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R EPO R TS
TO THE READER

1964 F D A -F L I Conference.—The
concluding papers from the morning 
session of the Eighth Annual Joint 
Conference of the Food and D rug A d
ministration and The Food Law Insti
tute, Inc. are featured in this issue of 
the J ournal. The conference was held 
on November 30 in W ashington, D. C.

The main topic, “Science Promotes 
Voluntary Compliance,” was discussed 
in four papers. The first paper, con
sidering the nonmedical aspects, was 
by O. L. Kline, FDA’s Assistant Com
missioner for Science Resources, and 
appeared at page 669 of the December 
J ournal, along with the first six papers 
delivered at the conference.

In an article beginning on page S, 
Dr. Joseph M. Pisani looks at the topic 
from the medical viewpoint and points 
to  the unique integration of efforts and 
growing cooperation among FDA, in
dustry and academic scientists to  bring 
safe and effective prescription drugs 
to  the consumer.

“ [SJcience, because of its very fluid 
makeup, promotes voluntary compliance 
not only where laws are involved, but 
also where moral issues are concerned.” 
This opinion is expressed by Dr. Austin 
Smith, president of the Pharmaceutical 
Manufacturers Association, who spoke 
for the drug industry. His remarks 
appear on page 11.

At least one-half billion dollars is 
spent annually on scientific research, 
development and controls in the fields 
of agriculture and food technology,

estimates Dr. Robert M. Schaffner, vice 
president, research and quality stand
ards, Libby, McNeill & Libby. In an 
article beginning on page 17, the food 
industry’s spokesman, Dr. Schaffner, 
declares that much of this money is 
devoted to  the area of voluntary com
pliance, to make sure that our food 
supply is the most nutritious and the 
safest that has ever been offered to  any 
nation.

In an article at page 22, William W. 
Goodrich, Assistant General Counsel for 
Food and Drugs, Department of Health, 
Education and Welfare, states that 
drug regulations are a means of com
municating to  the regulated industries 
what is expected of them to comply 
with the law.

The luncheon address was presented 
by W. Howard Chase, chairman of 
Howard Chase Associates, Inc. The 
address appears on page 28.

The afternoon session of the con
ference was devoted to  a series of five 
simultaneous panel workshops on the 
general topic of “W hat Industry Needs 
from FD A  for Better Compliance.” 
Three of the papers from the first 
workshop, “Sanitation and Quality 
Controls,” are found in this issue, be
ginning on page 40. T he authors are 
Robert S. Roe, FDA’s Director of the 
Bureau of Scientific Standards and 
Evaluation; Charles H. Brokaw, man
ager of the Processing Quality Control 
Department of the Coca-Cola Co.; and 
Karl F. Lang, manager of Quality Con
trol, H. J. Heinz Co.

REPORTS TO THE READER PAGE 3



Shelby T. Grey, Deputy Director of the Food and Drug Administration’s Bureau of Education and Voluntary Compliance, 
Is Shown Addressing the 1964 Joint National Conference of the FDA-FLI. Franklin M. Depew, Dr. Edward M. Dempsey 

and George P. Larrick, Seated, Were Also Speakers at the Conference.
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Food Drag Cosmetic Law
--------------------------------------------------------------------

S c i e n c e  P r o m o t e s  V o l u n t a r y  

C o m p l i a n c e — T h e  M e d i c a l  

V i e w p o i n t

By JO S E P H  M . P IS A N I, M .D .

Dr. Pisani Is Deputy Medical Director, Food and Drug Administration.

IT  IS IN D E ED  AN H O NO R and an unexpected pleasure for me 
to take part in this Eighth Annual Conference of the Food and 

Drug Administration and The Food Law Institute. W hile I am sure 
my appearance is also unexpected from your standpoint, since Dr. 
Sadusk’s name appears on the program, I wish I were just as sure 
my participation will give you as much pleasure as if he were here 
to address you. He asked me to convey his regrets for having to 
change his plans to be with you due to an unforeseen conflict in his 
schedule involving a mission overseas about which I will brief you a 
bit later on in my presentation.

The title of this section of the morning program is intriguing. 
“Science Promotes Voluntary Compliance” is at once both euphonious 
and harmonious. W ebster’s dictionary indicates that one interpreta
tion of the word “science” is “the possession of knowledge as con
trasted with ignorance or misunderstanding.” Thus, in the interest 
of euphony, one might arrive at a subtitle such as “Comprehension 
Confirms Conformance.” From  the standpoint of harmony, one can 
regard the term  “science” as being complementary to “compliance” 
since the former provides something that completes or makes perfect 
the latter.

1964 FDA-FLI CONFERENCE PAGE 5



In the writings of W illiam Jevons, an English economist and 
logician of the 19th century, is found the concept that “a science 
teaches us to know and an art teaches us to do, e. g., astronomy is the 
foundation of navigation.” From the standpoint of the drug manu
facturer, this concept probably sums up rather neatly his analysis of 
the marketing of a new drug as being both a science and an art calling 
for a good deal of navigation.

In fact, by giving this concept and our semantic exercise an alle
gorical twist, I believe we will have arrived at our theme. This is, 
how can scientists in the FDA, in industry, and in the academic com
munity best combine their talents to  steer new drugs past the Scylla 
of new drug investigations, the Charybdis of new drug applications 
and the land of the Lotus Eaters, or new drug supplements, to safely 
and effectively reach their destination, the consumer?

The need for cooperative efforts by scientists is perhaps put in 
sharper focus by briefly reflecting upon the changes which have taken 
place in both our society and in pharmaceutical development since the 
turn of the century.

The population of our country has increased by nearly 60 million 
w ithin the past three decades. There has been a pronounced shift from 
rural to urban living, for while the farm population was decreasing 
from 31 million in the late 1930s to 16 million today, the urban census 
has grown from 99 million to 172 million in the same period. Simul
taneously, there has been about a doubling in the number of citizens 
65 and older (from 8.4 million in the late 1920s to 17 million today). 
These population shifts have been coupled with increased personal 
consumption expenditures for foods, drugs and cosmetics. The in
crease in older consumers has created an increased demand for more 
special foods and more drugs—many of which are used for longer 
periods of time—than by the average adult population.

Pharmaceutical development proceeded at a slow pace until well 
after W orld W ar I. Prior to that time, the average doctor relied 
upon less than a dozen drugs which were relatively nonspecific, af
forded symptomatic relief and were less likely to be harmful to  his 
patients. Then came the new era in drug development. Laboratory 
experiments became more and more successfully applied to  clinical 
medicine. Chemotherapy, which has its beginning with the discovery 
of “606,” received further stimulation by the development of the sulfa 
drugs just before W orld W ar II and the development of penicillin 
during that war, and then really began to blossom during the past two
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decades. The remarkable scientific advances and the speed with which 
drug development has grown to yield a host of new drugs in this 
time are vividly portrayed in the estimate which has been given that 
90 per cent of the prescriptions filled today could not have been filled 
15 years ago because the drugs had not yet been marketed. Further 
evidence of the growth of the drug industry is the sharp increase in 
consumer prescription expenditures from $150 million in 1940 to about 
$2.2 billion dollars today!

In view of these manifold developments to which we have briefly 
alluded, and others which time will not permit including, it is no 
wonder that Congress decided to  promulgate new navigational charts 
in the form of the Kefauver-Harris Amendments of 1962 for new 
drugs to follow, from their port of embarkation as they are launched 
by their sponsor to their port of destination, namely, public usage.

N e w  A m e n d m e n ts  In flu e n c e  H e a lth  C a r e

Have these new legislative amendments and their accompanying 
interpretive regulations as issued by the FDA really been harmful to 
clinical research on drugs and new drug development as some have 
claimed? Commissioner Larrick in a recent address to a NARD 
convention spoke on this point as follows:

There is no question but that the Kefauver-Harris law is having a profound 
and constructive influence on total health care. I t is interesting to note that this 
law has had the effect of inducing leaders in medical science to take a much 
closer look at their own procedures and at the relationship of the medical pro
fession to the drug industry and to  the FDA. From this has already come a 
great deal of practical good in the way of a better understanding of the scientific 
problems involved in developing new drugs and the need to accumulate full infor
mation regarding their effects, including adverse effects encountered by doctors in 
treating their patients.

The integration of efforts by leading medical scientists and the growing 
cooperation of these scientists with the medical scientists in the FDA are im
portant and helpful by-products of the new law. Over the years, these by-prod
ucts may have as beneficial an effect on the public health as the direct requirements 
of the law itself.

Your speaker had the pleasure of taking part in a symposium 
recently a t which a well-known medical scientist made similar and 
more specific observations on the same subject. He is head of the 
Departm ent of Medicine at a medical school hospital teaching center 
in a large eastern city. He indicated he had observed a 15 per cent 
increase in the number of drug research projects with a 50 per cent 
increase of dollar support of such projects in his own Department of 
Medicine in the past three years. He further stated he felt research
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workers were becoming familiar with the necessary forms and that it 
was an advantage to have a legal requirement for the establishment 
of research protocols and the submission of reports.

There are a number of activities already being carried on by the 
Bureau of Medicine or in the planning stage to  foster cooperative 
efforts by scientists in government, industry and the academic com
munity in the interest of the provision of new drugs which would be 
both safe and effective for public use.

FD A  a n d  In d u stry  C o o p e r a t io n

Industry scientists are no doubt well aware of the willingness of 
the professional staff of the Bureau of Medicine to  confer with them 
regarding investigational drug studies and new drug applications 
within the limitations of the current backlog of work and staff to cope 
with the over-all workload. Likewise, the initiative for such exchanges 
of information will not infrequently come from the government scien
tist who is eager to  know as much as possible about the new product 
from its scientific sponsors in industry. Such consultations and con
ferences are bound to increase as planned increases in staff and more 
adequate space and facilities become available during the coming year. 
In addition, there is a strong possibility of the development of research 
site visits, particularly where such visits would be helpful to all con
cerned in the assessment of new drugs which may present unique 
problems in evaluation.

There has been a growing liaison between the academic scientific 
community and the professional staff of the Bureau of Medicine. 
More and more our staff members are participating in scientific meet
ings throughout the country and submitting articles for publication 
which will be helpful in interpreting the government’s responsibilities 
to the scientific community.

In c r e a s in g  U s e  o f  E x p e r t  A d v is o r y  C o m m itte e s

I am sure many assembled here are familiar with the increasing 
use of expert advisory committees drawn from the academic com
munity such as the A d Hoc Committee of Inquiry on the Possible 
Nephrotoxicity of Acetophenetidin (Phenacetin) Containing Prepara
tions and, more recently, the Ad Hoc Committee on Aminopyrine and 
Dipyrone.

The investigational drug regulations raised a number of questions 
within the drug industry, the medical profession, and even within
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FDA itself, as it began to prepare for implementing the new require
ments. This led to the formation of the Advisory Committee on 
Investigational Drugs under the Chairmanship of Dr. W alter Modell. 
This group of outstanding scientists has recommended improved pro
cedures and helped to answer a number of the more difficult questions 
about investigations of new drugs. An important outgrowth of their 
activities has been the development by the Bureau of Medicine in 
consultation with the Advisory Committee of the Investigational Drug 
Circular. This information piece has had three issues thus far during 
the past year and provides answers to the questions which are more 
commonly asked by drug sponsors and clinicians. Anyone who 
wishes to be put on the mailing list for these circulars should write to : 
Editorial Services Branch, Food and D rug Administration, W ash
ington, D. C., 20204.

Also on the planning board a re :
(1) The establishment of a Medical Advisory Board, as well as 

panels of experts who will be available for consultation on a regular 
and/or standby basis, and

(2) The recruitment of a small group of senior scientists with out
standing reputations in their respective fields to  serve on a full-time 
basis. These well-known scientists would provide day-to-day sup
port to the professional staff and their assistance would be invaluable 
because of their extensive background and experience.

C o lle c t in g  a n d  D is se m in a t in g  In fo r m a tio n  o n  D ru g  R e a c tio n s

Another activity of the Bureau of Medicine which features 
scientific cooperation, and probably the last our time allocation will 
allow us to discuss, is our program for collecting and disseminating 
information about drug reactions. The true test of a drug’s safety and 
effectiveness comes after it is marketed and used on 190 million people 
under all of the conditions which present themselves in medical prac
tice. Hence, the first few years after a drug is marketed are really 
the beginning of phase IV  of any given drug’s clinical study. Adverse 
reactions not revealed in early testing sometimes become apparent; 
hence, we must continue to keep abreast of significant findings. W e 
do this b y :

(1) The collection of adverse reactions from the medical literature;

(2) The maintenance of an adverse reaction reporting program.
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This consists of a surveillance procedure whereby designated hospitals 
and physicians routinely scan clinical facilities for drug reactions and 
submit monthly reports to us of this information. Since 1960 this 
program has grown to encompass about 100 civilian and 500 federal 
hospitals ;

(3) The submission of reports of adverse reactions by holders of 
approved new drug applications and antibiotic permits as required by 
the 1962 laws;

(4) The exchange of information about drug reactions with the 
American Medical Association’s Council on Drugs ; and

(5) Receipt of information about drug reactions from a number 
of other sources, including the National Library of Medicine, state 
Departm ents of Health, and the National Institutes of Health.

W o r ld w id e  S y s te m  fo r  E x c h a n g e  o f  D ru g  R e a c tio n  In fo r m a tio n

In addition, FDA is working with the W orld Health Organiza
tion in attem pting to develop a feasible worldwide system for 
exchanging information about drug reactions. W H O  is currently 
holding a meeting in Geneva, Switzerland, on this very subject and 
Dr. Sadusk is attending this meeting. The United States will no 
doubt play a leading role in the development of such a system if it is 
a t all possible.

In closing, as Dr. Frank Wiley, who is retiring at the end of the 
year, and was honored November 13 by the Pharmaceutical M anu
facturers Association said:

I t is stimulating to note the freedom with which technical information flows 
between the scientists in regulatory agencies and the regulated pharmaceutical 
industries. It is quite common to find these men freely collaborating in the solu
tion of a common problem. This does not mean that industry has gained domina
tion of the agency impowered with its regulation, nor does it indicate that indus
try  has relinquished control of the manufacture of pharmaceuticals to the Gov
ernment. It does indicate that scientists, in organizations that were once thought 
to  be in opposition, have decided that through cooperation and collaboration they 
can better reach the common goal, the production of better therapeutic aids for 
the benefit of mankind.

A foreign visitor to the laboratory recently expressed some confusion when 
attending a conference in which personnel from regulatory agencies, representa
tives of pharmaceutical manufacturers, and members of the groups that develop 
standards for pharmaceuticals discussed freely their mutual problems and made 
plans for obtaining solutions of them. His amazement that such a conference was 
possible indicates that it is not a universal practice. After he had become con
vinced of the feasibility of such a conference, he observed that here might be one 
of the reasons for the leadership of the United States in the development and 
production of fine pharmaceuticals. [The End]
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S c i e n c e  P r o m o t e s  V o l u n t a r y  

C o m p l i a n c e  i n  t h e  D r u g  I n d u s t r y

By A U ST IN  SM ITH, M .D .

Dr. Smith Is President of the Pharmaceutical Manufacturers Association.

ON E O F  T H E  IN T E R E ST IN G  and encouraging facets of life in 
this country is the general feeling on the part of the public that 

guidance by the free enterprise system is preferable to domination 
by government. There are some who probably will dispute this state
ment but facts based on sound surveys prove the public desires private 
enterprise to government enterprise except where the latter is essential 
to fill existing voids. W hile this is commendable in view of the way 
our country was born and has grown, it at the same time offers a continu
ing challenge to make certain that the voids are as few and as shallow 
as possible.

In this respect the drug and other industries are not unique, 
particularly when they are related to health. Because health ranges 
from emotional to political, economic and security issues, any activity 
involving drugs, food, sanitation and health services is subject to 
headline treatm ent often far out of proportion to its importance. 
It is necessary, then, for those in these areas not only to be mindful of 
laws but to bend over backwards to comply with them. And it 
is equally essential for those who make laws or issue regulations 
to bend over backwards when health is concerned to  assure fairness 
and reasonableness. Furthermore, when a law or regulation is unneces
sary or harmful, it is equally important for the affected parties to 
advocate change. The Pharmaceutical M anufacturers Association 
has done this on occasion and will continue to support such a principle. 
To move either way, that is, to  introduce a law or regulation, or to 
resist and demand redress, requires facts, the acknowledgment of 
which is of growing daily importance. Unfortunately, the place in 
which this belief is tested is more frequently the courtroom—at least 
so it seems for the drug industry—than where one might expect it, 
namely, in the halls of science.
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D iffic u ltie s  in t h e  C o u r tr o o m

If medical science could be reduced to the application of equations 
and formulae and to the use of computers there probably would be 
fewer tests in the courts. Those who found themselves in this area 
of activity in our society probably would be there because of deliberate 
flouting of a law. Sometimes, though, there are people involved in 
court actions whose intents are free of thought of deliberate violations. 
This does not occur solely because of ignorance on the part of the 
defendants. Too often it rests on the inability of medical science to 
provide facts—sometimes even inability to provide scientifically 
defensible opinions—in areas of controversy.

This inability to demonstrate that two plus two equals four in 
any situation may puzzle some scientists, and many nonscientists, 
who are not familiar with the vagaries of the animal body, indeed of 
the individual cell. And it must be particularly frustrating for those 
who are asked to resolve important issues without enough data at 
hand to satisfy all curiosity and threats of criticism. But this is the 
world we live in. Sometimes we know the answers to scientific ques
tions, sometimes we do not. In fact, we are indeed fortunate at times 
if we realize that we know we do not know. Too often there are 
some strong and influencing opinions expressed by those who not 
only do not know, but do not know they do not know.

B a s is  o f  L aw s R e la t in g  t o  S c ie n c e

A law, or ensuing regulation, is supposed to be based on the 
ability to demonstrate by fact some particular line of reasoning. 
Since science does not yet provide all the answers to the new questions 
being raised almost daily in our modern society, it is important for 
members of the health complex to be able to rely on at least the best 
informed opinion and the integrity of those who are guided by good 
conscience as well as good business sense. This applies to drug manu
facturer, researcher, bedside practitioner, hospital administrator and 
other members of the health team. Science is moving faster than our 
laws and regulations but it is not yet sufficiently revealing to permit 
the adoption of laws and regulations that would preclude any possi
bility of error in judgment or in act.

Sometimes Congressional demands may cause pressure for legis
lative halls and the courts to move when they do not have sufficient 
facts. To keep such actions to a minimum, voluntary compliance with 
what seems scientifically sound and reasonable is obviously a way
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to  prevent or fill such a void. And science promotes voluntary compli
ance. I t  must, for to  do otherwise would result in such restrictive 
legal control that the tru th  of medical progress yet to  be unveiled 
would be hidden by barriers of ignorance.

P r o b le m s  In h e r e n t  In A r e a s  o f  S c ie n c e

Let me be more specific in this respect by referring to the prob
lems obviously inherent in some questions raised by scientific bodies. 
For example, the European Society for the Study of D rug Toxicity 
met recently and discussed factors influencing toxic reactions to drugs. 
One speaker mentioned a relationship between mortality due to drugs 
and the season of the year. Another reported that the toxicity of a 
drug given to an isolated animal is less than that encountered when 
the drug is administered to a group. W hy huddling together should 
exert a lethal influence is not known. O ther participants suggested 
that environmental conditions, for example, atmospheric humidity, 
barometric pressures, cloud conditions and wind may affect resistance 
to  drugs. Still another stated that urinary pH can affect drug toxicity. 
Interestingly, one speaker who discussed the possibility of a govern
ment creating its own test agencies warned that if this were tried it 
m ight well hold up drugs unreasonably and waste time and effort 
to accumulating records of a “proliferation of ridiculous tests.”

W hat this means in substance is that medical science is like a 
lady being wooed but whose hand is not yet won. She still remains 
independent and unpredictable and therefore not controllable by law 
or regulation. For her, voluntary compliance to meet her whims is the 
only way to be sufficiently flexible to cope with the unpredictable. 
There is not yet sufficient information to  allow laws and regulations 
to govern all situations in which the application of scientific knowl
edge is important. For example, dependably revealing tests to deter
mine if and how deformed children will be caused by drugs, chemicals, 
or even heredity are not yet available. This is only one of many but 
headline provoking examples. So if there ever was a time in our 
history for the need for sharing medical information and for provid
ing a forum for medical differences of opinion, this is it. Congressional, 
regulatory, business, professional or public pressures cannot be allowed 
to supersede wise decisions when life and death are involved.

Thus it seems to me that science, because of its very fluid makeup, 
promotes voluntary compliance not only where laws are involved, but 
also where moral issues are concerned. Neither morality nor ethics
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can be determined by legislation. Only facts—although theories some
times are similarly treated—lend themselves to regulatory supervision.

S e r v ic e s  o f  S c ie n t if ic  A g e n c ie s

The Food and D rug Administration and other governmental 
agencies with regulatory responsibilities have most challenging 
opportunities today to  secure well qualified scientific talent, to seek 
sound scientific advice, and to work in an atmosphere of helpful inter
change of information. So does industry, particularly those segments 
of industry identified with health products. And so do the health 
professions and others providing ancillary services. Certainly the 
drug firms of this country have an obligation and a willingness to 
find good scientists and scientific guidance. There have been times 
when gaps in this objective have opened up but, in general, these 
have been due to  lack of necessary knowledge and guidance and not 
to questionable intent.

The drug industry has about 15,000 employees engaged in scien
tific activities but no one knows—at least I don’t—how many others 
lend their services in consultative and exploratory research capacities. 
I t  is most encouraging to read about the FD A ’s upsurge in interest 
in doing a similar thing through consulting committees. This truly 
will help encourage compliance with any needed laws and regulations 
on a voluntary basis. And it is equally reassuring to learn of the 
increasing interest of scientific and professional organizations in not 
only the products of science but the ways in which the flow and the 
use of these products are regulated.

If I may be specific again for just a moment or two, I would like 
to mention projects by well known bodies that demonstrate, I believe, 
how science can promote voluntary compliance.

P h a r m a c e u t ic a l M a n u fa c tu r e r s  A s s o c ia t io n  A c t iv it ie s

The Pharmaceutical Manufacturers Association some years ago 
adopted a series of suggestions for encouraging plant sanitation. 
More recently it issued a substantial report on plastics. I t  is working 
on color additives. It has studied automatic ampul inspection ma
chines, drug induced blood dyscrasias, and steroid codes. It has done many 
other similar and similarly motivated things through its sections and com
mittees. Perhaps the most recently publicized effort was its under
writing by an enabling-grant the work of the Commission on Drug 
Safety. I t  also underwrote by grant a conference on teratology, a

/
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general m eeting of scientists and scientific organizations, and tw o 
workshops on teratology to help train more people in this field of study.

O ther activities of the PM A  and its individual firm m em bers 
could be cited one after another, bu t so could this be done on behalf 
of o ther bodies in academic, research, professional and governm ental 
circles. F or example, the newly created D rug  Research Board of the 
N ational Research Council m ight be m entioned as evidence for the 
need to  search for yet undiscovered facts. All of which causes one to  
ask how can presum ably informed people say it is possible to  ade
quately regulate safety and medical judgm ent in the  fram ew ork of 
existing knowledge, especially when in some instances there is more 
lack of know ledge than  availability of knowledge? T he answ er to  this 
question is obvious on occasion, b u t it only emphasizes, it seems to  
me, the need for vo luntary  compliance not ju s t w ith law and regula
tion b u t w ith  good sense and good judgm ent.

Hopefully the FD A  and the  d rug  industry  during  the  m onths 
and years ahead will not be faced w ith some of their recent problem s 
and will be able to  encourage cooperatively the furtherance of the 
concept of vo luntary  compliance particularly  since science in today’s 
world provides the essential ingredients for such an approach. If  we 
can do th is w ithin the restric tive fram ew ork imposed by science, all 
will benefit, bu t the ones who will be helped m ost will be those who 
become ill.

S u m m a ry
As I think for a m om ent about the w ords in the preceding para

graphs of th is com paratively brief address, I w onder if some m ay 
construe my statem ents to im ply denial of the need for laws and regu
lations in the health  field or a plea for m ore independence on the part 
of regulated  health  industries and professions. N either was in my 
mind. W h a t I have tried to  em phasize is th a t science provides yard
sticks for m easurem ents, and w ithou t such yardsticks it is difficult to  
define and apply appropriate laws and regulations. T hus, before all 
needed facts are assembled, careful judgm ent and keen discernm ent 
by those possessing scientific facts are essential and are more im 
portan t than  those w ithout facts, a t least when sickness and death 
are involved. T h is is in its own w ay a form of voluntary  compliance, 
a t least vo luntary  compliance w ith  the  spirit th a t m otivates self 
regulation. T hen  when the facts become available, appropriate laws 
and regulations for fa ir application to  all can be considered and, if 
indicated, subsequently issued.
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So, a form  of vo luntary  compliance becomes applicable before 
there are  enough facts for regulatory  m easures, and afterw ards it 
becomes possible because there are revealing guidelines. Scientific 
knowledge, advice from scientists and the  in tegrity  of those who look 
to  the fu tu re and not ju s t to  the im m ediate make possible vo luntary  
compliance in all shades of its definition. And the sharing  of th is 
knowledge by all who have m utual in terests encourages fu rth e r the 
developm ent of vo luntary  compliance w hether it be done to  reflect a 
desire to  do w hat is righ t m orally or to  reflect an aw areness of 
existing law s and regulations. B ut since science is n o t y e t all reveal
ing there m ust be w ays by which differences of scientific opinion can 
be explored and the reasons for these differences made evident. 
O therw ise vo luntary  compliance and science will become at best only 
d istan tly  associated acquaintances instead of the  closely related 
partners now  possible. [T he E nd]

BUREAU OF MEDICINE REORGANIZATION ANNOUNCED
R e o r g a n iz a t io n  o f  t h e  F o o d  a n d  D r u g  A d m in is tr a t io n ’s B u r e a u  o f  

M e d ic in e  w a s  a n n o u n c e d  J a n u a r y  10 b y  C o m m is s io n e r  G e o r g e  P .  
L a r r ic k . T h e  c h a n g e s  t o o k  p la c e  t h e  f o l lo w in g  d a y  w h e n  p e r s o n n e l  o f  
th e  B u r e a u  m o v e d  to  n e w  o f f ic e s  in  A r l in g t o n ,  V ir g in ia .

T h e  r e o r g a n iz e d  B u r e a u  c o n s i s t s  o f  t h e  f o l lo w in g  d iv is io n s ,  b r a n c h e s  
a n d  f u n c t io n s :

T h e  O ff ic e  o f  t h e  M e d ic a l  D ir e c t o r  w h ic h  w i l l  h a n d le  a ll a d m in is 
tra tiv e  se rv ice s , in c lu d in g  p erso n n el m a tters , reco rd s and  co m m u n ica tio n s;

T h e  D iv i s io n  o f  N e w  D r u g s  c o n s i s t in g  o f  t h e  I n v e s t ig a t io n a l  D r u g  
B r a n c h , w h ic h  e v a lu a t e s  p la n s  s u b m it t e d  b y  d r u g  s p o n s o r s  fo r  p r o p o s e d  
c l in ic a l t e s t s  o f  n e w  d r u g s , th e  M e d ic a l  E v a lu a t io n  B r a n c h  w h ic h  
e v a lu a t e s  s a f e t y  a n d  e f f e c t iv e n e s s  d a ta  a n d  p r o p o s e d  la b e l in g , a n d  th e  
M a n u fa c tu r in g  C o n tr o ls  B r a n c h  w h ic h  e v a lu a t e s  a d e q u a c y  o f  d r u g  
m a n u f a c t u r in g  m e th o d s ,  f a c i l it ie s  a n d  c o n t r o ls  d e s c r ib e d  in  d r u g  a p p li
c a t io n s . T h e  D iv i s io n  o f  N e w  D r u g s  is  n o  lo n g e r  r e s p o n s ib le  fo r  
f o l lo w -u p  o f  n e w  d r u g s  a f te r  m a r k e t in g . T h is  r e s p o n s ib i l i t y  is  n o w  in  
t h e  D iv i s io n  o f  M e d ic a l  R e v ie w ;

T h e  D iv i s io n  o f  M e d ic a l  R e v ie w  c o n s i s t in g  o f  th e  D r u g  S u r v e i l la n c e  
B r a n c h , t h e  M e d ic a l  A d v e r t i s in g  B r a n c h , th e  C a s e  R e v ie w  B r a n c h  a n d  
th e  M e d ic a l  D e v ic e  B r a n c h ;

T h e  D iv i s io n  o f  M e d ic a l  I n f o r m a t io n  c o n s i s t in g  o f  th e  A d v e r s e  
R e a c t io n s  B r a n c h  w h ic h  is  r e s p o n s ib le  fo r  p r e l im in a r y  r e v ie w  a n d  
a n a ly s is ,  t h e  H a z a r d o u s  S u b s t a n c e s  B r a n c h , t h e  M e d ic a l  L it e r a tu r e  
B r a n c h , t h e  D a t a  P r o c e s s in g  B r a n c h , t h e  D r u g  I n d e x in g  B r a n c h , a n d  
th e  S ta t is t ic a l  E v a lu a t io n  B r a n c h ;

T h e  D iv i s io n  o f  V e t e r in a r y  M e d ic in e ;  a n d

_ T h e  D iv i s io n  o f  A n t ib io t ic  D r u g s  w h ic h  c o n t r o ls  m e d ic a l  a s p e c t s  
o f  in v e s t ig a t io n a l  a n t ib io t ic s ,  d r u g  e v a lu a t io n  fo r  c e r t if ic a t io n , a n d  s u r 
v e i l la n c e .— F ood D rug Cosmetic Law R eports If 2 4 2 5  a n d  4 0 ,1 6 1 .
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Science Promotes Voluntary
Compliance in the Food Industry

By ROBERT M. SCHAFFNER

Dr. Schaffner Is V ice  President, Research and 
Q u a l i t y  Standards, Libby, M cN e ill & Libby.

H E  P O S S E S S IO N  O F  K N O W L E D G E  as distinguished from
ignorance and m isunderstanding is one of my favorite definitions 

of science. A lthough one realizes, of course, th a t food science cannot 
be the sole criterion for draw ing up, prom ulgating and enforcing vari
ous food regulations, it is encouraging to  see the ever-increasing 
im portance th a t is being placed on scientific results in the  field th a t 
we are discussing.

I am sure th a t no one in business o r governm ent today is as 
ignoran t o r as m isinform ed as w as a M idw estern legislator of about 
half a century  ago who seriously proposed regulations w hich w ould 
have “simplified” calculations of circular areas by changing pi from  
3.14159 to  3.

I  believe th a t those of us in the professions of law  and science 
m ust, however, continue to  inform  the public abou t food science so 
th a t the people a t large will only be in terested  in legislation and 
regulations which will encourage the  food industry  to  spend increasing 
am ounts of m oney to  develop and produce new  convenient and n u tri
tious foods.

In  1964 the  Am erican food industry  is spending $125 million for 
research and developm ent, and probably a like am ount for scientific 
quality control. This, of course, does no t include m oneys being spent 
by. the suppliers to  the food industry  in their developm ent of new 
containers, ingredients and equipm ent for our industry.

T he universities and the various governm ental departm ents are 
also spending large sum s of m oney on scientific research, developm ent 
and controls in the fields of agricu lture and food technology. I f  all
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of these expenditures w ere sum m ed up, I  believe that, conservatively, 
a t least one-half billion dollars are being spent annually  for these 
scientific pursuits, and m uch of this m oney is devoted to  th e  area of 
vo luntary  compliance, to  m ake su re th a t our food supply is the m ost 
nu tritious and the  safest th a t has ever been offered to  any nation.

L et us now look briefly a t  w hat has been done by food science 
and its application during the past few years, and see w ha t types of 
problem s rem ain to  be solved by the combined efforts of the  scientists 
in both  industry  and governm ent.

R a w  P ro d u c ts  a n d  P e s t ic id e s
I t  has been estim ated th a t if our m odern pesticides were not 

being used in agriculture, the production of all agricu ltural products 
w ould be reduced by 25 to  30 per cent, and th is  w ould probably 
com pletely w ipe out our $6 billion export of foods. W e  see, therefore, 
th a t no t only w ould our Am erican people have to  spend m ore of their 
income on foods, b u t we w ould be unable to  assist the developed 
and developing countries in feeding their populations.

T he A m erican food industry  and the Food and D rug  A dm inis
tration  are caught in a dilemma. O n one hand, we m ust assure the 
public th a t it is eating foods th a t are wholesom e and insect-free, and 
on the o ther hand, these foods m ust no t contain harm ful pesticide 
residues. T h is problem , of course, has been realized by the industry  
for m any years, and both the effectiveness of the pesticides and free
dom from  hum an toxicity  were investigated by the  chemical companies 
in the  1940s—considerably before the M iller pesticide ac t was passed.

F or example, extensive studies were made on D D T  about 20 
years ago. T hese studies showed both the effectiveness and the safety 
of th is pesticide. A t the recent research conference in California on 
the use of agricultural chemicals from  a public health  standpoint, 
speaker after speaker m entioned the fact th a t the storage of D D T  in 
hum ans is no higher now than  it w as in the 1950s and th a t if th is 
pesticide has fallen from grace, it is not because of scientific facts. 
I t  was claimed th a t no adverse effects exist in m an because of the 
low-level, long-tim e exposure to  th is chemical. I t  w ould therefore 
appear to a scientist th a t ways and m eans m ust be found to  establish  
official tolerance levels for this pesticide for all foods.

A m erican industry  has done an outstanding  job in controlling the 
safe use of pesticides. T h e  N ational Canners A ssociation’s protective
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screening program  is an  excellent example. I ts  program  includes 
supplying inform ation to  canners on the approved pesticides for spe
cific crops; canners in tu rn  give grow ers detailed instructions. Both 
grow ers and canners m aintain field-by-field records of th e  use of the 
chemicals, and finally, the canner system atically tests h is raw  product 
to  m ake sure the residues a re  below the established tolerances. T he 
success of th is and sim ilar program s has proven th a t the  vo luntary  
compliance m ethod is both efficient and adequate.

S a n ita t io n
Scientific investigations of im proved equipm ent and procedures 

have provided bacterial conditions in our p lan ts th a t in m ost instances 
are b e tte r than one would find in well-run hom e kitchens. N um erous 
segm ents of the food industry, through th e ir individual com panies and 
the scientific organizations connected w ith  their trade associations, 
have carried out investigations on raw  produce washing, handling and 
preparation th a t have made giant strides in the p ast 20 years. D uring  
the past tw o years, the  N ational Canners A ssociation’s research labo
ratories have carried ou t scientific investigations to  im prove the 
w ashing of raw  produce. These investigations w ere jo in tly  sponsored 
by industry  and governm ent funds and the  resu lts are now being used 
by the  industry. T his has reduced w ater requirem ents and has helped 
to  solve the  ever-increasing need for conserving w ater resources. 
Also, these new er m ethods of w ashing result in products th a t are freer 
from all types of contam ination. N ew  studies are under w ay in which 
scientists will investigate m ethods of reducing atom ic fall-out con
tam ination, should it occur in the future.

T he food industry, in connection w ith its support of th e  Food 
P ro tection  Com m ittee of the N ational Academ y of Sciences, has also 
encouraged a study in the general field of food microbiology, and we 
feel certain  th a t new  scientific investigations which are being prom pted 
by th is project will lead to still fu rther im proved technology.

M any of the leading food associations in such fields as dairy 
v products, candy, frozen foods, and canned foods have for m any years 

carried out educational program s on im proved sanitation practices. 
T hroughout the U nited  S tates both m anagem ent and w orkers in the  
food industry are receiving continuing instructions and education on 
this im portant subject. I believe th a t the food regulatory people agree 
w ith industry  th a t these program s are benefitting the public.
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P ro c e ss in g
T h e food industry  is constantly  im proving its processing m ethods 

so th a t the  finished foods are m ore appealing in freshness, nu trition , 
color and flavor. A lthough the canning process was invented by the 
Frenchm an, N icholas A ppert, over 150 years ago, processing require^ 
m ents for canned foods were p u t on a m ore scientific basis by canners, 
w orking w ith  the N ational Canners Association, tow ard the  end of the  
first qu arte r of th is century. Recom m ended processes for a w ide range 
of products w ere sum m arized and first published back in 1930. T h is  
w ork has continued th roughout the  years, and the  value of th is  
program  w as pointed out by Com missioner L arrick  in M ay 1963 when 
he s ta te d :

A f t e r  t h e  g r o u n d w o r k  f o r  t h e  p r o c e s s in g  o p e r a t io n s  w a s  e s ta b l is h e d ,  s o m e  o f  
t h e  t im e  o f  t h e s e  la b o r a to r ie s  w a s  d e v o t e d  t o  t h e  im p r o v e m e n t  o f  t h e  q u a l i ty  o f  
t h e  c a n n e d  f o o d s ,  a n d  m a n y  o f  th e  p r o d u c ts  o n  t h e  m a r k e t  t o d a y  r e p r e s e n t  a 
t e s t im o n ia l  t o  t h is  a c c o m p lis h m e n t . T h r o u g h o u t  a ll, h o w e v e r , i t  h a s  b e e n  re 
a s s u r in g  t o  k n o w  t h a t  t h e  N .  C . A  la b o r a to r y  p e o p le  h a v e  n e v e r  s o u g h t  o r  
to le r a te d  q u a l i ty  im p r o v e m e n t  a t  t h e  r is k  o f  s a f e t y .

W e believe th a t th is im portan t vo luntary  cooperative venture by 
the canning industry  speaks well for the policy of self-regulation.

In g re d ie n ts  a n d  A d d it iv e s
M any of the  convenience foods th a t are now offered to  the public 

would no t have been possible if the research laboratories of the  food 
industry  and their suppliers had not worked together to  develop new  
additives. Investigations—m any costing hundreds of thousands of 
dollars—w ere made to  make sure th a t these ingredients perform ed 
their intended functions and w ere safe from  a public health  standpoint. 
A  review of scientific literature going back to  the 1920s and 1930s 
shows th a t th is type of investigation had been going on for years 
before the passage of the  additive and color am endm ents to  the  Food 
and D rug  Act. Since the passage of these am endm ents, the  p ro 
cedures for carrying ou t these studies have continued to  become m ore 
standardized.

In  the field of additives, a cu rren t example of excellent cooperation 
between the scientific branches of industry, universities and the gov- ., 
ernm ent is the preparation and publication of the Food Chemicals Codex. 
T his project was carried out by the Food P rotection Com m ittee and 
received its  financial support th rough  gran ts from the N ational In s ti
tu tes of H ealth  and contributions from food m anufacturers, suppliers 
and trade associations. T he expert com m ittees developing the speci
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fications for the chemicals consisted of scientists from  industry, gov
ernm ent and the universities.

Sections of the Food Chemicals Codex have been published in loose 
leaf form, and the first bound edition will come out in 1966. This book 
will be of g reat value to all of us interested in food m anufacturing, 
and will be a tribu te to and an outstanding  example of the principle 
of voluntary  compliance.

F o o d  S t a n d a r d s
T here has been m uch controversy during  the past few years 

regard ing  food standards of identity. M any people in industry  have 
become disenchanted w ith  food standards because the language does 
not perm it im provem ents in technology and often is of a recipe nature, 
calling for only a lim ited num ber of optional ingredients. T he older 
food standards were prom ulgated before the passage of the food 
additive-food color am endm ents, and a t least one of the purposes of 
setting  standards a t th a t tim e was to  ensure th a t only ingredients 
generally recognized as safe were used as optional m aterials. Now 
th a t the new er and more straigh tforw ard  m ethods of clearing food 
additives are in effect, the industry, governm ent and the public should 
not need this older protection. I t  appears to  me th a t m any of the 
existing food standards and the food standards of the fu ture could be 
prom ulgated in such a way th a t they w ould be more flexible w ith 
respect to  optional ingredients. T his would avoid the  setting  of 
standards which w ould freeze technology, ham per research, and, more 
im portantly , tend to  lim it the benefits of research to  provide better 
foods. Perhaps if we in the industry  and those in governm ent take a 
fresh look a t  th is  whole m atte r from  a  scientific standpoint, w ays can 
be devised of im proving our m ethods of standards-w riting  to  keep 
food m anufacturing abreast of im proved m ethods and ingredients 
developed by research.

Finally, I th ink  th a t if we all give increasing em phasis to  the 
influence of science on foods, both industry  and governm ent can edu
cate and inform  the people so th a t there will be no room  for food 
faddists and fear peddlers to  interfere w ith our jo in t efforts to' provide 
the finest, m ost nutritious, and m ost m odern foods to the nation.

[T he E nd]
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Regulations—An Aid 
to Voluntary Compliance

By WILLIAM W. GOODRICH

Mr. G ood rich  Is Assistant G enera l Counsel fo r Food and 
Drugs, Department o f Health, Education and W elfare .

LA ST SU M M E R  a very distinguished law  professor, w ho had par
t ic ip a te d  in the drafting  and the legislative support of the Federal 

Food, D rug  and Cosmetic A ct betw een 1933 and 1938, visited us to  
examine the several new laws the Congress has enacted. H is purpose 
w as to  develop a sem inar course on the  control of environm ental 
health  hazards. H e was especially interested in the Pesticide Chemi
cals Am endm ent, the Food A dditives A m endm ent and the D rug  
Am endm ents of 1962. H e spent several weeks in W ashington  study
ing  our m aterials. As he left, I got the distinct im pression th a t he had 
been som ewhat overwhelm ed by the scope of the legislative and 
adm inistrative events th a t had come to  pass to  deal w ith new problem s, 
some of which had not yet developed in the 30s and others of which 
w ere not then adequately understood.

Some days later, he called to  ask for several copies of the regula
tions we had placed in effect. And after he received them  and w as 
ready w ith  his plans for his sem inar, he w rote th a t he had been greatly 
im pressed by “w hat a trem endously in tricate mechanism  the A ct has 
become.” H e suggested as a fu ture goal the possibility of consolidat
ing some of the provisions governing adm inistrative action.

Consolidation, as well as any o ther m eans of simplification of 
complex regulatory  laws is, of course, an objective highly to  be sought. 
Perhaps we will one day see a codification prepared in the in terest of 
simplicity. B ut m eanwhile, it is the purpose of all our regulations 
for the enforcem ent of these laws, as well as the regulations dealing 
w ith specific subjects, such as food additives and new drugs, to  com 
m unicate sim ply and m ore effectively to  the regulated industries w hat 
we th ink is expected of them.

W e hope to  com m unicate in these regulations in such specific 
term s as to avoid to  the greatest extent possible m isunderstandings and
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inadvertent violations. T his is how voluntary  compliance is achieved 
by regulations. W e recognize, of course, th a t m any of the regulations 
are not models of clarity—b ut we would like to  think th a t th is is due 
to  the natu re  of the problem , ra th e r than  ineptness in the a r t of 
communication.

A nyone looking a t the curren t P a rt 21 of the Code of Federal 
R egulations cannot fail to be im pressed w ith  the m agnitude of Food 
and D rug  A dm inistration operations. These regulations in the last 
annual revision covered more than  1,100 pages of printed m aterial. 
Indeed, law yers frequently  call m y office or the Division of Advisory 
Opinions in FD A  w ith questions th a t are answered in detail in the 
regulations, b u t when they are referred to  the Code, their first inclina
tion is to tu rn  to the yellow pages for an expert in this specialized 
field.

M any of the regulations have been in effect—unchanged—since 
1939. O thers are as new as today. All are concerned w ith situations 
and practices th a t do not remain static.

C ertainly some of the old labeling regulations are in u rgen t need 
of revision. Some problem s th a t have never been the subject of 
definitive regulations need to  be dealt w ith. T he dietary food regula
t i o n s  are obsolete by any standards w hatever. T he entire process 
of review and revision is a never-ending one.

T o d a y ’s R e g u la t io n -M a k in g  P ro c e ss e s  
C o m p a r e d  to  T h o se  o f  th e  P a s t

H ow  does the regulation-m aking process of today—and its resu lts 
—com pare w ith th a t which we knew a few years ago?

F irst, there is the requirem ent th a t all regulations expected to  be 
binding on the public be published and codified in a central place. A t 
least once each year the code is reviewed to  elim inate obsolete material. 
T he annual revision is soon to  be published. In  recognition of the 
rapid change th a t is occurring here, T itle  21 appears in paperback 
form  for ready use and prom pt revision.

Second, the annual revision is followed up, no sooner than  it is 
published, by changes printed in the daily issues of the Federal Register. 
So if one wishes to  follow the regulatory  process, it is essential th a t 
he learn to  handle th a t publication.

T hird , we no longer publish the inform al advice we once offered 
as Trade Correspondence. Instead, following the requirem ents of the
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A dm inistrative Procedure Act, all statem ents of general policy and 
in terpretation  are formalized a t least to  the ex ten t needed for publica
tion in the Federal Register.

Finally, much of the  g rist for the  regulatory  mill th a t  is  published 
now does no t originate w ith FD A , but arises from petitions and 
proposals offered by persons who m ust seek and obtain advance 
approval of proposed practices.

T his brief sum m ary m ay well m ake one yearn for the good old 
days—w hen rules w ere few and w ere included in m im eographed 
hand-outs, and the deadlines for com m ent and recom m endations on 
notices of proposed rule-m aking were not yet w ith  us.

B ut upon reflection, we feel sure th a t it  can be agreed th a t the 
broadest and least expensive compliance is vo luntary  compliance by 
the great m ajority  of persons who wish first to learn w hat is expected 
of them , and who have a ready m eans of participating in the develop
m ent of any regulations which m ay affect them.

W ith  th is as our premise, let us look a t ju st how the procedures 
we are using can be expected to  serve the goal of vo luntary  compliance.

P r o c e d u re s  F o llo w e d  in P ro p o s in g  N e w  R e g u la t io n s
Typically, a proposal for a new regulation or for a change in an 

old one originates w ith  some interested person or group, or upon the 
Com missioner’s initiative. T he proposal is published as a notice of 
proposed rule-making. In terested  persons are invited to  subm it com
m ents and suggestions for im provem ent or objections to  the proposal 
a t th a t stage. T here is a deadline for action.

T his notice is no t hidden in the deep recesses of the Federal 
Register. W e ordinarily issue press notices of any proposed rules 
which have a wide public or trade interest. These press notices 
explain w hat the action is all about, w hat is planned to  be done, and 
when com m ents should be offered. F D A ’s Division of Consum er 
E ducation has developed Memo’s fo r  Consumers to explain proposed 
actions and to  invite consum er reaction. Its  consum er consultants 
are alert to  proposed rule changes and are seeking consum er reaction; 
to  them . As a result, our hearing clerk now gets m ore mail th an  
alm ost anyone in the D epartm ent. These com m ents offer a broad  
spectrum  of opinion ordinarily, though som etimes we receive a  deluge 
of mail w ith essentially the same comments. Inspired  com m ent of 
th is so rt is not very helpful in im proving the rules.
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All com m ents filed w ith the hearing clerk are made available to 
the public for inspection, unless a specific request for confidential 
treatm ent is made. I hasten to  add here th a t there are few such 
requests, though we do som etim es receive grieved com plaints inquir
ing w hy particu lar letters have been made available to  the  trade or 
public press. T he public file has the advantage of sharing  w ith all 
who m ay be concerned the views and reasoning of o thers who are 
in terested  in or affected by the regulations.

T he necessity for public com m ent has the m erit of calling for 
responsible self-exam ination by the individual and industry  spokes
men w ho w rite to  us. A t th is  very m om ent, for example, a notice of 
proposed rule-m aking is serving to b ring  under re-exam ination widely 
d ivergent practices in the prom otion and sale of diluted fru it juice 
drinks and beverages. W e can th ink  of no be tte r w ay to approach 
such an industry  and consum er problem  w ith  the hope for a fair and 
proper solution.

V a lu e  o f  In fo rm a l C o n f e r e n c e s  C it e d
W hile proposed regulations are in the com m ent stage, we have 

frequently found th a t inform al conferences w ith individuals and 
organized groups serve to  prom ote b e tte r  understanding of our objec
tives and a be tte r understanding  on our p art of some of the problem s 
which m ay be involved.

An excellent example of th is arose out of the publication of our 
proposed regulations on the d istribution of new drugs for investiga
tional use. T hese regulations, strongly  supported by the public, were 
viewed w ith dism ay by the  drug  industry  and some parts of the 
scientific com m unity. T here was considerable urgency in bringing 
them  in to  operation as a public health  m easure. W e m et w ith a large 
num ber of groups represen ting  the scientific com m unity and the drug  
industry. P lainly the m eetings served to  reassure the industry  and 
the scientists th a t the over-all plan of the regulations w as a sound 
one, and to  convince us th a t revision was needed to  achieve a needed 
flexibility th a t would assist in the sound developm ent of new drugs.

T hese regulations, once roundly condemned as unnecessary 
bureaucratic m eddling in scientific research, have come to  be regarded 
as an im portan t step in im proving the quality  of scientific research 
w ith new drugs. T hey  could not have been developed in satisfactory 
form w ithout the assistance we obtained through these inform al 
conferences.
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A c t io n  o n  th e  P r o p o s e d  R u le
A fter all the com m ents are in, and inform al consultation has been 

completed, the next step in the regulation-m aking process is to  act 
on the proposed rule. T h is  m ay or m ay not be followed or accom 
panied by a public hearing, depending on w hether the Congress has 
provided for a  hearing in the particu lar circum stances or w hether the 
Com m issioner feels th a t a public hearing would assist in the develop
m ent of any additional facts th a t should bear upon the content of the 
regulations.

In  the days when the original regulations were being developed, 
there w as no organized m ethod of soliciting public participation in the 
rule-m aking. T here w ere hearings of a sort—if we can call large 
m ass m eetings in the D epartm ent of A gricu lture’s auditorium  hear
ings. Experience has shown, we believe, th a t more thoughtful and 
better-organized com m ents can be expected in w ritten  analyses of 
proposed rules. T his is the procedure th a t is generally followed.

B ut occasions do occur when there is a need for the  fu rther 
developm ent of the facts which should underlie sound regulations. 
W hen th is is so, a hearing is called for and is conducted in an orderly 
m anner to  develop a record for action. An example of th is m ay be 
found in the developm ent of the prescription drug  advertising  regula
tions. W hile  a full-blown hearing was not necessary, it w as possible 
to  develop enough facts in a short tim e to enable FD A  and the 
industry  to  achieve a m eeting of the minds about w hat regulations 
w ere needed and about how the regulations would work. T his was 
a case w here a few pictures (or ads) said more than a thousand w ords 
could have told us. V oluntary  compliance on a prom pt and effective 
level resulted.

A fter regulations have been prom ulgated, there is the possi
b ility  of court review. F o r m any of our regulations, court review by 
direct action is authorized by law. In  others it is n o t ; review of those 
regulations ordinarily  aw aits a regulatory  action in which they are 
called into question in a specific factual setting. Recently, tw o dis
tric t courts have held th a t regulations affecting industry  practices 
m ay be reviewed in a suit for declaratory judgm ent. One of these 
cases is on appeal, and the o ther is in preparation for a tria l of unique 
proportions.

A ssum ing th a t the procedure has been com pleted and judicial 
review has been exhausted, w hat is the effect of the regulation?
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M ost of them  are final and have the sam e binding effect as a s ta tu te  
passed by the  Congress. O thers em body in terp re tations which we 
hope the courts will apply.

C o n s ta n t  R e v ie w  o f  R e g u la t io n s
B ut th is does not mean th a t once the  regulation is prom ulgated 

it achieves the  sta tu s of an  untouchable. If regulations are to  serve 
the  purpose for which they are prom ulgated—to  aid in the efficient 
adm inistration of the A ct—they  m ust w ithstand  critical evaluation 
in their actual perform ance. And clearly if they contribute to  a  m is
understanding  of the dem ands of th e  law, they m ust yield to  correction.

N ot only does the law itself encourage persons affected to  propose 
am endm ent or repeal of any regulation th a t is deemed inappropriate, 
the  F D A  m aintains a un it a t the A ssistan t Com missioner level 
charged w ith  the constant appraisal of regulations and regulation 
making. W e welcome constructive criticism  of any and all of our 
regulations, and we are prepared to respond to any needed improvements.

T he tone has been set by the Com missioner him self w ho said 
earlier th a t  we are exercising m any m eans of publicizing our regula
tions to  prom ote be tte r understanding, and th a t we welcome all ideas 
w hich m ay lead to  g reater vo luntary  compliance in the public interest.

[T he  E nd]

H A R V E Y  W .  W IL E Y  A W A R D
N o m in a t io n s  fo r  th e  n in th  a n n u a l A s s o c ia t io n  o f  O ffic ia l  A g r ic u l 

tu r a l C h e m is t s  H a r v e y  W . W i l e y  A w a r d  a re  n o w  o p e n , it  w a s  an n ou n ced  
b y  M r s . M a r g a r e th e  O a k le y , P r e s id e n t  o f  t h e  A s s o c ia t io n .  N o m in e e s  
n e e d  n o t  b e  m e m b e r s  o f  t h e  A O A C  t o  b e  c o n s id e r e d  fo r  t h e  $ 7 5 0  a w a r d .

T h e  W i le y  A w a r d  w a s  e s ta b l is h e d  in  195 6  b y  t h e  A s s o c ia t io n  t o  
r e c o g n iz e  a n  o u t s t a n d in g  s c i e n t i s t  o r  s c ie n t i f ic  t e a m  fo r  c o n tr ib u t io n s  
a n d  a c h ie v e m e n ts  in  a n a ly t ic a l  m e t h o d o lo g y  o f  in te r e s t  t o  a g r ic u ltu r a l  
a n d  p u b lic  h e a lth  s c ie n t is t s .  S u b je c t  a r e a s  in c lu d e  f o o d s ,  d r u g s , c o s 
m e t ic s ,  f e e d s ,  f e r t i l iz e r s ,  p e s t ic id e s ,  v i t a m in s  a n d  o th e r  n u tr ie n t s ,  a n d  
g e n e r a l  a n a ly t ic a l  c h e m is tr y . M e t h o d s  o f  a n a ly s is  fo r  t h e s e  a n d  o th e r  
c o m m o d it ie s  a r e  s t u d ie d  b y  t h e  A O A C , a n d  t h o s e  w h ic h  a r e  a p p r o v e d  
a r e  p u b lis h e d  in  i t s  la b o r a t o r y  m a n u a l, “ O ffic ia l  M e t h o d s  o f  A n a ly s i s ,”  
w h ic h  is  u sed  b y  resea rch  a n d  r e g u la to r y  sc ie n tis ts  th r o u g h o u t th e  w orld .

N o m in a t io n s  s h o u ld  b e  d e ta i le d  a n d  in c lu d e  a  b io g r a p h ic a l  s k e t c h ,  
o u ts t a n d in g  s c ie n t i f ic  a n d  p r o f e s s io n a l  a c c o m p lis h m e n ts ,  a n d  a  l i s t  o f  
s c ie n t if ic  p u b lic a t io n s . E ig h t  c o p ie s  o f  e a c h  n o m in a t io n  fo r  t h is  y e a r ’s  
a w a r d  s h o u ld  b e  r e c e iv e d  b y  L u t h e r  G . E n s m in g e r ,  A s so c ia t io n  o f  O ffic ia l 
A g r ic u ltu r a l  C h e m is t s ,  B o x  540 , B e n ja m in  F r a n k lin  S ta t io n , W a sh in g to n ,
D .  C . 2 0 0 4 4 , b e f o r e  A p r il  1, 1965.
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The Near and Far Horizons 
of Total Health

B y  W .  H O W A R D  C H A S E

Mr. C hase  Is Chairm an o f H ow ard  Chase  Associates, Inc.

I  H A V E  N E V E R  B E E N  S U R R O U N D E D  by so m any peop le- 
each of whom knows much more about th is field than  I. I t  is aj 

hum bling thought. In  one sense my mission is to  represent Everym ai 
(w ith a capital E )—th a t vast anonym ous group whose hopes, fears 
in tentions and votes cam and do and will change the environm ents ii 
which all of us do our work.

In  a nation in which wide differences of opinion are the rule, no 
the exception, alm ost everyone will agree am iably th a t the “publi 
in te rest” or the “general w elfare” (as the C onstitution calls it) is th 
first concern of our national life, and of prim e im portance to  the food 
drug and cosmetic industry.

F ortunately , this consensus exists. F o r if all roads lead to  thi 
particu lar Rome, some take the high way, and others take the low. Ii 
any event, there are infinite paths to  the atta inm ent of “the pub li 
in terest” and considerable differences over which routes m ost nearl; 
achieve the objective.

T his E ighth  Annual Conference of the Food and D rug  Adminis 
tra tion  and the Food Law  In stitu te  is, in a sense, an in-gathering o 
road builders and map makers. Certain dem onstrably efficient high 
w ays tow ard public health will be improved. Some sharp curves wil 
have to  be straightened and perhaps some new danger signals installée 
T hese activities fall into the road-building or m aintenance departm enl

My own exposure—in more depth than  I had anticipated—indi 
cates, however, th a t we who represent both  industry  and governm en 
are today m ore map m akers than m aintenance men. M ap m akers hav 
as much concern for the far horizons as for the im m ediate milestone
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C o n s u m e r  P ro te c tio n  Is G o a l
O ur objective, the protection of the A m erican consum er, which 

was also the goal of Dr. W ylie and th e  1906 Food and D rug  Act and 
which has yet to be fully achieved, is now only half-w ay house in the  
national scheme of things, m easured against our responsibilities to  
the fu ture and the new tools which aw ait only our using.

Eyes have been lifted and frontiers explored. Physical and 
technological skills, electronic data processing and the m astery of 
m atter and energy have given m an tools w herew ith to m eet the 
requirem ents of man. T his eighth annual conference which could 
preoccupy itself w ith yesterday’s problem s—and they haven’t  gone 
aw ay—can be the opening salvo of a new phase of an ancient dream.

I refer to  the concept of to tal health, in the physical, m ental and 
environm ental m eanings of the term . I  refer to the need for industry  
participation on a larger scale than  any yet achieved in a partnership  
w ith  the health  sciences and the governm ent to  elim inate disease and 
the environm ental causes of disease and ill health.

T he drive today is larger than  protection from contam inants, 
from  filth and from chicanery. I propose th a t we are on the verge 
of a vastly  exciting new frontier. T oday’s H oly Grail th a t challenges 
the venturesom e and brave is the to tal conquest of pollu tants and 
dangers in food, drugs, air and water. Even visual pollution is under 
attack. T h e  tim e has come for careful review of the im pact of the 
food packaging industry  on solid w aste disposal. T he proliferation 
of packaged foods brings w ith  it increased need for im provem ents in 
solid w aste handling and disposal, especially in large m etropolitan 
areas. T he question can appropriately be a sk e d : W h a t responsibility, 
if any, does th is industry  have in helping find solutions to  the  w aste 
disposal problem ? U nless industry  becomes the shield of the consumer- 
citizen—the champion of these g reat goals—industry  will become the 
victim  or paw n of social change, no t its architect.

T r e n d  T o w a r d  P r in c ip le  o f  In te rd ic t io n
W e have passed far beyond the  age of caveat emptor. T h is  is a fact 

of life in America. W e are in the la tte r phases of consum er protection 
m ade possible by application of the legal principle of abuse. W e now 
en ter the age of interdiction, the principle of law by which the  body 
politic guides its powerful drive into w hat P resident Johnson calls 
the “G reat Society,” and which—for the purposes of th is audience—
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I  have called the national drive tow ards to tal health. W e shall re turn  
to  the  laws of abuse and interdiction.

Now th is is a far cry from the m odest request of your president 
th a t I speak of “T he Educational Problem s of Industry ,” on “success
ful in-plant program s to prom ote p lant sanitation and to  prom ote 
adequate controls.”

T here  should be an axiom, if there isn’t, to  “bew are the  half- 
educated m an,” a t least if he seeks inform ation. I t  w as my good 
fortune to seek it, and to find it. M y condition resem bles th a t of the 
small boy w ho was asked to  read and report on a book about penguins. 
H is report was as follow s: “T he book told me more about penguins 
than  I really w anted to know .” Com missioner George P. L arrick, 
Surgeon-General L u th er T erry , his predecessor Dr. Scheele, your 
P resident Franklin  Depew, their principal aides, m any industry  
advisors, and not least, my own colleagues have contributed to  a 
vast array  of knowledge th a t has freely and generously been m ade 
available to  me. If  m eagerness of com prehension or m iserliness of 
vision is evident here, the responsibility is m y own.

T h e  Im p a c t  o f  th e  1 9 0 6  A c t
L et us first examine the m aintenance of the  old highw ay tow ards 

health protection pioneered by Dr. W ylie in the original Food and 
D rug  Act. I t  made possible the application of the industrial revolution 
to  the food and drug business. T h e  g reat tradition  of industry-govern
m ent cooperation in this field had its  beginnings when the W estern  
Packers Canned Goods Association and the A tlantic S tate Packers 
Association gave D r. W ylie a respectful hearing and endorsed pure 
food and drug legislation.

In  the 40th anniversary celebration of the Act, arranged by the 
late Charles W esley Dunn, my beloved boss, Clare Francis, spoke 
eloquently and frankly:

[ T ] h e  A c t  [ o f  1 9 0 6 ] g a v e  h o n e s t  m a n u fa c tu r e r s  p r o t e c t io n  t h e y  n e e d e d  f r o m  
u n fa ir  c o m p e t i t io n  a t  t h e  v e r y  t im e  w h e n  a  g r e a t  n e w  o p p o r tu n it y — a n d  a  g r e a t  
o b l ig a t io n — o p e n e d  b e f o r e  th e m . T h e  n a t io n a l e c o n o m y , g a in in g  m o m e n t u m  
w it h  e v e r y  y e a r  s in c e  t h e  in d u s tr ia l  r e v o lu t io n , w a s  r o u n d in g  t h e  c o r n e r  t o  t h e  
m a c h in e  a g e  a n d  a  n e w  p e r io d  o f  p le n t y  a n d  s ta n d a r d  o f  l iv in g  s u c h  a s  th e  
w o r ld  h a d  n e v e r  s e e n . I n  t h is  p r o c e s s ,  f o o d  m a n u fa c tu r in g  [a n d  t h e  p h a r m a 
c e u t ic a l  in d u s t r y ]  h a d  a  v ita l  p a r t  t o  p la y . I t  h a s  d o n e  s o , . . . a n d  t h e  m o s t  
im p r e s s iv e  s in g le  f a c to r  w a s  th is :  T h e  c o n d itio n s  c r e a te d  b y  th e  p a ss a g e  o f  th e  
A c t  in v i te d  re sp o n s ib le  b u s in essm en  to  p u t r e a l m o n e y  in to  th e  f o o d  b u s in ess

1 “ I t s  B a s ic  V a lu e  t o  F o o d  I n d u s tr y ,"
1 F ood D rug Cosmetic L aw Quarterly 
3 7 9 , 3 8 2  ( S e p t e m b e r  1 9 4 6 ) .
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Eighteen years later, Mr. F rancis, perennially the pro tagonist of 
the public interest, can take pride in A m erica’s food industry—an 
$80 billion giant, the largest em ployer of labor, the largest user of 
transport, the m ost stable of all the industries, the  source of the 
nation’s foodstuffs, and the prim e contribution to  hum an energy and 
health.

B ut w ith  industry  grow th  and population grow th, came A ct 
enforcem ent problems. As Com missioner L arrick  said to  m e:

M o s t  p e o p le  in  t h e  1 0 0 ,0 0 0  f ir m s  t h e  F D A  h a s  d e a lt  w i t h  a r e  a s  h o n e s t ,  
e th ic a l ,  a n d  d e v o t e d  t o  p u b lic  in te r e s t  a s  a n y o n e  in  G o v e r n m e n t . A s  w e  p u r 
s u e  o u r  s e p a r a te  w a y s ,  o u r  o b je c t iv e s  a r e  id e n t ic a l .  W e  e a c h  w a n t  s e l f - r e s p e c t ;  
w e  w a n t  t h e  a p p r o v a l o f  o th e r s ;  w e  w a n t  t o  s e r v e  h o n e s t ly .

T h e  m a n u fa c tu r e r s  o f  fo o d  w a n t  t o  m a k e  p u r e , g o o d ,  s a le a b le  fo o d . T h is  
i s  p r e c is e ly  w h a t  F D A  w a n t s  th e m  t o  d o . T h e  in d u s tr y  le a d e r s  w h o  m e e t  a t  
G M A  o r  P M A  s e e  e a c h  o t h e r  a s  d e c e n t ,  h o n o r a b le  p e o p le .  T h e y  s e e  t h e  
r e p u ta b le  c o m p a n ie s  w h ic h  tr y  to  s e r v e  t h e  p u b lic  in t e r e s t  w i t h o u t  n e e d  fo r  
r e g u la t io n .

B ut FD A , continued Com missioner L arrick, sees also the  fringe 
elem ents, the crooks, the fast buck artists.

W h e n  m is u n d e r s t a n d in g s  b e t w e e n  r e p u ta b le  c o m p a n ie s  a n d  F D A  a r is e —  
a n d  t h e y  d o — it  i s  b e c a u s e  F D A  is  a n  e n f o r c e m e n t  a g e n c y  a n d  b e c a u s e  F D A  
a n d  t h e  h o n e s t  m a n u fa c tu r e r  a r e  lo o k in g  a t  d if f e r e n t  e n d s  o f  t h e  p u b lic  
h e a lth  s p e c tr u m .

E n f o r c e m e n t  P ro b le m s  
D e s c r ib e d  b y  C o m m is s io n e r  L a r r ic k

Perhaps we should devote a m om ent to  th e  range and breadth  of 
F D A ’s enforcem ent responsibilities as they  exist today. In  h is 1964 
report to  Congress covering 1963, Com m issioner L arrick  described an 
array  of problem s m ostly foreign to  the reputable m anufacturer, bu t 
they  are real enough to  the A m erican people and to  the Gideon’s 
band of F D A  enforcem ent officers.

(1) In  1963, there w ere 88,500 in tersta te  establishm ents th a t  
produce, package, d istribute, or store foods.

(2) T here  are 2,200 chemicals used by 73,000 food establish
m ents. These include color agents, preservatives, emulsifiers, etc. 
Com missioner L arrick  told the  C ongress: “T hey  a re  essential to  
production of our m odern convenient foods.”

(3) T here are 500 chemicals in 55,000 registered pesticide for
mulas. T here are 375 chemicals and 40,000 form ulations for food 
crop fertilization.
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(4) 600 million pounds of pesticides were used by 5 million 
farm ers in 1963.

(5) In  1963, 2 r/ 2 million in tersta te  shipm ents of raw  fru its and 
vegetables w ere trea ted  by chemicals during  their g row th  cycles.

(6) I t  rem ains F D A ’s du ty  to  protect the consum er from  un
sanitary  and harm ful foods. In  1963, 79 million pounds of food w ere 
seized for reasons of filth and 3 million pounds w ere seized in 68 
actions because of d irect health  menace.

(7) N inety  per cent of all illegal d rug  sales referred by F D A  to  
the  D epartm ent of Justice involved stim ulants (am phetam ines) and 
depressants (barb ituates).

(8) FD A  estim ates public expenditure of $500 million in 1963 on 
w orthless drugs or devices.

(9) Add to  all these the responsibility of policing 360,000 separate 
im ported shipm ents of food in to  the U nited  States.

F D A ’s V a s t  R e sp o n s ib ilit ie s
One of the educational problem s of industry  is to understand and 

support the F D A  in its vast responsibilities, even though the kind and 
type of com pany th a t supports the Food L aw  In s titu te  is unlikely to 
have much direct experience w ith  the enforcem ent functions of the 
agency.

In  Com missioner L arrick’s w ords to  m e :
W h e n  F D A  e v a lu a t e s  t h e s e  p r o b le m s , a n d  p r o p o s e s  n e w  la w  o r  r e g u la t io n s  

t o  m e e t  th e m , t h e  b u s in e s s  a n d  b u s in e s s  a s s o c ia t io n  le a d e r s  s e e  n e w  t h r e a t s  t o  
in d iv id u a lis m , t o  p r o g r e s s ,  t o  n e w  p r o d u c ts ,  a n d  t o  p r iv a t e  e n t e r p r is e  i t s e lf .  
A t  t h e  le a s t ,  th e y  s e e  red  ta p e , b u t  F D A  s e e s  c r o o k s .

If  you w ere to  probe deeply into Com missioner L arrick’s operat
ing philosophy, as I tried  to do, you would find a quiet p ragm atist, 
dedicated to  the law, to  the public in terest, and to  the proposition 
th a t a system  of entrepreneurial enterprise can and does do a fan tastic 
job w ithin the law in m eeting and satisfying public needs.

B ut as a p ragm atist in a dem ocratic society, Dr. Larrick and his 
associates are aw are of the occasional conflict between science and 
social judgm ents. As he stated  in h is 1964 report to  C on g ress:

T h e  j u d g m e n t s  o f  s o c ie t y  a r e  n o t  n e c e s s a r i ly  c o n s i s t e n t  w i t h  s c ie n t i f i c  f a c t s .  
T h e y  a re  n o t  a lw a y s  lo g ic a l .  T h e y  c a n  b e  a n d  s o m e t im e s  a r e  a r b itr a r y . E v e n  
s o , n e ith e r  th e  E x e c u t iv e  n o r  L e g is la t iv e  b r a n c h e s  o f  G o v e r n m e n t  c a n  lo n g  
ig n o r e  th e m . I f  it  s h o u ld  b e c o m e  th e  o v e r w h e lm in g  p u b lic  v i e w  th a t  s o c i e t y  
s h o u ld  d r a s t ic a l ly  l im it  th e  r is k , n o  m a tte r  h o w  m u c h  g o o d  a  d r u g  c a n  d o ,

PAGE 3 2  FOOD DRUG COSMETIC LAW JOURNAL— JANUARY, 19 6 5



th e n  w e  w o u ld  b e  f o r c e d  t o  r e m o v e  f r o m  t h e  m a r k e t  m a n y  d r u g s  w h o s e  g o o d  
o u t w e ig h s  th e ir  h a r m . S u c h  d e v e lo p m e n ts  c o u ld  s e r io u s ly  im p e d e  t h e  p r o g r e s s  
o f  m e d ic in e .

A pplying this also to  foods, m ay I  add tha t food technology 
could be com parably damaged.

I t  w ould be hard  to  find a single more trenchant, significant 
paragraph  in its implications to  the food and drug  industries, any
w here in w riting. Im plicit here is the m ost u rgent plea for responsible 
industries to  engage their energies and resources into g reat public 
educational cam paigns in tandem  w ith governm ent and in tandem  
w ith schools and universities, th a t tru th  m ay be served and th a t 
em otional shibboleths and prejudices not be allowed to  obscure the 
fru its of science and technology.

Lippm ann refers to  “the ty ranny  of the tem porary m ajority .” Dr. 
L arrick  says th a t “if it should become the  overw helm ing public 
view,” righ t o r wrong, in a  dem ocratic society the P resident, the 
legislature and the enforcem ent agencies m ust respond w ith action.

C ertainly one m ay disagree w ith F D A  actions taken under th is  
philosophy. T here is much to be said for conviction based on proved 
scientific tru th , despite em otional pressures. I am  sure others have 
said th is to  Dr. Larrick. T here m ay be, and is, wide disagreem ent in 
medical circles, for example, on F D A ’s action in re tain ing opinion 
polling organizations to  discover w hether people m isunderstand or 
m isin terpret a word or words, and then prohibiting the use of those 
w ords on labels or products even when they  are used in com plete 
scientific accuracy.

Sim ilarly, scientists can point to  valuable end uses for certain 
drugs which have been disallowed altogether in the U nited S tates 
because of the violence of m ass opinion.

However, these are isolated examples to prove the deeper sig
nificance of D r. L arrick’s comment. H e is telling industry  th a t its 
to tal participation in the process of public education is its sole and 
only guarantee of an informed opinion. H e is also saying th a t un in
formed and hyperem otional mass opinion, in a dem ocratic society, 
can m ake a  mockery of scientific fact and of men dedicated to  tru th . 
T he thin veneer between the rule of reason and the w itch doctor is 
education, and education alone.

I have brough t you along th is highway, not as preface, bu t to  
reaffirm w ith you the im portance from the industry  and governm ent 
point of view of protecting the citizen from abuse. T h is  was a revolu
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tionary concept in this country in 1906. I t  is an accepted public and 
industrial policy today, bu t it is only a fragm ent of tom orrow ’s goal— 
positive to ta l health . L et us examine th is goal.

T he W orld  H ealth  O rganization defines health as “a state  of 
complete physical, m ental and social well-being.” Dr. A lanson W . 
W illcox, general counsel of the H ealth , Education and W elfare D e
partm ent, describes health  as “synonym ous w ith hum an existence at 
its  best.” W ritin g  on the role of law  in public health, Mr. W illcox 
concludes:

O u r  c o n c e r n  fo r  p u b lic  h e a lth , p it t e d  a s  it  m u s t  b e  a g a in s t  t h e  u n p la n n e d  
c o n s e q u e n c e s  o f  fr e e  e n te r p r is e  is  a  t e c h n o lo g ic a l ly  e x p lo s iv e  w o r ld ,  c a l ls  
fo r  a  c o n t in u o u s  p la y  o f  im a g in a t io n  u n b o u n d e d  b y  t h e  d o g m a s  o r  e v e n  b y  t h e  
h y p o th e s e s  o f  a n y  o n e  p r o fe s s io n .

Before we can m easure the im pact of these m odern winds of 
change upon even the tw o industries of food and drugs, it will be 
w orthw hile to  examine the past, not for itself, bu t to  chart the 
developm ent of law from the principle of caveat emptor to  the law of 
abuse, to  the law of interdiction—words you have heard me use but 
which have relevancy to the thesis of these remarks.

A n c ie n t  C u sto m s
T here  is a clay tab let about 3,500 years old in the Istanbul M useum  

of A ncient Civilizations. In cuneiform  characters these words ap p e a r:
I f  a  m a n  is  p u r e  a n d  s o m e o n e  g iv e s  h im  r o t te n  b r e a d , o r  ta in te d  f a t  t o  e a t , 

o r  g iv e s  h im  b r e a d  o n  w h ic h  a  s p e l l  h a s  b e e n  c a s t ,  o r  fa t  o n  w h ic h  a  s p e l l  h a s  
b e e n  c a s t  . . . th e n  I w i l l  m a k e  h im  a p a r t ic u la r  o f fe r in g .

Rome had its  L ibripens—the m aster of the  public weights. In 
Alemanic countries the custom  of consum er protection was coded into 
12th century  law. In  1120 AD, the penalty  in Soest for adulteration 
of wine was death. In D ortm und in 1258, there was a law prohibiting 
a purchaser from  handling m eat before buying it.

Between 1444 and 1458 several tradesm en of N urem burg were 
burned or buried alive w ith  their adulterated products—a penalty 
which has not yet been proposed to  our Congress.

O ne particular ingenious punishm ent seemed to  fit the crim e: 
tradesm en jeopardizing health by adulteration of their w ares w ere 
im prisoned and given only their own products to eat.

Dr. H. Frenzel, president of Codes Alimentarius Austraeus Com
mission, spoke a t length on these subjects before a conference on
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harm onization of the  food law s a t the U niversity  of Brussels on 
O ctober 15, 1964.

P r in c ip le s  o f  A b u s e  a n d  In te rd ic t io n  D is c u s s e d
H e pointed ou t that, apart from the law  of caveat emptor, there 

are only tw o  m ethods of establishing a  legal system  concerning 
products for hum an consum ption :

(1) T h e  principle of abuse, and

(2) T he principle of interdiction.

U nder the principle of abuse (o r abuse of privilege), everything 
is authorized which is not expressly prohibited.

U nder the principle of interdiction, everything is forbidden which 
is not expressly perm itted.

T h e  food and d rug  industry  is a t th is m om ent m oving—or being 
moved—out of a principle of law based on abuse to  the  law of in ter
diction. O ne m ight say th a t the tw o industries are fum ing m ore and 
enjoying it less.

Mr. Depew recognized this trend  in April of 1963, in his speech, 
“T h e  Philosophy of E nforcem ent of the  Federal Food, D ru g  and 
Cosmetic A ct.”

T h e  fa c to r s  o f  c o n s u m e r  p r o t e c t io n  w e r e  f o u n d  t o  b e  o f  s u c h  o v e r -r id in g '  
im p o r ta n c e  a s  t o  w a r r a n t  t h e  im p o s i t io n  o f  . . . r e s tr ic t io n s  o n  t h e  f r e e d o m  o f  
a c t io n  o f  t h e  in d u s t r ie s  in v o lv e d .

[ T J h e r e  is  a  t r e n d  a w a y  fr o m  t h e  p h i lo s o p h y  o f  a  r e g u la t o r y  s t a t u te  w h ic h  
. . . s e p a r a te s  ju d ic ia l  a n d  le g i s la t iv e  p o w e r s .  . . 3

E u r o p e a n  L a w s  F o llo w  T re n d
Y et th is transition  is by no m eans lim ited to  this country. Dr. 

H einrich S teiger of the European Econom ic Com m unity Commission 
declares th a t Common M arket harm onizing legislation follows the 
principle of interdiction on all additives, coloring products and pre
servatives.

P rofessor E, J. Bigwood, head of Biological Chem istry and N u tri
tion of the U niversity  of B russels, and Conseil Supérieur de l’Hygiène 
of the M inistry of Public H ealth , points out th a t the Belgian Food 
Law  of April 4, 1890, w hich perm itted  so-called “foreign m atte r” to  
be added to  food as long as such m atte r was not explicitly forbidden

3 18 F ood D rug Cosmetic Law J our
nal 185, 18 9  (A p r i l  1 9 6 3 ) .
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and not used to  falsify or deceive has been to tally  replaced by the 
A ct of June 20, 1964. Today Professor Bigwood continues, it is “for
bidden to  pu t on the m arket any foodstuff containing additives not 
previously authorized by the M inister of Public H ealth .”

French law proclaim s its “positive lis ts” of approved additives and 
expounds fu rther in the antibiotic field th a t w hat is useful in fighting 
infectious disease m ay be harm ful in prom oting anim al or fowl grow th 
and m ust therefore be regulated.

P rofessor A. D ’Am brosia of M ilan, a leading European scholar 
in food technology, proposes a food law for E urope based on in ter
diction policy—and th is m ay surprise you—as practiced in the U nited  
States. H e w rites:

O n c e  a n  a d d it iv e  h a s  b e e n  a c c e p t e d  in  t h e  U .  S . A .,  f o l lo w in g  v e r y  s t r ic t  
t e s t s  p e r fo r m e d  b y  t h e  P h a r m a c o lo g ic a l  D e p a r t m e n t  o f  F D A ,  th e r e  s h o u ld  n o t  
e x is t  a n y  v a lu a b le  o p p o s i t io n  a g a in s t  i t s  u s e  in  a ll E u r o p e a n  c o u n tr ie s .

I do not propose to  catalog all the  food laws of Europe. O ur 
purpose is to  explore fruitful relationships between governm ent, indus
try  and the health  sciences in the drive for to tal health.

Am erican industrial leaders, w ho still like to  feel innocent before 
being declared guilty and w ho equate interdiction w ith being adjudged 
to  be gu ilty  before being brought to  trial, m ay be interested in the 
response of a French food industry  leader, Georges Jum el, Secretary 
General of the French Confederation of Food P reserves Industry . Ac
cepting the interdiction principle, he told the Brussels Conference th a t 
food and drug laws m ust combine three preoccupations:

(1) T he public hea lth ;

(2) Loyalty—fair dealing to  protect the producer, consum er, and 
tradesm an; and

(3) P rogress—the law m ust alw ays be open to  constant and 
som etim es revolutionary progress of science and technology.

Mr. Jum el does not find interdiction crippling to  enterprise, p ro 
vided th a t the regulating agencies are open-minded. I do not believe 
th a t either FD A  or the  Public H ealth  Service will oppose Mr. Jum el’s 
doctrine.

R eturn ing  to  my thesis th a t all of us— industry, governm ent, 
the  health sciences and above all, the people—are em barked now upon 
a drive tow ard to tal health. I am try ing  to say, in my laym an’s m an
ner, th a t the principle of abuse is no longer adequate to  the concept of 
to tal health, and th a t interdiction has the backing of powerful social
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forces th roughout the w orld and seems likely to  become the custom  
and the law  of th is land. In terdiction need not be governm ent con
trolled. As Dr. H all pointed out,3 self-regulation can have the effect 
of law.

I t  is my secondary thesis th a t the governm ents of th e  U nited  
S tates and of W estern  Europe, in expressing the  aspirations of the 
governed, have long since crossed the  Rubicon and th a t it is now and 
in the fu tu re  the responsibility of industry  to  recognize and live w ith 
the principle of interdiction—w hether externally  o r self-imposed—to  
the degree tha t it contributes to  the public good and industry ’s repu ta
tion. I  repeat, interdiction can be voluntary.

Those industries which seize this nettle  of self-regulation, which 
regard  it as a classic opportunity  in sound public relationships, can 
in tegrate  them selves perm anently  as business institu tions in to  the 
daily lives of the people they serve.

Speaking from  the consum ers’ view point on the  food law s in 
Europe, F rau  I. Landgrebe-W olff, D irector of D eutsche Gesellschaft 
fu r E rnahrung , expresses herself in a  m anner which I th ink w ould be 
shared by Mrs. E sth er Peterson in A m erica :

F o o d  la w s  c o n c e r n  g o o d s  w h ic h  s e r v e  t o  m a in t a in  l i f e  a n d  w h ic h  a r e  a t  t h e  
s a m e  t im e  s u b j e c t  t o  t h e  in s t a b i l i t y  o f  a ll  l ife . T o  r e m a in  t im e ly , t h e s e  r e g u la t io n s  
r e q u ir e  c o o p e r a t io n  o n  a n  e q u a l f o o t in g  b e t w e e n  p r o d u c e r s ,  t h e  p r o c e s s in g  in d u s 
tr ie s ,  t r a d e s m e n , a n d  c o n s u m e r s .

Once again, we hear this phenom enal accent on education and on 
cooperation between the pow er structu res of our society. T h e  co
directors of the  A gricu lture D irectorate of the EEC , in reporting  on 
progress thus far in harm onization of food laws, conclude:

T h e  le g a l  s ta n d a r d s  c a n n o t  b e  e n fo r c e d  e f f e c t iv e ly  u n le s s  m e th o d ic a l  e d u c a 
t io n  o f  t h e  c o n c e r n e d  p e o p le  b e  a c h ie v e d .

T he Surgeon-General of the  U nited States, Dr. L u th er T erry , 
su g g es ts :

W e  n e e d  p r o b le m -s o lv e r s  in  a  m u c h  la r g e r  u n iv e r s e  o f  p r o b le m s  th a n  w e  
h a v e  h i t h e r t o  a c c e p te d  a s  o u r  r e s p o n s ib i l it y .  W e  m u s t  b e  m a s t e r s  o f  a  b o d y  o f  
k n o w le d g e  in  r e la t io n s h ip s  a n d  r e s o u r c e s .

In d u s try  U n d e r s ta n d in g , L e a d e r s h ip  a n d  S u p p o r t  N e e d e d
Everyw here in my research on governm ent I have found a yearn

ing for industry  understanding, leadership and support in the drive 
for total health. A t responsible policy levels in business m anagem ent,

! R ic h a r d  L . H a l l ,  “ S e l f - R e g u la t io n  Cosmetic Law J ournal 6 5 3  ( D e c e m b e r  
in  t h e  F o o d  I n d u s t r y ,” 19  F ood D rug 1 9 6 4 ) .
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I have found com prehension and intellectual dedication to  the same 
drive tow ards to ta l health  th a t m otivates the thoughtfu l public servant 
and the leaders of the health  sciences.

T h e  fact is th a t the  business statesm en identify them selves and 
their in stitu tions w ith  the dom inant aspirations of their custom ers and 
act pragm atically  to  help achieve them. T hey  know  th a t a  system  of 
production for profit can survive only so long as their custom ers and 
their country  equate their profit w ith public service.

P r o p o s a ls  O f f e r e d
I propose th a t th e  men of good will in all governm ent regulatory  

agencies related to  health  and the m anufacturers of all consum er 
goods related to  health  create a perm anent center for continuing 
education on their m utual responsibilities to  to tal health.

I propose th a t T he Food L aw  In s titu te  be charged w ith organizing 
and financing such a  center under Presidential C harter, w ith con
tribu tions from  both the public and the private purse. I respectfully 
suggest th a t one cent per share per year of the food, d rug  and cosmetic 
industries m ay not be out of line as a  prelim inary approach to  in
d u stry ’s share of the cost.

I propose th a t the  N ational Advisory Food and D rug  Council, ap
pointed by Secretary Celebrezze on Novem ber 11, 1964, consider the 
foregoing propositions and lend its assistance to  this staggering, bu t 
possible and necessary, educational task.

I propose th a t the Grocery M anufacturers of America, the  P h a r
m aceutical M anufacturers’ Association and the M anufacturing Chem
ists A ssociation recognize their m utuality  and join their resources to  
provide inspiring leadership from private industry.

U n lim ite d  O p p o rtu n it ie s
T his la tte r part of the 1960s presen ts an environm ent of lim itless 

opportunity  to  combine technology, profit and service—to  combine 
the resources of industry, governm ent and the  health  sciences in a 
vast drive tow ards to tal health.

Mr. Francis in 1946 said,
A ll  h o n o r  . . .  t o  th is  la w  w h ic h  m a d e  it  p o s s ib le  fo r  th e  h o n e s t  a n d  s u b 

s t a n t ia l  m a n u fa c tu r e r  t o  t h r o w  h is  c a p ita l, h is  g u a r a n ty , h is  r e s o u r c e s ,  a n d  
h is  r e s e a r c h e s  b a c k  o f  a  c o n s t a n t ly  e x p a n d in g  s y s t e m  o f  f o o d  p r o d u c t io n  a n d  
d is t r ib u t io n ;  w h ic h  in  tu r n  g a v e  t h e  c o n s u m e r  a  c o n s t a n t ly  w id e r  v a r ie t y  o f  
c o n s t a n t ly  b e t t e r  f o o d s  a t  a  c o n s t a n t ly  lo w e r  c o s t  . . . ,4

4 W o r k  c i t e d  a t  f o o t n o t e  1, a t  p . 385 .

PAGE 3 8  FOOD DRUG COSMETIC LAW JOURNAL— JANUARY, 1 9 6 5



Is  it too rem ote, too idealistic, to  look to  1975 to  hear a g reat in
dustry  leader of th a t date say som ething like this? “A s the food laws 
of 1906 made possible the industrial revolution of the food and drug  
industries, as the Acts of 1938 and subsequent regulations, and the 
cooperation of industry  and governm ent made enforcem ent possible 
and practical in the consum ers’ in terest, so did the F D A -F L I m eeting 
of 1964 set new  horizons-—new dim ensions for industry, the health 
sciences, and for FD A  and P H S. F or the first tim e in history, the 
m ajor pow er centers in a national society are determ ined to  th row  their 
full w eight in to  the  drive to  elim inate all environm ental causative 
factors of disease, the pollu tants of the food we eat, the w ater we 
drink, the air we breathe.”

And then our m ythical “Mr. F rancis” of the fu ture m ight con
clude (or it w ouldn’t surprise me if he said it h im se lf): “T h e  spirit 
and energy dem onstrated by industry, governm ent, and health science 
leaders—w orking tow ard to tal health—captured the im agination of the 
Am erican citizens, dissolved the residue of m utual d istru st o r sus
picion th a t once existed between industry  and governm ent, in the food 
and d rug  regulation field, and dem onstrated to  all hostile ideologies 
th a t men of good will, using the tools available to  them , could and 
did conquer hunger, m alnutrition and disease.”

I remind you, if I sound like a latter-day Pollyanna, th a t th is is a 
m ythical quote from  a man w ho has always combined idealism w ith a 
m ost practical set of operating concepts. O ne of the g reat poets has 
written that “M an’s reach must exceed his grasp.” I remind you that men 
and institu tions are no t evaluated and adjudged solely by the  fru its 
of their labors, but by the high purposes of their goals. T he g reat 
religions are founded on simple beliefs in the g reat goals of mankind. 
Dogm a follows faith, it does not lead it.

In  a little  know n passage, Lincoln said,

T h e  d o g m a s  o f  t h e  q u ie t  p a s t  a r e  in a d e q u a t e  t o  th e  s t o r m y  p r e s e n t .  T h e  
o c c a s io n  is  p i le d  h ig h  w it h  d iff ic u lty , a n d  w e  m u s t  r is e  w it h  t h e  o c c a s io n . A s  
o u r  c a s e  is  n e w , s o  w e  m u s t  th in k  a n e w  a n d  a c t  a n e w . W e  m u s t  d is e n th r a l l  
o u r s e lv e s .

C o n c lu s io n
O n th a t note I conclude. L et us disenthrall ourselves from all 

earlier notions of the lim its of our responsibility to  our fellow m an and 
become his champion in the drive tow ards to tal health. I prom ise you 
th a t Everym an will welcome and rew ard his champions. [T he E nd]
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Sanitation and Quality Controls
C o m m e n ts  b y  R O B E R T  S .  R O E ,  M o d e r a to r

“ Sanitation and Q uality  C on tro ls" W a s  the Subject o f the 
First o f the Afternoon Panel W ork sh op s on the Genera l 
Topic o f “W h a t Industry N eed s from FD A  for Better C om 
pliance.” Mr. Roe Is Director of the Bureau o f Scientific 
Standard s and Evaluation, Food and  Drug Adm inistration.

DU R IN G  T H E  P A S T  Y E A R  the Journal o f the Institute o f Food 
Technologists, in recognition of the  25th anniversary of th a t 

organization, has published a num ber of review articles on various 
aspects of food technology. For instance, in the July  1964 issue, 
an article by Bruce H. M organ entitled “A Q uarter P ast O ne” reviews 
a q uarte r of a century of progress in agriculture and in food processing. 
T he article contains discussions under such headings as “Pacing  P lan t 
Sanitation,” “M icrobiology Moves Forw ard ,” “T he Case of A dditives,” 
“T he Explosion in Technical Advances,” “Radiation U ses,” and “Tech
nology Affects Packaging.” Em phasis was directed in th is and o ther 
articles to  scientific advances and new technological applications in 
food processing.

The Septem ber 1964 issue of the Journal presents a series of 
articles on the general subject “Perspectives and P rojections in Food 
Technology.” H ere, too, are several articles pertinen t to  our subject 
today. As a m atter of fact, one of our panelists is the co-author of an  
article on “Q uality  Control in Processing Foods.” A nother article in 
th is issue is entitled “Progress in Food P lan t Sanitation.” Subjects 
discussed in  these articles include preventive control of insects and 
rodents, san itary  design of building's and equipm ent, microbial quality, 
problem s of w aste disposal, specifications and tes t procedures, and 
statistical quality  control.

C ertain principles of sanitation, m anufacturing and packaging 
controls have been well established and are generally known th ro u g h 
out industry. N ew problem s presen t them selves w ith changing tech
nology and w ith the  advent of new  products and new procedures. 
Hence, our subject today “Sanitation and Q uality  C ontrol” a s  regards
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food production w ithin the context “W h a t Industry  Needs from FD A  
for B etter Com pliance” is certainly tim ely and we an ticipate lively 
and w orthw hile discussion.

A  quotation from S antayana which appears in one of the  Journals 
to  which I have referred seems m ost applicable. T h e  quotation is 
“Those who cannot rem em ber the  past are condemned to  repeat it.” 
L et us hope th a t in rem em bering th e  errors and m istakes of the past 
we can avoid repeating them  as we apply our past learning to  our 
cu rren t problems.

O u r discussion will be started  w ith brief presentations from  the 
four panelists. T he tw o representatives of the  Food and D ru g  Ad
m inistration will outline (1) w hat has been done by F D A  in a ttem p t
ing  to  provide helpful inform ation to  industry, and (2) the  inform ation 
available to  industry  from  field investigations and inspections con
ducted by FDA.

T he tw o representatives of industry  will outline their views as to  
(1) w hat industry  needs, and (2) areas of possible im provem ent or 
innovation in the relationship of industry  and FD A , perhaps citing  
exam ples for illustration. [T he E nd]

C o m m e n ts  b y  C H A R L E S  H . B R O K A W , P a n e lis t
Mr. Brokaw  Is M a n a g e r  o f the Processing Quality 
Control Department o f the C oca -C o la  Com pany.

SIN C E  M Y IN T R O D U C T IO N  to  th is  Conference ra th e r clearly 
em phasizes m y F lorida background, I th ink  it is only logical 

for me to  consider our topic prim arily  from th a t context. W hile in 
the  citrus industry  in F lorida I was, quite frankly, unaw are of any 
substan tial problem s of sanitation of an essentially regulatory  nature. 
T o  be sure, process sanitation was a constan t problem  from  a  quality 
control viewpoint, bu t the industry  was cognizant of it and exhibited, 
in m y opinion, very  advanced sanitation concepts. Of course, the 
F lorida industry  is highly regulated  by state  agencies who do an 
excellent job of assisting  packers in m aintain ing san itary  standards. 
A t any rate, m y few personal experiences w ith F D A  sanitation in
spections w ere alw ays quite satisfactory.

W ith  respect to  aspects of quality  control o ther than  sanitation, 
I have found th a t m ost problem s in my form er industry  as well as 
those in m y present association are basically no t those of a regu
latory nature of prim e concern to  FD A . T here  are exceptions, such 
as control of pesticide residues and food additives w here FD A  is, 
and m ust be, heavily involved. These topics will be discussed in
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ano ther session. T h e  preponderance of o ther quality  control problems 
in m y experience relate to  degree of excellence and internal, packer 
specifications, not legal requirem ents. T h is  finding will vary  w ith  
the individual packer or industry. F or th is reason I have selected 
for m y opening statem ent, com m ents on tw o points of m ore general 
application and will aw ait the la ter question and answ er exchange 
to  em phasize any  specific problems.

One of the m ost fru stra tin g  problem s in any large organization, 
be it governm ental or industrial, is the difficulty in maintaining speed 
of com m unications. In  some cases, slowdown comes about because 
of unnecessary red tape. In  o ther instances, it is failure to  specify 
au tho rity  for decision a t a low enough level. In  o ther cases, it is 
failure to  set up sufficiently clear standards by which decisions can 
be m ade w ithou t highly personalized considerations.

W e know  th a t inability  to  a tta in  a prom pt reply often deters 
one from asking a question. T h is  tru ism  can be observed in one’s 
own personal life as well as in the industrial or governmental sectors. 
T he prom ise of a quick response is often sufficient to  encourage a 
person or a com pany to  m ake an inquiry prior to  com m itting him self 
to  a course of action. In  the past, speedy replies from F D A  have 
no t alw ays been the rule, thus bringing about a fairly common 
belief am ong m any industry  people th a t FD A  a t tim es m oves ra th e r 
slowly. T h is judgm ent is not necessarily deserved at the present 
tim e since all thoughtfu l people realize th a t complex problem s often 
require thorough research and consideration before decisions can be 
made. N evertheless, it will require continued pressure by F D A  
m anagem ent to  correct the past im pressions if a reputation for ex
peditious action is to  be m aintained. T he need to  get prom pt and 
m eaningful replies is even m ore im portan t if industry  is to  be en
couraged to  make prelim inary inquiries so as to  avoid faulty  ap
proaches to  problems. T hese problems, of course, are in every area 
of F D A ’s activity, including sanitation and quality  control of food 
products. T he recent reorganization of F D A  and the em phasis being 
placed on voluntary  compliance and self-regulation make it m anda
tory  to  expedite replies to  each inquiry in clear, s traigh tforw ard  
language.

Similarly, w here factory inspections have been made and sam ples 
taken for analysis, every effort should be made to  advise the packer 
of analytical results prom ptly. G reater m otivation and probably 
be tte r compliance will be obtained w hile the packer’s in terest is still 
aroused by the inspection. Even w here sam ples are found to  be
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nonviolative, the packer needs, and we believe deserves, prom pt advice. 
W e realize th a t th is  will not always be easy to  do b u t it should rem ain 
a goal w here the  degree of a tta inm ent is checked by top F D A  m an
agem ent constantly.

F D A  a n d  In d u s try  W o r k s h o p s
In  m y som ew hat lim ited contact w ith  food industries around 

the country I have observed th a t there is still a woeful lack of knowl
edge about food and drug  m atters am ong food technologists. M uch 
has been done to  correct th is void bu t it seems to  me th a t an even 
more accelerated program  is required. One of the approaches which 
I have long felt useful is the d irect or cooperative sponsorship by 
FD A  of workshop sessions in various geographical areas. These 
sessions should be aimed a t middle and supervisory technical m an
agem ent—not the top  m anagem ent nor m erely the people who con
stitu te  technical liaison w ith  regulatory  agencies. Likewise, they  
could not profitably be aim ed a t the low est and m ost jun io r tech
nologists or technicians. T hey  should be slanted to  w orking level 
problems, the real “bread and b u tte r” aspects of food compliance, 
and not theoretical or philosophical propositions. Sanitation would 
be a very large p art of the program  w ith  the balance of tim e to  be 
split am ong the o ther food problem s and regulations. T he em phasis 
should be placed on the special in terests  of the principal industries 
being serviced in each area.

W hile m ost of the regulatory  requirem ents are spelled out in 
the law, in regulations o r in explanatory bulletins, it is still a fact 
th a t live (o r possibly closed circuit T V ) instruction is m uch more 
effective in g e tting  points across. I have noted in a  recent statem ent 
by Shelby Grey th a t a  workshop, perhaps along these lines, has been 
conducted in recent m onths, which fact m ay indicate th a t this type of 
program  will gain m om entum . I hope it will.

As a final suggestion, I w ould like to tu rn  our conference them e 
around and instead of the phrase, “W h a t In dustry  Needs from FD A  
for B etter Compliance,” m ake a suggestion as to  “W h a t FD A  Needs 
from Industry  for B etter Compliance.” In  inquiring of a  num ber of 
associates in industry, including persons from  several trade asso
ciations, I find th a t a  strong  feeling exists th a t there are m any 
FD A  inspectors who are not adequately trained in the technology 
and problem s of industries they  are required to  inspect. I t  is not 
unreasonable to  assum e th a t the  observation has m erit when one 
considers the recent increase in personnel a t FDA. I t  would be 
difficult, indeed, to  obtain th is num ber of new people w ho are ade
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quately  prepared by  experience for so m any different industries, both 
food and drug.

Perhaps industry  could be helpful in th is regard  through the 
medium  of w orkshops or clinics sim ilar to  those m entioned above 
b u t oriented tow ard instruction  of new inspectors. T hey  could be 
directed to  specific types of food processes, such as vegetable can
ning, freezing, soft drinks, etc., and preferably would be geographically 
dispersed so as to  allow all inspectors in certain  areas to  attend. 
Industry  experts in production as well as in quality control could 
be responsible for outlining m anufacturing procedures, raw  m ate
rial problem s, sanitation m ethods, quality  control techniques, pack
aging concepts, etc. T here w ould be an opportun ity  for exchange of 
ideas and I expect there should be “equal tim e” m ade available for 
FD A  representatives to  express their views if controversial issues 
w ere p u t forw ard by the  industry  people.

I realize th a t such an approach will raise m any questions from 
FD A  as well as from  industry. In  fact, I have no idea w hether an 
industry  group or any individual packer would undertake the project. 
Nevertheless, it is a though t which could w ork tow ards be tte r tra in 
ing of inspectors and im provem ent of their real understanding  of 
in dustry ’s problems. T here is no doubt bu t w hat continual efforts 
should be m ade to  bring  industry  and FD A  representatives together 
for discussion of their problem s. W ith  real understanding  and a 
m utually  cooperative attitude, there is certain to  be a be tte r atmosphere 
for self-regulation and compliance. T h is is the goal we all seek.

An aspect of control which continues to  trouble m any food m anu
facturers is th a t of fill, or net contents, of containers. In  my expe
rience w ith industry  associates I have found m uch lack of knowledge 
or m isunderstanding regard ing  requirem ents for compliance w ith  Sec
tion 403 of the  Food D rug  and Cosmetic Act.

T he crucial p a rt of th is requirem ent is th a t which relates to  al
lowed variation of individual packages from  th e  declared contents 
according to  good packaging practice. T he economic im pact of con
tainer fill is well-known to  m ost m anufacturers, particularly  those 
of relatively expensive commodities. M anufacturers suffer from  ex
cessive overfill bu t so do consum ers, who ultim ately m ust pay the 
h igher costs. 'Of course, the ideal situation, for packer and custom er 
alike, is for every package and every lot to  contain exactly  the 
quan tity  declared on the label. Since th is ideal goal is sim ply no t 
practical, the concept of variability  has been recognized by FD A . 
T hus, it is expected th a t some packages will contain less and some
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will contain more than  the label declaration. N o packages can exceed 
a reasonable tolerance from declaration and each lot m ust equal 
or exceed the declared contents.

W hile these facts are fam iliar to  all knowledgeable industry- 
people there are m any who still have a gnaw ing feeling th a t there 
is a regulatory  onus, both federal and state, against any  single pack
age whose contents are on the negative side. In  addition, there is 
the fear of seizure and possible publicity when only a few units are 
concerned bu t are considered as a lot. Thus, they impose upon them 
selves, unnecessarily high average fills ju s t to  avoid or m inim ize any 
individual underfills. Some regulatory  individuals m ay smile a t th is 
statem ent and w onder if this represents theoretical situations or a t 
most, a highly unlikely exception.

On the contrary, I am  convinced there are m any packers, m ostly 
am ong the reputable, who practice th is unnecessary and uneconomical 
packaging procedure. W hile it is perhaps their fault and surely not 
entirely  the fault of FDA, it seems likely th a t FD A  could and should 
lead the way in clarifying for all industry  and regulatory  groups, the 
reasonable and appropriate approach to  package contents. FD A  is 
the logical source of such leadership in order to  gain the acceptance 
of the large num ber of state  and local agencies w ho partic ipate in 
this type of control. Since so many agencies seem to  be involved in 
food package regulations, it  is not surprising  th a t there really are 
num erous in terpretations of net contents requirem ents, including 
sam pling procedures a t the factory level and in the m arket.

As an example, I have been told of an instance w here an inspector 
deemed a com m odity to  be violative due to underfill when only one 
or tw o containers from a retail store w ere checked. In  another in
stance, slightly underfilled containers w ere said to be violative before 
a local inspector had checked ou t the proper m ethod for m easuring 
contents of frozen concentrate cans or had considered fully th e  lot 
size which m ight be involved. In  these cases, com plete container 
fill data  for the lots were available showing a high degree of control 
and statistical evidence of m eeting w hat could be considered reason
able fill criteria. U nfortunately , these incidents are no t ju s t excep
tions ; sim ilar incidents have occurred too frequently.

My recom m endation is th a t F D A  clarify through all appropriate 
media the basic rules of container fill which should govern all pack
aged foods m oving in in tersta te  commerce. These in terpretations 
would allow reasonable variation in individual packages and reason
able definition of lot sizes. Such regulations will afford honest
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packers an opportunity  to  m aintain as economical operation as in
tended by the law. On the o ther hand, uniform  rules, when properly 
and equitably enforced by all agencies, w hether federal, state or local, 
w ould effectively prevent the occasional negligent practices (or p u r
poseful cheating) of those who are not am ong the m ajority  of packers 
try ing  to  do an honest job. All guidelines should be founded on 
sound statistical concepts and all educational m aterial should stress 
the benefits obtained when packers use m odern control procedures 
and m aintain filling equipm ent in first-class condition. T he custom er 
is assured of a fair shake for his m oney; the packer achieves highest 
possible yield w ith g reatest freedom from costly over or underfills; 
and regulatory  agencies m ay safely check a minim um  num ber of 
containers to  assure them selves of compliance. [ T h e  E nd]

C o m m e n ts  b y  K A R L  F . L A N G ,  P a n e lis t
Mr. Long Is M a n a g e r  o f Quality Control, H. J. Heinz Com pany.

I  W ELC O M E T H E  O PP O R T U N IT Y  to be a p art of the Sanitation 
and Q uality  Control W orkshop th is  afternoon. In  preparing  for 

the workshop, I reviewed the organizational charts for the Food and 
D rug  A dm inistration as well as functional statem ents for the various 
bureaus, divisions and branches. I am im pressed w ith the broad pro
gram  of prom oting voluntary  compliance and cooperation between the  
public, the food industry, and the F D A  through educational and in
form ational activities.

T he industry  inform ation and advisory opinions branches of the 
B ureau of Education and V oluntary  Compliance have been m ost help
ful in furnishing inform ation on FD A  views and policies, in terp re ta
tions, contem plated practices and procedures.

No one will disagree th a t inform ation and education are essential 
tools in prom oting industry  compliance and providing consum er pro
tection. W e welcome such an approach to a tta in ing  th e  objectives of 
protection for both consum ers and honest business.

W ith  such a strong  desire on the  part of the FD A  to  be of help 
w herever possible, we pose th is q u estio n : “W h a t does the  food indus
try  need fu rther from the F D A  for be tte r com pliance?”

Repeatedly, we have heard representatives of the  FD A  say: “O ur 
inspectors do not get into food factories often enough to  m ake com 
plete inspections, thus inspections of pertinen t records a re  necessary 
when they do have the opportunity. T hey  m ust have access to  com-
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plete and accurate information about such things as manufacturing 
processes, m anufacturing controls, laboratory controls, conditions of 
storage and coding and distribution of finished products.”

I am sure I speak for the majority of reputable food manufacturing 
companies when I say we welcome FDA inspections. In my own 
company, we encourage visitors every working day of the year to 
come and visit our plant and see our operations. This is good business 
—excellent advertising. W e want consumers to ask questions about 
our m anufacturing processes and controls, storage of ingredients and 
finished products as well as their distribution. There is, of course, a 
point where one must “draw the line” to protect “know-how” which 
gives one a slight competitive edge in a very competitive, low margin 
business.

Good sanitation practices, bacteriological control of ingredients 
and assurance of adequate processing is mandatory at all times. One 
does not promote such activities sporadically or to impress the occa
sional food and drug inspector. In  process control, quality checks, 
laboratory checks on field crops as well as processed ingredients are 
accepted responsibilities regardless of whether an FDA man makes an 
appearance or not. We cannot afford to neglect such responsibilities.

N e c e s s a r y  P r o g r a m s  a n d  P r a c t ic e s
A quality control program, coordinated w ith a sound sanitation 

program prescribed and enforced by management is the answer to 
voluntary compliance—a continued program of education within the 
food industry to make individual employees and supervisors conscious 
of the desire to produce clean food, in a clean factory, with clean people.

In light of potential public health problems, the food industry 
m ust maintain constant vigilance of sterilization practices. These 
include: (1) adequacy of the process used; (2) proper retort installa
tion ; (3) ingredient control (bacteriological); (4) headspace control;
(5) initial tem perature; (6) retort operations (mechanical); (7) cool
ing water (bacteriological); (8) pH control; (9) packaging specifica
tions; and (10) personnel education.

Again these control points are not for the occasional viewing by 
a food and drug inspector, but require a continual day by day, hour 
by hour watching. That is our responsibility to safeguard the consumer.

W hat industry needs most from the FDA is a continuance of their 
program of education. Helping industry as well as consumers to  better 
understand the need for adherence to  tolerances, is essential. Coopera
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tion with the food industry in programs directed at improving con
sumer protection, and less concentration on its enforcement and police 
power activities, are in order. Granted, the industry can educate itself 
so as to be better able to understand and perform its function of 
bringing safe and properly labeled foods to the consumer. The Food 
and Drug Administration—National Canners Association workshop 
session such as was held this past July here in W ashington is a fine 
example of w hat can be done to insure voluntary compliance.

W e would like to suggest the FD A disseminate their answers to 
industry inquiries without identification of the parties concerned. This 
would help to clarify m atters of policy and interpretation of legislative 
procedures which more than one processor may have had in mind but 
hesitated to ask. Promote a better informed food industry. This is 
now being done, in part, by established food and drug publications.

There is a definite need for better inter-government agency agree
ment on certain interpretations. For example, differences of opinion 
regarding the use of weight net contents versus volume net contents. 
Although two departments report to  the same government agency, 
still they are at odds as to the method to  be used for labeling the same 
type products.

Clearly defined tolerances for mold and insect fragments would 
be of great help to food processors in their compliance with established 
regulations. The “grey area” between announced spray residue limits 
and unannounced insect tolerances needs to  be clarified. Large pro
ducers of food products spend considerable sums of money on testing 
both for spray residue and insect fragments. Then one doesn’t  know 
just what to  do when he obtains this data.

Another area where the food and drug inspector can help a great 
deal is in the attitude he expresses a t the time of his visits to a food 
plant. For the most part, inspectors will generate a feeling of helpful
ness, assistance, cooperation, etc.—a sense of “what can I do to help 
you? Let’s see what we together can evaluate so that you can do a 
better job of compliance.”

On the other hand, you will encounter the inspector with a so- 
called “chip on his shoulder.” An attitude of “L et’s see what we can 
pin on this guy. Let’s give him the works.”

The FDA could promote better compliance by instructing inspec
tors to approach factory inspection as an opportunity to assist, to  help 
and to  educate. In  so doing, the food industry would look to  him with 
open arms and a feeling of “glad you stopped in.” [The End]
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