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REPORTS
TO THE R E A D E R

Medical Research.—The president of 
the Pharmaceutical Manufacturers As
sociation, A u stin  S m ith , M . D ., dis
cusses “Medical Research by Law and 
Regulation,” in a paper which begins 
on page 317. “ It may well prove to 
be that through research in the medical 
field, which is an ever-increasing neces
sity, there w ill emerge the kind of 
voluntary, cooperative, self-policing lead
ership that will lessen the demand for 
regulations and legislation. It is con
ceivable, too, that those in the health 
field who have recently been sharing 
the spotlight of public attention may in 
time be able to spend more time on 
creating progress and less on repair of 
damages,” he concludes.

International Food Standards. — In
his article, “A New Vital Influence in 
International Food Standards,” the au
thor makes a general observation of 
basic importance to the effect that a 
food standard, when appropriately sup
ported and backstopped by practical 
standards for sampling, analysis and 
other requisites, should aim at ensuring 
the market of a sound, wholesome 
product, correctly labeled and pre
sented. “ It should not be intended to 
affect consumer preference, but should 
aim at ensuring that the consumer 
can know what he is buying,” the au
thor, N ath an  K o e n ig , states. Mr. Koenig 
is chairman of the United States Food 
and Agriculture Organization Inter
agency Subcommittee on Codex Ali- 
mentarius and Special Assistant to the

Administrator, Agricultural Marketing 
Service, United States Department of 
Agriculture, Washington, D. C. His 
comments appear at page 326.

Complying with Food Laws.—F ra n k 
lin  M . D ep ew , Food Law Institute presi
dent, advises industry to “cooperate as 
fully with the FD A in a factory in
spection in furthering the remedial pur
poses of the law as the circumstances 
permit.” In an article appearing at 
page 337, he comments on FD A ’s re
quest for expanded factory inspection 
authority and explains why both in
dustry management and industry lawyers 
are opposed to this proposal.

Dissimilar Objectives?—The author 
is of the opinion that the fundamental 
objectives of government and industry 
in the food and drug areas are by no 
means poles apart. “Every government 
official is a consumer. He wants his 
foods and drugs to be safe and effec
tive; he does not want to pay excessive 
prices for them . . .  he does not wish 
effective drugs to be kept off the 
market. . . . those in industry are also 
consumers and do not wish to de
populate the country by the manu
facture of lethal drugs.” This article, 
“Government and Industry—Are Their 
Objectives Dissimilar?” by V in cen t A . 
K le in fe ld , a member of Bernstein, Klein- 
feld & Alper, in Washington, D. C., 
begins on page 345.

Our Food Is Very Safe.—This is 
the opinion of R o b e r t S . R o e , director
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of the Bureau of Scientific Standards 
and Evaluation of the Food and Drug 
Administration. In an article appearing 
on page 351, Mr. Roe concludes that 
“the complexity of our present-day 
civilization, the continued advances in 
science and technological applications 
in agriculture and industry make it 
more essential than ever that up-to- 
date, well-designed and adequately en
forced regulatory laws continue with 
respect to foods and drugs. Our food 
supply will continue to be safe so long 
as producers, manufacturers, distributors 
and government regulatory agencies re
main alert and maintain sound scientific 
controls.”

Scientists’ Forum.—The J ournal’s 
Scientific Editor, B ern a rd  L . O ser , tells 
of the progress of the Food Chemicals 
Codex in a report which appears at 
page 357. The project is sponsored by 
the Food Protection Committee of the 
National Academy of Sciences-National 
Research Council. Dr. Oser is presi
dent and director of the Food and 
Drug Research Laboratories, Inc.

ABA Meeting.—The American Bar 
Association Division of Food, Drug and 
Cosmetic Law, Section of Corporation, 
Banking and Business Law will meet 
on August 12, 1964, in New York City, 
according to Division Chairman, F ran klin
M . D ep ew .

A member of the Washington, D. C. 
firm of Markel & H ill, B ru ce J. B re n 
nan, w ill open the talks with a discus
sion of “Affirmative Disclosure in Ad
vertising and Control of Packaging 
Design Under the Federal Trade Com
mission Act.” W illia m  W . G oodrich  will 
comment on “The Coming Struggle 
Over Vitamin-Mineral Pills.” Mr. Good
rich is Assistant General Counsel, Food 
and Drug Division, Department of 
Health, Education and Welfare.

A panel of prominent men in the field 
w ill discuss products liability problems. 
W illia m  J. C ondon, Counsel for Swift 
& Company, New York, w ill serve as 
moderater. The other panelists w ill be: 
R ich a rd  W . D u esen berg , counsel, Mon
santo Company, St. Louis, Missouri; 
A rn o ld  B . E lk in d , Zalenko and Elkind, 
New York; W a rren  F reedm an , staff 
counsel, Bristol Meyers Company, New 
Yo rk ; and F rederick  A . H a r t, professor, 
Boston College Law School, Chester 
H ill, Massachusetts.

Speaker at the noon luncheon will be 
John  L . H a rv e y , Deputy Commissioner 
of the Food and Drug Administration, 
Department of Health, Education and 
Welfare. His topic will be “Report on 
the Growth, Organization, Operations 
and Plans of the FD A .”

The Division’s business meeting will 
follow, featuring election of officers.
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Medical Research by Law 
and Regulation

By AUSTIN SMITH, M.D.
This Address W as Presented Before the Proprietary Association in 
White Sulphur Springs, West Virginia, on May 11, 1964. Dr. Smith 
Is the President of the Pharmaceutical Manufacturers Association.

'T '1 H E R E  H A S B E E N  SO M U C H  P U B L IC IT Y  recently  about 
changes in the Federal Food, D ru g  and Cosm etic A ct and about 

research  regulations issued by the Food and D rug  A dm inistra tion  th a t 
som e people are beg inning to assum e th a t all leadership for m edical 
research  stem s from  W ash ington . F urth erm ore , so m any hearings 
and investigations have been held in th is city th a t o thers are be
g inn ing  to  believe th a t con tro l over m edical research m ust re st in 
W ash ing ton . In  fact, there are researchers, adm in istra to rs  and others 
w ho w onder if th is does not already  exist because of the  W ash in g to n  
largesse observed in the eager desire to underw rite  research  w ith  
public funds. A nd th is largesse can lead to a  form  of regu la tion  over 
project, m anpow er and site of the research.

T he  s to ry  of m edical research will never be com pleted by public 
law, public regulation  and public subsidy. T h is is a com plex sub ject 
th a t goes far beyond the un derstan d in g  of any  group  th a t is orien ted  
to only one, or even several aspects of life. F o r exam ple, the m an who 
believes th a t m oney alone can buy  answ ers to all research questions, 
or w ho believes th a t safe ty  in research  can be achieved by regulation , 
or w ho con tem plates the guidance of all research  th ro ug h  m aster 
p lann ing  by m om entarily  labeled experts, is e ither naive or devious. 
R esearch ranges from  th e  te s t tube to the bedside, from  the  glass 
enclosed labora to ry  to  the open fields, from  technician to  sub jec t
MEDICAL RESEARCH BY LAW AND REGULATION PAGE 3 1 7



specialist, from  law m aker to citizen, from  governm ent to private 
enterprise. A nd, in addition , research w anders from  discovery of a 
new  chem ical, th ro ug h  control over production , past refinem ent in a 
p rod uct to  render it m ore useful, to  determ ination  of public health  
needs, yes, even to  public acceptance. F o r it is one th in g  to reveal a 
basic discovery and ano th er to m old it to  su it a health  need, and 
som etim es still ano ther to encourage public acceptance, or, as is 
som etim es necessary, to  p reven t public rejection. I t  is in such areas 
th a t un derstan d in g  m ay be even m ore im p ortan t th an  know -how . 
A nd strangely , som etim es the  un derstan d in g  is m ost u rgen tly  needed 
by those w ho m ake the product, by those w ho legislate and regulate , 
and by those w ho use it.

Wording and Objectives of Regulations on Research
T he m em bers of th is  audience probably  are acquain ted  in v ary 

ing degrees w ith  the w ord ing  and ob jectives of the regula tions issued 
by the F D A  and the  K efauver-H arris  am endm ents th a t touch on re 
search. If not, m uch in form ation is available for the asking from  the 
headquarters office of the P ro p rie ta ry  A ssociation, the Pharm aceutical 
M anufactu rers A ssociation, and elsew here. In  general, they  reflect 
needs for m ore research  and m ore records, and the use of m ore per
sonnel in industry , academ ic, professional and governm ent circles. 
No one can quarrel w ith  the publicly sta ted  ob jective of such changes, 
b u t m any quarrelled justifiab ly  w ith  some of the w ord ing  and som e 
of the in terp re ta tion s placed on the w ording. F urtherm ore , consider
able reg re t has been expressed in responsible qu arte rs  over the fact 
th a t som e leg islators and regu la to rs have been m ore influenced by 
personal beliefs and public excitem ent in som e instances than  by  the  
yardstick  of scientific know ledge. In  fact, some deliberations have 
stre tched  from  the halls of Congress to  the  courts and it seem s pos
sible, yes probable, th a t even m ore activ ity  will be w itnessed in the 
courts as regula tion  and science m eet in conflict.

In  th is age of therapeu tic  plenty, the  rig h t to  use new drugs has 
been challenged and the speed w ith  w hich m edical science has m oved 
du ring  the p ast th ree  decades is th reatened . A ccusations, fears, inde
cision and regulations and legislation m ay re ta rd  m edical research to 
the po in t w here shades of an invo lun tary  m oratorium  m ay seem a t 
hand. I t  requires profound w isdom , ju dg m en t and skill to  decide 
w hen and under w h at conditions a d rug  should be m ade available to  
o r taken aw ay from  the  physician for use in his practice. A lthough
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the burden  of th is decision is being shared in an  increasing  degree 
w ith  the governm ent, the pharm aceu tical in d u stry  still bears a m ajor 
responsib ility  for in terw eav ing  the  p ro tection  of the  public and the 
need for con tinu ing  progress in th e  research , developm ent and m ar
keting  of new and b e tte r drugs.

Purpose of Drug Research
T he purpose of d rug  research  is to acquire and in te rp re t and 

apply reliable data  w hich m ay lead to practical m edical conclusions 
about new or cu rren tly  used therapeu tic  agents, or b rin g  abou t a 
b e tte r un derstan d in g  of the body system s and the w ays in w hich 
disease affects them . T he ob ject should no t be to  p lacate or please, 
avoid controversy , or shun possible law suits, b u t to gain know ledge 
w hereby m an m ay benefit. A nd there  is no th ing  w rong  w ith  v iew ing 
research  in a practical light, if it helps an in d u stry  g rew  or a profes
sion becom e m ore proficient and thereby  m ore self-sufficient.

T he investigato r engaged in clinical research  w ho w ishes to live 
peacefully w ith  his conscience is alw ays concerned w ith  the safety, as 
well as the im proved w elfare of his sub jects. So is the responsible 
sponsor of a rem edy under study , be he m anufactu rer or o ther in te r
ested party . T he  researcher tries to design his experim ents to  obtain 
the  m axim um  inform ation w ith  the least risk  to the sm allest num ber 
of patien ts. In  th is approach he is supported  by the sponsor. B oth 
should and do seek the advice of o thers as indicated. T hu s scientific 
know ledge, in teg rity , consultation  and a deep-seated conscience serve 
as guides for those w ho inquire about new and be tte r rem edies.

Use of the Drug
T hen  there  com es a day w hen the rem edy is ready for w ider use. 

T h is is w hen the  education, tra in ing , experience and ju dg m en t of the 
prescriber determ ines the wise, effective and safe use of the  drug, 
for w ith ou t th is even the best d rug  will fall sho rt of expectations. 
B u t to an im p ortan t ex ten t such use also depends on the w isdom , a t
ten tiveness and response of the  pa tien t as he follows in struc tions or 
tries to  evaluate independently  em otion-d istu rb ing  headlines abou t 
doctors, d rugs and d ru g  m akers. U n fo rtu n a te ly  for all, th ere  are oc
casions w hen know ledge seem s to  ou trun  w isdom  to use it.

O ften  one hears abou t an ind iv idual’s r ig h t to  do som ething. 
W ell, w ith  rig h t to  do som eth ing m ust be an aw areness of responsi
b ility  w hen the  r ig h t is exercised. T his certa in ly  is tru e  for the health
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professions and d rug  m anufacturers. B u t it also is true  for the  legis
lator, adm in istra to r, regu la to r and for the public a t large.

Responsibility and Rights of the Drug Manufacturer
T he  d rug  m anufac tu rer has the  responsib ility  of m aking useful 

drugs, p repared  in the ligh t of good quality  control, and m arketed  
w ith  tru th fu l sta tem en ts. In  addition , as a businessm an the  d rug  
m anufactu rer should expect the  privileges show n to all businesses in 
a law -abid ing com m unity . If he as a m anufactu rer and d istribu to r of 
a d rug  m eets such standards, and in addition  assum es the special 
obligations of one in a specialized area of in te rest as all inclusive as 
health , he should have the r ig h t in the  tru e s t sense of the  w ord to 
look for, m anufacture  and prom ote the use of new  m edicines. A nd 
he has a fu rth e r r ig h t to expect qualified people to  use his p roducts 
if they  can be persuaded to realize the existence of previously unm et 
needs or the un iqueness of his p roduct or the  in teg rity  of his nam e.

T he m anufactu rer of a d rug  has a special m ission in life if his 
goals are progress, g row th  and public con tribu tion . H e m ust depend 
on research even m ore th an  prom otion if he is to achieve these goals 
and hold them . F o r w ith ou t th is exp loring of the unknow n, he can be 
certain  th a t to m ark tim e is an act designed for those w ho are 
suicidally-m inded businessw ise. H is is a tru s t shared by the profes
sional m an looking for new w ays to  heal ailing bodies, by those on 
whose bodies the healing  will occur, and by the investing  public as 
it pu ts to w ork its  available cash to  help th is p a r t of our life grow .

Since the  prescrip tion  drug  in du stry  alone now represen ts be
tw een $3 and $4 billion a year, has m ore than  100,000 em ployees in 
the  U nited S ta tes and m ore th an  50,000 abroad, has about five m illion 
stockholders and spends alm ost $300 m illion a year in research  to 
ferre t ou t 150,000 to 200,000 com pounds or m ore each year of w hich 
only 30 or 40 will be p u t to practical hum an use w ith in  five, six  or 
seven years, it seem s no t unreasonab le to  expect the in du stry  to  plead 
for certain  righ ts. B u t they  are quite sim ple. T hus, the d rug  in du stry  
believes it should be tru s ted  and respected  as an in d u s try ; th a t it 
should no t be sub jected  to d iscrim inato ry  legislation concern ing 
prices, pa ten ts, tradem arks and o ther facets of norm al business life ; 
th a t it should be perm itted  to  explore the  unknow n in science w ith  its 
ow n scien tists and w ith  th e  vo lu n tary  help of o th e rs ; th a t it should 
be perm itted  to  reveal its findings and  urge th e ir  application. T he 
sam e reasoning  applies to the  nonprescrip tion  d rug  industry .
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T he d rug  in d u stry  also believes th a t the  r ig h t to  use new  and 
older m edicines is inex tricab ly  related  to  law s and regulations as well 
as professional ju d g m en t and com petence w here drugs are concerned. 
B u t it believes th a t such law s and regulations should be in tended to 
aid the  public, no t to  hold back new  tre a tm e n ts ; to assis t the health  
professions w here public health  is concerned, no t to  im pede th e ir 
adm in istra tion  or sub ject them  to  unnecessary  restrictions, h a ra ss 
m ent or risk  of cou rt ac tion s; and th a t their p rom ulgation  and app li
cation  should no t resu lt in em otional im balance or hysteria , so th a t 
the  public itself suffers the m ost from  m istaken appraisal, m isleading 
confusion or refusal to  cooperate w ith  the prescriber. In  th is respect, 
the eager adm in istra tive  official and the  im properly  inform ed public 
official w ould be wise to  heed the advice of those w ho are m ore profes
sionally com petent.

A nd finally, the in du stry  also believes th a t since the  practice of 
m edicine is no t y e t an exact science and since the body cell is often 
unpredictable from body to body, even hour to hour, there should be proper 
recognition of the  fact th a t differences of opinion in m edicine over 
usefulness of p rod uct and technic will con tinue long after all of us 
here today  are gone. T he bedside approach to the sick person is still 
m ore dependable th an  slide-rule application from  a pro tected  arm 
chair. D ifferences of opinion sim ply m ust be recognized, appreciated  
and accepted w hen such differences em anate from  w ell-inform ed and 
m edically accepted sources. O therw ise, decision m aking for the m a
jo rity  of the sick m ay well cause w orsen ing or even death  for a m inor
ity  of the ill, as leg islators, regu la to ry  officials, hospital adm in istra to rs 
and w elfare agencies a ttem p t to apply  form ulas, ra th e r th an  reason 
to  m atte rs  involving the  use of new m edicines.

F req uen tly  in these com m ents there  has been reference to  the 
prescription drug industry. This is because the  speaker is m ore fam iliar 
w ith  th is p a r t of the drug  in d u stry  and is no t so im puden t th a t he 
w ould dare a ttem p t to  ou tline in detail the  righ ts  and responsibilities 
of others. B u t a t the  sam e tim e he believes th a t there  is m uch in com 
m on betw een those w ho m ake prescrip tion  drugs and those w ho p ro 
duce nonprescrip tion  item s, the  need for research  being one. N ot 
only is there  a need for research  for progress, b u t also a need for re
search to sub stan tia te  so m any of the  view s now being questioned. In  
fact, th ere  is even need for increasing  the  recognition of th e  need for 
research , particu larly  by those whose tra in in g  and business or profes
sional activ ities do no t encourage an enlightened appreciation  of the 
role of research  in m odern society.
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Research 1s Essential for Survival
R esearch today  is a w ord th a t m ust appear in the  business and 

professional life of the d rug  industry . I t  alw ays has been th us for 
those w ith  las tin g  progress in m ind, b u t today  research is necessary  
for m ore th an  g row th  ; it is essential for survival. Public opinion, gov
ernm ental scru tiny , professional question ing  and business com petition  
dem and con tinu ing  appraisal of w h at business m anagem ent th inks it 
know s. T his is m ore than  a question of estab lish ing  a dem onstrable 
fact, for exam ple, the use of a d rug  for a m ental condition. I t  used to 
be sufficient to  dem onstra te  th a t som eth ing was useful, w hen and 
w hen not. Now, how ever, one m ust learn, if possible, w hy it is effec
tive, and som etim es w hy it is no t ; how  it com pares w ith  o ther agen ts 
w ith  sim ilar m edical appeal ; its po ten tial usefulness and accep tability  
as new scientific in form ation is gathered  ; and a num ber of additional 
facts based on study. In  o ther w ords, the sustained m aintenance of a 
d rug  in to d ay ’s m edical arm am entarium  rests  on periodic, som etim es 
continuing , exam ination  and re-exam ination if general acceptance is 
to be obtained. A nd if there  is any doubt in anyone’s m ind about 
th is g row ing  requirem ent, he should pause ju s t long enough to  con
sider, am ong o ther th ings, som e recen t Senatorial investigations and 
allegations, som e pronouncem ents and expressions of opinion from  
regu la to ry  agencies, various new spaper headlines of recen t v intage, 
and in terp re ta tion s of am ended law s, such as the  so-called g ran d 
father clause, effective in October 1964, which bears on proved usefulness.

Middlemen in the Research Team
R esearch used to  be a m atte r of in te rest essentially  betw een the 

researcher and those who pu t it to practical use. Som etim es it seem ed 
in te restin g  to som e of those w ho benefitted from  the  practical appli
cation, bu t in general they  accepted it w ith ou t m uch question, even 
though  they  did no t understand  it o ther than to appreciate the fact 
th a t it w as good for them . Now, how ever, there are m iddlem en in 
th is  researcher-applier-user team . T he governm ent is a m iddlem an. 
So is the  lay  press. So on occasion is the  academ ician, and a t tim es 
th ere  are others. T he in te rest of these m iddlem en range from  assigned 
areas of in terest to  self-appointed in terests.

Research Today Must Meet New Demands
As a resu lt of influencing participation by the uninformed, problems 

do arise. Public opinion, com petition and law s and regulations un 
questionably  have influenced the need for research  in the d rug  field.
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No longer is it sufficient to  search for new products or new uses to 
grow . T o ju s t stand  still even, one now m ust do research to support 
previous observations, and the treadm ill is gain ing  speed all the tim e. 
T here is need today  for m ore and m ore com plete, sounder research. 
T his should no t be construed as a suggestion  th a t research in the 
past was no t sound or com plete. I t  m erely is in tended to em phasize 
th a t research  today m ust be designed to m eet new needs and to  in 
clude recen t inform ation. In  fact, there m ay be a g rea te r need a t 
tim es for application of the w ord re search than for the use of the 
w ord search.

In  the p ast th ere  was m ore searching than  researching. T oday 
there  is an overw helm ing need for true  research ing  even as the  search
ing continues. T he recen t am endm ents and regulations from  W a sh 
ington alone m ake th is abundan tly  clear even if good business 
ju d g m en t did not. W h a t is em anating  from  W ash ing ton  in the w ay 
of research  dem ands is no t ju s t a p rop osal; in effect, it is a law.

Factors Affecting Changes in Regulations
W h at changes are needed in regulations or in terp re ta tion s of 

som e of these regulations will depend on th ree fa c to rs : tests  in the 
courts, new research findings, and the loud, p ro testin g  voices of in
form ed, qualified and respected scien tists and practitioners. T he 
streng th  of such dependence will rest on the aggressiveness w ith which 
these factors are pursued. W ith o u t facts, it will be alm ost im possible 
to w in decisions th a t involve health . T he in term ing ling  of public 
need, business and professional responsibility , legislative appeal, 
headline fabrication  and P ark in so n ’s law for g row th  in governm ent 
creates a form idable opponent for those w ithou t facts to support their 
points of con test. T his is true  at federal, s ta te  and local levels as 
laws, regulations, adm inistra tive  decisions and personal opinions be
come evident. F urtherm ore, in an em otional issue such as health , 
w here fear of erro r in ju dg m en t m ay becom e as im portan t as personal 
bias, there will be increasing a ttem p ts  to  reduce the shades of grey. 
T he publicly exposed adm in istra to r or official will w an t ju s t black 
and w hite decisions. U n fo rtunate ly , the unpredictable body cell does 
no t realize the  problem s it creates by no t doing w h at the  legislator, 
regu la to r or adm in istra to r claim s it should do.

Practical Challenges Arise from Today’s Research
T here  are some practical challenges th a t arise from  research in 

today’s m odern setting . F or exam ple, m anagem ent as well as the
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research departm en t m ust sup po rt research even though  a t tim es it 
m ay seem too m uch like re trac ing  old steps. R esearchers m ay have 
to be stron g ly  urged  to do research  th a t seem s to  have little  g lam or 
associated w ith  it. T h is will be particu larly  true  a t the  clinical level. 
W hen these researchers are urged  to respond to such appeals, they  
should be rem em bered as m en and w om en w ho have special in terests  
and needs, particu larly  in o ther research areas w here support m ay be 
lacking. R esearch offers the appeal of a tw o-w ay s tree t if selfishness 
does no t dom inate the m ovem ent of traffic.

R esearch concerning hum an health  needs cannot be determ ined 
by apply ing slide-rule technics. R esearch does no t have the  precision 
of m athem atics and m ay never have it if our know ledge continues to 
increase. A m ong the elem ents th a t m ay cause a m oratorium  on 
progress in th is cou n try  d iscourag ing all b u t com petitors elsew here, 
are a ttem p ts to define tests  too narrow ly, or to  classify good investi
ga to rs as qualified or unqualified according to  academ ic background 
or in stitu tion al affiliation, or to ra te  institu tions, ra th er th an  judge 
the  abilities of the m an therein, or failure to d istingu ish  betw een 
e tiquette , ethics and law, or to  share available in form ation th a t is not 
of a fundam ental confidential nature, or to persuade leg islators, edu
cators, regu la to rs and others of their broad responsibilities to  o thers, 
ra th er th an  to th e ir narrow ly confined in terests , or to reveal to  all, 
b u t particu larly  the public, the  re lationsh ip  betw een research and 
benefits. T hu s the relationsh ip  betw een research  and benefits includes 
m ore th an  the  lessening of suffering and the saving of lives. I t  bears 
on paten ts, tradenam es, freedom  of choice, profits— well, it bears on 
any th ing  th a t in the  long run  resu lts  in p rogress for m ore th an  those 
w ith  personal in terests  in discovery or application of discovery.

Business and professions, like o ther p arts  of the A m erican scene, 
should be self-regulated  w henever th is is practical. I t  is a less ex
pensive, less stifling, and m ore productive approach to daily problem s 
and needs. U nfo rtunate ly , the ba ttle  lines in th is coun try  seem to 
be becom ing m ore sharp ly  defined w ith  governm ent en terp rise on one 
side and private  en terp rise  on the o ther. U nfo rtun ate ly  also, there  
are still some who fail to appreciate  th a t they  are part of private  
enterprise and if governm ent becom es so b ig  th a t it  assum es all re
sponsib ilities for the population, they  will lose such freedom s as 
selection of place of study , selection of health  counselor, selection of 
place and kind of business, and a host of o ther th ings th a t studen ts, 
hom em akers and union m em bers now enjoy, as do teachers, business 
people and o ther professional groups.
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I t  m ay well prove to  be th a t th ro ug h  research  in the m edical field, 
w hich is an ever increasing  necessity, there  will em erge the kind of 
vo lun tary , cooperative, self-policing leadership th a t will lessen the 
dem and for regu la tions and legislation. I t  is conceivable, too, th a t 
those in the  health  field w ho have recently  been sharin g  the spo tligh t 
of public a tten tion  m ay in tim e be able to  spend m ore tim e on creating  
progress and less on repair of dam ages. P robab ly  it is too m uch to 
hope th a t the  businessm an will be loved by all, b u t a t least he should 
be able to expect and w ork for public understand ing , acceptance and 
respect. In  fact, th is  is the  type of public im age th a t will con tribu te  
m ore to  progress, even if it carries w ith  it som e anonym ity , th an  will 
affection w ith ou t respect. T he  d rug  in du stry  th ro ug h  research  and 
its application has an unique op po rtun ity  today  to help affect public 
un derstan d in g  and thus affect its public im age. I hope we do no t 
lose it th ro ug h  lack of fo resigh t and courage to  support our convictions 
about w h at is needed and how to m eet th is need. [T he End]

PARNATE WILL RE-ENTER MARKET 
UNDER REVISED LABELING

T h e  F o o d  a n d  D ru g  A d m in is tra t io n  h as  a n n o u n c e d  th a t  i t  h as  
a c c e p te d  a  d ra s t ic  rev is io n  of th e  la b e lin g  of th e  d ru g  P a rn a te  ( t r a n y l
c y p ro m in e )  w h ich  w ill a llo w  th is  d ru g  to  re -e n te r  th e  m a rk e t  fo r  u se  
o n ly  in se v e re  ca ses  o f m e n ta l d ep ress io n .

A  h e a r in g  to  c o n s id e r  w h e th e r  th e  d ru g  co u ld  r e tu rn  to  th e  m a rk e t  
u n d e r  its  p re v io u s  la b e lin g  h as  b een  ca n ce lled  b y  a g re e m e n t b e tw ee n  
th e  m a n u fa c tu re rs  an d  th e  F D A .

F D A ’s a c c e p ta n c e  o f th e  p ro p o se d  labe l c h a n g e s  w as b a se d  on 
s tu d y  of th e  w o r ld ’s m ed ica l l i t e ra tu re  on th e  d ru g , e v a lu a tio n  of c o n 
tro lle d  s tu d ie s  co n d u c te d  w ith  th e  d ru g , a n d  a  c o n s id e ra tio n  o f th e  v iew s 
o f to p  e x p e r ts  in  th e  field o f p sy c h o th e ra p y .

F D A  sa id  th a t  tw o  m a jo r  issu e s  h ad  to  be re so lv e d : firs t, h o w  
to x ic  is th e  d ru g ;  seco n d , d o es its  e ffec tiv en ess  ju s t i fy  its  u se  d e sp ite  
th e  k n o w n  h a z a rd s ?  S in ce  th e  d ru g  is in te n d e d  fo r th e  tr e a tm e n t  of 
s e v e re  d e p re ss io n  in w h ic h  su ic id e  is p o ss ib le  a n d  in  w h ich  e le c tro sh o c k  
th e ra p y  m a y  so m e tim e s  n o t b e  u sed , th e  co n c lu s io n  h as  b een  reac h ed  
th a t  th e  h a z a rd s — in c lu d in g  th e  p o ss ib ili ty  o f s tro k e s  a n d  even  so m e 
d e a th s— w e re  ju s tifie d . T h e s e  h a z a rd s  can  b e  m in im ized  a n d  substantia lly  
a v o id e d  b y  ca re fu l u se  o f th e  d ru g , F D A  said .

R e s tr ic tio n s  to  b e  im p o se d  in c lu d e  re d u c tio n  o f d o sa g e  a n d  th a t  th e  
d ru g  is n o t to  b e  u sed  e x c e p t in h o sp ita liz e d  ca ses  o f s e v e re  d ep ress io n , 
o r  in  ca ses  o u ts id e  th e  h o sp ita l in  w h ich  o th e r  m e d ica tio n  h as  been  
fo u n d  in effec tiv e . I t  is n o t to  b e  u sed  b y  p a tie n ts  o v e r  60 y e a rs  o f  age 
o r  w ith  any h isto ry  o f hypertension  o r  o th er ca rd iovascu la r diseases. E x 
p e r ts  f ro m  b o th  th e  N a tio n a l In s t i tu te  o f  M en ta l H e a l th  a n d  fro m  S a in t 
E liz a b e th ’s H o sp ita l  w e re  c o n su lte d  b y  F D A  a n d  c o n c u rre d  in th e  ac tio n  
ta k e n . T h e  m a n u fa c tu re r  to ld  F D A  th a t  it w ill b e  fo u r  to  six  w eek s 
b e fo re  th e  d ru g  w ill a g a in  b e  av a ilab le  to  th e  m ed ica l p ro fe ss io n . I t  has 
b een  a g re e d  th a t  th e  full te x t  o f  th e  re v ise d  la b e lin g  w ill be m a iled  to  
a ll p h y s ic ian s .
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A New Vital Influence 
in International Food Standards

By NATHAN KOENIG
This Paper W as Presented at the International Food Standards Sympo
sium, Twenty-Fourth Annual Meeting of the Institute of Food Technolo
gists, at the Sheraton Park Hotel, Washington, D. C ,  on May 25, 1964, 
by Nathan Koenig. He Is Chairman, United States Food and Agriculture 
Organization Interagency Subcommittee on Codex Alimenfarius and 
Special Assistant to the Administrator, Agricultural Marketing Serv
ice, United States Department of Agriculture, Washington, D. C.

T y r  E V E R  B E F O R E  IN  H IS T O R Y  has there been the m ultitude of 
-*■  ^  in ternational, regional and in du stry  bodies and o ther o rgan iza
tions concerned w ith the  prom ulgation  of standards in the food 
field th a t we now have function ing in different parts  of the world.

In  1962 the Food and A g ricu ltu re  O rgan ization  of the U nited  
N ations listed 135 organ izations and in strum enta lities o ther than  
governm ents, as w ork ing on in terna tional food standards and related  
problem s. A nd a t th a t tim e, FA O  pointed out th is was no t a com plete 
list. T he stan dards w ork of these 135 bodies alone ranges th rough  
the entire food field and includes every aspect from  standards govern
ing sanitation , sam pling, analysis, add itives and pesticide residues 
to stan dards of id en tity  and quality .

Pace of International Food Trade Accelerated
In  recen t years the  developm ent of trad in g  areas th ro ug hou t the 

w orld, im proved tran sp o rta tio n  facilities, and new food technology 
have all accelerated the  pace of in terna tional trade in food. T his 
b rou gh t about a new urgency for the estab lishm ent of standards th a t 
w ould facilitate in ternational trad in g  and also provide essential 
safeguards for p ro tec tin g  consum er health  and in su ring  fair practices 
in food trade.

M any organ izations and groups responded to  m eet the expanded 
and intensified need for various food standards. M any new bodies
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also cam e in to being to p rom ulgate  standards. As a resu lt of this 
g rea t build-up, m uch of the w ork carried  on has encountered duplica
tion, confusion and conflict. T he  need to sim plify and harm onize in
te rna tional food stan dards w ork on a broad basis soon becam e ap
parent and there was a grow ing  dem and for corrective action. T he 
response cam e th ro ug h  the leadership taken  by the FA O  and the 
W orld  H ea lth  O rgan ization  in estab lish ing  a jo in t program  on food 
standards. T h is program  is being carried ou t th ro ug h  the  Codex 
A lim entarius Com m ission, w hich is now in its  first year of operation.

T he  basic purpose of the Codex A lim entarius Com m ission is to 
sim plify and harm onize in ternational food standards w ork by a llocat
ing  prio rities in the developm ent of standards, by coord inating  and 
supplem enting  the  w ork of o ther bodies in th is field, and by provid ing 
for finalization of d ra ft s tan dards at the governm ent level and th e ir 
publication  in a consolidated Codex A lim entarius.

Unification of European Legislation on Food
T he concept of an in ternational body th a t w ould assum e leader

ship in sim plifying and harm onizing  in ternational food stan dards so 
as to  facilita te  trade  and a t the  sam e tim e pro tect the in te rest of 
consum ers in wholesom e foods dates back about a decade. I t  was 
Dr. H ans Frenzel, a form er M inister in the A ustrian  governm ent, who 
advanced the  idea of unification of E uropean  legislation on food in 
Jun e  1953 a t a m eeting  of the R esearch G roup of the G erm an Food 
In d u s try  held at Bad N euenahr.

D r. F ren ze l’s proposal assum ed a m ore concrete form  in O ctober 
1954 on the occasion of the  conferm ent of the W erder m edal in 
Berne, w hen an A ustrian  delegation , in the presence of rep resen ta 
tives of several countries, held a series of sho rt lectures. T he lectures 
dealt w ith  the  sub ject of b ring ing  about the  suggested  unification 
and the  effects of such an un dertak ing  on the  quality  of food, the 
p ro tection  of the  consum ers and the  prom otion of in ternational trade. 
T h is idea m et w ith  g rea t in terest, and encouragem ent cam e from  
m any E uropean  countries.

M any lectures w ere delivered by Dr. F renzel to  explain his 
proposal for the  unification of food legislation th ro ug h  the estab lish 
m ent of a Codex A lim entarius, and he did so quite successfully. As 
a resu lt, in Jun e  1958, the  E uropean  Council of the  Codex A lim en
ta riu s  w as estab lished in V ienna follow ing a p repara to ry  m eeting  
held in P aris  the  previous A pril under the  auspices of the Com m ission
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In terna tion ale  des Indu stries  A gricoles which had been founded in 
1934. D r. F renzel w as elected first P res id en t of the Council.

I t  is in te restin g  to  note th a t a t the  tim e of the inception of the 
E uropean  Council of the Codex A lim entarius certain  governm ents 
took the  position th a t functions re la ting  to  the Codex A lim entarius 
could be absorbed into the activ ities of existing  in terna tional o rgan 
izations, particu larly  F A O  and W H O . T hus, the s ta tu te s  of the 
E uropean  Council w ere drafted  in such a m anner as to perm it the 
absorp tion  of the activ ities of the Council by one or m ore general 
in terna tion al organ izations.

W ith  the g row ing  focus of a tten tio n  on problem s of in ternational 
trade, the in teg ra tion  of m arkets in to regional groups, and the g row 
ing num ber of food stan dard  program s undertaken  by m any o rgan iza
tions, including new com ers in the field, the problem  of coordination 
and harm onization  of food standards w ork again cam e to the fore in 
O ctober 1960 in Rom e a t the first FA O  R egional Conference for 
E urope. O ut of the discussion th a t took place resu lted  th is s ta tem en t 
by the C onference:

. . .  a v a lu a b le  s tep  fo rw a rd  w o u ld  b e  ac h iev e d  if th e  D ire c to r  G e n e ra l of 
F A O , in c o lla b o ra tio n  w ith  th e  D ire c to r  G en e ra l of W H O  an d  a f te r  c o n su lta tio n  
w ith  th e  in te rn a t io n a l  g o v e rn m e n ta l a n d  n o n -g o v e rn m e n ta l o rg a n iz a tio n s  ac tiv e  
in  th is  field, co u ld  su b m it to  th e  E le v e n th  S essio n  of th e  C o n fe ren ce  p ro p o sa ls  
fo r  a jo in t  F A O /W H O  p ro g ra m  on fo o d  s ta n d a rd s  a n d  a sso c ia te d  re q u ire m e n ts , 
w ith  p a r t ic u la r  re fe re n c e  in the first instance to th e  p rincipal foodstuffs o ffered  for 
sa le  on th e  E u ro p e a n  m ark e t.

Joint FAO-WHO Program Initiated
Follow ing discussions w ith the E uropean  Council of the  Codex 

A lim entarius, FA O  undertook  to develop a jo in t F A O /W H O  pro 
gram  on food stan dards in keeping w ith  the view s expressed a t the 
first FA O  R egional Conference for E urope. In  F eb ruary  1961 the 
E uropean Council of the Codex A lim entarius form ally authorized 
its presid ial body to en ter in to an association w ith  FA O  and W H O .

A t the E leventh  Session of the FA O  Conference in N ovem ber 
1961, form al action was taken by FA O  in itia tin g  a jo in t F A O /W H O  
program  on food standards. T h is provided for the estab lishm ent of a 
Codex A lim entarius Com m ission open to  all m em ber nations and 
associate members of FAO  and W H O  who are interested in inter
national food standards. T he  w ork of the Com m ission was to  be 
financed ou t of a special T ru s t F und  in to w hich w ould be received 
con tribu tions from  p artic ipa tin g  countries. T he FA O  action, la te r
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concurred  in by the  W H O  E xecu tive B oard, also called for ho ld ing 
in 1962 a jo in t F A O /W H O  m eeting  of government representatives in 
o rder to  review  the proposed prog ram  of food standards and to  draw  
up  recom m endations for fu tu re  activ ities in th is field.

T he  m eeting  of governm ent rep resen ta tives to  consider the 
proposal for estab lish ing  a Codex A lim entarius Com m ission under 
the  jo in t auspices of F A O  and W H O  w as held in Geneva, O ctober
1-5, 1962. A to ta l of 44 countries and  24 in ternational o rgan izations 
w ere represen ted .

T he need to  develop and sim plify w ork on in terna tion al food 
standards, bo th  on a w orldw ide and regional basis, w as fully review ed. 
T he  G eneva m eeting  endorsed the proposal for a jo in t F A O /W H O  
program  on food standards and the  estab lishm ent of a Codex A lim en
ta riu s Com m ission for carry ing  on the w ork. G uidelines for the  
w ork of the  Codex A lim entarius Com m ission w ere developed and 
prio rities established. I t  w as agreed th a t the  first session of the 
Codex A lim entarius Com m ission should be held a t FA O  headquar
te rs  in Rome. T he date la te r set w as June 25 to  Ju ly  3, 1963.

Some 120 partic ipan ts, including the represen ta tives of 30 coun
tries and observers from  16 in terna tion al organ izations, a ttended  the 
F irs t Session of the  Codex A lim entarius Com m ission th a t m et in 
Rom e in mid-1963.

Development of Rules of Procedure
W ith  the  guidelines developed a t the  G eneva Conference in 

O ctober 1962, the F irs t Session of the Codex A lim entarius Com m is
sion, m eeting  less th an  a year later, had the basis for developing its 
R ules of P rocedure and its general program  of work.

One feature of the R ules of P rocedure is a provision for estab 
lish ing  subsid iary  bodies, including E x p ert Com m ittees, for the  prepa
ration  of d raft s tan dards and se ttin g  up advisory groups for a given 
region or group  of countries specifically enum erated  by the Com m is
sion. U nder th is provision the Com m ission established an A dvisory 
G roup for E urope w ith  the E uropean  Council of the Codex A lim en
ta riu s agreeing  to serve in th is new capacity  under the nam e “A dvisory 
Group for E urope of the  Jo in t F A O /W H O  Codex A lim entarius 
Com m ission.” As such, th is body becam e an organ of th e  Com m ission 
and it w as determ ined th a t partic ipation  w ould be open to  all m em ber 
governm ents of F A O  and W H O  w ith in  the  geographic area  of 
E urope, including Israel, T urkey , and the  U SSR .
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A lso in keeping w ith  the  R ules of P rocedure, the Com m ission 
appointed  a C oordinator for E urope who, un der the term s of reference, 
is advised and assisted  by th e  A dvisory  Group for E urope on all 
m atte rs  concern ing the  prepara tion  of d raft standards for subm ission 
to  the  Com m ission. T he  function of the C oordinator for E urope is 
to  advise and assist the chairm an of E x p ert Com m ittees based on 
countries in E urope in th e ir com m on w ork on food standards th ro u g h 
ou t the region. T he C oordinator for E urope is also ex officio C hair
m an of the A dvisory  Group for Europe.

T he Com m ission also adopted a num ber of “gu id ing  p rincip les” 
for use by its E x p ert Com m ittees and o ther bodies p reparin g  draft 
s tan dards for its  consideration . T he  general aim is to  arrive a t 
standards th a t are bo th  practical and m eaningful from  the s tandpo in t 
of trade as well as consum er in terests . So-called “recipe” stan dards 
are to be avoided.

T hrou gh  discussion and debate at the Rom e m eeting  the principle 
was firm ly estab lished th a t the food stan dards w ork of the  Codex 
A lim entarius Com m ission should be on an in terna tional basis and 
only in those instances w here no o ther a lternative  was available (p ri
m arily  in the case of h igh ly  perishable com m odities) should stan dards 
be on a regional basis and then  recognition m ust be given to  equi
valency of p roducts com ing from  outside the  region.

Financing of Commission’s Work
T he Com m ission also review ed the T ru s t Fund  m ethod of financ

ing the  food stan dards program  and recom m ended th a t th e  costs 
involved should be covered by the regu lar FA O  and W H O  budgets 
as soon as the different budgetary  procedures of the tw o organizations 
w ould m ake th is step  practicable. T h is recom m endation w as discussed 
a t the  recent conferences of FA O  and W H O  and is expected th a t 
financing of the  Com m ission’s w ork will be covered by  the regu lar 
FA O  and W H O  budgets in about tw o years, w hich has been indicated 
as the  earliest th a t the required action can be taken. In  the m eantim e, 
the financing of the  w ork of the  Codex A lim entarius Com m ission 
from  con tribu tions to the  T ru s t F und  poses a problem , no t only for 
the  program  itself, bu t also for m any of the partic ipa tin g  countries.

Work Accomplished
T o get its  program  of w ork under w ay, the  Codex A lim entarius 

Com m ission allocated p repara to ry  w ork  on draft standards, largely
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in accordance w ith  the list of p rio rities previously estab lished by the 
jo in t F A O /W H O  conference held in G eneva in 1962. T he  assignments 
w ere m ade e ither to ad hoc E x p ert C om m ittees estab lished by the 
Com m ission or to  ex isting  outside specialist bodies. As a resu lt, the 
follow ing w ork is now being done :

(1) As a resu lt of its offer accepted by the Com m ission, the FA O  
Fisheries Division has assumed leadership in preparatory work looking 
tow ard  the estab lishm ent of a code of principles concerning fish and 
fishery products and associated individual standards. A m eeting  of 
fisheries experts w as held F eb ru ary  18-20, 1964, in Rome under the 
auspices of FA O  w ith  represen ta tives of 12 countries actively p a r
ticipating . T he report and recom m endations resu lting  from  th is m eet
ing  will be considered a t the next session of the Codex A lim entarius 
Com m ission.

(2) T he U nited  K ingdom  chairs a w orldw ide E x p ert Com m ittee 
on O ils and F ats. T h is Com m ittee has the responsibility  of e lab o ra t
ing  d ra ft in ternational standards for oils and fats of anim al, vegetable, 
and m arine origin b u t excluding m argarine and olive oil. I ts  first 
m eeting, held in London, F eb ruary  23-28, w as a ttended  by rep resen ta 
tives from  12 countries and 7 in ternational organ izations. D raft 
standards developed a t th is session are now being review ed by coun try  
represen ta tives w ho took part in the m eeting. L a te r in the year a 
second m eeting  of the E xp ert C om m ittee on F a ts  and Oils will be 
held to p repare final d rafts  of standards for p resen ta tion  to  the Com 
m ission.

(3 )  - A w orldw ide E xpert C om m ittee on Sugars is chaired by the 
U nited  K ingdom  to develop draft in ternational standards covering 
all types of nu tritional sw eeteners o ther than  honey. T his E x p ert 
C om m ittee held its first m eeting  in London, M arch 3-5, w ith rep re 
sentatives from  10 governm ents and 4 in terna tional o rgan izations 
a ttend ing . D raft stan dards developed as a resu lt of the m eeting  are 
cu rren tly  being review ed by those who partic ipated  in the session. 
T he com pleted draft standards will be subm itted  to the Com m ission 
for consideration a t its nex t m eeting. A second m eeting of the E xp ert 
C om m ittee will be held, possibly in N ovem ber 1964, to discuss s tan d 
ards for the sugars no t covered at its first m eeting.

(4) T he  developm ent of fru it ju ice stan dards by the  W o rk in g  
P a rty  on the S tandard ization  of P erishab le  Foodstuffs of the Eco
nom ic Com m ission for E urope is now  being carried  on jo in tly  w ith  
the  Codex A lim entarius Com m ission. T he  first m eeting  involving
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jo in t partic ipation  by E C E  and the  Com m ission to consider d raft 
standards for fru it ju ices w as held A pril 6-10 in Geneva w ith  rep re 
sen tatives from  13 countries partic ipating . W h en  agreem ent is reached 
on fru it juice standards, they  will be subm itted  to the Com m ission 
for finalization under its procedures.

(5) S w itzerland  is chairing  an E x p ert Com m ittee on Cocoa 
P ro du cts  and Chocolate. T he  first m eeting of th is group w as held 
in N euchatel, Sw itzerland, N ovem ber 5-6, 1963, w ith  represen ta tives 
from  9 countries participating . A second m eeting  of the Com m ittee 
w as held th is year in M ontreux, A pril 22-24, and represen ta tives from  
10 countries took part in the  deliberations.

(6) An E x p ert Com m ittee on Food A dditives is function ing  under 
the chairm anship  of the N etherlands. T he task  of th is C om m ittee is 
to develop draft lists of acceptable additives and to survey and desig
nate w herever possible proposed m axim um  levels of use for these 
additives in individual foods. T he  first session of the  E x p ert Com 
m ittee on Food A dditives w as held a t the H ague, M ay 19-22.

(7) T he U nited  S ta tes is serv ing  as chairm an of an E x p ert Com 
m ittee on Food H ygiene. T he first session of th is group  w as held in 
W ash in g to n , M ay 27-28, to consider the developm ent of d ra ft hygiene 
standards for foods o ther than  m eat and m ilk and m ilk products. 
H ygiene stan dards for m eat are to be developed by the ex isting  Jo in t 
F A O /W H O  Panel on M eat H ygiene since it is the  C om m ission’s 
advisory body on th is subject. Q uestions concerning m ilk hygiene 
are w ith in  the term s of reference of the  Jo in t F A O /W H O  Com m ittee 
of G overnm ent E x p erts  on the Code of P rincip les C oncerning M ilk 
and M ilk P roducts. T his C om m ittee of governm ent experts is con
sidered by the  Com m ission as hav ing exclusive com petence for all 
questions concern ing m ilk and m ilk products and is trea ted  as a 
C om m ittee of the W hole of the  Comm ission.

(8) T he U n ited  S ta tes is also chairing  a w orldw ide E x p ert Com 
m ittee on P rocessed F ru its  and V egetables. T h is C om m ittee is re 
sponsible for developing draft s tan dards for all types of processed 
fru its  and vegetables, including dried products and jam s and jellies. 
T he first m eeting  of th is  E x p ert C om m ittee is being held here in 
W ash in g to n  th is week, M ay 29-30.

(9) A w orldw ide E x p ert C om m ittee on M eat and P rocessed 
M eat P roducts is under the  chairm ansh ip  of the  F ederal R epublic of 
G erm any. T h is C om m ittee is to develop proposals fo r:
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(a) C lassification and g rad ing  for carcasses and cu ts of beef, 
lam b, m utton , pork and veal ;

(b) D efinitions, labelling and o ther requirem ents for such p ro 
cessed m eat p roducts as m ay be deem ed desirable a t th is stage.

T his E x p ert Com m ittee is ob ligated  to  w ork in cooperation w ith  
the Jo in t F A O /W H O  C om m ittee on M eat H ygiene.

(10) A w orldw ide E xp ert Com m ittee on Pesticide R esidues is 
also being chaired by  the N etherlands. T h is Com m ittee has the 
responsib ility  of survey ing  and proposing, w here possible, to lerances 
for pesticide residues in individual foods.

(11) A u stria  is chairing  a w orldw ide E x p ert C om m ittee to de
velop d raft in ternational standards for honey.

(12) A w orldw ide E xp ert C om m ittee on M ethods of A nalysis 
is also under the chairm anship  of A ustria .

(13) T he In te rna tion a l S tandards O rganization , a t the  request 
of the  Codex A lim entarius Com m ission is developing m ethods of 
sam pling for physically  sim ilar product groups and, w here necessary, 
specific m ethods for im p ortan t individual products. T he ISO  is to 
m ake a p rogress report in tim e for the Com m ission’s consideration 
a t its nex t session.

(14) T he S ecre taria t of the Codex A lim entarius Com m ission is 
d ra ftin g  for subm ission to  the nex t session a concise resum e of food 
labelling laws, particu larly  those in countries partic ipa tin g  actively 
in the w ork of the  Com m ission. T h is resum e is to  cover provisions 
dealing w ith  iden tity , net con ten ts designations, indication of m anu
facturer, and special requirements on type and style of label declarations.

(15) A t the request of the  Com m ission, the U nited  S ta tes is 
p reparin g  a background study  on standards for pou .try . W o rk  on 
th is is nearing  com pletion and is to  be subm itted  to  the  Com m ission 
in tim e for its nex t session w hen the question of d raft standards for 
poultry , an im p ortan t p roduct in in ternational trade, is to  be taken  up.

(16) T he In te rna tion a l F ederation  of M argarine A ssociations is 
developing a d ra ft s tan dard  for m argarine  for early  subm ission to  the 
Comm ission.

(17) T he  possib ility  of developing d ra ft s tan dards for eggs is to 
be considered a t the  nex t session of the Codex A lim entarius Com 
m ission w hen m ore in fo rm ation is expected to  be available on the  
prog ram  of standards w ork undertaken  by the  In te rna tion a l E g g  
Comm ission.
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(18) A t the request of the Codex A lim entarius Com m ission, the 
U nited  K ingdom  is p reparing  a background paper on soft drinks for 
consideration and possible fu rther action as the nex t session of the 
Comm ission.

(19) R esponding to a request of the Com m ission, the International 
S tandards O rgan ization  is m aking a survey of w ork being done by 
several in terested  organ izations on m ethods of sam pling and analysis 
for w heat. T he resu lts  of th is survey are to  be m ade available for 
subm ission to governm ents in good tim e before the nex t session of 
the Comm ission.

Plans for Second Session
A t its nex t session, the Codex A lim entarius Com m ission will con

sider in second read ing  d ra ft s tan dards on which governm ents p a r
tic ipating  in its w ork have already subm itted  their views and com 
m ents. T hese draft standards w ere draw n up before the Com m ission 
w as constitu ted , and a t its m eeting  in Rom e last year, w ere considered 
in first read ing  and then referred to governm ents for detailed com 
m ents. T hese d rafts  involve stan dards for :

(a) Cocoa beans prepared by the W o rk in g  P a rty  under the FA O  
Com m ittee on Com m odity P roblem s ;

(b) Olive oil draw n up by the In te rna tion a l Olive Oil C o u n c il;
(c) A num ber of fresh fru its  and vegetables drafted by the  E co

nomic Com m ission for E u ro p e ;
(d) Edible fungi, a tex t prepared by the form er E uropean C oun

cil of the Codex A lim entarius, now  the A dvisory Group for E urope 
of the Jo in t F A O /W H O  Codex A lim entarius Com m ission, and an 
ex trac t from the draft L atin-A m erican Food C o d e ;

(e) Sam pling, tex t prepared by the form er E uropean Council of 
the Codex A lim en ta riu s ;

(f) G eneral principles, tw o tex ts, one from the form er E uropean 
Council of the Codex A lim entarius, the second extracted  from  the 
draft L atin-A m erican Food Code ;

(g) G eneral principles for the  use of food additives, tex t prepared 
by the Com m ission S ecretaria t from  reports  of the Jo in t F A O /W H O  
E xpert C om m ittee on Food A dditives ; and

(h) P erm itted  lists of food additives, four tex ts, prepared by  the 
Com m ission S ecre taria t on the basis of the  reports  of the  Jo in t F A O / 
W H O  E xp ert C om m ittee on Food A dditives.
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T he Second Session of the  Codex A lim entarius Com m ission will 
be held in Geneva, Sw itzerland , Septem ber 28— O ctober 7, 1964. T his 
session will be largely  concerned w ith  the  detailed consideration in 
second reading of the d raft s tan dards on w hich com m ents have been 
received from  governm ents. I t  w ill also be concerned w ith  the  reports  
on w ork accom plished by E x p ert C om m ittees and o ther specialist 
groups to  w hich the Com m ission la s t year m ade assignm ents for 
p rom ulgating  stan dards and developing d rafts  of various background 
papers.

I t  is expected th a t as a resu lt of the Com m ission m eeting  certain  
d ra ft standards will be ready for subm ission to governm ents for con
sideration  and com m ent. T h is is in accordance w ith  the  R ules of 
P rocedure and enables all p artic ipa tin g  governm ents to  express th e ir 
views on proposed standards w hich m ay subsequently  be accepted by 
the  Com m ission for inclusion in the Codex A lim entarius. T he prior 
subm ission of the  draft tex t of any stan dard  to  all m em bers of the  
Com m ission applies bo th  to  in terna tional stan dards as well as to  any 
stan dard  prim arily  in tended for a region or group of countries. T his 
is an im p o rtan t safeguard  for the  in terests  of all concerned, e ither 
d irectly  or indirectly .

Aims of Codex Alimentarius Commission
T he Codex A lim entarius Com m ission represen ts a new  and vital 

influence in the  realm  of in terna tional food standards. A general 
observation  of basic im portance is th a t a food standard , w hen ap 
p rop ria te ly  supported  and backstopped by  practical stan dards for 
sam pling, analysis and o ther requisites, should aim a t ensu ring  the 
m ark et of a sound, w holesom e product, correctly  labeled and p re
sented. I t  should no t be in tended to  affect consum er preference, b u t 
should aim  a t ensu ring  th a t the consum er can know  w h at he is buying.

T hese  purposes served by a s tan dard  are especially im p o rtan t in 
p rov id ing  buyers and sellers w ith  a com m on language for local and 
long d istance trad in g  and a yardstick  for determ in ing  value. O th e r
wise, th e  use of w idely vary ing  standards, particu larly  am ong coun
tries, leads to m isunderstandings and confusion in in terna tion al trade, 
undue restric tions in trade, and added m ark etin g  costs.

T he  leadersh ip  of th e  Codex A lim entarius Com m ission in  sim pli
fy ing  and harm onizing  in terna tion al food stan dards also provides the  
guidance and coord ination  w hich are so g rea tly  needed am ong all 
groups, including governm ents, engaged in the  e laboration  of such

p a g e  3 3 5INTERNATIONAL FOOD STANDARDS



standards. T h u s the w ork of the  C om m ission m erits full support for 
th e  op po rtun ity  th a t it offers in developing equitable food standards 
and thereby  com bating the  use of standards for purposes of im p e d in g . 
or restric tin g  in ternational trade, thereby  prov id ing  essential safe
guards for bo th  buyers and sellers as well as consum ers. T h is calls 
for essential back ing and cooperation no t only from  governm ents 
and the  various independent bodies engaged in in ternational food 
stan dards w ork, bu t also from  private industry , business, trade, ag ri
cultu re  and the general consum ing public. [The End]

FDA DRUG INSPECTORS TO ATTEND 
UNIVERSITY TRAINING COURSE

T h e  f irs t u n iv e rs ity  t ra in in g  c o u rse  o n  d ru g  m a n u fa c tu re  fo r  fed e ra l 
d ru g  in sp e c to rs  w as  an n o u n c e d  on  J u n e  19 b y  th e  F o o d  a n d  D ru g  A d 
m in is tra tio n , D e p a r tm e n t o f H e a l th ,  E d u c a tio n  a n d  W e lfa re , an d  th e  
U n iv e rs ity  o f R h o d e  Is la n d . T h e  c o u rse  w ill b e  h e ld  in th e  U n iv e r s i ty ’s 
n e w  F o g a r ty  H e a l th  S c ience  B u ild in g , w h ich  c o n ta in s  a  m o d e rn  p ilo t 
p la n t w ith  th e  la te s t  d ru g  m a n u fa c tu r in g  e q u ip m e n t. I t  is th e  n ew es t 
such  fac ility  in  th e  co u n try .

T h e  in itia l th re e -w e e k  p ro g ra m  w h ich  b e g in s  on  J u ly  6, 1964, in  
K in g s to n , R h o d e  Is la n d , h a s  b een  p la n n e d  b y  F o o d  an d  D ru g  C o m m is
s io n e r  G eo rg e  P . L a r r ic k  a n d  D r. H e b e r  W . Y o u n g k e n , d ean  of th e  
U R I  C o lleg e  o f P h a rm a c y .

C o m m iss io n e r  L a r r ic k  sa id  th e  co u rse  is d es ig n e d  to  b ro a d e n  th e  
F D A  in s p e c to rs ’ k n o w le d g e  re g a rd in g  p h a rm a c e u tic a l p rin c ip le s , m a n u 
fa c tu r in g  te ch n iq u es , a n d  c o n tro l p ro c e d u re s . “W h ile  in  th e  p a s t  F D A  
h a s  tra in e d  its  d ru g  p e rso n n e l w ith in  th e  ag e n cy , i t  is n o w  c a llin g  u p o n  
u n iv e rs itie s  to  s u p p le m e n t th is  t r a in in g ,” M r. L a r r ic k  sa id . H e  c ited  as  
a n o th e r  ex a m p le , th e  b e g in n in g  of th e  F D A  I n s t i tu te  fo r  A d v a n ce d  
A n a ly tic a l C h e m is try  la s t  J a n u a ry  a t G e o rg e to w n  U n iv e rs ity  in  W a s h 
in g to n , D . C.

D ean  Y o u n g k e n  n o te d  th a t  ad v a n c e s  in  te c h n o lo g y  and  n e w  d ru g  
law s c re a te  m o re  re sp o n s ib ility  fo r  d ru g  in s p e c to rs  a n d  re q u ire  g re a te r  
k n o w le d g e  of la b o ra to ry  p ro c e d u re s , te s t in g  a n d  c o n tro ls , a n d  th e  e q u ip 
m e n t u sed . T h e  F D A  in sp e c to rs , h e  ad d e d , w ill be  fam ilia rized  w ith  th e  
basic princip les and te rm inology o f th e  m any dose fo rm s and pharm aceutical 
m e th o d s  u sed  b y  in d u s try  w ith  p a r t ic u la r  e m p h a s is  o n  m a n u fa c tu r in g  
an d  c o n tro l p ro c e d u re s . T h e  fu n d a m e n ta ls  w ill be  le a rn e d , he ex p la in ed , 
b y  ac tu a l p a r tic ip a tio n  in p ilo t p la n t d ru g  m a n u fa c tu r in g  o p e ra tio n s , such  
as  a re  n o w  p a r t  o f th e  U R I  C o lleg e  o f P h a rm a c y  p ro g ra m .

T h e  F D A -U R I  c u rr ic u lu m  w ill b e  o ffe red  th re e  tim es  d u rin g  1964. 
E a c h  c lass  w ill en ro ll a p p ro x im a te ly  25 F D A  in sp e c to rs  f ro m  a ro u n d  
th e  c o u n try . A ll F D A  in sp e c to rs  a re  co lleg e  g ra d u a te s — so m e  w ith  
m a s te r s ’ d e g re e s— so  th e  p ro g ra m  w ill be an  in te n s ified  one. C o st o f 
th e  se s s io n s— e s tim a te d  to  b e  a b o u t $3,000 e a ch — w ill b e  m e t b y  th e  F D A .

B o th  C o m m iss io n e r  L a r r ic k  a n d  D e a n  Y o u n g k e n  sa id  th e y  e x p e c t 
to  en ro ll s ta te  an d  c ity  d ru g  in sp e c to rs  in fu tu re  co u rses .
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A New Look at Cooperation in 
Complying with Food Laws

By FRANKLIN M. DEPEW
Mr. Depew, President of The Food Law Institute, Inc., Presented 
This Paper Before a Meeting of the Flavoring Extract Manu
facturers’ Association in Palm Beach Florida, April 14, 1964.

"C O R  S O M E  T IM E  N O W  you will have noted a g radual sh ift from  
an emphasis placed on punitive measures in the enforcement of our 

food, d rug  and cosm etic laws, to  an em phasis placed on education 
and cooperation with the regulated industries coupled with a judicious 
regu la to ry  program . Self-policing th ro ug h  cooperation and un der
stan d in g  has now becom e a m ajor area of enforcem ent. T his has 
included an opportun ity  for discussion before any drastic  action is 
taken on m inor violations not re lated  to health  hazards. T h is has 
restored  a m utual understanding , tru s t and respect w hich w as no t as 
high as it should have been a few years ago.

A m ong the steps recently  taken by the Food and D rug  A dm inis
tra tio n  w as the creation  of a new B ureau of E ducation  and V o lu n tary  
Com pliance, under Shelbey T . Grey, who is deputy d irector and acting  
director. T he new bureau  includes a D ivision of In d u stry  Advice 
(form erly  in the B ureau of E nforcem ent), w ith  an A dvisory O pinions 
Branch, H aro ld  F. O ’Keefe, chief, and an In d u s try  Info rm ation  
Branch, Jonas Bassen, chief, to answ er industry  inquiries on com 
pliance problem s. I t  also includes a new D ivision of Consum er E du ca
tion, w hich is now headed by Jam es L. T raw ick . T h is new division 
is m ade up of th ree  b ra n c h e s : a C onsum er Info rm ation  Branch, Miss 
M ary E. C unningham , c h ie f ; a C onsum er C onsultan t Branch, M rs. 
C arla S. W illiam s, chief; and a Consum er Survey B ranch for w hich 
no chief has yet been appointed . W e in the Food Law  In s titu te  be
lieve the  steps taken  will resu lt in im proving the exchange of in form a
tion betw een governm ent and industry , governm ent and consumers, 
and  betw een in du stry  and consum ers.
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Food Industry Liaison Committee Formed
In  addition, the  suggestion  th a t a food in du stry  liaison com 

m ittee be established, m ade for a num ber of years a t the  Food and 
D rug  A dm in istra tion-F ood  L aw  In s titu te  Jo in t N ational Conferences, 
w as acted on last year and a seven-m em ber com m ittee, of w hich I 
am a m em ber, w as inaugurated . T h is com m ittee seeks to  im prove 
vo lun tary  com pliance and to  prom ote a better-info rm ed adm in istra
tion  of the  pure  food law. W e jo in w ith  the  C om m issioner of Food 
and D rugs, George P . L arrick , in high hopes for th is com m ittee’s 
fu tu re  activities.

T his sh ift in em phasis has been b ro u g h t about, in m y opinion, 
by the creation of a political atm osphere favorable to th is desirable 
developm ent. I believe it  can be said w ith ou t fear of con tradiction  
th a t all the Com m issioners of Food and D rugs, from  W alte r  G. 
Cam pbell to G eorge P. L arrick , have concluded th a t education can be 
utilized to  g rea tly  increase the  effectiveness and benefits of a law  
enforcem ent program . T h a t th is  is so is confirm ed by the s ta tem en t 
of M r. L arrick  before the  Section on Food, D rug  and Cosm etic L aw  
of the N ew  Y ork S ta te  B ar A ssociation on Jan u a ry  22, 1963,1 w hen 
he s a id :

I t  h a s  been  th e  o b je c tiv e  o f th e  a d m in is tra to rs  of th e  F o o d , D ru g  a n d  
C o sm e tic  A c t f ro m  th e  v e ry  b e g in n in g  to  a d m in is te r  th e  s ta tu te  in su ch  a  w a y  
as to  p re v e n t  v io la tio n s  o f th e  law  r a th e r  th a n  to  p u n ish  v io la to rs  a f te r  th e y  
o cc u r. W e  w ill a lw a y s , in m y  o p in io n , n eed  to  em p lo y  th e  sa n c tio n s  o f th e  
s ta tu te  to  e ffe c tu a te  its  p u rp o se s , b u t re c e n t d e v e lo p m e n ts , b o th  in  th e  a m e n d 
m e n ts  m e n tio n e d  a s  w ell a s  in th e  rev iew s  of o u r  a d m in is tra tiv e  p ro g ra m s  by  
th e  C itize n s  A d v iso ry  C o m m itte e  a n d  o th e rs , h av e  em p h a s iz e d  th a t  a d m in is tra 
tive a c tio n s  d es ig n e d  to  im p le m e n t p re v e n ta tiv e  e n fo rc e m e n t sh o u ld  be undertaken  
a t  an  a c c e le ra te d  pace. T h is  w e p la n  to  do. W e  w e lc o m e  y o u r  c o n s tru c tiv e  
s u g g e s tio n s  a n d  p a r tic ip a tio n  in th is  en d e av o r.

If th is  has been the  philosophy of the  C om m issioners of Food and
D rugs, it m ay well be asked, w hy from  tim e to tim e has the  Food 
and D rug  A dm inistra tion  concentra ted  on its enforcem ent and police 
pow er activ ities to  the  neg lect of cooperation w ith  indu stry  in p ro 
gram s aim ed a t im proving consum er protection . A partia l answ er 
w ould seem to be th a t all too often the  Congress or the  general 
public raises an up ro ar of criticism  of the app aren t de-em phasis of 
enforcem ent, charg ing  th a t th is underm ines the F D A ’s basic m ission. 
T hus, the  C om m issioner and his staff need the support of ou ts tan d 

1 G eo rg e  P . L a r r ic k , “A d m in is te r in g  
N ew  F o o d  a n d  D ru g  L a w s ,” 18 F ood 
Drug Cosmetic L aw J ournal 133.
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ing  and dedicated m en from  bo th  in d u stry  and  the un iversities if 
they  are to  effectively im plem ent th e  ph ilosophy of education.

A t the  p resen t ju nctu re , we are fo rtun a te  th a t the  Second Citizens 
A dvisory  R eport on the  Food and  D ru g  A dm inistra tion , filed w ith  
the  H onorab le  A n thony  J. Celebrezze, S ecre tary  of H ea lth , E du ca
tion and  W elfare, on O ctober 25, 1962,2 em phasized th a t F D A  needed 
to  develop still b e tte r approaches along preventive lines of enforce
m ent. W e are fo rtunate , too, in th a t B oisfeuillet Jcnes, Secretary  
C elebrezze’s Special A ssis tan t for H ea lth  and M edical Affairs, be
lieves in education  and governm ent-industry  cooperation, as indicated 
by  his rem arks on the  occasion of th e  F D A -F L I Jo in t N ational 
E ducational Conference on N ovem ber 26, 1962.3 H ow ever, we cannot 
afford to  be com placent. T he  F irs t C itizens A dvisory  Com m ittee 
R ep o rt4 had stron g ly  recom m ended the  educational approach and 
back on M ay 10, 1955, B radshaw  M intener, then  the new  A ssistan t 
S ecretary  of the  D ep artm ent of H ea lth , E ducation  and W elfare, stated 
a t the F ifty -N in th  A nnual Conference of the  A ssociation of Food and 
D ru g  Officials of the  U nited  S ta tes,5 th a t th ere  is “a grow ing realiza
tion by  officials th a t education can be utilized to  increase g rea tly  the  
effectiveness and benefits of a law  enforcem ent program  . . . .” 
N evertheless, the Second C itizens A dvisory  C om m ittee criticized 
the F D A  for failure to  take adequate m easures to  im plem ent the  
recom m endations of the F irs t C itizens A dvisory Com m ittee regard ing  
education. T hus, it seem s clear th ere  w as a deterio ra tion  in the 
p rog ram  of education  betw een 1955 and 1962. W h a t has happened 
once can happen again.

W h a t can w e do to avoid a recurrence of such an u n fo rtuna te  
condition? R esponsible in d u stry  m ust educate itself so as to  be b e tte r 
able to  un derstan d  and perform  its function of b ring ing  safe and 
properly  labeled foods, drugs, devices and cosm etics to  th e  consum er. 
I t  is im p o rtan t th a t all in du stry  decisions relative to com pliance 
w ith  th is law  should be m ade w ith  the  recognition th a t their business 
has placed them  in a position of public tru s t. No com prom ise can be

2 “T h e  Second C itizens A dviso ry  C om 
m ittee R ep o rt on th e  F ood  and  D ru g  
A d m in istra tio n ,” 17 F ood D rug Cosmetic 
L aw J ournal S81.

3 B oisfeuillet Jones, “C onsum er P ro te c 
tion  A ctiv ities,” 17 F ood D rug Cosmetic 
L aw J ournal 808.

4 “R ep o rt to  th e  S ecre ta ry  of H ealth ,
E ducation , and W elfa re , Ju n e  1955, by

th e  C itizens A dviso ry  C om m ittee on th e  
Food  and D ru g  A dm in istra tion ,” 10 F ood 
D rug Cosmetic L aw J ournal 453.

5 B rad sh aw  M intener, “E du catio n  V e r 
su s  E n fo rc e m e n t,” Q u a r te r ly  B u lle tin , 
F ood  and D ru g  Officials of the  U n ited  
S ta tes (Ju ly  1955), p. 107.
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m ade w here the  public health  is involved. Solutions to  o ther problem s 
m ust be sough t w ith  a high degree of political m atu rity  and s ta tes
m anship. In d u s try  m ust use its  stew ardsh ip  responsib ility  in such 
a w ay th a t it becom es a constructive, ra th e r th an  a destructive, 
force. If in du stry  will accept th is responsibility , I believe we m ay 
expect to continue to receive th e  cooperation of the F D A  and the 
s ta te  regu la to ry  bodies as well.

Uniform State Weights and Measures Regulations Needed
A recen t exam ple of w h a t responsible in du stry  can do is the 

step taken to work with National Conference on W eights and Measures 
in an endeavor to secure uniform  sta te  regula tions covering w eights 
and m easures requ irem en ts on m inim um  type size and placem ent of 
the net q u an tity  s ta tem en t on the  label. T he im portance of the action 
taken  consists in th e  in du stry  recognition th a t a problem  existed 
w hich w as of such overrid ing  im portance to the consum er as to w ar
ra n t the im position of som e additional restric tions in the  freedom  
of action of the  industries involved. A special com m ittee w as set up 
w ith  F ran k  T . D ierson, general counsel of the  G rocery M anufactu rers 
of A m erica, Inc., ac ting  as chairm an. Because the m atte r w as of g rea t 
in terest to o ther industries, they  too w ere afforded represen ta tion  
on the special com m ittee. On F eb ruary  17, 1964, Mr. D ierson, as 
chairm an, presen ted  the  com m ittee’s report to  the  L aw s and R egu la
tions Committee of the National Conference on W eights and Measures 
in W ash ing ton , D. C. M em bers of th is com m ittee w ere im pressed 
w ith  in d u stry ’s good faith  and its form al con tribu tion  to  the  solution 
of a vexing problem . I un derstan d  com m ittee m em bers w ere generous 
in expressing th e ir  appreciation  and prom ised careful consideration 
of the report. T hu s, we m ay hope for a sa tisfacto ry  outcom e of th is 
m atter.

M iss Sylvia P o rte r  w as sufficiently im pressed by the efforts of 
th is in du stry  com m ittee to m ention i t  in her nationally  syndicated 
colum n, w hen she w ro te :

T o d a y  in W a s h in g to n  a  n e w  in d u s try  co m m ittee , r e p re s e n tin g  a ll le a d in g  
g ro c e ry  p ro d u c e rs  a n d  su p p lie rs , is m e e tin g  w ith  s ta te  w e ig h ts  a n d  m e a su re s  
officials to  d ra f t  a  s ig n if ic a n t a m e n d m e n t to  c u r re n t  s ta te  w e ig h ts  a n d  m e a su re s  
law s. T h e  a m e n d m e n t w o u ld  re q u ire  “p ro m in e n t, de fin ite  a n d  p la in ” s ta te m e n ts  
of c o n te n ts  a n d  define e x a c tly  h o w  p ro m in e n t, d e fin ite  an d  p la in  th o se  s ta te m e n ts  
sh o u ld  be.

T he lesson we learn from  th is is—if the factors of consum er pro
tection outw eigh the burdens w hich m ay be im posed, in du stry  m ust 
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seek a solution w hich will p ro tec t th e  h ighest in terests  of all con
cerned. O n the o ther hand, if the  factors of consum er pro tection  do 
n o t m erit fu rth er re s tra in t on in d u s try ’s freedom  of action, any pro
posal im posing such re stra in t should be opposed. H ow ever, it is m ost 
im p ortan t th a t in d u stry  carefu lly  w eigh the  tw o aspects of the m atte r 
in the  lig h t of its stew ardsh ip  responsibility .

FDA Seeks Expanded Factory Inspection Authority
T here  is one cu rren t problem  a t issue betw een in du stry  and the 

F D A  w hich could d istu rb  the confidence and tru s t which now exists, 
unless patience and to lerance are exercised on bo th  sides. T h is is the  
problem  posed by  F D A ’s request for expanded factory  inspection 
pow ers to include the righ t to  inspect records, files, papers, processes, 
con tro ls and facilities bearing  on any violation of the F ederal Food, 
D ru g  and Cosm etic A ct. T h is au th o rity  has been g ran ted  in respect 
to p rescrip tion  drugs by the D rug  A m endm ents of 1962. I discussed 
th is m atte r before you a t your m eeting  at Skytop, P ennsylvania, on 
M ay 1, 1962.6 In  th a t ta lk  I review ed the  h is to ry  of the  presen t law, 
the  F D A ’s requested  am endm ent and suggested  a proposed solution 
w hich I th o u g h t m igh t be acceptable to  bo th  the food in du stry  and 
th e  governm ent. I suggested  legislation w hich w ould au thorize  F D A  
to require an affidavit from  an official corporate represen ta tive  s ta tin g  
th a t an exam ination  of the  com pany’s form ula cards and processing 
operations kep t in the  regu lar course of business, discloses th a t the 
food or color add itive nam ed is no t used in excess of a certain  
s ta ted  am ount. T h is w ould give F D A  the needed in form ation relative 
to  these  additives th a t they  w ould secure from  access to  the records, 
b u t w ith ou t disclosure of the  o ther confidential in form ation show n in 
the  records.

T h a t th is proposal w as no t sa tisfacto ry  to  the F D A  is evidenced 
by  W in to n  B. R an k in ’s rem arks before the F D A -F L I Jo in t N ational 
E ducational Conference on D ecem ber 2, 1963.7 In  th a t ta lk  he urged 
th a t for the pro tection  of the  public, the  F D A  needed the  sam e au th o r
ity  to  m ake a com plete inspection of records in a factory  producing 
nonprescrip tion  drugs, foods, cosm etics and devices th a t had been 
g ran ted  th e  F D A  by  th e  D ru g  A m endm ents of 1962, and ju s t last 
m onth  Com m issioner L arrick  in his testim ony before the  H ouse 
Government Operations Subcommittee urged the need for this authority.

6 F ran k lin  M . Depew , “A re  B roadened  7 W in to n  B. R ankin , “ Inspection  A u-
Inspection  P o w ers  N ecessary ?” 17 F ood th o rity ,” 18 F ood Drug Cosmetic L aw 
D rug Cosmetic L aw J ournal 331. J ournal 673.
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Because of the  concern expressed by m em bers of the b ar about 
th is  problem , and in the hope th a t som e m iddle course m igh t be found, 
I, as chairm an of the  Section on Food, D ru g  and Cosm etic L aw  of 
the New Y ork S ta te  B ar A ssociation, and as chairm an of the Division 
of Food, D rug  and Cosm etic L aw  of the  Section of C orporation, 
B anking and B usiness L aw  of the  A m erican B ar A ssociation, ap 
pointed a special com m ittee in each association to consider the 
problem . T h is com m ittee is m ade up of som e of the  m ost able 
a tto rneys practic ing  in the field, n am e ly : F ran k  T. D ierson, chairm an, 
K enneth  E. M ulford, E dw ard  Brow n W illiam s, E dw in L. H ard ing , 
M ichael F. M arkel, Jam es F. H oge, Sam uel A. M cCain and George
T . Scriba.

Industry's Management and Lawyers Oppose Expanded Authority
From  m y discussions w ith  m em bers of th is com m ittee, it would 

appear th a t these com m itteem en share the  view s expressed by one 
m em ber, E dw ard  Brow n W illiam s, at the F D A -F L I Jo in t N ational 
E ducational Conference on D ecem ber 2, 1963.8 H is view w as th a t 
such legislation w ould au thorize  an assau lt on the  fundam ental 
righ ts  of privacy of those whose prem ises w ere inspected, and w ould 
constitu te  an erosion of th e ir r igh ts  of liberty  and of th e ir privilege 
against self-incrim ination. H e felt s trong ly  th a t the proposal w ould 
violate the trad ition  of fairness long found in our ju risprudence by 
au tho riz ing  un restra ined  rum m ag ing  around in confidential papers 
and records. M em bers of the com m ittee have told me th a t even if 
the  au thorization  is justified in respect to prescrip tion  drugs to  assure 
the public safety, th is  is an exception to  the legislative philosophy of 
our free in stitu tion s w hich m ust be kep t w ith in due bounds. T hey  
re ject the  theory  th a t in te rm itten t exam inations of records would 
have helped in any w ay in discovering the  bo tu linus toxin th a t was 
found in canned and sm oked fish, or in discovering excessive am ounts 
of pesticides in the food processor’s plant. T hus, indu stry  m anage
m ent and in du stry  law yers seem to be un ited  in opposition to  ex
panded factory  inspection au tho rity  for the  F D A . T hey  also seem 
united  in th e ir opposition to the presen t F D A  policy, w hereby inspec
to rs are in struc ted  to  ask for form ulas and other m aterial to  w hich 
they  are not legally entitled.

s E d w ard  B row n  W illiam s, “F ac to ry  
Inspection ,” 18 F ood D rug Cosmetic 
L aw J ournal 70S.
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T he in du stry  po in t of view  w as b rou gh t forcefully to  m y a tten 
tion a t the  annual m eeting  of the  N ew  Y ork S ta te  B ar A ssociation 
las t Jan u ary  w hen an a tto rney  from  u p sta te  N ew  Y ork expressed his 
resen tm ent about an F D A  inspection of his clien t’s plant. T he 
inspecto r had asked to see all the  p lan t records and they  had been 
furn ished to him. T he  p lan t m anager reported  the  occurrence to the 
a tto rn ey  a t the  end of the  inspection. T he a tto rney  felt the  inspec
tion of these  records con stitu ted  an ou trageous violation of his clien t’s 
e lem entary  righ ts, w hether the  inspection w as au thorized  by law  
or not.

W h eth er Congress will determ ine th a t in d u stry ’s civil liberties 
should be curta iled  by au tho riz ing  record inspection as in the in terest 
of safeguard ing  the  public health  and safety is difficult to  foretell a t 
th e  p resen t tim e. T he P residen t and his A ssistan t for C onsum er 
A ffairs, M rs. E sth e r P eterson , seem to be convinced th a t the leg isla
tion  is needed. T hey  m ay th u s  be expected to support th e  staff of 
F D A  in th e ir efforts to secure th is leg islation. T he argum en t for 
the  proposal is perfectly  understandable. I t  is a g rea t advantage to 
the F D A  and m ay im prove public p ro tection  against dangerous foods, 
nonprescrip tion  drugs, cosm etics and devices. In d u s try  rep resen ta 
tives and a tto rney s generally  m ay be expected to oppose the  proposal 
for the  basic reasons given by M r. W illiam s.

P end ing  the  outcom e of th is  leg islative struggle , w hich I do not 
th ink  will be decided un til 1965, I ven tu re  to  offer th e  follow ing 
advice to  industry .

Industry Advised to Cooperate With FDA
C ooperate as fully w ith  the  F D A  in a factory  inspection in 

fu rth e rin g  the rem edial purposes of the  law  as the circum stances 
perm it. W h en  the  p resen t factory  inspection law  was enacted, the 
m ethod of enforcem ent contem plated by  the  C ongress and those sup
p o rtin g  the  legislation w as one of cooperation betw een indu stry  and 
the FD A  with the administrative officials assisting industry in self-regula
tion. T he  concept of preventive enforcem ent is streng then ed  by the 
additional provisions of the  factory  inspection law. R eports of viola
tions uncovered du ring  an inspection m ust be given to the  m anufac
tu re r  before the  inspector leaves the  p lan t.9 R eports of analyses of

9 F e d e ra l  F o o d , D ru g  a n d  C o sm e tic  
A ct, Section 7 0 4 (b ) , 67 S ta t. 477, F ood 
Drug Cosmetic L aw R eports If 2663.
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food sam ples taken  du ring  an inspection are required  to be sen t to 
the  producer.10 T hese  provisions allow  the m anufacturer, in m any 
instances by self-regulation , to correct the  situation  and to  p reven t 
the  m ovem ent in in te rs ta te  com m erce of the  offending article.

In  th is sp irit of encourag ing  com pliance, and of constructive  
cooperation, responsible in du stry  should have no fear in m aking avail
able to the field inspector all records w hich do no t disclose confiden
tial inform ation. W h en  the  records do contain confidential in form a
tion, serious consideration should be given to m aking the in form ation 
available to  the  F D A ’s scientific staff in W ash ing ton , D. C., pa rticu 
larly  if the  F D A  scien tists can furn ish  good reasons w hy it is needed.

P erhaps if in d u stry  extended th is cooperation to the F D A , its 
B ureau of E ducation  and V o lu n ta ry  Com pliance could be persuaded 
to embark on a program of education which would explain in some 
detail w hy record inspection is felt to be necessary in respect of any 
particu la r substance or industry . I again  suggest th a t if the problem  
of record inspection is a ttacked  responsib ly  by bo th  sides it is possible 
th a t in du stry  and the F D A  m ay find they  can accom m odate th em 
selves to the p resen t law  w ith  the  conviction th a t they  are fully 
carry ing  ou t the  rem edial purposes of the F ederal Food, D rug  and 
Cosm etic Act. [The End]

FDA PROPOSES WITHDRAWAL OF CERTIFICATION 
FOR ANTIBIOTIC TROCHES

T h e  F o o d  a n d  D ru g  A d m in is tra tio n  h a s  p ro p o se d  to  d isc o n tin u e  
c e rtif ic a tio n  of 19 ty p e s  o f tro c h e s  c o n ta in in g  a n tib io tic s  o n  g ro u n d s  
o f la c k  of su b s ta n tia l  ev id en ce  o f efficacy.

T h e  p ro p o sa l w as  p u b lish e d  J u n e  17, 1964, in  th e  Federal Register. 
I n te re s te d  p e rso n s  h av e  90 d a y s  fro m  th is  d a te  in  w h ich  to  fu rn ish  an y  
in fo rm a tio n  w h ich , in  th e ir  o p in io n , d e m o n s tra te s  s u b s ta n tia l  efficacy 
of th e s e  d ru g s  o r  to  su b m it w r it te n  c o m m e n ts  to  th e  H e a r in g  C le rk , 
D e p a r tm e n t o f H e a l th ,  E d u c a tio n  a n d  W e lfa re , R o o m  5440, 330 I n d e 
p e n d e n c e  A v en u e , S. W ., W a s h in g to n  25, D . C.

T h e  p ro p o sa l sa id  th a t  F D A  m ed ica l sc ie n tis ts  h av e  e v a lu a te d  
in fo rm a tio n  c u r re n tly  av a ilab le  w ith  re g a rd  to  th e  tro c h e s  c o n ta in in g  
a n tib io tic s , as w ell as th e  ev id en ce  a v a ila b le  a t  th e  t im e  th e  p ro d u c ts  
w ere  o r ig in a lly  ce rtified . T h e y  h av e  ad v ise d  th a t  th e re  is a  la ck  of 
s u b s ta n tia l  ev id e n ce  th a t  th e  d ru g s  a re  efficacious fo r  th e  p u rp o se s  
c la im ed  in  th e ir  lab e lin g . T h e y  a re  g e n e ra lly  u se d  fo r th e  te m p o ra ry  
re lie f  o f  m in o r  so re  th ro a ts  d u e  to  th e  co m m o n  cold . —F ood D rug Cos
metic L aw R eports 80,073.

10 F ed era l Food, D ru g  and C osm etic 
A ct, Section  7 0 4 (d ) , 67 S ta t. 477, F ood 
D rug Cosmetic L aw R eports ff 2667.
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Government and Industry — Are 
Their Objectives Dissimilar?

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

SO C IA L  A N D  E C O N O M IC  conditions and problem s are no t im 
m utable. W h a t sufficed in B iblical days w as inadequate in the 

days of th e  kn igh t or, thereafter, in the days of the crossbow . In  the 
daw n of hum an existence, people w ere too busily  engaged in m erely 
ex isting  to  develop industries and industria l processes. W ith  the  
g row th  of cities, the scattered  and sm all groups of those w ho sough t 
pro tection  from  the barbaric  hordes and m arauders did no t rem ain 
com pletely self-sufficient. I t  becam e necessary to ob tain  products, 
particu larly  food, from  o ther sources.

I t  w as the  Indu stria l R evolu tion w hich enabled a lim ited num ber 
of m anu fac tu ring  estab lishm ents to create com m odities for the  entire  
population , and a fairly  sm all po rtion  of the population engaged in 
ag ricu ltu re  to  produce sufficient food to  feed no t only them selves b u t 
the cities. A n inevitable accom panim ent of the process w as a s tim u
lation in the  g row th  of the industries in food and drugs. T h is de
velopm ent can be sta ted  to have been re tard ed  in th is country . As 
sta ted , E uropeans tended, from  the  M iddle A ges on, to g a th er to 
ge ther in g roups prim arily  for self-protection . T he se ttle rs  w ho came 
to th is country , however, w ere required  to be practically  self-sufficient 
in o rder to  cope w ith  the exigencies of pioneer life. I t  w as an unusual 
household indeed w hich did not raise enough food and m ake enough 
c lo th ing  to be practically  self-sufficient. B u t the end of the Ind ian  
W ars, the  se ttlem ent and civilization of the entire  area of th is coun
try , the  trem endous g row th  of the population , and the rapid  increase 
in our tran sp o rta tio n  and com m unication system s and industria l proc
esses soon changed this. T he en try  of the s ta te  in to th is picture, th e re 
fore, in order to  safeguard  the  supply  of foods and drugs, w as un 
avoidable. R egu la to ry  leg islation  did not, like P allas A thene w ho 
sp ran g  fully grow n and arm ed from  the head of Zeus, suddenly come 
to  pass. I t  was the resu lt of a v ital and com pelling public need.
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Trend Toward More Stringent Controls
T he fact th a t trem endous progress in the  science of food tech

nology has been m ade in the com paratively  recen t p as t has accelerated 
the ineluctable trend  tow ard  fu rth er and m ore s trin g en t controls. T he 
g row th  of the w o rld ’s population  has g rea tly  increased the  need for 
g rea te r crop developm ent and the use of pesticides to  com bat insect 
in festations and p lan t disease. Specialized farm ing, w hich m akes it 
necessary to  ship crops to  d is tan t points, to ge ther w ith  the  need for 
long sto rage periods, has provided an im petus for the  in troduction  of 
various m ethods of food preservation . T he increasing dem and for a 
m ore abu nd an t food supply has accelerated the  grow ing tendency to 
utilize syn thetics not only to  enhance food flavor and appearance, bu t, 
m ore im portan t, to  p reven t w aste  and spoilage.

Need for Use of Synthetic Ingredients
A t th is stage of our civilization, there  is a genuine need for the 

use of m any syn thetic  ingredients, d irectly  and indirectly, in connec
tion w ith  our food supply. M any of the en tities directly  added to 
foods have proved to be of substan tia l value to  the  consum er and 
constitu te  a necessary ad jun ct to m odern civilization. Few  would 
quarrel now  w ith  the advisab ility  of enrich ing  various stap le foods 
w ith  certain  vitam ins and m inerals, or w ith  th e  addition  of o ther sub
stances w hich enhance the  n u tritiv e  value of the  products in w hich 
they  are incorporated.

New substances are being in troduced in to the production , p roc
essing, storage, packaging and d istribu tio n  of food at an ever-increas
ing  rate. T here  is hardly  a food sold in the  m arket place today which 
has no t had som e chem icals used on or in it a t som e stage in its  p ro 
duction, processing, packaging, tran sp o rta tio n  or storage. T hese foods 
include those eaten by every fam ily, rang ing  from  stap les like bread 
to  such luxu ry  item s as the  m arasch ino cherry.

T he ind irect add ition  of syn thetics to our food supply also raises 
problem s. F or exam ple, as we know , cattle  are being trea ted  w ith  
an tib io tic  drugs in the contro l of m astitis, an th rax  and o ther diseases. 
T h ere  is a question of w hether the  presence of sm all am ounts of an ti
biotics in food products has an effect on th e  consum er, and w hether 
som e consum ers m ay develop a  sensitiv ity  or resistance to  these 
substances.

T he  rapid  strides in the  application of science to  the  production  
and processing of food, and the trem endous increase in the  arm am en-
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tarium of the medical profession by the production of new drugs, offer 
great and increasing possibilities for the welfare of mankind. There 
is no doubt that these vast advances in medicine and food technology 
have been accompanied by risks. But a certain degree of hazard is 
inevitable. Many earnest consumer groups and lawmakers may not 
realize this, but those engaged in the scientific and medical disciplines 
do. No one can fairly quarrel with the proposition, however, that the 
risks should be kept to a minimum, and that it is imperative that 
there be strong governmental controls to achieve this end.

Industries Entitled to Tremendous Credit
The American public may feel justifiably proud of the manner in 

which the scientists of this country, in conjunction with the food, 
drug and chemical industries, have attacked the many serious prob
lems which have arisen. The food and drug industries are entitled to 
tremendous credit for the progress of research in the field of nutrition 
and in the prevention and treatm ent of disease. This has resulted in 
an improvement in the health and nutritional status of millions. 
Nevertheless, in the type of civilization in which we now live, the 
ordinary consumer is in no position whatever to judge the quality or 
fitness of the foods and drugs he is purchasing. In addition, it appears 
to me that he is entitled to protection against inadvertent mistakes 
and premature enthusiasms.

As is frequently the situation with social and economic problems, 
there are varying public policy considerations. Certainly, in the area 
of food and drugs, the primary motivation is the protection of the 
consumer’s health and purse. But regulation which (although it may 
add in some respect to the protection of the consumer) is unreasonable 
or harsh, and increases the cost of the foods and drugs all of us must 
consume, may seriously hamper research and the appearance on the 
m arket of new, better, and even life-saving products.

Further Restrictions Would Not Aid Consuming Public
Congress has attempted to meet the major factor of protection of 

the consumer by drastic legislation. Yet, despite the passage of the 
extremely far-reaching Food Additives Amendment, Color Additive 
Amendments, and the D rug Amendments of 1962, there is a constant 
demand for further and more restrictive legislation. Those who have 
dealt extensively with the problems involved and with the amend
ments to the Federal Food, D rug and Cosmetic Act which have been
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enacted, and who have been immersed in the regulations which have 
been issued under these statutes and have observed their adm inistra
tion and enforcement, are convinced that further controls and re
strictions are not warranted. As indicated, they are of the opinion 
that further restrictions which hamper technological improvements in 
food production and processing, and research in the medical sciences, 
would not only not aid the consuming public but definitely act to its 
detriment.

The 1938 Federal Food, Drug and Cosmetic Act represented, as 
do many other statutes, a series of compromises, the process of give- 
and-take which is typical of our democratic system. As enacted, it 
was not all that its proponents, and was more than its opponents, 
desired. But that by and large it was a beneficial piece of legislation, 
and that it definitely was required from the viewpoint of industry and 
certainly so far as the public was concerned, no reasonable man can 
dispute. Further and more stringent controls have continuously been 
created by Congress and, sometimes unhappily, by administration 
construction.

It is im portant to realize the bases for the present progressive 
attitude and broad outlook of the nonmarginal producers and dis
tributors of food and drugs toward this regulatory legislation—their 
willingness, in fact their alacrity, to accept reasonable regulatory 
control. The first is that possessed by any decent citizen—the reali
zation that the consuming public is entitled to protection against the 
knave, the charlatan, the cheat. The second is the knowledge that 
every intelligent businessman has—that not only is it to his definite 
advantage to get rid of unfair competition based on economic chican
ery and fraud, but that a public confidence in the soundness and 
honesty of his wares will, as a logical proposition, stimulate their sale.

No social or economic piece of legislation can be effectively en
forced unless it is supported, and viewed with some sympathy and 
understanding, by the responsible members of the regulated industry. 
This is not a strange phenomenon. If the particular legislation and 
its administration are completely unreasonable so that it unnecessar
ily fetters those who are engaged in the industry involved, this in 
turn adversely affects the consuming public. Further, it is safe to say 
that, as a fact of life, there will be violations, avoidances and evasions. 
The reaction to unnecessary and absurd regulation may result in a 
sense of helplessness and resentment on the part of industry and the 
belief, wrong though it may be, that it is just necessary to cut a 
corner and take a risk. But all this is not necessary. Legislation 
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which is strong (even though perhaps not palatable to industry), and 
which is firmly, fairly, and efficiently administered but does not go 
beyond the intent of Congress, in due course frequently benefits in
dustry as well as the consuming public.

Effect of New Drug Provisions
The inclusion in the 1938 Federal Food, D rug and Cosmetic Act 

of the new drug provisions, caused by the Elixir Sulfanilamide inci
dent, was viewed with horror and dismay by many segments of the 
drug industry. Yet, years later, an official of one of the larger mem
bers of the drug industry said publicly that any official of a drug 
company who sought to repeal the new drug provisions should have 
his head examined. The reason for this, it seems to me, is clear. 
Certainly, the new drug provisions seemed to constitute a further in
road by the government in what used to be called our free enterprise 
system. In fact, nasty terms such as “licensing” or “approved” were 
anathema and could not be employed. Peculiar terminology such as 
“made effective” was used. But these further controls created a 
greater confidence in the public with respect to the drugs it was 
purchasing, and this was reflected in the balance sheet.

So far as the larger segments of the drug industry are concerned, 
there may be the same outcome with respect to the Drug Amend
ments of 1962. First, there are screams and complaints, some of them 
well justified. This is occasioned by the breadth of the law, the cus
tomary issuance of numerous regulations, some of which appear to 
go far beyond the scope of what Congress intended (notwithstanding 
that it is difficult to conceive of the law being much stronger), the 
sometimes inordinate delays, and the tendency on the part of a few 
officials to say “no” almost as a reflex-response. But this will pass. 
And again, the public will be further strengthened in its belief in the 
safety and therapeutic merit of the drugs it is purchasing. Despite 
the cries of outrage and expressions of misgivings against the bureau
crats, profits will probably increase. Government officials do not all 
wear horns (at least not all the tim e), and the FDA is composed of 
many reasonable and well-informed people who, of course, put the 
consumer first but are sympathetic with industry’s problems and try  
to help resolve them.

Fundamental Objectives of Government and Industry Are Similar
Aside from this, it seems clear to me that the fundamental ob

jectives of government and industry in the food and drug areas are by
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no means poles apart. Every government official is a consumer. He 
wants his foods and drugs to be safe and effective; he does not want 
to pay excessive prices for them, occasioned by unnecessary regula
tion ; he does not wish effective drugs to be kept off the market. And 
I think it is safe to say that those in industry are also consumers and 
do not all wear horns, and do not wish to depopulate the country by 
the manufacture and distribution of lethal drugs. The fact that those 
in industry wish to make a profit is not (at least as of now) considered 
to be illegal or even unethical, and is not looked upon with disfavor 
by every government official.

So far as I am concerned, it is not wishful thinking or starry-eyed 
optimism to conclude that the ultimate objectives of industry and the 
government are not necessarily dissimilar. The fundamental rapport 
which should exist between industry and the government was well 
expressed recently by the newly appointed Director of the FD A ’s 
Bureau of Medicine. He said :

I can see the pharmaceutical industry’s problems and I’ll be out to help in solving 
them. I will be a public servant and will serve both the public and the industry in 
helping to get new drugs approved. Obviously, there will be differences of opinion, 
but there is no reason why these should not be ironed out. [The End]

POLYUNSATURATED OIL PRODUCTS 
FACED WITH LEGAL ACTION

The Food and Drug Administration has announced that legal action 
will be taken if vegetable oil products continue to be misbranded with 
claims that they are “polyunsaturated” and thus supposedly effective 
in treating or preventing heart or artery disease.

The announcement was made by George P. Larrick, Commissioner 
of Food and Drugs, at a m eeting of F D A ’s Public Service Committee, 
which is composed of representatives o f national consumer organizations.

Mr. Larrick told the consumer representatives that F D A ’s decision 
to proceed agianst the health claims being made for vegetable oil prod
ucts was based on the results of a consumer survey on public under
standing of current labeling of such products. H e said the survey shows 
that label terms such as “polyunsaturated,” “unsaturated,” "low in choles
terol,” and similar statements mislead many people to believe that these 
foods will reduce blood cholesterol and thus be effective in treating or 
preventing heart and artery disease. Other misleading phrases include,
“ask your doctor,” “better for people’s health,” “are you concerned about 
saturated facts,” and “better for you because it’s made from 100% 
golden corn oil.”

The Commissioner urged the food industry to correct promptly 
such labeling and promotional practices for oils, fats and related foods which tend to mislead consumers.

'Mr. Larrick urged that any promotion of products that purport to 
be of value for cholesterol reduction be directed solely to the medical 
profession.—Food Drug Cosmetic Law Reports 1f 40,124.
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H ow  Safe Is Our Food ?
By ROBERT S. ROE

This Paper W as Delivered at the Seventy-ninth Annual Convention of 
the American Association for Heolth, Physical Education in Washington,
D. C., on May 12, 1964. The Author Is Director of the Bureau of Scien
tific Standards and Evaluation of the Food and Drug Administration.

A SH O RT A N SW ER to the question constituting the title of this 
paper would b e : our food is very safe. It has been my observation 

that I and most of my colleagues in the Food and Drug Administra
tion have good appetites and enjoy our meals. W e obtain our food 
from the same sources—that is the usual commercial markets—that 
other citizens do. W e expect that our meals, whether at home or 
“out” will be safe, nutritious, tasty, and attractive. Usually, we are 
not disappointed. I have heard it repeatedly asserted by representa
tives of agriculture, industry, and by health and food officials that 
the American citizen today enjoys the safest and most nutritious food 
supply of any people in history. I cannot attest to the accuracy of 
this claim since my personal experience has been confined largely to 
the current American diet and does not extend over all periods of 
history. I shall not stop at this point, however, with that answer. As 
one associated with an organization responsible for administration of 
laws, the purpose of which is to insure the safety of our foods, I think 
I should say something about the problems and the hazards that have 
brought such laws into being.

The history and content of laws dealing with foods and drugs in 
this country are very interesting. These laws have been enacted to 
meet needs arising from scientific and technological developments. 
The first federal law regulating food and drugs generally was enacted 
in 1906. The scientific and technological developments during the 
century preceding 1906 underlaid the industrial revolution of that 
period. The shift from an agricultural to a predominantly industrial 
society brought new processes in food production and storage, wider 
distribution of, and greater dependence upon commercial foods. In 
enacting the Food and Drugs Act of 1906, the Congress in effect re
pealed the doctrine of caveat emptor—“let the buyer beware”—as ap
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plied to food and drugs. The “play of the market place” was not 
considered sufficient to insure the purity and integrity of the food 
supply. In that enactment, Congress asserted the responsibility of 
the government to require the wholesomeness and the integrity of 
foods and drugs within its jurisdiction.

It required about a quarter of a century of discussions and debate 
to bring about enactment of the Food and Drugs Act of 1906. The 
debates cited many crude debasements and substitutions in com
mercial foods, such as the substitution of glucose for maple sugar 
or maple sirup, the watering of milk, the substitution of other fats 
for butter, and the rank sophistication of spices. Also cited were care
less and hazardous uses of preservatives, such as boric acid and 
formaldehyde.

1938 Law Extended Coverage
Science is not static and technology continued to advance. This 

first federal law was inadequate. A revision in 1938 significantly ex
tended the coverage. It extended regulation to cosmetics. It improved 
the requirements with respect to drugs. I t made significant advances 
with respect to foods, providing for the establishment of standards of 
identity and quality and fill of container, for informative labeling, 
and for sanitary requirements in manufacturing and storage plants. 
These new requirements resulted in substantial improvements in san
itation in factories and warehouses that protected foods from con
tamination by insects, rodents and spoilage organisms. Industry-wide 
programs brought about many improvements in the production and 
distribution of certain staple food commodities from farm to factory 
to storage and distribution points.

Scientific discovery has continued at an increasingly rapid pace. 
The developments of the past several decades present seemingly over
whelming scientific problems, some of which have far-reaching and 
significant social and public health consequences. Looking back over 
the last few years, it is evident that we are in the midst of substantial 
and significant environmental changes. These have been brought 
about by the atomic age with its accompanying production of radio
activity in various forms ; the many new drugs, such as antibiotics 
and their wide use, not only in the control of disease in humans, but 
also in other ways, such as animal growth promoters and disease pre
ventives ; the pollution of our rivers and streams from industrial 
wastes ; atmospheric contamination—city smog ; the vast array of 
new chemicals never before in existence, such as pesticide chemicals
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for agricultural use, food additives and color additives; and new prod
ucts, such as plastics used in containers and packaging materials.

Recent Amendments
The 1938 law declared a food adulterated if it contained any added 

poisonous or deleterious ingredient, unless such addition was neces
sary in its production or could not be avoided under good manufactur
ing practices. In such cases, but only in such cases, the law authorized 
establishment of safe tolerances. This “per se” doctrine prohibiting 
the unnecessary addition of any toxic substance sounds quite reason
able, but it was found to be inadequate, unscientific, and not capable 
of effective enforcement. The doctrine assumed that a substance 
could be classified as poisonous or nonpoisonous in the abstract w ith
out reference to quantities, dosage, or time. Furthermore, the burden 
of proof was borne by the government to show that a substance was 
toxic or deleterious before its use could be prevented or stopped. 
Little was known about the toxicity of many of the new chemicals 
that were being advocated for uses that might place residues in foods. 
In the last decade, the Congress has enacted several very important 
and significant amendments to the law. These a re : the Pesticide 
Chemicals Amendment, the Food Additives Amendment, and the Color 
Additives Amendment.

Burden of Proof Shifts to Industry
The purpose of these amendments, as stated in the enacting 

clauses, is to insure the adequate safety testing of chemicals employed 
in or on foods before they are so employed. Safety of consumers is 
the prime consideration. The old “per se” rule is replaced with author
ity to establish regulations covering the safe use of these substances, 
including, where necessary, safe tolerances. The burden of proof is 
shifted. The proponents of the use of chemicals must establish their 
safety before use, where formerly the government had been obligated 
to establish the toxicity before use could be prevented or stopped.

Under the Pesticide Amendment, we have issued regulations es
tablishing about 2,500 tolerances, considering the various tolerance 
levels and the different crops involved. These involve about 130 dif
ferent chemical substances. These regulations were established only 
after our scientists were satisfied that the available scientific data 
established that residues permitted by the tolerances are, in fact, safe 
and enforceable. Petitioners are required to submit complete informa
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tion concerning the chemistry of the pesticide substance, the residues 
that will result from the intended uses, and toxicity data. The latter 
include long-term feeding tests on experimental animals. W e are 
concerned with the possible chronic effects, rather than any immedi
ate acute toxic results, from the ingestion of the small residues that 
may remain on food crops. Hence, we require that lifetime feeding 
studies be done on laboratory animals, such as white rats, and long
term feeding studies on other species, such as dogs. Depending upon 
the type of chemical involved and the character of the toxic responses, 
other studies and investigations also may be required. Similarly, in 
the case of food additives, completed information is required concern
ing the composition and identity of the additives, the chemistry, the 
residues that may be expected from the intended uses, and the possi
ble toxicity.

Petitions asking tolerances for residues of pesticide chemicals are 
reviewed and evaluated by our scientists only after the Departm ent 
of Agriculture has certified that the pesticide chemical would be use
ful and effective for the purposes intended in agriculture. W e then 
grant a tolerance no larger than is necessary to accomplish the in
tended purpose, and we do not grant a tolerance at all, unless the 
tolerance established is safe. In the case of food additives, we are 
interested not only in additives that are placed directly into food for 
some purpose, as a preservative, an emulsifier, a thickener or for some 
other desirable purpose, but also indirect and unintended additives. 
These may represent chemicals used in packaging materials or in the 
utensils, and conveyors employed in m anufacturing plants that might 
migrate to food on contact. Regulations for food additives are estab
lished only after evidence has shown that the additive accomplishes 
the intended effect, is safe, and does not serve to conceal inferiority 
or damage, or otherwise result in deception.

W ith respect to the tolerances which have been established for 
pesticide chemicals, I should like to point out that the tolerance levels 
have been adjudged safe assuming that such levels were present on 
all of the crops covered by the regulation. For instance, tolerances at 
seven parts per million have been established for DDT on over 40 
different fruits and vegetables. This has been adjudged safe, assum
ing that all of these fruits and vegetables bore residues at that level. 
Actually they do not. Very seldom do we encounter residues above 
two or three parts per million on individual shipments of particular 
crops.
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Occasionally you may hear that some food shipment has been 
taken off the m arket because it contains nonpermitted pesticides or 
residues that exceed the legal tolerances. This simply means that the 
law is working as it was intended—to protect the consumer. Last 
year our laboratories analyzed over 25,000 samples of food commodi
ties for pesticides. There were 40 seizures of shipments that contained 
illegal residues.

Diet Studies Check Pesticide Residues
For the past several years, we have been checking the residues in 

a total diet study to determine just how much pesticide chemical 
residues are likely being consumed in the usual diet. These studies 
have been carried out in several locations throughout the country 
utilizing a diet that might be consumed by a teen-age boy. Periodical
ly, a two-week supply of foods—meats, vegetables, fruits, milk and 
dairy products, even soda pop—is purchased at various markets and 
prepared for the table in the usual manner, including cooking.

The pesticide residues remaining in food as prepared for the table 
are indeed very small. They are minute and insignificant so far as 
any health hazard is concerned. W e do find traces in measurable 
amounts of some of the chlorinated hydrocarbons, such as DDT, but 
these are in fractions of a part per million. These studies have satis
fied us that the food supply in general is not a source of hazardous 
residues of pesticide chemicals. W e are planning to continue and 
expand this type of surveillance check with respect to all types of 
pesticide chemicals and probably with respect to some types of food 
additives. This study originally was undertaken to check possible 
development of radioactivity in our food supply as a result of fallout. 
This check also is being continued.

W e are also examining our total diet samples for nutrients, such 
as vitamins, as a check on the nutritive values in our currently dis
tributed foods. Much has been said by self-styled nutritionists and 
promoters of special dietary foods as to nutritive deficiencies in our 
food resulting from soil depletion, overrefinement, and destruction in 
food processing. W e found no deficiencies in vitamins in our total 
diet study. W e were not surprised at this finding, but it does serve 
to confirm the fact that a well-balanced diet, which is generally avail
able to most of our population, is nutritionally adequate, and there is 
no need for expensive dietary supplements.
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Conclusion
No one can guarantee absolute safety in our food supply. Food 

poisonings are reported every year, particularly at picnic time in the 
summers. These incidental poisonings usually result from mishan
dling food, careless handling, or from inadequate sanitation. A num
ber of recent food poisonings (botulinus) have been traced to com
mercial foods, and here, too, investigation reveals a breakdown in 
adequate controls or mishandling in distribution. Such incidents are 
the exceptions, rather than the norm. Nevertheless, the complexity 
of our present-day civilization, the continued advances in science and 
technological applications in agriculture and industry make it more 
essential than ever that up-to-date, well-designed and adequately en
forced regulatory laws continue with respect to foods and drugs. Our 
food supply will continue to be safe so long as producers, manu
facturers, distributors and government regulatory agencies remain 
alert and maintain sound scientific controls. [The End]

FDA MEDICAL DIRECTOR ADVISES PHYSICIANS 
TO UTILIZE DRUG INFORMATION

Physicians have a duty to their patients to inform themselves fully 
about the medicine they prescribe, Joseph F. Sadusk, Jr., M.D., Medical 
Director of the Food and Drug Administration, Department of Health, 
Education, and Welfare, told the American Medical Association yes
terday.

Dr. Sadusk urged physicians to read fully the labeling of drugs 
as well as various publications covering indications for use, warnings 
and contraindications for use.

“Good and potent drugs continue to appear for your use,” he told 
the nation’s doctors at the A M A ’s annual convention in San Francisco, 
California. “But as the potency of these drugs increases, so generally 
does their complexity and their potentiality for harm. Consequently, it 
is your duty to fully inform yourself of the composition, mode of action, 
efficacy, and potential toxicity of these agents before you embark upon 
their use. This information is readily available to you in all package 
inserts, in direct mailing pieces, and in brief summary form even in the 
prescription drug advertising. You owe a duty to your patient to use 
this information.”

Dr. Sadusk, who last spring left his position as Professor of Pre
ventive Medicine and Community Health at the George W ashington  
School of Medicine to become F D A ’s Medical Director, addressed the 
joint m eeting of the A M A ’s sections on Autoimmune Diseases, Experi
mental Medicine and Therapeutics, Internal Medicine, Pathology and 
Physiology, and Preventive Medicine.

Dr. Sadusk’s address was the first in recent years to the national 
m eeting of the AM A by an F D A  Medical Director. The Agency said 
it is part of an increased emphasis upon communication between FD A  
and the nation’s medical and scientific community.
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The Scientists’ Fornm— -
The Food Chemicals Codex 

Off the Press
By BERNARD L. OSER

President and Director, Food and Drug Research Laboratories, Inc.

The Following Is a Report on the Food Chemicals 
Codex by Dr. Oser, Scientific Editor of This Magazine.

IN T H E  N O V EM BER 1957 ISSU E of F ood Drug Cosmetic L aw 
J ournal the w riter raised his voice in support of the establish

ment of a compendium of definitions and standards of purity of food 
chemicals. I t was suggested that the compendium be called a Broma- 
topeia in analogy with the Pharmacopeia of drugs. Notwithstanding 
its etymological soundness, the proposed designation met with almost 
universal rejection (not surprising in this age of anti-intellectualism) 
but the idea persisted, and has now reached the stage of consum
mation. W e are happy to report that the curtain has been raised 
on the first installment of the Food Chemicals Codex, a project 
sponsored by the Food Protection Committee of the National Academy 
of Sciences-National Research Council.

In  the article referred to, the w riter sta ted :
Official compendia have been developed and are revised through the cooperate 

efforts of academic, governmental, medical and industrial scientists who furnish 
up-to-date information relating to pharmaceutical products in current use. It 
would seem that a nongovernmental agency similar to the United States Pharma- 
copeial Convention, Inc., could be organized to undertake a compendium of food 
additives, enlisting for this purpose the collaboration of specialists in the various 
fields concerned, including government scientists.

The Food Chemicals Codex is the result of precisely this sort of 
collaborative effort, carried out under the direction of Dr. Justin L. 
Powers, formerly Director of Revision of the National Formulary. 
W ith  the technical assistance of a scientific advisory panel and with 
financial support derived in part from a $50,000 annual grant from the 
United States Public H ealth Service and in part from industrial
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contributions (which it is hoped will continue), the Codex staff has 
issued in astonishingly short time, P art I of w hat bids fair to be the 
definitive compilation of standards for food additives in use in the 
United States. T hat it will ultimately attain the official status enjoyed 
by the United States Pharmacopeia (and other drug compendia) is 
devoutly to be wished. (Hopefully this should take less time than the 
United States Pharmacopeia which first appeared more than 80 years 
before it achieved official recognition in the Food and Drugs Act of 
1906.)

The Food and D rug Administration has clarified its view of 
“food grade” chemicals in the following terms, which also emphasize 
the importance of an official compendium.

Specifications for a substance must be adequate to assure that the substance 
is safe and suitable for the food purpose intended. Obviously, a standard of 
purity appropriate for a chemical such as calcium carbonate used in the manu
facture of food packaging grade paper, where only traces of the calcium carbonate 
and its impurities m ight indirectly be added to food, would not necessarily be 
adequate for calcium carbonate added directly to  food at a level of 0.3% for the 
purpose of enriching it. Moreover, a standard of purity for a substance which is 
quite satisfactory when it is used as a drug may not necessarily be adequate for 
it when used as a food additive. For example, current specifications for U S P  
mineral oil, oleic acid, and stearic acid, are not deemed adequate for assuring 
“food grade” because they do not satisfactorily limit certain toxic impurities 
which may be present, and specifications for U S P  sodium bisulfate are not deemed 
adequate because they do not limit selenium, a common toxic impurity of this 
compound. For “food grade” sodium bisulfite we have tentatively supplemented 
the specifications of the U S P  with a specification limiting Se to 30 ppm based on the 
sulfur dioxide content. Moreover, U S P  and N F  specifications do not always 
limit the three common toxic impurities, arsenic, lead, and total heavy metals. . . .

U n til a compendium prescribing definitions and standards o f  iden tity  and pu rity  
fo r  fo o d  additives is  com piled and officially adopted, or until specifications for “food 
grade” chemicals are established by regulation, we propose to follow the policy  
outlined above.1 (Italics supplied.)

P art I of the Food Chemicals Codex is the first of eight or ten 
sections which will be issued in loose-leaf form. I t  comprises 118 
pages of w hat upon completion, probably in 1966, will be a 700- or 
800-page compendium. S tarting with a prefatory discussion of the 
organization of the Codex, it continues with the general provisions 
applicable to standards, tests and assays. This is followed by 25 
monographs containing, for each chemical, its common and chemical 
names and formula, description, identification tests, specifications 
for purity, pertinent tests and assays, packaging and storing recom
mendations, and examples of its functional role in foods. This install

1 From an address by L. L. Ramsey, Administration before the American 
Division of Food, Bureau of Biological Chemican Society, September 1960. 
and Physical Sciences, Food and Drug
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ment concludes with m ajor sections on general tests, apparatus, 
solutions, and indicators, and finally an Index.

Subsequent installments are expected to appear a t approximately 
4-month intervals and will eventually cover about 600 food grade 
chemicals. Subscriptions for the complete Codex in loose-leaf form 
including a durable binder are available a t $25.

A similar project toward establishing standards for the identity 
and purity of food additives has been in progress for the past six 
years under the joint sponsorship of the Food and Agriculture O rgan
ization and W orld Health Organization. Already published are two 
volumes entitled Specifications for Identity and Purity  of Food 
Additives, namely, Vol. 1 covering 31 monographs on Antimicrobial 
Preservatives and Antioxidants and a second volume covering 41 
Food Colors. In process is a series of monographs on emulsifiers, 
stabilizers, bleaching and maturing agents. It is interesting to note that 
Dr. Powers was an observer a t the meeting of the Joint Expert 
Committee in February 1963 which developed the latter specifications. 
Exchange of basic technical information on standards for the purity 
and safety of food chemicals should serve to promote international 
agreement and thus facilitate commerce in food products.

The Codex Alimentarius currently being developed under the 
auspices of FAO and W H O  is intended to  set up definitions and 
standards for foods. The Codex Alimentarius Commission is com
posed of representatives of the participating governments from which 
it derives its financial support. W hether and to  w hat extent the 
recommendations of the Codex Alimentarius will be adopted by the 
European Economic Community remains to  be seen.

O ur own Food Chemicals Codex represents a genuine forward 
step, not in conflict with any existing regulations and not encumbered 
by conflicting national interests, all of which augurs well for its future 
official status. Dr. Powers, his staff and his collaborators, are to be 
congratulated on this achievement. [The End]

ZERO TOLERANCES FOR PESTICIDES TO BE STUDIED
Due to  improving test methods and the danger that a product 

showing no pesticide residue today may be found to contain a residue 
by a new test method, the National Academ y of Sciences, in response 
to a request of the Secretary o f H ealth, Education and W elfare, and 
the Department of Agriculture, has undertaken the study of this zero 
tolerance problem and has indicated that it will make recommendations 
by the end of 1964, the Food and Drug Administration has announced.—
F ood Drug Cosmetic Law Reports If 60,058.
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In the Food and Drug Administration
June Food Seizures Report.— Seiz

ures during May totaled 249 actions to 
remove from the market products charged 
to be adulterated or misbranded. The 
total included 45 seizures of food prod
ucts: seven vitamins and minerals; 25 
drugs; 13 types of medical devices; one 
cosmetic; and 158 seizures of two haz
ardous household substances.

More than tw o million pounds of 
food were seized in 45 actions. Thirty- 
one actions charging contamination, 
spoilage and insanitary handling ac
counted for 1,562,779 pounds. Charges 
of economic violations resulted in 43,015 
pounds of food products being removed 
from distribution channels. Four ac
tions charging contamination with poi
sonous and deleterious substances were 
brought against 410,140 pounds of food.

Drug and Device Seizures.—Twenty- 
five seizures of drugs included six ac
tions on charges that the product is a 
new drug not approved for safety and 
effectiveness. Actions against medical 
devices for false and m isleading claims 
accounted for seizures of 15 devices 
during May. Am ong those seized was 
a device manufactured and shipped by  
a firm in Salt Lake City, Utah. The 
device was claimed effective for treat
ing arthritis, whooping cough, asthma, 
ulcers, kidney infections, tumors, hemor
rhoids, paralysis, and cataracts. The  
device is a large wooden cabinet con
taining electrical circuitry for the pro
duction of high voltage, high frequency, 
low  intensity currents to  be applied to 
the body through a variety of glass tubes
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and metal electrodes. Seized with the 
device was a 23-page booklet describ
ing the device.

Hazardous Substances.— Seizures of 
hazardous substances totaled 158 with 
all but one being against a water re
pellent on charges that the product failed 
to bear consumer protection informa
tion required by the Federal Hazardous 
Substances Labeling Act. One action 
was brought against a liquid preserva
tive on the same charge.

Voluntary Actions by Industry.—
T he food industry voluntarily diverted 
36,324,800 pounds of unfit food from 
consumer marketing channels in 123 
separate actions during May. Part of 
the food was diverted to nonhuman 
use, while the remainder had to be 
destroyed. Included in the total were 
3,054,600 pounds of moldy and rancid 
cocoa beans; 129,000 pounds of moldy, 
insect-contaminated ground chilies; 61,700 
pounds of corn contaminated with red 
dye; 121,800 pounds of rodent-contami
nated wheat; 32,460,000 pounds of ran
cid and filthy safflower seed; 28,800 
pounds of fire-damaged carrots; and, 
29,200 pounds of rodent-contaminated 
wheat.

Drug manufacturers voluntarily de
stroyed 65 lots of violative drugs and 
devices which would have sold for 
$708,500. Included were fire-damaged 
prescription drugs; a therapeutic multi
vitamin product in which niacin was 
substituted for niacinamide; aspirin mixed 
with foreign drugs; and miscellaneous 
drugs which had become useless.
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