a n d  
C o lo r  A d d i t iv e  B ills  o f  s u b m i t t i n g  n e w  p r o d u c t s  a n d  p r o c e s s e s  f o r  
g o v e r n m e n ta l  a p p r o v a l  p r io r  to  th e i r  in t r o d u c t io n  o n  th e  m a r k e t ,  
c o m b in e d  w i th  o b je c t iv e  in s p e c t io n  a n d  a n a ly s i s  b y  th e  g o v e r n m e n t  
a f t e r  t h e i r  m a n u f a c tu r in g  h a s  b e g u n ,  w o u ld  s e e m  to  b e  b o th  r e a l i s t i c  
a n d  r e la t iv e ly  in o f fe n s iv e  to  i n d u s t r y  in  s a f e g u a r d in g  th e  p u b lic .  I t  
w o u ld  s e e m  lo g ic a l  to  e x t e n d  th e  u s e  o f  th i s  p r o c e d u r e  to  c o v e r  
c o s m e t ic s  in  w h ic h  p o is o n o u s  s u b s t a n c e s  a r e  u se d .

I f  th e  d u a l  c r i t e r i a  o f  i n d u s t r y  p r o te c t io n  a n d  p u b l ic  s a f e ty  is  
a p p l ie d ,  i t  a ls o  s e e m s  le g i t im a te  to  e x t e n d  g o v e r n m e n ta l  a u t h o r i t y  
so  t h a t  i t  m a y  c o m p e l  th e  d is c lo s u r e  o f o n e  ty p e  o f  in f o rm a t io n .  I t  
w o u ld  b e  h a r d  to  d e m o n s t r a te  t h a t  s h ip p in g  r e c o r d s  c o n ta in e d  t r a d e  
s e c r e t s  o r  t h a t  t h e y  w e re  “ s u b je c t  to  m i s in t e r p r e t a t i o n ,”  b u t  i t  is  
e a s y  to  s e e  t h a t  th e i r  d is c lo s u r e  is  e s s e n t i a l  in  p r o t e c t in g  th e  c o n 
s u m e r  w h e n  s u s p e c t  p r o d u c ts  a r e  b e in g  d is t r ib u t e d .

I n  a  l im ite d  n u m b e r  o f  sp e c if ic  a r e a s ,  th e n ,  e x te n s io n  o f  g o v e r n 
m e n ta l  in s p e c t io n  a u t h o r i t y  s e e m s  ju s t i f ia b le .  F o r  th e  m o s t  p a r t ,  
h o w e v e r ,  n e w  la w s  a r e  n o t  th e  b e s t  m e a n s  to  s e c u re  m o re  e f fe c tiv e  
a n d  e f f ic ie n t c o n s u m e r  p r o te c t io n .  A  b e t t e r  w a y  to  a c h ie v e  th e  g o a l  
is  th r o u g h  im p r o v e m e n t  o f  w o r k in g  r e la t io n s h ip s  b e tw e e n  g o v e r n 

m e n t  a n d  in d u s t r y .

T h e  A s s i s t a n t  G e n e ra l  C o u n s e l  f o r  th e  F D A  h a s  a s k e d  th e  
q u e s t io n ,  W h y  d o e s  in d u s t r y  “ o b je c t  to  in s p e c t io n  r i g h t s  b y  th e  F o o d  
a n d  D r u g  A d m in i s t r a t io n  w h ic h  s t a n d s  a s  a  r e p r e s e n ta t iv e  o f  th e
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c o n s u m e r 118” ? P e r h a p s  o n e  b a s ic  a n s w e r  is  t h a t  i n d u s t r y  is  g e n e r a l ly  
s u s p ic io u s  o f  th e  F D A  b e c a u s e  o f  i t s  p o lic e  im a g e .  I n  th e  p a s t  th e  
F D A  h a s  s h o w n  th e  te n d e n c y  o f  a  la w  e n fo r c e m e n t  a g e n c y  to  r e ly  
u p o n  le g a l  s a n c t io n s  a s  i t s  c h ie f  m o d e  o f  o p e r a t io n .

C o m m is s io n e r  L a r r i c k  h a s  p u b l ic ly  a c k n o w le d g e d  th e  r e c o m 
m e n d a t io n s  m a d e  b y  th e  S e c o n d  C i t iz e n s  A d v is o r y  C o m m it te e  R e p o r t  
o n  th e  F o o d  a n d  D r u g  A d m in i s t r a t io n ,  w h ic h  c i te d  th r e e  s ta g e s  o f 
d e v e lo p m e n t  in  a  h e a l th  r e g u la to r y  a g e n c y .  T h e y  a r e :  “ (1 )  T h e  
p e r io d  o f  p o lic e  p o w e r  e n f o r c e m e n t ; (2 )  th e  p e r io d  o f h e a l th  e d u 
c a t io n  ( m u tu a l  c o o p e r a t io n )  ; (3 )  th e  p e r io d  o f  m a n d a te d  s e l f - in s p e c 
t io n  a n d  s e l f - r e g u la t io n .” T h e  r e p o r t  h e ld  t h a t  F D A  h a s  b e e n  in  
th e  f irs t s tag e  so fa r . “ I t  sh o u ld  p ro ceed  to  th e  second  a n d  th ird  s tag es  
a s  r a p id ly  a s  th e  n e c e s s a r y  c h a n g e s  in  a d m in i s t r a t iv e  p h i lo s o p h y  c a n  
b e  a c h ie v e d .” 119 S u c h  a  c h a n g e  in  p o lic y  w o u ld  d o  m u c h  to  e l im in a te  
r e s p o n s ib le  i n d u s t r y ’s r e s i s ta n c e  to  th e  F D A . I n s ta n c e s  in  w h ic h  
c o m p a n ie s  h a v e  c o l la b o r a te d  w i th  th e  a g e n c y  in  th e  p la n n in g  o f n e w  
r e g u la to r y  p r o g r a m s  b y  f u r n i s h in g  v a lu a b le  r e c o rd e d  d a t a  on  t r a d e  
p r a c t ic e s  w o u ld  b e  r e p e a te d  a n d  m u lt ip l ie d .

I n  c o m m e n t in g  o n  th e  C i t iz e n s  A d v is o r y  R e p o r t ,  C o m m is s io n e r  
L a r r i c k  s t a t e d :

W e will always, in my opinion, need to employ the sanctions of the statute 
to effectuate its purposes, but recent developments . . . have emphasized that 
administrative actions designed to implement preventative enforcement should 
be undertaken at an accelerated pace. This we plan to do.120

I t  is h o p e d  t h a t  th e  in e v i ta b le  e m e r g e n c ie s ,  s u c h  a s  th e  t u n a  
e p is o d e  in  th e  S p r in g  o f 1963, w ill  n o t  d i s t r a c t  th e  F D A  f ro m  th is  

g o a l .121 [ T h e  E n d ]

118 Goodrich, cited at footnote 99, p. 522.
119 The Second Citizens Advisory Committee Report on the Food and 

Drug Administration, 17 F ood D rug Cosmetic L aw J ournal 599; F ood D rug 
Cosmetic Law R eports, No. 348, November 2, 1962.

120 Larrick, Geo. P., “Administering New Food and Drug Laws,’’ 18 F ood 
D rug Cosmetic Law J ournal 133, 134 (1963).

121 “Tuna Episode Spurs Factory Inspection Bill,” Food Processing, pp. 
23-24 (June, 1963).

“Testifying at the end of April (1963) in the House Public Health and 
Safety Subcommittee’s review hearings on FDA and public health programs 
of the H E W  Department, Food and Drug Commissioner George P. Larrick 
spoke of thalidomide and tuna fish in a single breath. Mr. Larrick made 
specific legislative request to the subcommittee, saying in part:

“ ‘The factor inspection authority which was extended and clarified last 
year with respect to firms manufacturing prescription drugs should be extended 
and clarified with respect to all other manufacturers of foods, drugs and 
cosmetics.’ ”
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The Food and Drug 
Administration's View 

of Investigational Drugs
By EARL L. MEYERS

Dr. M eyers Is Chief, Controls Evaluation  Branch, D ivision o f N e w  Drugs, 
Bureau o f Medicine, o f the United States Departm ent o f Health, Edu
cation and  W e lfare . The A d d re ss  W a s  Delivered at the A n n u a l 
Pharm acy Congress, St. Jo h n 's  University, N e w  York, Ap ril 18, 1963.

T T  I S  I N D E E D  A  P L E A S U R E  to  jo in  th e  d is t in g u is h e d  s p e a k e r s  
o n  th i s  p a n e l  a n d  p a r t i c ip a te  in  th i s  s y m p o s iu m  o n  in v e s t ig a t io n a l  

d r u g s .  I t  is  t im e ly  to  t a k e  a  n e w  lo o k  a t  th e  s u b je c t  s in c e  th e  r e c e n t  
e n a c tm e n t  o f  th e  K e f a u v e r - H a r r i s  A m e n d m e n ts  to  th e  F e d e r a l  F c o d ,  
D r u g  a n d  C o s m e tic  A c t  a n d  th e  p r o m u lg a t io n  o f  th e  in v e s t ig a t io n a l  
d r u g  r e g u la t io n s  w h ic h  b e c a m e  e f fe c t iv e  F e b r u a r y  7, 1963. A t  n o  
t im e  in  t h i s  c o u n t r y ’s h i s to r y  h a s  th e  p r iv a t e  c i t iz e n  b e e n  m o r e  in r e r -  
e s te d ,  m o r e  c o n c e rn e d ,  a n d  m o re  in q u i r in g  a b o u t  d r u g s  a n d  th e i r  
r e l a t io n  to  h is  h e a l th .

L a r g e l y  d u e  to  th e  t r e m e n d o u s  s t r id e s  in  th e  g e n e r a l  f ie ld  o f  
c h e m is t r y  o v e r  th e  p a s t  tw o  d e c a d e s ,  th e r e  h a s  b e e n  a  p a r a l le l  s u r g e  
in  th e  p h a r m a c e u t ic a l  i n d u s t r y ,  r e s u l t i n g  in  th e  g r e a t e s t  d e v e lo p m e n t  
o f  n e w  d r u g s  e v e r  e x p e r ie n c e d  in  a n y  lik e  p e r io d  o f m e d ic a l  h is to r y .  
T h e  in c re a s e d  f a c to r y  in s p e c t io n  a u t h o r i t y  a n d  p o s s ib ly  s o m e  o f  th e  
o th e r  p r o v is io n s  a d d e d  to  th e  F o o d ,  D r u g  a n d  C o s m e tic  A c t  b y  th e  
a m e n d m e n ts  w e r e  u n d o u b te d ly  c a ta ly z e d  b y  th e  th a l id o m id e  d is a s te r .  
T h e  n e e d  fo r  s u c h  c o n t r o l s  h a d , h o w e v e r ,  b e e n  r e c o g n iz e d  a n d  p la n s  
f o r  m e e t in g  th i s  n e e d  h a d  b e e n  u n d e r  s tu d y  fo r  a  c o n s id e r a b le  p e r io d  
p r io r  to  t h i s  o c c u r re n c e .  T h e  in v e s t ig a t io n a l  d r u g  r e g u la t io n s  r e p r e 
s e n t  a  c r y s ta l l i z a t io n  o f  m a n y  y e a r s  o f  F o o d  a n d  D r u g  A d m in i s t r a 
t io n  e x p e r ie n c e  a n d  v i r tu a l ly  a l l  o f  th e  n e w  c o n c e p ts  c o n ta in e d  th e r e in  
w e r e  d e v e lo p e d  b e f o r e  th e  th a l id o m id e  c a s e . L ik e w is e ,  th e  n e w  le g is 
la t io n  is  m a in ly  d e r iv e d  f ro m  m o r e  t h a n  tw o  y e a r s  o f  c o n g r e s s io n a l  
h e a r in g s  a n d  le g is la t iv e  r e c o m m e n d a t io n s  d e v e lo p e d  b e fo re  th e  t h a l i 
d o m id e  c a s e . H a d  th e  s a m e  c h a n g e s  b e e n  a c c o m p lis h e d  g r a d u a l ly ,  
t h e i r  im p a c t  w o u ld  s e e m  le s s  d r a s t ic .
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Past Data Requirements Inadequate Now
I t  is  o b v io u s  t h a t  th e  m a n y  s c ie n t if ic  a d v a n c e m e n ts  m a d e  in  

r e c e n t  y e a r s  h a v e  m a d e  th e  d e v e lo p m e n t  o f  n e w  d r u g s  a n  e v e r -  
c h a n g in g  p ro c e s s .  S o  a r e  th e  te c h n iq u e s ,  m e th o d s  o f  a p p r o a c h  a n d  
s c ie n t if ic  d e v e lo p m e n ts  t h a t  m a y  r e a s o n a b ly  b e  e x p e c te d  to  b e  p e r 
fo rm e d  to  d e m o n s t r a te  s a f e ty ,  a n d  n o w  e f fe c t iv e n e s s ,  a n d  h e n c e  to  b e  
re f le c te d  in  a  n e w  d r u g  a p p l ic a t io n .  I t  s h o u ld  b e  a p p a r e n t  t h e n  t h a t  
th e  a m o u n t  a n d  ty p e  o f  d a t a  t h a t  w e r e  c o n s id e r e d  su ff ic ie n t 2 0  o r  
e v e n  10 o r  5 y e a r s  a g o  to  s u p p o r t  a  n e w  d r u g  a p p l ic a t io n  m ig h t  n o w  
b e  d e e m e d  in a d e q u a te .  I n  th i s  r e g a r d  w e  c a n  n o  m o re  b e  s t a t i c  in  
o u r  r e q u i r e m e n ts  t h a n  is  th e  m a n u f a c tu r e r  in  h is  a p p l ic a t io n  o f  n e w  
m e th o d s  to  h is  d r u g  d e v e lo p m e n t  p r o g ra m s .

L e t  u s  f i r s t  c o n s id e r  th e  p r in c ip le s  u n d e r  w h ic h  w e  n o w  a r e  o p 
e r a t i n g  th e  n e w  d r u g  p ro v is io n s  o f th e  F o o d ,  D r u g  a n d  C o s m e tic  A c t .

Definition of “ New Drug”
O n e  o f  th e  m a jo r  c h a n g e s  b r o u g h t  a b o u t  b y  th e  n e w  le g is la t io n  

is  in  th e  d e f in i t io n  o f  a  “ n e w  d r u g .”  “ E f f e c t iv e ” h a s  b e e n  a d d e d  to  th e  
d e f in i t io n . T h e  te r m  “ n e w  d r u g ” n o w  m e a n s  a n y  d r u g  w h ic h  is  n o t  
g e n e r a l ly  r e c o g n iz e d  a s  s a fe  a n d  e f fe c t iv e  b y  e x p e r t s  q u a l if ie d  to  
e v a lu a te  th e  s a f e ty  a n d  e f f e c t iv e n e s s  o f  d r u g s  w h e n  u s e d  u n d e r  th e  
c o n d i t io n s  p r e s c r ib e d ,  r e c o m m e n d e d ,  o r  s u g g e s te d  in  i t s  la b e l in g ,  o r  
w h ic h  is  r e c o g n iz e d  a s  s a fe  a n d  e f fe c t iv e  a s  a  r e s u l t  o f  in v e s t ig a t io n s  
b u t  h a s  n o t  b e e n  u s e d  f o r  a  m a te r i a l  t im e  o r  to  a  m a te r ia l  e x t e n t  u n d e r  
s u c h  c o n d i t io n s .

T h e  F e d e r a l  F o o d ,  D r u g  a n d  C o s m e tic  A c t  o f  1938 p r o h ib i te d  th e  
s h ip m e n t  o f  a  n e w  d r u g  in  i n t e r s t a t e  c o m m e rc e  u n t i l  th e  d i s t r i b u t o r  
h a d  o b ta in e d  a n  e f fe c t iv e  n e w  d r u g  a p p l ic a t io n  fo r  i t .  T h e  p u r p o s e  o f  
th e  p r e c le a r a n c e  fo r  s a f e ty  h a s  b e e n  to  o b ta in  a d v a n c e  p r o o f  t h a t  th e  
d r u g  w o u ld  b e  p r o p e r ly  p r e p a re d ,  a d e q u a te ly  la b e le d ,  a n d  s a fe  fo r  
u s e  u n d e r  th e  c o n d i t io n s  p r e s c r ib e d ,  r e c o m m e n d e d ,  o r  s u g g e s te d  in  
i t s  la b e l in g .  W e  h a v e  in v a r i a b ly  c o n s id e r e d  e ff ic a cy  in  c o n n e c t io n  
w i th  s a f e ty  in  c l e a r in g  n e w  d r u g s  w h e n  th e y  w e r e  fo r  a  p r o g r e s s iv e  
o r  l i f e - th r e a te n in g  c o n d i t io n  o r  w h e n  th e y  h a d  a  s ig n i f ic a n t  to x ic  
p o te n t i a l  f o r  h a r m  to  th e  p a t i e n t .  S a f e ty  is  a  r e la t iv e  m a t t e r  w i th  
d r u g s ,  a n d  e f f e c t iv e n e s s  h a s  b e e n  t r e a t e d  a s  th e  b a l a n c in g  f a c to r  in  
d e t e r m in in g  w h e th e r  a  n e w  d r u g  c o u ld  b e  p e r m i t t e d  to  b e  m a rk e te d .  
B u t  th e  n e w  d r u g  p r o v is io n s  d id  n o t  a u th o r i z e  u s  to  c o n t r o l  e x a g g e r 
a te d  c la im s  o r  to  e x c lu d e  f ro m  th e  m a r k e t  w o r th le s s  b u t  e s s e n t i a l l y  
in n o c u o u s  p r o d u c ts .
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Evidence of Effectiveness Required
T h e  K e f a u v e r - H a r r i s  A m e n d m e n ts  o f O c to b e r  10, 1962, r e q u i r e  

a n  a p p r o v e d  a p p l ic a t io n  n o t  o n ly  f o r  th e  s a f e ty  o f  th e  d r u g ,  a s  p r e 
v io u s ly ,  b u t  a ls o  f o r  e f f e c t iv e n e s s .  N e w  d r u g s  m a y  b e  e x c lu d e d  f ro m  
th e  m a r k e t  o r  r e m o v e d  f ro m  th e  m a r k e t  w h e n  th e r e  is  a  la c k  o f  s u b 
s t a n t i a l  e v id e n c e  t h a t  th e y  w ill  d o  w h a t  is  c la im e d  in  t h e i r  la b e l in g .  
S u b s ta n t i a l  e v id e n c e  o f  e f f e c t iv e n e s s  m e a n s  a d e q u a te  a n d  w e l l - c o n 
t r o l le d  in v e s t ig a t io n s ,  in c lu d in g  c l in ic a l  s tu d ie s ,  o n  th e  b a s is  o f  w h ic h  
i t  c a n  r e a s o n a b ly  a n d  r e s p o n s ib ly  b e  c o n c lu d e d  t h a t  th e  d r u g  w ill  
h a v e  th e  e f fe c ts  c la im e d . N o w , m a n u f a c tu r e r s  o f  n e w  d r u g s  w ill  
th e r e f o r e  n e e d  to  d e m o n s t r a te  th e i r  e f f e c t iv e n e s s  a s  w e ll  a s  s a f e ty  fo r  
th e  co n d itio n s  p resc rib ed , rec o m m en d ed , o r  su g g e s ted  in  th e ir  labeling .

F o r  d r u g s  n o w  h a v in g  a n  e f fe c tiv e  n e w  d r u g  a p p l ic a t io n ,  a p p l i 
c a n t s  g e n e r a l ly  h a v e  a  tw o - y e a r  t r a n s i t i o n a l  p e r io d  f ro m  O c to b e r  
1962, b e f o r e  s u c h  d r u g s  c o u ld  b e  o r d e r e d  o ff  th e  m a r k e t  o n  th e  so le  
g r o u n d  o f  la c k  o f s u b s t a n t i a l  e v id e n c e  o f  e f f e c t iv e n e s s  f o r  c la im s  
m a d e  f o r  th e m  b y  th e  p r e v io u s ly  c le a r e d  la b e l in g .  I n  t h i s  c o n n e c t io n  
a p p l ic a n ts  s h o u ld  r e v ie w  th e i r  l a b e l in g  c la im s  to  d e t e r m in e  w h e th e r  
t h e r e  is  s u b s t a n t i a l  e v id e n c e  in  th e  a p p l ic a t io n  to  s u p p o r t  th e m  11 
is  r e c o m m e n d e d  t h a t  a n y  p r e v io u s ly  u n r e p o r te d  e v id e n c e  p e r t in e n i  
to  t h e  e f f e c t iv e n e s s  o f  th e  d r u g  s h o u ld  b e  s u b m i t t e d  a t  a n  e a r ly  d a te .  
U n s u b s t a n t i a t e d  c la im s  fo r  e f f e c t iv e n e s s  c a n  b e  e l im in a te d  b y  s u p p le 
m e n t in g  th e  n e w  d r u g  a p p l ic a t io n  to  p r o v id e  fo r  l a b e l in g  w i th o u t  
th e s e  c la im s , o r  m a r k e t in g  o f  th e  d r u g  m a y  b e  d i s c o n t in u e d  w i th  
r e s u m p t io n  o f  m a r k e t in g  u n d e r  th e  p ro v is io n s  o f  a n  a p p r o v e d  s u p p le 
m e n ta l  a p p l ic a t io n  s u p p o r te d  b y  s u b s t a n t i a l  e v id e n c e  o f  e f f e c t iv e n e s s .

I n  o r d e r  to  o b ta in  d a t a  to  s h o w  s a f e ty  a n d  e f f e c t iv e n e s s  th e  d r u g  
m u s t  b e  d i s t r ib u t e d  to  in v e s t ig a to r s .  A c c o rd in g ly ,  th e  s t a t u t e  in c lu d e s  
a  p r o v is io n  w h ic h  a l lo w s  s u c h  d i s t r ib u t io n  a n d  a u th o r i z e s  th e  S e c r e 
t a r y  to  is s u e  r e g u la t io n s  in  t h i s  c o n n e c t io n .  R e g u la t io n s  u n d e r  w in c h  
w e  h a d  b e e n  o p e r a t in g  r e q u i r e d  o n ly  t h a t  a  n e w  d r u g  d i s t r i b u t e d  f o r  
in v e s t ig a t io n a l  u s e  b e  la b e le d  “ C a u t i o n : N e w  D r u g — L im i te d  b y  
F e d e r a l  ( o r  U n i te d  S t a t e s )  la w  to  in v e s t ig a t io n a l  u s e ,” a n d  t h a t  th e  
s p o n s o r  b e fo re  s h ip p in g  s u c h  d r u g  o b ta in  f ro m  th e  in v e s t i g a to r  a 
w r i t t e n  c o m m itm e n t  t h a t  h e  w o u ld  u s e  th e  d r u g  o n ly  fo r  in v e s t ig a 
t io n  a n d  t h a t  h e  h a d  a d e q u a te  f a c i l i t i e s  f o r  th i s  p u r p o s e .  T h e s e  s t a t e 
m e n ts  a n d  r e c o rd s  o f  s h ip m e n t  w e r e  s u b je c t  to  in s p e c t io n  b y  th e  F D A .

E x p e r ie n c e  s h o w e d  th a t  s t r o n g e r  r e g u la t io n s  w e r e  n e e d e d ,  f o r t i 
f ied  w i th  c o n c e p ts  d e s ig n e d  to  m a in ta in  b e t t e r  c o n t r o l  o v e r  th e  d is 
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t r i b u t i o n  o f d r u g s  n o t  y e t  p ro v e n  s a fe  a n d  to  g u a r d  a g a in s t  a b u s e s  
w h ic h  o c c u r r e d  u n d e r  th e  e x i s t in g  r u le s .  O n  A u g u s t  10, 1962, w e  
p u b l i s h e d  p ro p o s e d  r e g u la t io n s  c o v e r in g  th e s e  n e w  c o n c e p ts  a n d  
d es ig n ed  to  c o r re c t  th e  defic iencies. O u r  p ro p o sa ls  w e re  su b je c ted  to  a  
g r e a t  d e a l  o f  h e lp fu l  a n d  c o n s t r u c t iv e  c o m m e n t  b y  th e  s c ie n t if ic  c o m 
m u n i ty .  T h e i r  o b je c t iv e  w a s  r a t h e r  u n iv e r s a l ly  a c c e p te d  b u t  e x c e p 
t io n  w a s  ta k e n  to  s o m e  o f  th e  p r o c e d u r e s  a n d  p r o to c o ls .  T h e  r e c e n t ly  
e n a c te d  d r u g  a m e n d m e n ts  r e q u i r e  t h a t  s e v e r a l  sp e c if ic  f a c to r s  b e  
c o n s id e r e d  b e fo re  w e  e x e m p t  n e w  d r u g s  fo r  in v e s t ig a t io n a l  u se .  A f t e r  
c a r e f u l  r e v ie w  o f  a l l  o f  th e  s u b m i t t e d  c o m m e n ts  a n d  a f t e r  a  n u m b e r  
o f  m e e t in g s  w i th  g r o u p s  o f  s c ie n t i s t s  a n d  o th e r s ,  th e  f in a l r e g u la t io n s  
w e r e  p u b l i s h e d  o n  J a n u a r y  8, 1963. T h e y  b e c a m e  e f fe c t iv e  o n  F e b r u 
a r y  7, 1963.

Intent of the Regulations
T h e  in t e n t  b o th  o f  th e  r e g u la t io n s  a n d  o f  th e  la w  is  to  e n s u re ,  

am o n g  o th e r  th in g s , th a t  th e  p h a rm a ce u tic a l m a n u f a c tu r e r  w h o  w is h e s  
to  h a v e  h is  p r o d u c t  t e s t e d  o n  m a n  w ill  c o n d u c t  a d e q u a te  p r e l im in a r y  
s tu d ie s  to  ju s t i f y  c l in ic a l  t e s t in g ,  a n d  w ill  m a k e  th e  r e s u l t s  o f  th e s e  
t e s t s  f u l ly  a v a i la b le  to  th e  e x p e r t  in v e s t i g a to r  a n d  to  th e  g o v e r n m e n t  
b e fo re  th e  d r u g  is  a d m in is t e r e d  to  m a n .  T h e  m a n u f a c tu r e r  w il l  h a v e  
to  d e v e lo p  a  s c ie n t i f ic a l ly  s o u n d  p r o g r a m  fo r  th e  c l in ic a l  t e s t s  h e  p r o 
p o s e s .  H e  w ill  h a v e  to  s e e  to  i t  t h a t  th e  n e w  d r u g  is  tu r n e d  o v e r  to  
q u a l if ie d  in v e s t ig a to r s  w h o  w ill  t e s t  i t  o n  p a t i e n t s  u n d e r  th e i r  p e r 
s o n a l  s u p e rv is io n  o r  u n d e r  th e  s u p e rv is io n  o f  q u a l if ie d  in v e s t ig a to r s  
r e s p o n s ib le  to  th e m .

I t  is  i m p o r t a n t  to  e m p h a s iz e  t h a t  a  n e w  d r u g  h a s  a  d i f f e r e n t  
m e a n in g  th a n  b e f o r e  p a s s a g e  o f  th e  K e f a u v e r - H a r r i s  A m e n d m e n ts  
I n  o th e r  w o rd s  th e  in v e s t ig a t io n a l  d r u g  r e q u i r e m e n ts  a p p ly  to  th e  
c l in ic a l  s t u d y  o f  a n y  d r u g  n o t  g e n e r a l ly  r e c o g n iz e d  a s  e f fe c t iv e  a s  
w e ll  a s  s a fe  fo r  th e  in te n d e d  u se .

Important Provisions of Investigational Drug Regulations
L e t  u s  c o n s id e r  s o m e  o f  th e  m o re  i m p o r t a n t  p r o v is io n s  o f  th e  

i n v e s t ig a t io n a l  d r u g  r e g u la t io n s .  P r io r  to  d i s t r ib u t io n  o f  a  n e w  d r u g  
f o r  c l in ic a l  t e s t i n g  in  m a n  th e  s p o n s o r  o f th e  in v e s t ig a t io n  is  r e q u i r e d  
to  s u b m i t  to  th e  F D A  c e r ta in  s p e c if ie d  in f o r m a t io n  a s  p a r t  o f  a  “ N o tic e  
o f C la im ed  In v e s tig a tio n a l E x e m p tio n  fo r  a  N e w  D ru g .” T h is  in c lu d e s :

(1 )  T h e  n a m e , d o s a g e  fo rm , c o m p o n e n ts ,  q u a n t i t a t i v e  c o m p o s i
tio n , a n d  th e  chem ical s tru c tu re , if k n o w n , o f th e  n ew  d ru g  substance .
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(2 )  A  d e s c r ip t io n  o f  th e  s o u r c e  a n d  p r e p a r a t io n  o f  a n y  n e w  d r u g  
s u b s t a n c e s  a n d  th e  m e th o d s  u s e d  to  e n s u r e  th e  i d e n t i ty  a n d  u n i f o r m 
i ty  o f  th e  n e w  d r u g .  T h e  c o m p le x  c h e m is t r y  in v o lv e d  in  th e  s y n th e s is  
o f  n e w  d r u g s ,  a n d  th e  in f o r m a t io n  d e r iv e d  f ro m  n e w e r  te c h n iq u e s  
in  a n a ly t i c a l  p r o c e d u re s  in d ic a te  th e  n e e d  f o r  a  m o re  d e ta i le d  d e s c r ip 
t io n  o f  th e  s y n th e s is  a n d  th e  s p e c if ic a t io n s  fo r  th e  n e w  d r u g  s u b 
s ta n c e ,  a n d  r e l ia b le  t e s t s  f o r  th e  d r u g  a s  u s e d  in  i t s  in v e s t ig a t io n a l  
d o s a g e  fo rm . T h e s e  s h o u ld  b e  in c o r p o r a t e d  a s  p a r t  o f  th e  n e c e s s a r y  
i n f o r m a t io n  in  a  s p o n s o r ’s s t a t e m e n t .

(3 )  T h e  m e th o d s ,  f a c i l i t i e s ,  a n d  c o n t r o l s  u s e d  f o r  th e  m a n u 
f a c tu r i n g ,  p r o c e s s in g ,  a n d  p a c k in g  o f  th e  n e w  d r u g  to  e s ta b l i s h  a n d  
m a in ta in  a p p r o p r ia t e  s t a n d a r d s  o f  id e n t i ty ,  s t r e n g t h ,  q u a l i ty ,  a n d  
p u r i t y  fo r  s a f e ty  a n d  to  g iv e  s ig n if ic a n c e  to  th e  c l in ic a l  in v e s t ig a t io n s  
m a d e  w i th  th e  d r u g .

T h e  n e w  d r u g  s u b s t a n c e  in  a  d o s a g e  fo rm  o f  a  d r u g  is  p r o b a b ly  
n o t  th e  so le  d e t e r m in a n t  o f  i t s  p h a r m a c o lo g ic a l  e f f e c t iv e n e s s .  T h e  
p h y s io lo g ic a l  r e s p o n s e  m a y  b e  a  f u n c t io n  o f  th e  f o r m u la t io n  o f  th e  
d o s a g e  fo rm  a s  w e ll  a s  th e  n e w  d r u g  c o m p o n e n t .  T h e  r a te  a t  w h ic h  
th e  a m o u n t  o f  th e  n e w  d r u g  c o m p o n e n t  in  th e  d o s a g e  fo rm  is  p h y s io 
lo g ic a l ly  a v a i la b le  to  th e  p a t i e n t  u p o n  a d m in i s t r a t io n  is  a n  im p o r ta n t  
c o n s id e r a t io n .  W e  h a v e  e n c o u n te r e d  c a s e s  o f  v a r ie d  c l in ic a l  r e s p o n s e  
b e tw e e n  b a tc h e s  o f th e  s a m e  p h a r m a c e u t ic a l  f o rm u la t io n .  A d d i t io n a l  
s t u d y  h a s  in d ic a te d  t h a t  d if f e r e n c e s  in  p h y s ic a l  a n d  c h e m ic a l  p r o p 
e r t i e s  w e re  c a u s e d ,  a m o n g  o th e r  th in g s ,  b y  d if fe r e n c e s  in  p h y s ic a l  
p r o p e r t i e s  o f  th e  r a w  m a te r ia l s  s u c h  a s  c r y s ta l l i n e  o r  a m o rp h o u s  
fo rm  a n d  p a r t i c le  s iz e , c o n d i t io n s  e n c o u n te r e d  d u r in g  p r o c e s s in g ,  a n d  
c o n ta c t  o f  th e  c o m p o n e n ts  in  th e  d o s a g e  fo rm  r e s u l t i n g  in  c o m p le x -  
in g , b in d in g ,  a n d  a d s o r p t io n .  T h e r e f o r e ,  e a r ly  c o n s id e r a t io n  o f th e s e  
f a c to r s  d u r in g  th e  in v e s t ig a t io n a l  s t a g e s  o f  th e  d r u g  is  n e c e s s a r y .

I t  a ls o  b e c o m e s  i m p o r t a n t  to  e s ta b l i s h  th e  r e p r o d u c ib i l i ty  o f  th e  
d o s a g e  fo rm  o f  a  d r u g  f ro m  b a t c h  to  b a t c h  if th e  c l in ic a l  s tu d ie s  a r e  
n o t  to  b e  b ia s e d  b y  a n  u n k n o w n  v a r ia b le .  A ll b a tc h e s  m u s t  b e  u n i
fo rm  in  id e n t i ty ,  s t r e n g t h  a n d  q u a l i ty  so  t h a t  th e  p a t i e n t  r e c e iv e s  
w h a t  h e ’s s u p p o s e d  to  b e  g e t t in g .  W e  h a v e  o n ly  to  r e c a l l  r e c e n t  
o b s e r v a t io n s  t h a t  th e r e  e x i s t s  a  c o n s id e r a b le  la c k  o f  h o m o g e n e i ty  
b e tw e e n  t a b le t s  f ro m  th e  s a m e  b a t c h  to  r e a l iz e  th e  im p o r ta n c e  o f  
e a r ly  w o rk  n e c e s s a r y  to  p r o d u c e  a  u n if o rm  d o s a g e  fo rm  o f  th e  d r u g  
f ro m  b a t c h  to  b a tc h .

T h e  in v e s t ig a t io n a l  e v id e n c e  t h a t  a  d r u g  is  s a fe  a n d  e f fe c tiv e  
in  u s e  d o e s  n o t  n e c e s s a r i ly  e s ta b l i s h  t h a t  i t s  d e t e r io r a t i o n  p r o d u c ts
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a r e  s a fe  a n d  e f fe c tiv e . E v id e n c e  e s ta b l i s h in g  th e  s a f e ty  a n d  e f f e c t iv e 
n e s s  o f  o n e  o r  m o r e  b a t c h e s  o f  a  n e w  d r u g  u n d e r  in v e s t ig a t io n  h a s  
n o  s ig n i f ic a n c e  w i th  r e s p e c t  to  th e  s a f e ty  o f  s u b s e q u e n t  b a t c h e s  o f 
th e  d r u g  u n le s s  t h e y  c a n  b e  s h o w n  to  b e  th e  s a m e  a s  to  id e n t i ty ,  
s t r e n g t h ,  q u a l i ty ,  a n d  p u r i t y  a s  th e  b a t c h e s  s tu d ie d .  T h e  r e q u i r e m e n t  
in  th e  la w  a n d  r e g u la t io n s  t h a t  th e  m e th o d s ,  f a c i l i t i e s ,  a n d  c o n t r o l s  
e m p lo y e d  a r e  a d e q u a te  to  p r e s e r v e  th e  c h a r a c t e r i s t i c s  o f  a  n e w  d r u g  
n e c e s s i t a t e  s t u d y  o f  th e  s t a b i l i t y  o f  th e  p r e p a r a t i o n  d u r in g  th e  in 
v e s t ig a t io n a l  s ta g e .

Adequate Information on Preclinical Testing
(4 )  A d e q u a te  in f o r m a t io n  o n  p re c l in ic a l  t e s t i n g  to  s h o w  t h a t  

i t  is  r e a s o n a b ly  s a fe  to  in i t i a t e  th e  p ro p o s e d  c l in ic a l  s tu d ie s .  T h i s  
r e q u i r e m e n t  a r i s e s  f ro m  th e  o b v io u s  n e e d  to  c o n d u c t  a d e q u a te  t e s t i n g  
o n  a n im a ls  b e f o r e  s t a r t i n g  h u m a n  t r ia l s .  T h e  s p o n s o r ’s s u b m is s io n  
s h o u ld  c o n ta in  d e ta i l e d  d a t a  d e r iv e d  f ro m  a p p r o p r ia t e  a n im a l  e x p e r i 
m e n ts  in  w h ic h  th e  m e th o d s  u s e d  a n d  th e  r e s u l t s  o b ta in e d  a r e  c le a r ly  
s e t  f o r th .  T h i s  u s u a l ly  m e a n s  p h a r m a c o lo g ic  s tu d ie s  in  a n im a ls .  T h e  
k in d  a n d  th e  a m o u n t  o f  in f o r m a t io n  r e q u i r e d  w ill d e p e n d  o n  s e v e ra l  
f a c to r s ,  s u c h  a s  th e  n a t u r e  o f  th e  d r u g  a n d  i t s  in d ic a t io n ,  a n d  m u s t  
b e  d e te r m in e d  in d iv id u a l ly  fo r  e a c h  n e w  d r u g .

(5 )  T h e  l a b e l in g  o r  o th e r  in f o r m a t io n  to  b e  f u r n i s h e d  to  in 
v e s t ig a to r s .  T h e  c l in ic a l  i n v e s t i g a to r  m u s t  h a v e  s o u n d  in f o r m a t io n  
a s  to  p r io r  t e s t s  to  m a k e  h is  d e c is io n s  a b o u t  d o s a g e s  to  e m p lo y  a n d  
h a z a r d s  a n d  s id e  e f fe c ts  to  lo o k  f o r  in  c l in ic a l  s tu d ie s .

Qualifications of Experts
(6 )  T h e  n a m e  a n d  a  s u m m a r y  o f  th e  t r a i n in g  a n d  e x p e r ie n c e  

o f  e a c h  in v e s t i g a to r  o r  e x p e r t .  N e i t h e r  th e  1938 la w , th e  n e w  le g is 
la t io n ,  n o r  th e  i n v e s t ig a t io n a l  d r u g  r e g u la t io n s  d e f in e  w h o  is  a n  
“ e x p e r t  q u a l if ie d  b y  s c ie n t if ic  t r a i n in g  a n d  e x p e r ie n c e  to  in v e s t ig a te  
th e  s a f e ty  o f  d r u g s . ”  W e  b e l ie v e  t h a t  a t  l e a s t  in  th e  e a r ly  p h a s e s  o f  
c l in ic a l  in v e s t ig a t io n  o f  a  n o v e l  d r u g  i t  r e f e r s  to  p h y s ic ia n s  w h o  h a v e  
e x p e r ie n c e  in  d r u g  in v e s t ig a t io n  a n d  a r e  s p e c ia l is t s  in  th e  f ie ld  a p 
p l ic a b le  to  th e  sp e c if ic  d r u g .  F u r th e r m o r e ,  t h e y  s h o u ld  h a v e  a d e q u a te  
f a c i l i t i e s  fo r  i n v e s t ig a t io n  w i th  r e s p e c t  to  p a t i e n t s ,  c l in ic a l  l a b o r a to r y  
s e rv ic e s ,  a n d  t im e  to  g iv e  a t t e n t io n  to  s u c h  s tu d ie s .  T h i s  u s u a l ly  
d o e s  n o t  a p p ly  to  th e  b u s y  g e n e r a l  p r a c t i t io n e r .  I n i t i a l ly ,  th e  a n t i c 
ip a te d  e f fe c ts  o f  t h e  s e c t io n s  o f  th e  r e g u la t io n s  d e a l in g  w i th  th e  
q u a l i f ic a t io n s  o f  e x p e r t s  a r e  t h a t  s p o n s o r s  o f  in v e s t ig a t io n s  w il l  o b ta in
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a n d  m o r e  c a r e f u l ly  c o n s id e r  th e  q u a l i f ic a t io n s  o f  i n v e s t ig a to r s  to  d o  
w h a t  is  r e q u i r e d  w i th  s a f e ty  a n d  in  a  m a n n e r  t h a t  w il l  c o n t r i b u te  
to  a n  e v a lu a t io n  o f  th e  d r u g .  C le a r ly ,  a  c l in ic a l  in v e s t i g a to r  s h o u ld  
b e  q u a l if ie d , s h o u ld  m a in ta in  a n d  m a k e  a v a i la b le  r e q u i r e d  r e c o rd s  
a n d  r e p o r t s ,  a n d  s h o u ld  u s e  s o u n d  s c ie n t if ic  ju d g m e n t  in  t e s t i n g  
a  n e w  d r u g .  T h e  in f o r m a t io n  w i th  r e s p e c t  to  th e  q u a l if ic a t io n s  o f 
in v e s t ig a to r s  w il l  b e  h e lp fu l  to  th e  F D A  in  e v a lu a t io n  o f  t h e i r  r e p o r t s  
in  n e w  d r u g  a p p l ic a t io n s .

(7 )  A n  o u t l in e  o f  th e  p la n n e d  in v e s t ig a t io n s ,  w h ic h  m a y  b e  
s u b m i t t e d  b y  p h a s e s .  P h a s e s  (1 )  a n d  (2 )  c o v e r  th e  c l in ic a l  p h a r m a 
c o lo g y  w i th  a d m in i s t r a t io n  o f  th e  d r u g  in  a  c lo s e ly  c o n t r o l le d  s c ie n t if ic  
e n v i r o n m e n t  to  a  l im i te d  n u m b e r  o f  p a t i e n t s  a n d  u n d e r  p r o fe s s io n a l  
c o n t r o l s  w h ic h  a s s u m e  a  la r g e  m e a s u r e  o f  s a fe ty .  P h a s e  (3 )  c o d e r s  
th e  c l in ic a l  t r i a l  in  w h ic h  th e  d r u g  is  u s e d  w i th  a l a r g e r  g r o u p  o f  
p a t i e n t s  b y  d i f f e r e n t  p h y s ic ia n s  f o l lo w in g  s u b s t a n t i a l l y  th e  s a m e  i n 
v e s t ig a t io n a l  p ro c e d u re s .  R e a s o n a b le  f le x ib i l i ty  o f  a  p la n  o f  in v e s t i 
g a t io n  is  p r o v id e d  fo r .  A n  in v e s t ig a to r  m a y  p u r s u e  p r o m is in g  le a d s  
t h a t  m a y  e m e r g e  in  th e  e a r ly  s t a g e s  o f  h is  in v e s t ig a t io n s ,  a n d  h e  
m a y  m o d ify  e x p e r im e n ta l  d e s ig n  o n  th e  b a s is  o f  e x p e r ie n c e ,  a d v i s in g  
th e  s p o n s o r  in  p r o g r e s s  r e p o r t s .  D u r i n g  c l in ic a l  s tu d ie s ,  r e a s o n a b le  
v a r ia t io n s  o f  in v e s t ig a to r s ,  p a t i e n t s ,  a n d  d e s ig n  a r e  p o s s ib le .

(8 )  I f  th e  d r u g  is  so ld , a  fu ll  e x p la n a t io n  o f  w h y  s a le  is  n e c e s 
s a ry .  I n  c e r ta in  in s t a n c e s  t h e r e  m a y  b e  ju s t i f i c a t io n  fo r  c h a r g in g  
fo r  a n  in v e s t ig a t io n a l  d r u g .  H o w e v e r ,  w e  b e l ie v e  w e  s h o u ld  h a v e  
th e  f a c ts  so  t h a t  w e  m a y  r e a c h  o u r  o w n  d e c is io n  a s  to  w h e th e r  s a le  
o f  th e  d r u g  r e p r e s e n t s  p r e m a tu r e  c o m m e r c ia l iz a t io n .

T h e  r e g u la t io n s  a ls o  p r o v id e  t h a t  n e i th e r  th e  s p o n s o r  n o r  a n y  
p e r s o n  a c t in g  o n  h is  b e h a lf  s h a l l  d i s s e m in a te  a n y  p r o m o t io n a l  m a te r ia l  
r e p r e s e n t in g  th e  in v e s t ig a t io n a l  d r u g  to  b e  s a fe  o r  u s e fu l  f o r  th e  
p u r p o s e s  fo r  w h ic h  i t  is  u n d e r  in v e s t ig a t io n .  I n  c o n s id e r a t io n  o f  
th i s  p o in t  in  th e  r e g u la t io n s ,  f e a r  w a s  e x p r e s s e d  t h a t  th i s  w o u ld  
p r e v e n t  th e  p r e s e n ta t io n  o r  p u b l ic a t io n  o f  s c ie n t if ic  p a p e r s  o r  r e p o r t 
in g  o f  s u c h  in  th e  la y  p re s s .  T h i s  is d e f in i te ly  n o t  i t s  in te n t io n .  
N o th in g  h e r e  w o u ld  fo re c lo s e  a n  e x c h a n g e  o f  s c ie n t if ic  v ie w s  a b o u t  
a  n e w  d r u g  b y  s c ie n t i s t s .  N o r  w o u ld  a n y t h in g  h e r e  in te r f e r e  w i th  
b o n a  f id e  s c ie n c e  r e p o r t in g .

T h e  s p o n s o r  a ls o  is  r e q u i r e d  to  in fo rm  a l l in v e s t ig a to r s  a n d  th e  
F D A  o f f in d in g s  w h ic h  s u g g e s t  a n y  h a z a r d  in  u s e  o f  th e  d r u g ,  a n d  
to  d is c o n t in u e  th e  i n v e s t ig a t io n  a n d  to  r e c a l l  o u t s t a n d in g  s to c k s  o f

p a g e  397INVESTIGATIONAL DRUGS



th e  d r u g  if  th e  in v e s t ig a t io n s  r e v e a l  f a c ts  s h o w in g  t h a t  th e r e  is  s u b 
s t a n t i a l  d o u b t  th e y  m a y  b e  c o n t in u e d  s a fe ly . T h e  p r o m p t  d is s e m in a 
t io n  o f f in d in g s  o f  a d v e r s e  e f fe c ts  m a y  f a c i l i t a te  th e i r  e a r ly  e v a lu a t io n  
w h ic h  w o u ld  n o t  o th e r w is e  o c c u r  if  th e y  r e m a in e d  a s  i s o la te d  o b s e r 
v a t io n s ,  p o s s ib ly  w i th o u t  id e n t i f ic a t io n  o f  th e  d r u g  a s  a  c a u s a t iv e  
a g e n t .

I t  s h o u ld  a ls o  b e  n o te d  t h a t  w h e n  th e  s p o n s o r  f ile s  w i th  th e  F D A  
th e  n o t ic e  o f  c la im e d  in v e s t ig a t io n a l  e x e m p tio n  fo r  a  n e w  d r u g ,  h e  
a n d  th e  in v e s t ig a to r s  a r e  f re e  to  p ro c e e d  w i th o u t  n o t if ic a t io n .  I f ,  
h o w e v e r ,  t h e r e  is  f a i lu r e  to  c o m p ly  w i th  th e  c o n d i t io n s  o f  th e  e x 
e m p t io n s  a n d  f a i lu r e  to  c o r r e c t  th e  s i t u a t i o n  o n  n o t i f ic a t io n  o f  it ,  
t h e  C o m m is s io n e r  s h a l l  n o t i f y  th e  s p o n s o r  o f  th e  t e r m in a t io n  o f 
t h e  e x e m p tio n .

Reports from Investigator to Sponsor
E a c h  in v e s t ig a to r  in v o lv e d  in  c l in ic a l  p h a r m a c o lo g y  a n d  in  c l in 

ic a l  t r ia l s  is  r e q u i r e d  to  s u b m i t  th e  f o l lo w in g  in f o r m a t io n  to  th e  
s p o n s o r  o f  th e  i n v e s t ig a t io n  :

(1 )  A  s t a t e m e n t  o f  h is  e d u c a t io n ,  e x p e r ie n c e ,  a n d  th e  f a c i l i t i e s  
h e  w ill  e m p lo y  in  th e  in v e s t ig a t io n .

(2 )  A n  o u t l in e  o f  th e  p la n  fo r  h is  in v e s t ig a t io n .

(3 )  S t a t e m e n t s  s h o w in g  h e  u n d e r s ta n d s  th e  c o n d i t io n s  g o v e r n 
in g  th e  u s e  o f  in v e s t ig a t io n a l  d r u g s ,  in c lu d in g  th e  m a in te n a n c e  o f 
r e c o rd s ,  th e  s u b m is s io n  o f  r e p o r t s  to  th e  s p o n s o r ,  a n d  m a k in g  h is  
r e c o r d s  a v a i la b le  fo r  g o v e r n m e n t  in s p e c t io n .

S o m e  in v e s t ig a to r s  h a v e  f e l t  n o  o b l ig a t io n  to  s u b m i t  r e p o r t s  a n d  
s o m e  s p o n s o r s  h a v e  e x e r te d  l i t t l e  e f f o r t  to  o b ta in  th e m . M a k in g  th e  
s u b m is s io n  o f  r e p o r t s  a  c o n d i t io n  fo r  r e c e iv in g  th e  d r u g  s h o u ld  g o  
f a r  in  c o r r e c t in g  th is .  W e  h a v e  r e c e iv e d  a  n u m b e r  o f  c o m m e n ts  to  
th e  e f fe c t  t h a t  th e  b u r d e n  o f  p r o d u c in g  r e q u i r e d  r e c o rd s  a n d  r e p o r t s  
w il l  d i s c o u ra g e  s o m e  p h y s ic ia n s  f ro m  p a r t i c ip a t in g  in  in v e s t ig a t io n s .  
T h i s  m a y  w e ll  h a p p e n  in  so m e  in s ta n c e s .  H o w e v e r ,  th e  f a i lu r e  to  
r e c o rd  a n d  r e p o r t  r e s u l t s  o f  th e  in v e s t ig a t io n a l  u s e  o f  d r u g s  f o r  th e  
b e n e f i t  o f  th e  m e d ic a l  c o m m u n i ty  m a y  le a d  to  a  r e p e t i t io n  o f  d r u g  
in ju r i e s  a n d  d e a th s  t h a t  m a y  o th e r w is e  b e  a v o id e d .

W e  h a v e  a ls o  r e c e iv e d  c o m m e n ts  w i th  r e s p e c t  to  th e  p r o v is io n  
w h ic h  a l lo w s  in s p e c t io n  o f  t h e  r e c o r d s  o f  th e  in v e s t ig a to r s  in  t h a t  
t h i s  m a y  e n c r o a c h  o n  th e  p h y s ic ia n - p a t i e n t  r e la t io n s h ip .  T h e r e  is  n o  
i n t e n t  to  r e q u i r e  in d iv id u a l  p a t i e n t  id e n t i f ic a t io n  o r d in a r i ly .  S u c h
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inform ation may be considered necessary, however, in certain  in
stances w here there is reason to believe th a t the records do not 
represent actual cases studied or do not represent actual results 
obtained or w here the records of particu lar patients indicate th a t a 
m ore detailed study is required.

Patient Consent Provision

Of particular in terest is the patien t consent provision included 
in the new am endm ents to the Act. I t  is required th a t the sponsor 
of the investigation obtain a certification from an investigator th a t 
he will inform any hum an beings or their representatives (including 
controls) th a t the drug  is being used for investigational purposes 
and obtain their consent for such use except where the investigator 
deems it not feasible or, in his professional judgm ent, contrary  to 
the best in terests of such hum an beings. T his requirem ent reflects 
the long-standing belief by our society and others th a t patients who 
are being used as experim ental subjects should first give their consent.

W e received a num ber of com m ents w ith respect to the special 
s ta tu s  of radioactive new drugs for investigational use. Pending 
fu rther consideration, these drugs are exem pt from the investigational 
d rug  regulations if they are shipped in accordance w ith  curren t 
regulations of the Atom ic Energy Commission.

T he investigational d rug regulations contain only a brief s ta te
m ent on new veterinary  drugs for investigational use pending issu
ance of specific regulations. T he regulations provide for use of drugs 
for tests on animals. However, meat, milk and eggs derived from 
trea ted  food anim als may not be used for food purposes until the 
FD A  allows such use on a showing th a t d rug  residues do not cause 
the food to be unsafe.

Final Regulations Not Immutable

Final regulations are not as im m utable as the w ord “final” m ay 
im ply to the nonbureaucrat. T he investigational d rug regulations 
can be changed when the need for change becomes apparent. The 
m edical profession, pharm acists, pharm aceutical m anufacturers, and 
any others who are in terested  should feel free to  suggest improvements 
a t  any time. And w here such suggestions are consistent w ith  our 
jo in t basic responsibility to  see th a t the righ ts of patients are fully 
safeguarded in a testing  program , we will propose appropriate changes.
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Such proposals would be subject to com m ent by in terested  persons 
ju s t as the curren t regulations were.

W e anticipate th a t the sponsor’s statem ent on investigational 
antibiotic drugs will be processed by the same scientists as any other 
investigational drug. All of the scientific and technical resources of 
the FD A  will be employed in the evaluation of the sponsor’s notice 
and of the progress reports.

W here drugs were under clinical trial on man on or after A ugust 
10, 1962, the sponsor was required to subm it a list of such investi
gational drugs by M arch 9, 1963. W e have received lists containing 
the names of approxim ately 2,500 drugs which were under investi
gation. T he sponsor is required to  subm it to the FD A  by June 7, 
1963, the completed “Notice of Claimed Investigational Exem ption 
for a New D rug ,” a new drug application, or a statem ent of discon
tinuance of clinical trials for each of these listed drugs.

If a sponsor proposes to continue the clinical investigation of 
his d rug after he subm its a new drug application, it will be necessary 
for him to subm it a com pleted “Notice of Claimed Investigational 
Exemption for a New Drug,” or to furnish all the information required 
by such “N otice” covering the continuation of the clinical trials as 
p art of the new drug application. Any inform ation already a part 
of the new drug application m ay be incorporated by reference in a 
sponsor’s statem ent.

A fter an application is approved it m ay be desirable to initiate 
additional investigations w ith the drug. If such investigations are 
lim ited to use of the drug under conditions covered by the approved 
labeling as to indications, dosages, duration, and so forth, then no 
advance notification to the FD A  is required. An example of such 
studies m ight be double blind com parison of the approved dosage 
form of the new drug w ith a placebo and other active drugs to develop 
additional inform ation w ith respect to effectiveness. A lthough no 
prior notification is required, the results of such studies should be 
reported  to the FD A  under the records and reports requirem ent for 
approved drugs and antibiotics contained in the K efauver-H arris 
A m endm ents.

However, if the clinical investigations involve use of the drug 
for purposes or under conditions as to indications, dosage, or duration 
of use differing from the approved labeling, prior to s ta rting  clinical 
study, it should be covered by subm ission to the FD A  of the claimed
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investigation exem ption to the ex ten t applicable. D ata required 
by the sponsor’s statem ent m ay be incorporated by reference to the 
approved new drug application.

T he m arvelous advances th a t have been made in recent years 
by m ost firms to im prove the new drug supply m ust be carried for
ward. F irm s tha t carry  out these investigational procedures in their 
own facilities m ust assure them selves of the com petence and relia
bility  of scientific personnel in charge of th is work. T hey m ust fu rther 
provide the scientists w ith com plete and up-to-date equipm ent, ade
quate to m aintain the identity, strength , quality and purity  of such 
new drugs. Those firms which rely upon independent laboratories 
m ust assure them selves that the laboratory they choose is reliably 
fulfilling the tasks it has agreed to perform.

Start of a New and Challenging Period

No doubt every one of us will agree th a t the past year has 
m arked the s ta rt of a new and challenging period for the drug in 
dustry. A com bination of circum stances has aroused the public 
in terest in know ing more about the drug business. There is no doubt 
in my mind th a t the operations of the FD A  will be subjected to 
the same close scrutiny as the operations of the drug  industry.

T he governm ent regulatory  official m ust always rem em ber tha t 
the w ork he is doing and the decisions he is m aking are subject a t 
any tim e to public review. And it may well be th a t the only way 
the drug industry  is going to keep the confidence of the A m erican 
public in its products will be for it to live in a goldfish bowl, too.

W henever in the past there have been new controls proposed 
for the drug industry  and for a tim e after new legislative controls 
came into force, there were num erous voices heard decrying the ruin 
of this industry. I t  is no different a t this time. I t  should be em pha
sized tha t the investigational d rug regulations are designed to  elim
inate all unnecessary risks to the public th a t m ay arise from the 
developm ent of new drugs and at the same tim e to impose only those 
restric tions on the conduct of investigational procedures necessary 
to accomplish this.

Conclusion

T he regulations establish no criteria as to w hat constitutes ade
quate preclinical investigation to justify  tests in man. W e will deal 
w ith gross inadequacies initially. W e propose to  utilize fully the
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resources of the medical and scientifically related  com m unities, in
cluding the com petent scientists in industry , to  develop criteria  
th a t in the long run will raise standards to fu rther m inim ize the 
risks inheren t in new drug  developm ent. I t  is not our purpose to 
in terfere w ith  the developm ent of useful new drugs bu t to prom ote 
a  responsible approach utiliz ing  the best available m ethodology.

W e have discussed some problem s re la ting  to investigational 
drugs. I t  is not possible in a lim ited tim e to discuss all of the aspects 
of the problem . I, for one, believe we cannot reasonably furnish  a 
b lueprin t for a general plan of investigational studies of new drugs. 
I believe, however, th a t scientists, w hether they  are from  industry  
or governm ent, can easily agree as to the adequacy of any particu lar 
study  and w hat constitu tes a reasonable in terp re ta tion  of its results. 
I am sure we will agree th a t the public health  and a safe and effective 
drug  supply are the first considerations. [The End]

ANNOUNCE STUDY OF STATE AND LOCAL FOOD 
AND DRUG LAWS

Food and D rug Administration Commissioner George P. Larrick 
has annouced that a comprehensive study of state and local food and 
drug laws and their enforcement will be conducted. The study of state and 
local food, drug, device, cosmetic, and hazardous substances laws, pro
grams and facilities has the following basic objectives:

1. To identify what the state and local governments are providing 
consumers in terms of food and drug protection.

2. T o identify and analyze similarities, variations, inconsistencies, 
and duplications affecting the laws, workload, organization, personnel, 
facilities, program, policies, budgetary and other problems confronting 
state and local agencies.

3. T o identify areas which could be improved by better state and 
local laws, organization, personnel, facilities, programs, policies, budgets 
and federal programs, or by improved coordination between federal, 
state, and local programs, and provide recommendations to accomplish 
improvements in each identified area.

4. To provide goals, guidelines as to means of approach, and time
tables to attain any improvements and modifications deemed necessary.

Commissioner Larrick advised that it is hoped that the independent 
study by an organization outside of government will bring to  light any 
needed improvement in laws, organization, and support for federal-state 
coordination.

Public Administration Service, Chicago, Illinois, a nonprofit organi
zation, will carry out the project over a period of 18 months. The cost 
to the federal government will be $250,000.
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L i a b i l i t y :  U s e  o f  

I n v e s t i g a t i o n a l  D r u g s

By GEORGE E. SCHREINER, M. D.

Dr. Schreiner Is a  Professor o f M ed ic ine  at the G eorge tow n  University 
Hosp ita l and  School o f Medicine, and  Director of the H o sp ita l’s C lin ical 
Study Unit. He Is the President o f the Am erican Federation for C lin ica l 
Research. This Paper Is Reprinted from the Proceed ings o f the N a tiona l 
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"D E C E N T  D E V E L O P M E N T S  including the grow th of clinical re- 
search centers, the new FD A  regulations and the publicity on 

Thalidom ide have prom pted this exam ination of the m oral and legal 
entanglem ents of clinical investigation.

Purpose of the Clinical Investigator
T he prim ary purpose of clinical investigation is to produce scien

tifically reliable data w ithin the fram ework of a rational experim ental 
design, conceived to answ er a specific question, or sim ply to serve 
the investigator’s curiosity. Experim ental design is usually directed 
coward a significant biology problem. T he purpose of d rug  investiga
tion is to acquire and in terp re t reliable data which m ay lead to the 
proper application of new therapeutic agents. Medicine needs both 
clinical, basic and therapeutic investigation if it is to  advance in 
knowledge and wisdom.

T he purpose of clinical research is not necessarily to rem ain safe, 
to please lawyers, to satisfy bureaucrats, to avoid controversy, or 
even to avoid law suits. One can avoid them  by not doing clinical 
investigation.

W hile fulfilling his purpose, the clinical investigator m ust w ork 
w ithin a fram ew ork which includes the personal tastes of the patient, 
the obligations imposed by the common good, the w orkings of some 
fundam ental m oral code, the times and custom s of the society in 
which the w ork is to be done, the ethics of the medical profession 
and the personality  and in tegrity  of the investigator.
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T he purpose of law in this area and, therefore, all the lawm akers 
and the judges, is to encourage the g reatest am ount and quality of 
clinical research which can be done w ithin this fram ew ork and to 
help both the investigator and the patien t over apparent conflicts. 
T he law m ust be forw ard-looking and constructive. I t  should not 
prohibit long lists of specific activities, presum e dishonesty on the 
p art of the investigator, police the details of experim entation, or 
provide a series of legalistic blockades so in tricate th a t the path of 
progress becomes an obstacle course.

Role of the Clinical Investigator
Possessing, as he does, an unusual degree of drive, a variety  of 

m otivating influences and an abiding intellectual curiosity, the clini
cal investigator is understandably  anxious to get on w ith the job of 
procuring and in terp re ting  scientifically acceptable data, yet he m ust 
at no tim e lose sight of his parascientific or social obligations.

These in c lu d e:
(1) T he part of his activities which touches directly on the 

doctor-patient re la tio n sh ip ;
(2) T he necessity (for the sake of his own long-term  interest 

as well as those of his profession and his contem porary society) of 
conscious re-affirmation of the d ignity  of the individual who is 
acting as an experim ental sub ject; and

(3) T he m oral implications of a breach of ethics or to tally  
nonconform ing behavior even if such actions should resu lt in 
scientifically acceptable data.

P u t in the ra ther concise and concrete term s of Teddy Roosevelt, 
“Y our righ t to sw ing ends where my chin begins.” T he scientific 
investigator, while quite legitim ately crying for freedom of activity, 
m ust in the same breath  adm it tha t no freedom of concrete activity  
can be to tally  unrestricted.

The Nature of Human Experimentation
One source of confusion in discussions on this topic involves a 

clear understanding of the nature of clinical research and the patient. 
The legal precedents which have been well-defined by Ladim er1 stem 
from the allegedly negligent application of experim entation to a pure

1 Ladimer, I. “Experimentation. Medi
cal Practice or Malpractice.” World 
Medical Journal, May 1962.
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service situation, the giving of a medicine, and operation or a thera
peutic m aneuver intended solely for the pa tien t’s im m ediate benefit. 
On the other hand, much of the intellectual w riting  and legal rum ina
tions has stem m ed from public revulsion to the bru tal m anipulations 
of hum an beings carried out by Nazi scientists and docum entée at 
the N urem berg trials. These articles are usually equipped w ith  the 
slogan “hum an beings were used as guinea pigs.” A ctually  I know 
of no instances in which guinea pigs have been so treated. H isto ry  
provides sufficient examples for the sum m ary statem ent th a t m an’s 
inhum anity to m an has far outstripped any b ru tality  encountered in 
anim al experim entation.

The Nature of Human Research
H um an research is a spectrum  w ith  a decreasing order of direct 

and personal good to the research subject. Each experim ent, the 
danger of every procedure and the toxicity of a new drug  m ust be 
examined by the investigator in relationship to such a g rad ing  of 
direct and personal good.

Grade I.—T he clinical investigation is concerned in whole or in 
p art w ith the relative efficacy of a therapeutic regime applicable to 
the im mediate clinical situation of the patient. A concrete example 
would be the study of a new diuretic agent, a com bination of diuretics 
or a synergism  of some physiologic aberration such as acidosis :n a 
patient with refractory congestive heart failure. An efficacious diuretic 
regim e would clearly be beneficial. H ere the grav ity  of the situation 
determ ines the lim its of acceptable danger and toxicity. T he usual 
example, cancer chem otherapy in m etastatic carcinoma, perm its the 
use of highly toxic agents because of the grav ity  of the prognosis. 
In  the edema problem, one would probably not be justified in using 
a highly toxic agent nor, on the o ther hand, be compelled to use agents 
in the order of decreasing toxicity. One does need to be concerned 
w ith  the design of the study to yield the proper inform ation.

Grade II .—T he investigation m ight redound to the long-term  
benefit of the patient, th a t is they are related to the condition which 
the patien t is actually suspected of having. For example, cardiac 
catheterization to determ ine the hem odynam ics in the early stages 
of rheum atic heart disease can be well-justified if it helps to  elucidate 
the natural history of rheum atic heart disease, since a t some stage 
of the p atien t’s known disease he m ight conceivably benefit from the 
to tal body of such inform ation. By the same token, Dr. Gold’s ex
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perim ents on the use of hum ans for the bio-assay of digitalis prepara
tions would fall into th is category.

Grade III.—T he use of hum ans for study or experim entation on 
conditions which the individual may acquire w ith a high degree of 
probability. Exam ples would be base line studies on young m arried 
women who m ight be expected to become p regnan t; research on the 
common co ld ; hum an experim ent on the mechanism of auto accident 
injuries, and so forth. Obviously, all of us would qualify in experi
m ents on arteriosclerosis.

Grade IV.— H um an experim entation for conditions which the 
research subject will not probably acquire. H ere justification m ust 
bring  in some other principle than  direct good, such as a contribution 
to the common good or to society in general. An example would be 
deliberately induced nutritional deficiencies in hum an volunteers, de
liberate induction of rare diseases or the giving of a disease to a 
volunteer in a nonendemic area. I t  is im probable th a t the knowledge 
would ever be to his personal good.

Grade V.—W ould be the simple use of hum an volunteers for 
studies which do not bear any close relationship to any disease proc
ess or condition which could conceivably affect them  now or later, 
bu t which is designed m erely to tu rn  up statistical data, biochemical 
or physical data which m ight add to the sum total of our basic 
knowledge. Pure examples are hard to cite. A possible one would be 
the insertion of needle probes into various organs to m easure oxygen 
tension of norm al organs.

I t  seems to me th a t these grades of hum an research require care
ful, philosophic, legal and m oral distinctions. Failure to make such 
distinctions in our discussion would lead to a g reat deal of muddled 
th ink ing  when one has to consider such concrete item s as inform ed 
consent, pre-clinical anim al studies, detailed knowledge of toxicity, 
ethical righ ts of dom ain over our bodies and a host of o ther con
siderations. For example, a patien t w ith a crush syndrom e m ight 
legitim ately  volunteer for an experim ental technique of leg am puta
tion, w ith the chance th a t it could also remove a source of infection, 
catabolism  and toxic potassium  accum ulation. A norm al volunteer, 
however, could not subm it to such an operation if our m oral code 
denies him the rig h t to maim or destroy his body.

The Investigator and His Personal Code
In the early experience w ith hum an research, the average in

vestigato r rarely  makes a conscious basic decision concerning the
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moral restrictions on his life’s work. In  the 17 years since I did my 
first research on a human, including five years as a national officer 
of the largest organization of clinical investigators, I have encount
ered a t m ost a dozen individuals who have exhibited skepticism  and 
attem pted rationally to dissolve their doubts. For my own students 
or fellows in th a t position, I have borrowed a device from Dr. Louis 
W elt and asked them  to read a year’s issue of the Journal of Clinical 
Investigation, analyze the experim ental design and make a m oral ju d g 
m ent as to w hether they could do the studies. T hey  have found in 
dividual protocols which deviate from their own personal m oral code, 
bu t I have never encountered a potential investigator who rejected  a 
career in clinical investigation on serious m oral grounds. I feel sure 
tha t m any men resolve their doubts privately, bu t m ost investigators, 
I believe, creep into the m oral problem s after a series of personal 
experiences which lead them  aw ay from Grade I research into less 
direct categories where doubt m ay suddenly assail them . U ltim ately  
one makes his decision on the basis of a personal m oral code, his 
m easuring instrum ent. W h at are the general codes by which he can 
calibrate and judge his own instrum ent? Briefly they are :

The M oral Law .— For the theist this involves considerations of 
the relationship of m an to his creator and his fellow creatures. T his 
has been in terpreted  in the natu ral order largely by scholastic phi
losophers and by the w riting  or teachings of accepted religious leaders 
such as the oft-quoted statem ent of Pope P ius X I I2 in which the 
m oral law is stated  “to set up its lim its to the medical in terests of 
the patien t.” T his view restric ts the p atien t’s righ t to “involve his 
physical or psychic in tegrity  in medical experim ents or research when 
they  entail serious destruction, m utilation, wound or perils.” Such 
restrictions also im pair the righ t of an experim enter to use himself 
as the subject.

For the nontheist, m oral laws do not have upper case values and 
obtain their validity by the general agreem ent of m an’s experiences, 
the conscious acceptance of profound leaders, the test of h istory  or 
the in terpretation  by natural philosophers of m an’s d ignity  as an 
individual, for example, th a t of K an t “every man is to be respected as 
an absolute end in himself . . .  it is a crime against the d ignity  th a t 
belongs to him  as a hum an being, to  use him as a m ere m eans for

a Pope Pius XII. “Moral Limits of on Histopathology of the Nervous Sys- 
Medical Research and Treatment.” Read tern, September 14, 1952. 
before the First International Congress
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some external purpose.” E instein3 has sum m arized this validity  in 
“O ut of My L ater Y ears” : “ I t  is a privilege of m an’s moral genius to 
advance ethical axioms which are so comprehensive, so well founded, 
th a t men will accept them  as grounded in the vast mass of their 
individual emotional experiences. . . . T ru th  is w hat stands the test 
of experience.”

The Nuremberg Code.—This is sum m arized below.
“T H E  N U R E M B E R G  C O D E  F O R  H U M A N  E X P E R IM E N T ”

(1) T he voluntary  consent of the hum an subject is absolutely 
essential.

(2) T he experim ent should be such as to yield fruitful results 
for the good of society, unprocurable by other m ethods or m eans of 
study, and not random  and unnecessary in nature.

(3) T he experim ent should be so designed and based on the 
results of animal experim entation and a knowledge of the natural 
history of the disease or o ther problem s under study th a t the an
ticipated results will justify  the perform ance of the experim ent.

(4) T he experim ent should be so conducted as to avoid all 
unnecessary physical and m ental suffering and injury.

(5) No experim ent should be conducted where there is a prior 
reason to believe th a t death or disabling in jury  will o ccu r; except, 
perhaps, in those experim ents where the experim ental physicians 
also serve as subjects.

(6) T he degree of risk to be taken should never exceed th a t to 
be taken by the hum anitarian  im portance of the problem  to be 
solved by the experim ent.

(7) P roper preparations should be made and adequate facilities 
provided to pro tect the experim ental subject against even remote 
possibilities of injury, disability or death.

(8) T he experim ent should be conducted only by scientifically 
qualified persons. T he highest degree of skill and care should be 
required through all stages of the experim ent of those who conduct 
or engage in the experim ent.

(9) D uring  the course of the experim ent the hum an subject 
should be at liberty  to bring the experim ent to an end if he has 
reached the physical or m ental state where continuation of the 
experim ent seems to him to be impossible.

3 Einstein, A. “Out of My Later 
Years.” New York Philosophical L i
brary (1950).
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(10) D uring the course of the experim ent the scientist in 
charge m ust be prepared to term inate the experim ent a t any stage, 
if he has probable cause to believe, in the exercise of good faith, 
superior skill and careful judgm ent required of him th a t a continu
ation of the experim ent is likely to result in injury, disability or 
death of the experim ental subject.4

The personal codes of scientists with a philosophical talent and a 
highly developed ethical sense.—These are beautifully sum m arized by 
G reiner5 and have reached practical expression in a num ber of cogent 
system s.6’ 7

The code of the American Medical Association.—This is the m ost 
concisely expressed code and, in sum m ary, p ro v id es:

(1) T he voluntary  consent of the person on whom the experi
m ent is to be perform ed m ust be obtained.

(2) T he danger of each experim ent m ust have been previously 
investigated by anim al experim entation.

(3) T he experim ent m ust be perform ed under proper medical 
protection and m anagem ent.

A too literal in terpretation  of the second requirem ent would, of 
course, elim inate a m ajor body of valuable clinical investigation. This 
code has been expanded and is perhaps the m ost practical set of guide
lines curren tly  available for the young investigator. These guides 
are contained in the report to the Com mittee on Research and the 
Council on D rugs of the Am erican Medical A ssociation.8

General Background
Study of relevant publications to avoid unnecessary repetitions of experiments; 
The physicians conducting experiments should have special knowledge of the 

problem and be completely responsible;
Good organization and execution;
Every available aid for special or emergency treatment of the experimental 

subject should be available.
Research Planning

Can the experiment, wholly or partly, be carried out on animals?

‘ Nuremberg Military Tribunals, Trials 
of W ar Criminals ( “The Medical Case”) 
2:181-184, United States Government 
Printing Office (1947).

8 Greiner, T. “The Ethics of Drug Re
search on Human Subjects.” 2 Journal 
New Drugs 1 (1962).

6 O’Donnell, T. J. “Morals and Medi
cine.” Newman Press, W estminister, 
Maryland (1956).

7 Leake, C. D. and Romanell, P. “Can 
We Agree? A Scientist and a Philos
opher Argue about Ethics.” University of 
Texas Press, Austin, Texas (1950),

8 Beecher, H. K. “Experimentation 
and Report to the Council on Drugs.” 
169 Journal of the American Medical 
Association 461-478 (1959).
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W hat is the minimum requirement to obtain the observation? Are its im
portance and durations ethically justifiable?

What is the minimum requirement in altering the conditions of the experiment?
Are the requirements for the observation and the alterations of conditions 

the same?
W'hat arrangements are planned? Is the project the fruit of mature thought 

and expert advice?
How will the results be used in obtaining a definite conclusion?

Risk to Patient
The investigator’s responsibility is more important than the willingness of 

the subject to accept the conditions;
The investigator should consult other experts on the research project in 

order to intensify the sense of responsibility;
The subject must be fully informed and must consent freely;
If considerable risk is involved, the experiment is not in accord with the 

object and purpose of medicine;
A practicing physician should not become an investigator on his own 

patient, if the experiment involves danger. A body of advisers should be consulted.
Experiments should be discontinued if the subject so desires or if un

expected danger is encountered, activities the consequences of which cannot be 
undone, and which therefore cannot be discontinued, and therefore disapproved;

Any suffering or danger not strictly inevitable must be prevented;
Experiments on children; in institutions for children, old people, etc.; on 

the insane; or on prisoners, which involve dangerous risks, inconvenience or pain 
are not approved. All experiments on the dying under any circumstances are 
disapproved;

The “utmost restraint” must be exercised in experiments on patients deemed 
to have an incurable malady, even though they volunteer as subjects;

Unnecessary examinations should be avoided, and diagnostic activities that 
may be dangerous are justified only if they result in effective therapy. In 
routine examinations new methods that are dangerous should be strictly limited.

The Investigator and Liability

T he clinical investigator has tru ly  been in a legal limbo. This 
situation has been am ply sum m arized by Ladim er.9 H e views legal 
decisions and precedents on experim entation as not applying to clearly 
form ulated or planned medical research on humans. “T here is no case 
directly prescribing such research and there are no regulatory  statu tes 
or legal codes.” Ladim er denies tha t the N urem berg tribunals have 
created a legal precedent.10

The clinical investigator has, therefore, felt relative legal freedom 
once he has made a decision which is in keeping w ith his personal 
m oral code, reinforced by the codes of others. T his feeling of security

“W ork cited at footnote 1. man Beings.” 2 Journal Public Law 467-
10 Ladimer, I. “Ethical and Legal S ll (1954).

Aspects of Medical Research on Hu-
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has been buttressed by the fact tha t he generally  works in the protec
tive environm ent of a university, research institu te  or hospital. He 
has a chance to discuss and subm it his experim ental designs to his 
colleagues. In  effect this is an advance review by a “ju ry  of his peers.” 
M any institu tions now have devices for sharing responsibilities such 
as research com m ittees, or com m ittees on new drugs. V irtually  all 
institu tions have adm inistrative echelons which require approval for 
hum an research from division or departm ent heads, deans, and so 
forth . M ost medical schools are particularly  cautious about the use 
of medical students as norm al volunteers. A dm inistrators of research 
institu tions, schools and hospitals are particularly  cautious about 
experim entation in these special groups :

Types o f Research Subjects Requiring Specia l Caution

1. Children and m inors ;
2. P atien ts w ith psychiatric diagnoses ;
3. Investigators, laboratory personnel and medical students ;
4. Civil prisoners ;
5. Inm ates of orphanages, asylum ns and corrective homes ; and
6. V olunteer religious groups, for example, conscientious ob

jectors and M ennonites.
These considerations are well sum m arized in the N ational In 

stitu te  of H ealth  booklet on the use of norm al volunteers.11
T his relative security  of the clinical investigator has been dis

rup ted  of late by three main events :
(1) T he rapid grow th of clinical research centers sponsored by 

the N IH  in a large num ber of medical institu tions which has had 
the effect of m aking research volunteers economically feasible outside 
the in tram ural program  which previously existed in the N IH  and 
other research institutes. H appily for the investigator this program  
has grow n to wide acceptability w ithout a clear statem ent on the p art 
of the N ational In stitu te  of H ealth  as to their legal liability for the 
natu ral health  consequences, for contestable consequences, for ad 
m itted  m istakes or for the consequences of negligence in hum an 
research.

T he th ird -party  agents in medical care such as the health  insur
ance plans have not clearly accepted liability for accidents, m istakes 
or even in ter-curren t illnesses during the course of an experim enta

11 “Handbook on Utilization of Normal National Institute of Health, January, 
Volunteers in the Clinical Center.” 1961.
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tion. M oreover, m any hospitals and institu tion insurance carriers 
have implied a denial of responsibility except in the case of litigated 
malpractice.

(2) T he recent regulations proposed by the Food and D rug  
A dm inistration which provide for the first tim e a specific body of 
technical directions to which the investigator is subject.12

Tim e does not perm it full exposition of these requirem ents bu t 
they include necessity for w ritten  certification by the investigator of 
“adequate” education and train ing  qualifications, access to  research 
facilities, a general outline of the project, full inform ation on pre- 
clinical investigation, full records on drug disposition, m aintenance 
of all records for two years, “personal” supervision of the research, 
responsibility for inform ed consent and even a divulging of the names 
of the subjects if “the records of the particular subjects require a 
more detailed study of the cases or . . . there is reason to believe the 
records do not represent actual case studies.”

The consent provision has fortunately  been modified to  perm it 
double blind studies, investigation of psychic or em otional phenom ena 
and habituation and research on patients whose diagnoses m ay not be 
prudently  divulged. T his loophole was provided in the provision, 
“T he investigator will certify th a t he will inform any patients of 
any persons used as controls, or their representatives, th a t drugs are 
being used for investigational purposes, and will obtain the consent 
of the subjects, or their representatives, ex cep t w h ere  th is is  n o t feasib le  
or, in  the in v e s tig a to r ’s  pro fession a l ju d g m e n t, is contrary  to  the best 
in terest of the subjects.” W hile the exception thus provided is broad, 
the in ten t of inform ed consent is clearly stated. A t this po int no 
investigator can know how the courts will accept the exception.

(3) T he Thalidom ide disaster and the rash of em otional w riting  
which has been its consequence.

T his, for the first time, has exposed to the public some of the 
details of poor clinical investigation and has raised their index of 
suspicion. I t  also has created a wave of anti-intellectualism  and will 
undoubtedly make future research subjects suit-conscious. Coupled 
w ith the series of technical requirem ents contained in the Food and 
D rug  Regulations, lawyers representing patients who are involved 
in research projects have a tangible check-list w ith which to judge 
the clinical investigator.

12 Federal Register, pp. 179-183, Janu
ary 8, 1963.
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Summary
The prim ary purpose of clinical investigations is scientifically 

reliable data. A clinical investigator walks where others fear to 
tread, works in a difficult area and m ust take full responsibility for 
his professional decisions as well as full recognition of his para- 
scientific obligations, including those to the patient, his profession, to 
society, to his personal philosophy, and to his code of ethics. D anger 
of new drugs or experim ental procedures is best judged not by con
sidering it against hum an research in general, bu t by the grades of 
hum an research which have been related to the directness of personal 
good. M any more guidelines are available and m ost reasonable clini
cal investigators in contem porary society can probably develop a 
personal code which is in general agreem ent to such widely accepted 
form s as the moral law, N urem berg code and the ethical principles 
of the Am erican Medical Association. Recent developm ents have 
strik ingly  increased the practical legal problem s of the clinical in
vestigator. These have included grow th of clinical research center 
facilities, regulations of the Food and D rug  A dm inistration and the 
public reaction to publicity on Thalidom ide. The clinical investigator, 
once in a legal limbo, is now out on a legal limb. [The End]

ANNOUNCE RECIPIENTS OF AOAC WILEY AWARD
Recipients of the 1963 Harvey W. W iley Award of the Association 

of Official Agricultural Chemists were recently announced. The $500 
award is presented annually for outstanding contributions to the de
velopment of methods for the analysis of foods, drugs, cosmetics, feeds, 
fertilizers, pesticides, or for use in general analytical chemistry. The 
award was established in 1956 to honor the father of the original 
Pure Food and D rug Law, who was also a founder of the Association 
of Official Agricultural Chemists.

O ’Dean L. Kurtz and Kenton L. H arris will share the 1963 award.
Mr. H arris is Assistant to the Director, Bureau of Biological and 
Physical Sciences, Food and Drug Administration. Mr. K urtz has 
recently opened a consulting office in Washington, D. C. where he will 
specialize in analytical sanitation for foods and drugs.

The president of the AOAC, Dr. F. W . Quachenbush, announced the 
award. He stated the Mr. Kurtz and Mr. H arris had pioneered re
search and investigations in the field of analytical entomology. They are 
joint authors of Micro-Analytical Entomology for Food Sanitation Con
trol, the authoritative volume on analysis of insect contamination of 
food and drugs.

Mr. Kurtz and Mr. H arris have both been active in the work of the 
AOAC and the American Association of Cereal Chemists. They have 
jointly conducted a number of training courses on, micro-analytical sani
tation, and in 1958 they both received awards from the Food and Drug 
Administration for “Special W ork Performance.”
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R e p o r t  t o  t h e  C o u n c i l  o n  

C o n s u m e r  I n f o r m a t i o n — 1 9 6 3

By GEORGE P. LARRICK

Mr. Larrick Is Com m issioner o f Food and Drugs, United States 
Department o f Health, Education and W elfare. He Presented 
This Paper at the Annual Conference o f the Council on C on 
sumer Information, W ash ington, D. C., M arch 22, 1963.

D U R IN G  T H E  P A S T  Y E A R  a W est Coast family became ill after 
eating a meal which included a new heat-and-eat frozen food 

product. T hey had bought two packages, one of which was eaten 
and the o ther stored in the home freezer. Tw o weeks later the second 
package w as heated and eaten. Again all five m em bers of the family 
became ill and one had to go to  the hospital.

The hospital called the County H ealth  D epartm ent. T hey in tu rn  
reported the occurrence to the San Francisco D istrict of the Food and 
D rug A dm inistration. Since no packages were left of the original 
purchase, the FD A  Inspector collected sam ples from the local super
m arket. Bacteriologists a t the San Francisco F D A  laboratory checked 
the samples and found staphylococcus bacteria in quantities sufficient 
to cause the reported illnesses. A seizure action was im m ediately filed 
in the federal court against the rem ainder of the shipm ent in the hands 
of the local d istribu tor and it was thus prom ptly taken off the m arket.

M eanwhile, the San Francisco D istrict had reported its findings 
to the D istric t where the m anufacturer was located. A nother FD A  
Inspector visited the factory and found conditions tha t would have led 
to  the bacterial contam ination of the product. Several o ther lots th a t 
had been distributed were seized and the company undertook a nation
wide recall of all of the suspected products. A total of $211,000 w orth 
of this food item  w as destroyed. The company, now very  much aw are 
of the need for stric t sanitary  and bacteriological control of its opera
tions, prom ptly made very  extensive im provem ents in the plant and
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adopted procedural changes costing altogether alm ost a quarte r of a 
million dollars.

T his case history illustra tes several im portant points. I t  dem on
strates, of course, th a t when foods are prepared on a m ass production 
basis to  be served in m any thousands of homes it is vitally necessary 
th a t safe practices be followed and th a t there be effective enforcement 
procedures to ensure this.

Impact of Industrial Technology
B ut this story  m akes tw o other im portant points about the present 

problem s and responsibilities of the FDA. T he first of these is the 
very  g reat im pact of industrial technology, shown in the developm ent 
of a host of new products which frequently  raise new questions, and 
problem s of consum er protection. T his is characteristic of all the 
industries we are concerned w ith—foods, drugs, cosmetics, therapeutic 
devices and chemical products used around the home. W e are con
tinually  confronted w ith the task  of keeping up w ith the new tech
nology of dynamic industries.

Major Responsibility on Manufacturers
T he second point of this story is the fact th a t consum er protection 

is not really achieved until industry  has taken the necessary steps. 
W e commonly say tha t the law protects the consumer, or that the FD A  
protects the consumer, bu t neither one is effective until the m anufac
tu rers comply w ith the law. In  the last analysis, they have to’ deliver 
the protection. And the law puts the m ajor responsibility on them.

T his leads to  another im portant and fundam ental concept.

Preventive Rather Than Punitive Enforcement
T he consum er is be tte r protected when steps are taken to  prevent 

in ju ry  and law violations than by m erely punishing violators after
ward. T his principle underlies a basic trend in the Federal Food, 
D rug  and Cosmetic law over the past 25 years. D uring this quarte r 
century a series of m ajor am endm ents have converted the law from a 
prim arily punitive sta tu te  into one th a t contains m any built-in pro
cedures for assuring the safety of foods and drugs prior to  m arketing. 
Am ong these provisions are those requiring the certification of insulin 
and antibiotic drugs, the clearance of new drugs, and the Pesticide, 
Food Additive and Color Additive Am endm ents to  the Act.
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Latest Amendment to Apply Preclearance Principle
T he latest am endm ent to apply the preclearance principle is the 

provision in the K efauver-H arris D rug  Am endm ents of 1962 requiring 
th a t new drugs be shown to  be effective, as well as safe, before they  
are m arketed commercially. T his law also imposes new safeguards 
on the investigational use of the new drugs and new antibiotics to 
prevent in jury  while the drugs are being studied prior to  their com
m ercialization.

T he Federal Food, D rug  and Cosmetic Act today reflects the 
complex industrial technology of our times—an ever-increasing tech
nology. I t  is an effort by our society and our lawm akers to cope w ith 
this technology and to ensure tha t its benefits will to the greatest 
possible extent outweigh the risks and hazards. T he law in fact is 
based on the same technology which brought it into being. I t  re
quires all producers to achieve standards which have already been 
dem onstrated to  be workable.

Such a technology and such a law require far more in the way 
of com m unication and education than we once thought to be sufficient. 
T he fact is th a t extensive and continuing com m unication is essential 
in securing industry  compliance w ith this law.

Such com m unication is very much in the in terest of consumers. 
L ast m onth we had 700 people in this room which norm ally holds 
about 500, for a conference on the proposed regulations under the 
new drug am endm ents. W e had 11 people on the platform  answ ering 
questions, and the questions w ent on all day.

Need for More Communication with Consumers
I sometimes think tha t if consum ers were to  become as interested 

in the Food and D rug  law as industry, then all our problem s would 
be solved—or perhaps ju st beginning! A t any rate, we would be able 
to do a much better job. Certainly we need more communication with 
consumers than we have had in the past, and through our Consumer Con
sultants and our Division of Public Information we are taking some steps 
to accomplish this.

Here might be a good place to call your attention to our exeprimental 
museum which you will find on the third floor just opposite the elevators. 
The theme of this exhibit is :
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“ S c ie n c e  W o r k i n g  T h r o u g h  L a w  to  P r o t e c t  C o n s u m e r s .”

H ere also we call your atten tion  to  our M onthly R eport and our 
Memo for Consumers, which are available to  all of you if you will 
request in w riting  to be put on the appropriate m ailing lists.

Now I should like to report on recent developm ents th a t are o: 
special significance to consumers.

Recent Developments of Special Significance to Consumers
All of us realize tha t a law like the Federal Food, D rug  and Cos

metic Act is neither static nor perfect. New developm ents frequently 
require changes in the law to m eet new problem s and conditions. 
The am endm ents I mentioned earlier were designed to  m eet such 
problems. B ut there are other needs which have not been met. For 
example, there is no requirem ent in the law th a t cosmetics be proved 
safe before m arketing, or th a t new medical devices be cleared for 
safety and effectiveness. O ur inspection au tho rity  is lim ited in ways 
which seriously handicap our law enforcem ent efforts. W e are barred 
from seeing certain records which are required in determ ining whether 
or not firms are com plying with the law, and th a t are essential to' pre
ventive ra ther than punitive enforcement. A nother serious need is for 
stronger control over sedative and stim ulant drugs which are widely 
diverted into illegal channels. I am  speaking particularly  of the so- 
called sleeping pills and pep pills which are involved in crime, high
way accidents and delinquency.

Bills dealing w ith these problem s have been pending in Congress 
for years. P resident Kennedy sum m arized the need for such legisla
tion in his message on consumer problems February  14, 1962. T he 
legislation was combined in tw o so-called "om nibus bills” th a t were 
introduced in the last Congress. One of these bills dealt largely w it i  
prescription drugs and the other w ith cosmetics and therapeutic de
vices. H earings were in progress.

Then, as you all know, the tragic story  of thalidomide hit the 
headlines. A m ajor medical d isaster had occurred in Europe—thou
sands of armless and legless babies had been born to m others who had 
taken this supposedly harm less drug. But it had been kept off the 
m arket in the U nited S tates by the FD A  Bureau of Medicine acting 
under authority  of the New D rug  Section of the 1938 law. Dr. F ran 
ces Kelsey, who reviewed the application, with the concurrence of her 
medical associates was not satisfied w ith the data subm itted. S fe
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insisted on answ ers to  her questions and more information. By so 
doing she delayed action on the application which would otherw ise 
have become effective autom atically. M onths w ent by and then came 
the shocking disclosures in Germany.

T he thalidom ide experience dram atized for the Am erican public 
the g reat im portance of adequate controls for drugs. Congress re
sponded by enacting the legislation now known as the Kefauver- 
H arris  D rug  Am endm ents of 1962. T his law is a m ajor advance in 
consum er protection. I would like to  sum m arize it briefly.

Summary of Kefauver-Harris Drug Amendments of 1962
(1) D rugs are defined as adulterated if they are produced in a 

plant th a t is not equipped and operated in conform ity w ith  good m anu
facturing practices th a t will result in all drugs being produced under 
conditions adequate to  ensure their safety, identity, strength , quality 
and purity.

(2) From  now on, before a new drug is approved for m arketing, 
it m ust be shown th a t it will have the effect it purports or is repre
sented to have. H eretofore, only clearance for safety was required.

(3) W hen new inform ation raises questions about the safety or 
effectiveness of a previously cleared drug the new law provides for 
the drug to be w ithdraw n prom ptly from the m arket. A new drug 
may also be required to  be w ithdraw n if the m anufacturer fails to 
m aintain the required controls or keep the necessary records, or 
refuses to give FD A  access to such records.

(4) M anufacturers are required to  report prom ptly to FD A  any 
inform ation they  get regarding adverse effects from new drugs and 
antibiotics th a t are on the m arket.

(5) A uthority  is provided for m uch tigh ter control over d istribu
tion of drugs for research purposes before approval for m arketing. 
Both patients and physicians who take part in clinical investigations 
will be b etter protected by these regulations, and they will likewise 
contribute to  h igher professional and scientific standards in medical 
research.

(6) All antibiotic drugs for human use are made subject to  tes t
ing in the FD A  laboratories and new batches of these drugs m ay not 
be shipped unless they are certified by the F D A  as safe and effective. 
Exem ptions are directed if certification is found to  be unnecessary.
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(7) A uthority  to  inspect establishm ents m anufacturing prescrip
tion drugs is strengthened to  encompass access to  m any th ings pre
viously immune to inspection.

Consulting laboratories doing w ork for d rug  firms on a fee basis 
are specifically included as establishm ents subject to  inspection.

Federal courts are given jurisdiction to issue injunctions against 
refusal to  perm it inspection authorized by the Food, D rug  and Cos
metic Act. This applies not only to prescription drugs but to all 
articles covered by the Act. Previously, the only remedy for refusal 
to perm it inspection was criminal prosecution.

(8) Every drug m anufacturing establishm ent in the U nited States, 
regardless of w hether it is engaged in in terstate  or in trastate  com
merce, m ust reg ister annually w ith the D epartm ent. W e are directed 
to inspect them  at least once every tw o years.

M anufacturing establishm ents in foreign countries m ay register-. 
If they do not, a sample from each of their im portations is to  be made 
available to us for analyses.

(9) A uthority  is provided to designate “established nam es” for 
drugs when this is desirable in the in terest of usefulness and sim 
plicity.

(10) A dvertising of prescription drugs m ust include (a) the es
tablished name in type a t least half as large as the brand nam e; (b) 
the d rug ’s quantitative formula to  the extent required on its  label ; 
and (c) a true  and non-m isleading brief sum m ary of inform ation as ~o 
adverse side effects, contraindications, and effectiveness of the drug 
for the guidance of physicians.

T he advertising provision is of special in terest because, for the 
first time, an advertising law has been enacted th a t is enforceable in 
the courts by seizure, injunction or crim inal prosecution. You may 
recall th a t the 1938 W heeler-Lee A m endm ent to  the Federal T rade 
Commission Act dealt w ith  advertising to  the medical profession in 
a limited way. Only m aterially m isleading statem ents could be chal
lenged. In contrast, the K efauver-H arris Am endm ents to the Federal 
Food, D rug  and Cosmetic Act require advertising to  the medical p ro
fession to be not only free from false and m isleading claims, b u t also 
to include affirmative disclosures concerning side effects, w arnings and 
precautions. T hus Congress has shown its intention to  require th a t 
advertising m atter, as well as labeling, shall provide physicians w ith
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vitally  necessary inform ation regarding the drugs they prescribe and 
adm inister to their patients.

As you can see, the K efauver-H arris law is a very im portant 
advance in the field of consum er legislation. Likewise, it is a g reat 
challenge to the FD A  and to the drug industry. W e in the F D A  are 
confronted w ith a m ost difficult task of adm inistration th a t requires 
the enlargem ent and strengthening  of our medical staff to  handle the 
greatly  increased and more complex responsibilities. T he drug indus
try  is challenged w ith higher standards in both medical research and 
drug production. I believe that a good beginning has been made 
tow ard the accom plishm ent of these objectives.

T here are m any other topics which I could appropriately report 
on at this m eeting but there is not enough time.

W e have been delighted tha t the Council on Consumer Inform a
tion decided to  m eet in W ashington this year. Y our organization is 
one of g reat im portance today, and potentially even more so in the 
future. In these times, consum ers need to be informed as never be
fore. From  m any years of observation I can tell you that consumers 
have a habit of neglecting their in terests except a t those rare tim es 
when they get excited about som ething. I t  takes an organization to 
develop an effective, consistent program  for inform ing the consumer. 
The governm ent is try ing  to  do its proper share in this. W e in the 
FD A  are hopeful th a t consum ers will continue to  take an in terest in 
their problem s as consumers. W e hope you will be inquisitive and 
communicative. L et us know when you encounter anything tha t 
comes under our jurisdiction tha t you think is detrim ental to  your 
interests. T his often helps us to help you. [The End]

Conclusion
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N e w  C h a l l e n g e s  A h e a d  i n  

M a i n t a i n i n g  t h e  I n t e g r i t y  

a n d  Q u a l i t y  o f  O u r  F o o d  S u p p l y

By K. L. MILSTEAD

This Paper W as Part of a Panel Discussion Presented at the 
Annual Convention of the National Canners Association on Janu
ary 20, 1963, in Chicago, Illinois. The Author Is Deputy Director 
of the Bureau of Enforcement, Food and Drug Administration.

T H E  S U B JE C T  of this panel discussion presupposes, it seems to 
us, two fa c ts :

(1) O ur food supply today is safe and of high quality  but,

(2) There are real or im aginary challenges to this situation which 
we can identify and which m ust be m et if the in tegrity  of our food 
supply is to  be maintained.

On the first point, we in the Food and D rug  A dm inistration sup
port the position tha t the consum ers in th is country enjoy the safest, 
cleanest, m ost nu tritious and m ost attractive food th a t any people have 
ever known. T his is not to  say th a t there is no unfit or low quality 
food on the m arket, for the daily record of regulatory  actions clearly 
shows tha t this is not the case. But, taking into consideration the 
m agnitude and com plexity of the problem of producing, processing, 
packaging and d istributing the quantity  and variety  of food required 
to feed nearly 190 million people, the combined efforts of regulatory 
officials and the industry to safeguard the food supply has kept the 
am ount of unfit food reaching consumers unquestionably small.

W e also support the position of the o ther panelists th a t the 
charges of the alarm ists, food faddists, health food prom oters and do- 
gooders th a t our food supply is poisoned, tha t its nutritive qualit.es 
have been destroyed or impaired and th a t commercially produced 
foods are the cause of most of the ills of mankind are without foundation.
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Having agreed tha t our today’s food is safe and of good quality, 
w hat then are the challenges ahead th a t question w hether th is will 
continue to  be the case. W hile there are several problems th a t we 
could discuss, such as nutritional quackery, microbiological contam ina
tion of foods, sanitation, radioactive contam ination, the use of health 
claims in the prom otion of foods, and so forth, I w an t to confine my 
brief rem arks to w hat we believe is the m ost urgent problem.

Safe Use of Chemicals Is Challenge of the 60’s

T he param ount challenge of the 69’s as we see it is to  insure the 
safe use of a multitude of chemicals perm itted in the production, 
processing and distribution of our nation’s food supply: pesticides— 
food additives—color additives. Grave questions by thoughtful people 
are being raised about the capacity of our agriculture, the food in
dustry  and the governm ent to assure consum ers th a t the chemical 
tools which have brought our food technology to such a high point 
of efficiency present no hazard to the public health. As the govern
ment agency charged w ith  the responsibility of m aintaining the 
safety of our food, we m ust be able to answ er these questions with 
facts th a t are unassailable. A griculture and the food industry m ust 
also be able to answer these questions with irrefutable facts based 
on accurate knowledge and not by unsupported statem ents based on 
emotion and conjecture.

This challenge will continue to  be more pressing as our popula
tion grows and our technology develops. W e agree th a t we cannot 
continue to  produce adequate am ounts of food at reasonable prices 
and protect it from deterioration w ithout chemicals. As was pointed 
out in a recent editorial in a national magazine, the problem is not 
w hether the wise use of chemicals is necessary, but ra ther w hether 
the u tm ost intelligence is being exercised in their use and adequate 
controls and facilities are available to prevent their misuse.

Need for Supervision

Congress has charged us w ith the responsibility of not only 
deciding w hether chemicals can be used safely at all, b u t of super
vising their use w ithin tolerance lim itations and of taking necessary 
enforcement action when they are misused. We propose to discharge 
this responsibility and to  m eet this challenge by the most vigorous 
and expanding enforcement, educational and scientific research pro
gram s th a t our resources and facilities will permit. T his includes

page 422 FOOD DRUG COSMETIC LAW JOURNAL—JULY, 1963



not only the careful scrutiny of all scientific data subm itted to as 
before any new pesticide, food additive or color additive is perm itted, 
but an enlarged inspection and surveillance program  to see th a t the 
conditions on which these uses were perm itted are actually being 
observed in practice. W e will cooperate fully w ith all state agencies 
and assist and encourage them  in every way in their enforcement 
and control activities.

O ur purpose—indeed the high purpose of the new laws which we 
are adm inistering—is to prevent misuse of additives. T he design of 
these laws is to apply advance approvals and controls to restric t 
additives w ithin safe limits. W hen the law is w orking effectively, 
enforcement is needed only in those unusual circum stances where 
directions have not been followed or where an occasional m isadventure 
occurs. In  fact, the need for a large-scale enforcem ent operation would 
throw  into question the scientific validity of the approval and would 
call for its prom pt re-evaluation.

Cooperative Program Needed
W e w ant to work closely w ith your association and your mem

bers to  develop a cooperative program  to-m eet this challenge. W e 
invite your association to  confer w ith us and let us know w hat 
inform ation or o ther assistance we can furnish you. W e urge you 
to bring to our attention prom ptly any inform ation you acquire that 
indicates th a t any food contains more of an additive than perm itted so 
tha t all possible steps can be taken to deal w ith it before it becomes 
a th rea t to  consumers and an unanswerable question of national 
concern.

This is our problem, and it demands our complete cooperation in 
the in terest of consumers. W e m ust develop a broad federal-state- 
industry-consum er-cooperative program  tha t will not only insure t i e  
safe use of chemicals in our food but will do so in such a way th a t 
complete confidence in food additives, in pesticides, in color additives 
and in the industry  and governm ent agencies who follow this use 
can be m aintained.

I t  is our view th a t this can be accomplished only through an 
adequate preventive and educational program  th a t will keep t i e  
necessity for enforcement actions at a minimum. Every legal action 
involving unsafe chemicals in our food represents a failure on t i e  
part of us all to exercise the intelligence and wisdom to prevent misuse. 
E very  legal action where safety is involved raises a question that 
cannot be adequately answered to consumers. Every legal action
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makes the answ ers to the questions of the alarm ist and faddist 
more difficult. T here is no acceptable explanation for poisonous food. 
T he consum er has the right to expect tha t his food will be beyond 
reproach.

Prompt Law Enforcement Necessary
W e are not suggesting that there is an alternative to prom pt and 

vigorous legal actions when we find foods that are contam inated. 
Any failure to  act would also lead to lack of confidence in the food 
supply. As Commissioner Larrick stated recently at the joint meeting 
with the Food Law Institu te  1:

There is one thing we must not overlook— the Food and Drug Adm inistra
tion is a law enforcement agency. . . . And we w ill continue to give the American 
public honest, vigorous enforcement of the statutes we administer. This means 
that there w ill be court actions where there are violations of the law.

W h at we are suggesting is that your industry and the regulatory 
agencies can m eet this challenge through a program  of cooperation, 
self-regulation and due care tha t should and m ust attend the use of 
toxic substances in food technology.

W e are also suggesting that the only real challenge tha t exists to 
the safety and quality of our food supply is the challenge to our 
thinking and to our ability to work together to  contain and control 
our expanding technology.

Conclusion
W e cannot meet this challenge with procedures and controls of 

•the past. W e m ust agree quickly on an adequate inspection-surveil
lance program  by both industry and government. T here m ust be no 
w ithholding of inform ation nor dealing at a rm ’s length by either 
side if we are to accomplish our objectives.

O ur attention m ust be directed to m eeting the real and urgent 
problems created by the products of modern science and technology. 
W e have no time to w aste arguing about little m atters am ong our
selves when we are being challenged from many sides to  answer 
the question “Is O ur Food Safe?”

W hat differences exist now or may develop between us, le t’s 
reconcile them  prom ptly so th a t we can meet this challenge with 
strength  and move forward w ith the confidence expressed by the 
Psalm ist: »

“Therefore will we not fear, though the earth do change.”
[The End] * 13

1 18 F ood D rug Cosmetic Law J ournal
13, 18
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R e a d y  to help  y o u  . . .

Federal Food, Drug and Cosmetic Act 
-Judicial and Administrative Decord-

1 9 5 8 - 1 9 6 0

H ere is the fifth in the Judicial and A dm inistrative Record Series—an 
im portant addition to  the Food Law In stitu te  Series. A uthors V incent A. 
Kleinfeld and Alan H. K aplan follow the same useful form at established in 
the earlier outstanding  editions covering the years 1938-1957.

T his inform ative guide and source book is divided into four m ajor 
sections for your convenience and ease of use. One part contains the full 
text of opinions rendered under the Federal Food, D rug and Cosmetic Act. 
T he Act as am ended to date w ith the principal regulations the_eunder is 
also included in this section. T he second portion contains the “S tatem ents 
of General Policy or In terp re ta tio n s’’ issued by the Food D rug  A dm inis
tration. T he th ird  section contains in full all new regulations pram ulgated 
by the Secretary of H ealth, Education and W elfare dealing w ith definitions 
and standards of identity  for food. T he fourth part furnishes references 
to pertinent m aterial for the 1958-1960 period in connection w ith problem s 
arising under any section of the Act.

T his handy desk help contains cum ulative tables of cases and tables 
of forms covering the earlier volum es— is com prehensively indexed for ready 
reference. In  all, 528 pages, hard bound, red and black w ith gold stam ping, 
size 6 / 2"  x 95Js". Price, $17.50 a copy.

Y O U R S — F O R  1 5  D A Y S ’ F R E E  E X A M I N A T I O N

This au thoritative book can be yours for 15 days’ free exam ination. Ju st 
fill out the handy tear-off O rder Card at the right. If not com pletely satisfied 
after looking it over, return  the book for full credit.

C C H , P r o d u c t s  C o m p a n y ,V\\\\\\\\\\\\\\\\<' \\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\K'' \\\\\\\\\\\\\\\\\\\\\\\\\\\\\\N V 
B O O K S  B Y  M A I L

4 0 2 5  W. P E T E R S O N  A V E N U E ,  C H I C A G O  4 6 ,  I L L I N O I S
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