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TO THE READER

1968 F D L I-F D A  C onference.— Some 
of the papers p resented  a t the T w elfth  
Annual Joint Educational Conference of 
the Food and D rug  Law  Institu te , Inc. 
and the Food and D rug  A dm in istra­
tion w ere featured in the Decem ber 
issue of the J ournal ; additional papers 
appeared in the Janu ary  issue; and the 
concluding papers are published in this 
issue.

L a u r e n c e  A tk in ,  in "C hanging C on­
cepts in San itation ,” beginning on page 
68, exam ines the concepts of m icro­
biological criteria — som e reasonable, 
some untenable—which the FD A  has es­
tablished for the processed food industry. 
Dr. A tkin is the Director of Research 
for Standard Brands, Inc.

T he objectives of F D A ’s newly es­
tablished in-dep th inspection au thority  
are questioned in A lla n  S . K u s h c n ’s  
appraisal of the "In tensified  D rug  In ­
spection P rog ram  As In d u s try  Sees 
I t ,” beginning on page 78. Mr. Kushen 
is a D ivisional C ounsel for the Scher- 
ing  C orporation.

“Team work for Consumer Protection: 
A Panel D iscussion” is a series of 
th ree  articles, each devoted to a p a r­
ticu lar phase of a co rporate ideal:

Jo h n  I I ’. S a n d e rs , Technical A dviser 
to the office of the C om m issioner of 
the Food and D rug  A dm inistration, 
discloses the unique ch aracter of the 
1966 C om prehensive H ealth  P lanning  
and Public H ealth  Service A m endm ent 
(P L  89-749) in his article, “F D A ’s P ro ­
gram s,” beginning on page 85.

E a to n  E . S m ith ,  P residen t of the A s­
sociation of Food and D ru g  Officials 
of the U nited  S tates, estim ates the 
poten tial benefits of state-federa l p ro ­
g ram s in his article “N ew  Ideas in 
Cooperation,” beginning on page 90.

S u e  H oe, Consumer Information Spe­
cialist for the Pharm aceutical M anu­
fac tu re r’s A ssociation, discusses v a ri­
ous P M A -F D A  consum er-oriented p ro ­
gram s in “P M A ’s Role in C onsum er 
E ducation ,” beginning on page 98.

“H as the Pendulum Swung T oo  
Far?”— H ow  m uch legislation is nec­
essary  to  assure governm en t’s role in 
consum er pro tection? Is industry  cu r­
ren tly  capable of com plying w ith ex ist­
ing standards tow ard th is goal? H o w  
far is governm ent from  requiring  the 
licensing of manufacturers? These ques­
tions are explored by V in c e n t A .  K le in -  
fe ld  in the article beginning on page 
104. M r. K leinfeld is a m em ber of the 
D istric t of Colum bia Bar.
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Food-Drug Cosmetic Law

Changing Concepts in Sanitation
The Following Report W as Presented at the Food and Drug Law In­
stitute, Inc.— Food and Drug Administration’s Twelfth Annual Educa­
tional Conference at Washington, D. C. on December 3, 1968. Dr. 
Atkin Is the Director of Research, Standard Brands Inc. Succeeding 
Articles in This Issue Were Presented at the Same Conference.

L L  A V A IL A B L E  P U B L IC  H E A L T H  R E P O R T S  indicate th a t
food-borne salm onellae m ay con stitu te  a po ten tial health  hazard  

to  the consum er. T he dram atic  reports of large num bers of in testinal 
d istu rbances follow ing public picnics, banquets, and sim ilar func­
tions, and equally dram atic  accounts of d istu rbances experienced by 
occupants of hospitals and o ther in stitu tion s testify  to the public 
health  significance of salm onella.

T here is reason to  believe th a t salm onellosis is also a problem  
in the hom e and in small food-handling operations w ith sufficient 
frequency to ju s tify  the concern of all. T he processed food indu stry  
has therefore a responsib ility  to  operate so as to avoid con tribu ting  
to th is health  hazard.

T he m anufactu rer of processed foods deals w ith an additional 
hazard  th a t we m ay call the regu la to ry  hazard. Due to  changing  
concepts and associated factors, the regu la to ry  hazard  has a t tim es 
grow n so large as to  be to ta lly  ou t of proportion to the  health  
hazard. I t  is these changing  concepts th a t will be explored by con­
sidering the origin, significance, and interrelationship of the following:

(1) N ational recalls of processed foods.
(2)  Self-certification con tracts betw een governm ent and in-

By LA W R EN CE ATKIN
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(3 ) Proposed good manufacturing practice regulations (G M P s).
(4) T he p lant evaluation system  (P E V ),
(5) Field Legal Action G uides (F L A G sj.

E ach of these has appeared on the national scene du ring  a very 
sho rt space of tim e, and it seem s w orthw hile  to ask w hy so much 
prom inence has been achieved so quickly. In  one way or ano ther, 
each of them  involves san ita tion  and salm onella, w hether or not 
these are the  only or principal factors involved. T he question thus 
becom es bow did salm onella in processed foods becom e so im portan t 
so suddenly?

T his is no t an easy question  to  answ er. Like the various ac­
counts of the recent election, the answ ers are likelv to differ w idely ; 
they  m ay even be som ew hat controversial. F o r instance, som e cynics 
have suggested  th a t not m any years ago a federal agency w as estab ­
lished to  chart and  stu dy  the incidence and d istribu tion  of certain  
com m unicable diseases w ith heavy em phasis on polio. W hen it was 
fully staffed and function ing, Salk and Sabin appeared on the scene. 
W ith  the v irtual elim ination of polio, a variation  of P ark in so n ’s Law  
took over: E ffort on salm onella was expanded to  take up the tim e 
available. T h is version of h is to ry  is probably  inaccurate, bu t it m ay 
be hard  to  prove th a t it doesn’t have som e sm all grain  of tru th .

A m ore reasonable explanation is to suppose th a t there  cam e a 
po in t in tim e w hen logic and the scientific m ethod suggested  em ­
phasis on one special aspect of sanitation .

Inspection as a M easure of Effectiveness
S anitation  is defined in one d ictionary  as (1) the act or process 

of m aking san itary , or (2)  the prom otion of hygiene and the  preven­
tion of disease by m ain tenance of san ita ry  conditions. C onsidering 
po ten tially  harm ful food-borne m icrobes, the objective of san itation  
w ould be to keep them  out, or elim inate them , and the m ost direct 
w ay to m easure the effectiveness of san ita tion  would be to  exam ine 
the  finished product for m icrobes. T he availab ility  of sophisticated 
and sensitive procedures for iden tify ing  and enu m era ting  m icrobes, 
especially salmonella, made this approach attractive as well as practicable.

T here is. of course, no th ing  new about inspecting  com pleted 
processed foods as a check on the san ita tion  program  under which 
they  were prepared. T here  was a tim e w hen san ita rians and their 
cohorts spent a g rea t deal of tim e peering th ro ug h  m icroscopes learn ­
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ing to  identify  and count insect fragm ents, ra t hairs, and o ther ex­
traneous m atter. T hey  w ere alw ays coun ting  som ething, bu t then  
th ey  w ere faced w ith  the  problem  of deciding how  m any ra t hairs 
w ere acceptable, and how m any are too m any. W e still have inspec­
tions and spécifications for extraneous m atter, b u t no hue and cry, 
and  few national recalls. I t  m ay be th a t we have come to  share th e  
sophistication  of the  w aiter in the  old lim erick :

“T here  once was a young  m an from  K ew  
W h o  discovered a m ouse in his stew .

Said the w aiter, “ D on’t shout 
A nd w ave it about,

O r the  re s t’ll be w an tin g  one too .’’
T o re tu rn  to  m icrobes, we m ust agree th a t the m atte r of viable 

m icroorganism s in our food, and especially po ten tial pathogens, is 
no t a question  of aesthetics or sophistication . W e m ust conclude 
th a t te s tin g  for live m icrobes is sensible.

S trangely  enough, th is reasoning  w as no t officially advanced ir: 
1966 or 1967. O n the  con trary , we have been to ld repeated ly  in 
public and in private  th a t the  m ain reason for conducting  food 
inspections in  a bacterio logy labora to ry  w as the  lack of sufficient 
m anpow er to conduct in-person inspections of the ever-growfing num ­
ber of food processing p lants.

W h e th e r or no t the  h is to ry  and m otivation  can be accurate ly  
explained, one th in g  is clear. W e, the scientific and technical com ­
m un ity  a t large, w ere unprepared  to  in te rp re t the  salm onella tes t 
resu lts  th a t cam e forth  on any b u t the m ost provisional basis. T he 
im proved m ethodology th a t w as applied is so sensitive th a t it can 
detect a single m icroorganism  in several hundred gram s of a food, 
and w h at is m ore, th is som etim es occurs in processed foods produced 
under san ita ry  conditions previously regarded  as the best in the  w orld.

T he levels of salm onella encoun tered  w ere extrem ely  low if 
judged  by  com m on experience in food m icrobiology, and under o rd i­
n ary  circum stances the levels found w ould have been regarded  as 
insignificant, except for the  fact th a t ju s t about then , salm onellosis 
w as being advertised  as the  num ber one public health  hazard . T he 
dram atic  incidents of salm onellosis in m ass or group  feeding m en­
tioned earlier w ere receiving w ide publicity , and a clim ate had de­
PAGE 7 0  FOOD DRUG COSMETIC LAW JOURNAL— FEBRUARY. 1 9 6 9



veloped th a t suggested  th a t the  cou n try  w as faced by a new and 
spread ing  m enace. W e shall never know  how  m uch salm onellosis 
existed  before the  im proved rep o rtin g  system  of the C om m unicable 
D isease C enter w as created.

In  only a few of these instances w ere processed foods im pli­
cated  as possible vectors, bu t as it tu rned  out, it w as m ainly con­
sum er-type processed food item s th a t w ere sub jected  to  the painful 
and f ru s tra tin g  national recalls th a t caused so m uch concern to the 
food industry . T here  w ere som e incidents, exactly  how  m any we do 
no t know , w herein certain  lots of food or food ingred ien ts w ere 
condem ned th a t, to the  best of our know ledge, con tained one or less 
th an  one m icroorgan ism  per hundred  gram s.

L ooking backw ard w ith  20/20 h indsigh t, it seem s reasonable to 
conclude th a t if we knew  then  w hat we th in k  we know  now, m any 
of the  episodes th a t led to  recalls and condem nations m ight have 
been handled  differently .

Salm onellae are far m ore com m on than  had been th o u g h t prio r 
to  1966. T here  is a g row ing  belief th a t any assessm ent of our to ta l 
env ironm ent will show  th a t there  is a level of salm onella encoun­
tered  in our daily lives th a t is to lerable, and if not alw ays perfectly 
safe and harm less, is a t least som eth ing we m anage to  endure. T his 
could be called the background  or existen tia l level of encounter. T he 
exact concentra tion  and com position of th is  background is clearly 
difficult to  ascertain , b u t all available evidence indicates th a t it 
exists, and fu rtherm ore  it is high ly probable th a t it is likely to  rem ain 
w ith  us for an indefinite period.

T o  ge t back to  the clim ate in 1966, we should rem em ber th a t 
salm onella was being  tou ted  as the num ber one public health  p rob ­
lem. W e w ere to ld th a t it was spread ing  and m ust be halted . T he 
sources m ust be located and elim inated and the cycle or pathw ay  
betw een farm  products and consum ers m ust be broken.

In  the face of th is  situation , it is difficult to  fault anyone for 
adop ting  the official position th a t one viable salm onella per carload 
w as sufficient to  condem n the lo t as “poisonous and dele terious.”

I t is doubtful th a t anyone really  believed th is, and certa in ly  no 
one believed th a t it should be applied w ith ou t discrim ination  to  any 
and all kinds of foods. H ow ever, w ith ou t recognized crite ria  re la t­
ing low levels of salm onella in specific foods to  concrete po ten tial
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health  hazards, there  seem ed to  be no recourse except to  operate on 
the basis of zero tolerance. E xperience and fu rther th ou gh t soon 
m ade it apparen t th a t the concept of zero to lerance is un tenable as 
applied to  foods no t re to rted  or o therw ise sub jected to  steriliz ing  
conditions.

Many persons in l>oth the Food and D rug Administration (F D A ) and 
the United States Department of Agriculture (U S D A ) were undoubtedly 
well aw are of th is situation , and a num ber of surveys and research 
projects w ere undertaken. M ost im portan tly , both agencies early  in 
1967 requested  the N ational A cadem y of Sciences— N ational Research 
Council (N A S /N R C ) to undertake a broad stu dy  of the salm onella 
problem  and its im pact on hum an health  and food technology in the 
U nited  S tates. T he N A S /N R C  appointed  a com m ittee under the 
chairm ansh ip  of Dr. E. M. F oste r, of the Food Research In s titu te , 
which has becom e know n as the N A S /N R C  Salm onella C om m ittee. 
W e understand  th a t th is com m ittee m ade a very thorough  stu dy  of 
v irtua lly  every aspect of salm onella, including the m atters  of crite ria  
and discrim ination  th a t we have been discussing. In  N ovem ber of 
this year it was reported that the FD A  and U SD A  are studying the report 
of th is com m ittee, w hich according to  new s reports, con tains m any 
recom m endations concern ing control of salm onella. P ub lication  of 
th is report, and  official reaction to it. are eagerly aw aited by us all. 
W e hope th a t it will point the w ay tow ard  w orkable criteria  and 
thereby  tend  to  m ake the  regulatory hazard m ore consisten t w ith the 
health hazard.

A t about the tim e th a t the assistance of the N A S /N R C  w as 
being  sought, or sho rtly  thereafter, in du stry  self-certification, G M P 
proposed regulations for food processors, and the P E V  system  a p ­
peared on the scene, followed sligh tly  la ter by FL A G s. E ach of 
these has m uch to do w ith  san ita tion , and we should therefore ex ­
am ine the concepts involved.

Self-Certification
W e have ju s t received an up-to-the-m inute s ta tu s  repo rt on 

the  self-certification program . In th is program , a un it of the food 
in du stry  en ters in to a con trac t w ith the F D A  in accordance w ith  
w hich they  jo in tly  devise a program  of san ita tion  a n d /o r  bac terio log­
ical quality  control covering a specific process and a specific product.
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From  the point of view of salmonella, it seems fair to describe the 
first of these  con trac ts  as an experim ent to  te s t th e  feasibility  of the 
zero to lerance approach.

A very  good selection of a processed food w as m ade because it 
is one th a t con tains bo th  dried m ilk and dried eggs, bo th  anim al 
products, and bo th  po ten tia l vectors of salm onella. T he final o u t­
come of th is  experim ent will be received w ith  g rea t in terest, because 
top-level research workers and top-level statisticians tell us that the only 
w ay to  estab lish  the com plete absence of salm onella (zero to lerance) 
in a no n -re to rted  food like the  one in question  is to  subm it the to ta l 
lo t to  bacteriological te s t ;  an obvious im possib ility  or absurd ity . W e 
are to ld  fu rth e r th a t any  level of te s tin g  sho rt of com plete destruc­
tion  can provide n o th ing  m ore th an  lim ited confidence regard in g  the 
un tested  portion .

If, for exam ple. 60 separate  un its  of packaged food taken  from 
a carload are individually  tested , and each is negative for salm onella, 
the  san ita rian  will have a 95 % chance of being correct if he assum es 
th a t th ere  will be no m ore th an  5 positive packages per 100 un its 
draw n from  the  sam e carload if the  en tire  lot w ere to be sub jected  
to  test. T here  m ay be no positives a t all in the nex t 100 un its  tested , 
or indeed in the w hole carload, bu t the  te s tin g  of 60 un its, all of 
w hich are negative, gives him the aforem entioned confidence lim it 
and nothing more.

W e have every reason to  believe th a t these sta tistica l considera­
tions are now know n to the partic ipan ts  of the pro to type self-certi­
fication program . O f necessity , they  m ust have developed w ork ing 
crite ria  th a t provide less th an  100% confidence th a t the product being 
produced has zero salm onella. In  o ther w ords, th ey  m ust have 
estab lished a schedule of te s tin g  for salm onella th a t m ay fit the 
descrip tion  of a practical equ ivalent of zero.

The Practical Equivalent of Zero
T his m ay be a good place to  explore the  concept of m icrobiologi­

cal criteria.
Everyone is familiar with the numerous problems related to resi­

dues of pesticides and o ther un in ten tional chem ical additives, and the 
fan tastic  problem s created  by  the incredible sensitiv ity  of analytical 
m ethodology. W ith o u t go ing in to  the  harrow ing  details, the  s itu a ­
tion can be sum m ed up by say ing  th a t by one m eans or ano ther, the
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concept of an  insignificant residue is being developed, even though  
the substances can be detected and in some cases m easured q u an tita ­
tively a t low er levels. I t  is agreed th a t at certain  dilu tion levels, the 
chem icals involved represen t no hazard. An acceptable level so 
designated  deserves to  be called “ the practical equ ivalent of zero."

C learly th is is w hat we need for salm onella, and even tually  for 
m any o ther m icroorganism s th a t occur in processed foods (no t 
re to rted  or o therw ise sterilized and herm etically  sealed). H ow ever, 
unlike chem ical com pounds, m icroorganism s cannot be dilu ted or 
reduced to the van ish ing  point. If there is only one organism  in 100 
gram s of a food, there m ight be none at all in 99 single gram  po r­
tions, b u t then  there m ust be one in the hundred th . If the sam ple 
draw n by an inspector includes the one hundred th  gram , the  te s t 
resvdt will be p o s itiv e ; o therw ise the test resu lt will be negative. In  
o ther w ords, te s tin g  for viable m icroorganism s is basically a go-no 
go p ro ced u re ; a resu lt is e ither positive or negative, and there  is 
no th ing  in betw een.

As m entioned earlier, it is the hope of m any th a t after review ing 
the N A S /N R C  Salm onella C om m ittee’s report, som eth ing akin to 
the practical equ ivalent of zero will be prom ulgated.

W e should not leave th is topic w ithou t m aking reference to  the 
problem  of discrim ination . A ssum ing th a t a m eans is found to  
develop a w ork ing  definition of zero, the next question  is. “ Should 
the identical definition be applied w ith ou t discrim ination  to every 
processed food or food in g red ien t?” Both experience and reason 
suggest th a t the answ er to th is question should be in the negative. 
If the food is such th a t low initial levels of salm onella can becom e 
m uch higher by the tim e the food is eaten by the consum er, such a 
food justifies the m ost rigorous criteria. T h is descrip tion does no t fit 
a large proportion  of processed foods, th a t is, those for which there  is 
practically  no chance th a t a single organism  in a un it of the food 
will be any m ore than  a single organism  when the un it of food :s 
eaten. I t  seem s logical therefore to  apply different crite ria  to  dif­
feren t types of foods.

G M P
No one will argue that G M Ps are not basic to sanitation. The cur­

ren t G M P proposal published in the Federal Register, D ecem ber 15, 
1967, w as, how ever, cast in the form  of a regulation . In  com m ents 
on th is proposal p rio r to its publication, it was suggested  th a t if and
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when the G M P regulations are adopted, a food m igh t lie condem ned 
if it was not produced in accordance w ith the  regulation , irrespective 
of the san ita ry  condition of the finished food product.

Being pu t forth  as it was in the m idst of the confusion created 
by the zero to lerance situation , the G M P proposal was probably 
intended to  be part of the  general w ar against salm onella. As such 
it will be helpful. T he proposal does no t how ever con tribu te  m uch 
in term s of the concepts in san ita tion  th a t we have been discussing. 
T he published proposal contains no provision for. nor recognition of. 
the value of objective tests , con tro ls, or corrective m easures used 
du ring  or a fte r the processing operations. E m phasis is placed instead 
on rou tines and procedures in a way th a t stron g ly  suggests a ritual. 
A tav istic  is an adjective th a t alm ost seem s appropriate .

A ritua listic  approach to san ita tion  is not w ithou t some m erit, 
but to place m ajo r reliance on it m ust be considered a ra th e r p rim i­
tive approach in com parison to objective quality  control testing .

F rom  one po in t of view, the issuance of the G M P proposal and 
the tim e and effort devoted to s tu dy ing  and argu ing  about the details 
could be considered an un fo rtuna te  diversion. I t w ould be unfair, 
however, not to recognize the educational value of the discussions.

Plant Evaluation Systems
M ore or less coincident w ith  the appearance of the G M P pro­

posals. a g row ing series of check lists has been developed for in ternal 
use by the FD A . These, called PE V s, have been distributed to industry. 
Each one covers a single type of food or food ingredient. T hey  are 
designed to be completed by Food and Drug inspectors. The check list 
is a series of coded questions, each of which can be answ ered yes 
or no. T he questions deal w ith p lant equipm ent and procedures, and 
they seem to  be clearly  related  to the provisions of the G M P. Some 
people have view ed P E V s as scorecards of G M P “com pliance.” T he 
system  is clearly com puter-oriented .

O n a t least one occasion, it was reported  th a t an H ealth . E duca­
tion and W elfare (H E W ) official said that P E Y  reports would not be used 
as a kind of quality  scorecard of an individual food processor. An 
appropriate  response to  th is sta tem en t is. “ M aybe you w on't, [use 
the report as a scorecard] bu t the com puter w ill.”
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So be it. C om puters are here to stay . If the program m ers handling  
the P E V  reports  do not im provise san ita tion  concepts all th e ir own, 
there may come a day when all our sanitation problems can be handled 
by  a rran g in g  to  have th e ir com puters talk  to  our com puters.

FLA G s
A m ore recent developm ent, and one of considerable in terest 

and possible po rten t for the fu tu re, is the developm ent by F D A  of 
certain  m icrobiological crite ria  called Field Legal A ction Guides, or 
F L A G s. T he acronym  itself seem s portentous.

C overing frozen cream  pies and frozen breaded shrim p, the  tw o 
F L A G s so far developed are specific as to the m icrobes to  be tested  
for, the num ber of sam ples to  be tested , and how the  resu lts  are to 
be in terpreted . M ost in teresting ly , the criteria  did no t am ount to  a 
zero to lerance for the organism s in v o lv ed ; not salm onella, to  be 
sure, bu t not “zero" either.

A lthough  in tended for in ternal use by FD A , we un derstan d  th a t 
the F L A G s w ere not view ed by industry  w ith  m uch enthusiasm , 
mainly because, as it was claimed, they did not relate a potential health 
hazard to practical operational procedures in a reasonable way. T h is 
is a believable and an alm ost predictab le result. U nless a w ay can be 
found to  handle the developm ent of such criteria , in a reasonably  
objective m anner, via in du stry  and academ ic or scientific partic ipa­
tion, we m ay as well look forw ard  to  endless controversy .

N o th ing  said so far should be taken to m ean th a t we have any 
criticism  of w hat m ight be called conventional san ita ry  practices. 
F a r  from  it. T hese practices are ju s t as im p ortan t as ever. You 
could even say th a t, in the face of the m any innovations in food 
handling  and food processing th a t occur every day, they  are m ore 
im p ortan t than  ever.

Inev itab ly , how ever, the  end resu lt of san ita tion  in food process­
ing m ust be judged by the  m icroflora of the finished food. Salm onella 
are not, un fo rtuna te ly , the  only m em bers of th is m icroflora, and 
consequently  it can be argued  th a t the param ount need of th e  food 
industry , to  paraph rase  a slogan about fifty years old. is to  develop 
a series of “open c rite ria  openly arrived a t.”

If the  food in d u stry  w ould like to  chart a course tow ards these 
criteria , som ew here betw een the Scylla of Zero T olerance and the
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C harybdis of F L A G s, it should consider the developm ent, industry  
by industry , of vo lu n tary  codes or crite ria  based solidly on considera­
tions of safe ty  and public health.

T he public and official acceptance of these criteria  will naturally 
depend on th e ir dem onstrable soundness technically  and practicably, 
and it is recom m ended th a t industria l g roups or associations w ork 
openly a t developing th e ir crite ria  under the  auspices of organizations 
like the  Food R esearch In s titu te  of the U n iversity  of W isconsin. 
O rgan izations like A ST M  (T he A m erican Society for T estin g  & 
M aterials) and U S A S I (U nited  S ta tes of A m erica S tandards Insti­
tu te) are also available to  assist in du stry  groups in tasks of this sort.

Summary
The experience of the last two years can he summarized as follows :

1. M icrobiological crite ria  for foods are seriously lacking in 
large segm ents of the  food industry .

2. If the scientific com m unity , which includes Government 
and In d u stry , does no t develop reasonable and w orkable criteria, 
we can look forw ard to fu rth er confusion and fru s tra tio n  from 
either zero to lerance on the one hand, or a rb itra ry  F L A G s on 
the  other.
M r. F ranklin  D epew , in the June 1968 issue of F D A  Papers. 

m ay have sum m arized ano ther changing  concept w hen he w rote :
T he am endm ents (to  the Federal Food, D rug  and Cosm etic A ct) indicate 

a basic trend  aw ay from  a  m erely regu la to ry  s ta tu te  (1) separa ting  judicial 
and legislative pow er and (2) estab lish ing  an  objective standard  of conduct 
which m ay be tested in the courts. In contrast, the amendments have added and 
developed a philosophy of regulation by license or administrative expertise. The 
factors of consum er pro tection  w ere found to be of such overrid ing im portance 
as to  w arran t the im positions of these restric tions on the freedom  of action 
of the industries involved, even though they m igh t operate to  ham per research, 
(em phasis supplied)

The trend toward regulation by license or administrative expertise 
described by Mr. D epew  need not engulf the processed food in du stry  
if we accept the concept th a t m icrobiological criteria , th a t are reason­
able and practicable, are w orthw hile  and can be developed by co­
operative effort. [The End]
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Intensified Drug Inspection 
As Industry Sees It

By ALLAN  S. KUSHEN

Mr. Kushen Is a Divisional Counsel for the Schering Corporation.

IT  W O U L D  B E  P R E S U M P T U O U S  of me to  a ttem p t to speak 
for in du stry  or any  substan tia l portion  of it—and indeed I do not. 

I speak m erely as a som etim e inspectée and observer of inspections 
for close to  fifteen years, and w hat follows are m y personal observa­
tions purely.

A brief review  of the un derly ing  s ta tu to ry  au th o rity  for d rug  
inspections is in order first. Section 704(a) of the F ederal Food, 
D rug  and Cosm etic A c t1 au thorizes designated  Food and D ru g  A d­
m in istra tion  (F D A ) em ployees “to enter, a t reasonable tim es, any 
factory, w arehouse, or estab lishm ent in which . . . d rugs . . . are 
m anufactured , processed, packed, or held, for in troduction  in to in te r­
s ta te  com m erce or a fte r such in troduction  . . ." Inspection  "a t rea ­
sonable tim es and w ith in  reasonable lim its and in a reasonable 
m anner" must be "commenced and completed with reasonable prom pt­
ness." I t extends to  "all pertinen t equipm ent, finished and unfinished 
m aterials, con tainers, and labeling th ere in .” T he D rug  A m endm ents 
of 1962 expanded the scope of the inspectional au th o rity  for p rescrip ­
tion  drugs. In the case of locations w here such drugs "are m anufac­
tu red , processed, packed, or held," the inspection m ay extend to  “all 
th ings therein  (includ ing  records, files, papers, processes, con tro ls 
and fac ilities)" which bear on w hether thev  “are adu ltera ted  or m is­
branded . . .  or m ay no t be m anufactured , in troduced in to in te rs ta te  
com m erce, or sold, or offered for sale . . .  or o therw ise bearin g  on 
v io la tion” of the Act. Specifically exem pted from  the  expanded 
prescrip tion  d rug  inspection au th o rity  are financial and p ric ing  data, 
sales data (other than shipment data), personnel data (other than data

1 21 U. S. C. § 374(a).
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concern ing qualification of technical and professional personnel per­
form ing functions sub ject to  the A ct), and research da ta  o ther than  
those sub ject to the record-keeping and repo rting  requirem ents for 
new drugs and antib io tics.

The Drug Amendments of 1 962
L et us exam ine for a m om ent the ex ten t to which the D rug  

A m endm ents of 1962 have, in fact, en larged the scope of F D A ’s 
inspection au th o rity  over places m aking or handling  prescrip tion  
drugs. T he only documents relating to non-prescrip tion  drugs sub ject 
to  inspection are those w hich con stitu te  labeling as defined by the 
Act. As to p rescrip tion  drugs, how ever, such docum ents as batch 
records, assay reports, com plaint files, sh ipm ent records, and certain  
kinds of research and personnel data, are all am enable to  inspection— 
but only if these records bear on some violation of the Act. Thus, they 
are sub ject to  inspection only upon som e show ing by F D A  th a t a 
violation m ay have occurred— such as a physician com plaint alleging 
such a v io la tio n ; an FD A  labora to ry  report show ing a m isbrand ing  
or ad u lte ra tio n ; or evidence indicating  shipm ent of a new  d rug  not 
covered hy a New D ru g  A pplication (N D A ) or Investgational New 
D rug  (IN D ) exem ption. A fishing expedition in to a m anu fac tu re r’s 
records to  determ ine w hether som e violation m ight have occurred is 
simply not permitted by Section 704(a). Section 510(h) of the A ct.2 
also added by the D rug  A m endm ents of 1962, contains fu rth er lan ­
guage with respect to drug inspections. Section 51 0 (b )3 requires regis­
tration of all drug manufacturers, whether or not engaged in interstate 
com m erce. Section 510(h) m akes all reg istered  estab lishm ents (and 
I understand  th a t there  are approxim ately  10.000) sub ject to  Section 
704 inspection at least once every tw o years. The original concept 
here was th a t every drug -p roducing  estab lishm ent in the nation, 
regard less of size, have a thorough  general factory inspection a t least 
biennially. It has been m y observation , how ever, th a t th a t aim  has 
no t alw ays been fulfilled, due to  FD A  personnel shortages and self- 
im posed prio rities w hich allocate enforcem ent and inspectional efforts 
p rim arily  to com panies hav ing the m ost w idespread d istribu tion . I 
believe th a t th is is a deficiency in the system  w hich m ay allow too 
m any m arginal operations to  in troduce drugs of questionable integrity 
in to regional m arketplaces. In particu lar, the sm aller d rug  m anufac­
tu re r should be sub ject to  Intensified D rug  Inspection  P rogram  
( ID IP )  to the sam e ex ten t as the  m ajor producer.

2 21 U. S. C. § 360(h). 3 21 U. S. C. § 360(b).
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M y earlier rem arks indicated  th a t F D A  inspectional au tho rity , 
w hile extensive, is no t un lim ited  and, even as to  prescrip tion  drugs, 
does no t offer carte blanche to the inspector. You heard  M r. Goodrich 
yesterday  describe the  tw o 1967 Suprem e C ourt cases w hich mandate 
the  use of w arran ts  upon a refusal to  perm it inspection .4 T hu s, a 
fu rth er lim ita tion  has, a t least in theory , been im posed upon F D A ’s 
inspectional au tho rity .

Y et we are given to  u n derstan d  th a t the inspection w a rran t has 
had to  be used m ost in frequently  by F D A  since these decisions. 
M oreover, those of us w ho have been closely connected w ith  drug  
inspections, bo th  before and since the  passage of the D ru g  A m end­
m ents of 1962, can cite innum erable instances of the F D A  inspector 
ask ing  to  inspect, and being  allow ed to inspect, docum ents or o ther 
th ings, to  w hich, s tric tly  speaking, he is no t en titled  un der the Act. 
T h is seem ingly com plaisant a ttitu d e  does no t stem  from  laziness or 
ignorance of the law  on the  p a rt of industry , nor even from  a su b ­
conscious desire to  “do in ” our em ployers or clients. R a th e r it is a 
recognition of the fact a knowledgeable inspector on a m eaningful 
m ission m ay have need for access to  certain  th ings to w hich he is 
not, under a literal in te rp re ta tio n  of Section 704, entitled. I t  is a 
fu rth er recogn ition  th a t it is, in the long run, in the  best in te rests  of 
our com panies to  give full cooperation to  F D A  w hen it is w ith in  
reason to  do so.

Inefficiencies in the FDA System
I t  is, how ever, m ost fru s tra tin g  to  the w ould-be cooperative 

inspectee to  be told, for exam ple, at the  conclusion of a relatively  
un im po rtan t inspection by a ra th e r inexperienced inspector, th a t he 
w ishes to  rep o rt his findings to  the presiden t of the com pany, and 
only to  the president. I t  is not productive of anyone's tim e for a 
com pany to  be sou gh t to  be inspected for cu rren t p roduction  or. 
d rugs long-since d iscontinued from  its line or m anufactured  in fact 
by its com petitors. T he  inspector of the packaging line w ho dips his 
hand in to it to  procure a con tainer or tw o violates m any com panies 
own in ternal Good M anufactu ring  P rac tices (G M P s) and runs the  
risk  of severe to ngue-lash ing  (or w orse) by the zealous line su p er­
visor w ho has been tau g h t th a t such a practice is a m ortal sin. The 
d ispatch ing  of one or tw o inspectors on a fifty-mile round trip  sim ply  
to  pick up rou tine  assay sam ples is certa in ly  an inefficient m ethod

4 See also Edelm an, Sidney, “Search F ood Drug Cosmetic Law Journal 52 
W arran ts  and S an itary  Inspections— (F eb ru a ry  1968)
T he New L ook in E nforcem ent,” 23
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of accom plishing a necessary objective. T elephone or mail requests 
w ould be prom ptly  honored by m ost com panies, a t m uch less cost 
to  all concerned. A request for p roduction  of a costly  IB M  d is tr ib u ­
tion  p rin to u t for o ther than  recall purposes is unreasonable and 
should no t be honored. F inally , there is som eth ing  w rong  w ith  a 
system  th a t m akes it easier for an F D A  inspector to  procure from a 
com pany, th an  from  his ow n W ash in g to n  headquarters, copies of 
com m unications to  or from  FD A .

IDIP and Voluntary Com pliance
As we heard yesterday , a recen tly  added ingredient to  th is 

in d u s try ’s regu la to ry  alphabet soup is ID IP — Intensified D rug  In ­
spection P rogram . T his is an innovative un d ertak in g  w hereby an 
F D A  team — usually  inspectors and chem ists—conduct a pain stak in g  
and m eticulous inspection of a d ru g  plant. As you heard  C om m is­
sioner Ley report yesterday , it w as F D A 's aim th a t 500 d ru g  plan ts 
receive an intensified inspection d u ring  a tw o-year period. He also 
s ta ted  th a t FD A  will apparen tly  fall far sho rt of th a t goal. W e assume 
th a t F D A ’s d rug  inspectional staff will not becom e so deeply involved 
in ID IP  th a t specific problem  areas go undetected. Some w ay should 
be found, m oreover, to extend the program  to all estab lishm ent reg is­
tran ts  w ith in a reasonable tim e. T hese  tw o equally im portan t but 
d ivergen t goals lead one to  the  inevitable conclusion th a t FD A  is 
overex tending  itself w ith th is project.

T he intensified inspections conducted thus far have varied in 
length between four weeks and six to nine months. Intensified inspec­
tion  differs only in degree, not in kind, from the general factory  
inspection. I t  should be view ed by bo th  F D A  and in du stry  essentially 
as an educational and vo lu n tary  com pliance tool—not as a regu la to ry  
one. I noted Mr. B arn ard ’s com m ent yesterd ay  th a t the u ltim ate  goal 
of ID IP  is production  of legal products or cessation of m anufacture  
of illegal products. One m igh t erroneously  infer from th is th a t com ­
panies sub ject to  ID IP  are not now in com pliance. T h is is misleading, 
and I am sure th a t Mr. B arnard  did not in tend to  m islead. ID IP  
depends for its success upon com plete and w holehearted  cooperation 
of the inspected com pany— particu la rly  as certain  of the  areas and 
m eans of inqu iry  are no t w ith in  th e  purv iew  of Section 704. I t  there­
fore behooves F D A  to trea t th is  program  prim arily  as one to  foster 
the four C’s (Communication, Collaboration. Cooperation, Compliance) 
which are the theme of this meeting, through its educational and volun­
ta ry  com pliance values. On the o ther hand, any m anufactu rer foolish
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enough to ignore important and sound adverse findings significantly  
affecting the in teg rity  of its o u tp u t should not be surprised  at find­
ing itself a t the receiving end of the  in junctive process.

H ow  does ID IP  w ork? T he program  is too new for any signifi­
can t qu an tity  of in form ation to  have been collated as yet. M oreover, 
som e of the details undoub tedly  differ from D istric t to D istric t. W h a t 
follows is based on observation  of a sm all cross-section of intensified 
inspections.

Preparation Prior to Inspection
W hen your com pany is selected for an intensified inspection it 

will be notified in advance and invited first to  confer w ith  app ropria te  
D istric t FD A  officials and the inspectional team . T his in itself is a 
significant im provem ent over the  practice heretofore w ith regard  to 
general factory  inspections— the sudden appearance at the door of an 
inspector conducting  such an inspection regard less of a com pany 's 
vacation schedules, seasonal production schedule fluctuations, etc. 
T h is first m eeting, usually  held at the FD A  D istric t office, is m ost 
im portan t to the success of the intensified inspection. It is a t th is 
m eeting  th a t the g round  rules will be set and th a t rappo rt will hope- 
full}- be established betw een inspectors and the key com pany p e r­
sonnel involved in the inspection. R ring to  it your m anagem ent 
personnel in the relevant areas— your production m anager, your 
quality  contro l m anager, and those whom  they m ight choose to  serve 
as liaison or con tact w ith the inspectional team . I cannot s tress  too 
stron g ly  the im portance for a com pany to  tra in  one or m ore quality 
contro l a n d /o r  production-orien ted  individuals to  serve as contact 
for all FD A  inspections. Such people can be invaluable assets in 
conserv ing the  tim e of key com pany personnel, in repo rting  daily to  
m anagem ent the details of an inspection and the inspecto r's findings, 
and in gu id ing  the inspector so th a t his tim e is not w asted. F inally , 
m any com panies send house counsel to the initial meeting w ith the 
intensified inspection personnel.

Before you go to  th is m eeting, have in m ind those g round  ru les 
w hich you wish to advance. W hen you arrive, learn som eth ing  of 
the background of the inspectional team . If they are not th o ro u g h .y  
experienced and seasoned d rug  inspectors, the inspection will be a 
failure. If your im m ediately upcom ing production schedules are not 
rep resen ta tive  of your to tal yearly  ou tpu t, so advise the  FD A . F ind  
out w hether the inspectors in tend to  rem ain at your p lant s tead ily  
th ro ug hou t the inspection period, or w hether they will a lte rn a te  or.e 
o r  tw o weeks at the p lant and the next one or tw o w eeks at th e ir
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office to  prepare reports. M ake certain  th a t if tw o or m ore inspec­
to rs  are involved they  un derstan d  th a t they  cannot sp lit up and 
v isit tw o or m ore areas separate ly  and sim ultaneously  unless you 
have sufficient liaison personnel to accom pany all inspectors. Be 
prepared to  suggest w hether it w ould be m ore efficient for the inspec­
tors to follow given products one by one through their entire p roduc­
tion cycles or w h eth er it m akes m ore sense for the inspection to  be 
conducted on a department-by-department basis. If you plan transfers 
of m anu fac tu ring  or quality  contro l activ ities in the near fu tu re  to  
o ther locations, so advise the FD A . F ind ou t w hether the inspection 
contem plates review  of records not involved directly  in m anu fac tu r­
ing or quality  con tro l functions— such as m edical or com plain t files. 
K now  in advance w hat your a ttitu d e  will be to  a request to inspect 
such files in a w holesale fashion. L earn  w hether the inspectors will 
w ish to  take p h o to g rap h s; if you decide to  perm it th is activ ity , m ake 
certain  th a t you a rran ge  to  receive duplicates of all photos taken. 
O btain  a com m itm ent th a t questions to line personnel will be chan­
nelled th rough  th e ir superv isors or your inspection liaison m an. 
T horough  un derstan d in g  and agreem ent on these m atters  a t the o u t­
set will help to  assure  a sm ooth and useful inspection.

M eanw hile, w h at should you be doing “back at the ran ch ?” If 
your p lant is an infested pesthole, believe me, it’s too late to get 
it in to  shape for the intensified inspection. I'm  assum ing, how ever, 
th a t none in th is audience operate  such enterprises. You do your 
com pany and your people a disservice, how ever, if you do not as­
sem ble your superv isory  personnel in advance of the in specto rs’ 
arrival and advise them in a clear and straightforward fashion w hat 
is abou t to  occur. Indeed, you will all be very  well off if you go back 
to  your com panies tom orrow  and un dertak e  a "d ry  ru n " for an in ten ­
sified inspection. It should include, am ong o ther th ings, scrupulous 
review  of all m anu fac tu ring  and qu ality  control p ractices to  determine 
th a t they  com port exactly  w ith  your w ritten  procedures and in s tru c­
tions. T h is kind of exercise should not. of course, be an isolated or 
one-shot deal, bu t should be part of every com pany’s con tinu ing  
program  of self-regulation . N orm ally  the inspectors will render daily 
oral and weekly written reports of their findings, and a final w ritten  
report. You should be prepared to  respond prom ptly  and forthrightly 
to  all findings and recom m endations. Y our response will be oral 
initially bu t under som e circum stances m igh t u ltim ate ly  be reduced 
to  w riting . If you decline to  accept any recom m endations, m ake sure 
th a t you have good reasons and th a t these reasons are com m unicated
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in detail to the inspectional team  and to its superv isors, and even to  
the D istric t D irector if they  involve item s of m ajo r m agnitude.

W hat Does Industry Require of the FD A ?
In Septem ber the N ew  Jersey  Pharm aceutical Q uality  C ontrol 

A ssociation and the F D A  jo in tly  sponsored a Sem inar on G M Ps for 
the D rug  Indu stry . T he w ords of one in du stry  speaker are p a rticu ­
larly  relevant to  an un derstan d in g  of the proper objectives of the 
intensified d rug  inspection :I * 3 * 5

W e look to the new F D A  program  of intensified d rug  inspections as an 
im portantly  useful m eans to alleviate . . . problem s [of understand ing  and com ­
m unications], I believe tha t if each inspection in the program  is carried out 
in an atm osphere of real cooperation m uch will be accom plished. Superficial 
findings based on less than  all the facts will be elim inated. T h e m anufactu re- 
will have the benefit of carefully studied recom m endations which can but 
im prove his control. But to be beneficial, the recom m endations m ust be based 
on a thorough, exacting  exploration of all the facts by the inspector; the same 
kind of exacting  perform ance F D A  expects of the industry . T hose m anu­
factu rers who are not willing to  benefit from  such study will, th ro ug h  en­
forcem ent. be required to im prove or to go out of business. A nd a channel o: 
com m unication will have developed leading to g rea ter FD A  understand ing  or 
the industry  problem s . . .

A nother speaker at th is sam e Sem inar" addressed him self at one 
po in t in his p resen ta tion  to  “ W h at In d u stry  W an ts  from  the F D A  
on the D istric t L evel.”

In d u stry  w ants above all. fairness—an even-handed application of the Law. 
In d u stry  w ants really  good inspections. T hey  w ant to deal w ith inspectors and 
officers whose know ledge and com petence inspires respect. Ind u stry  w ants the 
F D A  to  take decisive action to  rid the In d u s try  of those few firm s w hose con­
tinued d isregard  of the law of the land brings dishonor and lack of confidence 
to an industry  which, when all is said and done, is and should rem ain a m onu­
m ent to m an 's conquest of disease, pain and often, death itself.

In d u s try  w ants in actions, not w ords, a clear indication th a t there is a 
basic w illingness on the pa rt of the F D A  to be cooperative.

In d u stry  w ants positive assurance that the F D A  speaks w ith  a single 
tongue. T here  m ust be som e real reliance by a com pany, tha t if it cooperates 
w holeheartedly w ith the FD A  on a vo lun tary  com pliance basis it does not wake 
up some m orn ing  to find that it is faced w ith a regula tory  com pliance situation 
leading to the courts.

I th ink  you will agree th a t
ach iev ing  these goals w hen I tell
not by an in du stry  representative
the New Y ork F D A  D istrict.

5 W illiam s, R ichard, “G M P —An In ­
dustry View,” presented at the Seminar 
on Good M anufacturing P ractices for 
the D rug Indu stry , N utley. New J e r ­
sey, Sep tem ber 25, 1968.

we are well on the w ay tow ard  
you th a t those w ords were spoken 
. bu t by the E xecutive Officer of

[The End]
° Silver, K enneth  A., “R equiem  for 

the A dversary  R elationsh ip?” presented 
at the Sem inar on Good M anu factu r­
ing Practices for the D ru g  In du stry , 
Nutley, New Jersey, September 25, 1968.
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Teamwork
for Consumer Protection: 

A Panel Discussion
FDA’s Programs

By JO H N  W . SA N D ER S, JR.
Mr. Sanders Is Technical Advisor to the Office of the Commis­
sioner of the Food and Drug Administration. An Article by Theo­
dore R. Gamble, the First of Four Based on the Theme of Consumer 
Protection, Appeared in the January Issue of the Journal. The 
Three Remaining Articles are Presented as a Group in This issue.

P T O N  S IN C L A IR ’S L E G E N D A R Y  PA C K IN G H O U SE  W O R K -
ER. Ju rg is  Riulkis, would be astounded  today at th is confer­

ence or hearing  th is panel discussion on "T eam w ork  for Consum er 
P ro tection ." H e w ould be convinced th a t the old, overw orked m axim  
caveat emptor is becom ing obsolete in today 's  consum er vocabulary.

H ow ever, team w ork for consum er protection is ne ith er new nor 
novel. W ith in  a year a fte r the advent of Ju rg is  R udkis, the  Pure 
Food and D ru g  Act w as passed and the first annual repo rt of 1907 
stressed team w ork— team w ork by industry , by sta te  officials, by fed­
eral officials, and by the consum er. “One of the m ost g ra tify ing  
features . . . has been the alm ost unanim ous support accorded by the 
trade to  the principles of the act. . . . S upported  by public opinion, 
and the active collaboration of producer and consum er . . . The 
rigorous enforcem ent of the F ederal food law will be g rea tly  facili­
ta ted  bv the cooperation of the several sta tes, and to th is  end inspec­
tors have been in struc ted  to  establish cordial relations w ith the 
S tate  food officials."

D uring  the in terven ing  years the consum er, the producer and 
the official— local, s ta te , and federal— have progressively  im proved 
program s th a t assure every consum er the best food and drugs in the 
entire world.
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T his is con tinuing . O n O ctober 18, 1968, the W h ite  H ouse re ­
leased a list of twenty m ajor consumer bills passed du ring  the  Jo h n ­
son A dm inistra tion . As im pressive as it is, even th is lis t does r.ot 
include all the legislation favorable to  the  A m erican C onsum er. In  
addition , every s ta te  has also enacted consum er pro tection  legislation. 
T he affected industries have supported  these bills.

The Health Planning and Public Health Service Amendment
T he W h ite  H ouse list did no t include the Com prehensive H ea lth  

P lan n in g  and Public H ea lth  Service A m endm ent (P L  89-749) of 
1966, w hich could develop in to a landm ark in team w ork for consum er 
protection. As m y con tribu tion  to th is  panel, allow me to briefly 
discuss som e facets and im pressions of th is A m endm ent.

T he A m endm ent authorizes the Surgeon G eneral to  m ake g ran ts  
to  s ta tes  for C om prehensive H ealth  P lanning , and also au tho rizes 
the Secretary of (H ealth, Education and W elfare) H E W  to arrange  
for assignm ent of officers and em ployees of s ta tes  to the D epartm ent, 
and  assignm ent of officers and em ployees of the D ep artm ent to  sta tes. 
T he S ecretary  m ust determ ine th a t such assignm ents will aid the 
D ep artm en t in the  m ore effective d ischarge of its responsib ilities in 
the field of health . T his in terchange of personnel w ith  sta tes m ay be 
for any period of tim e, up to  tw o years.

T he in terchange m ay be carried ou t th rough  (1) a detail to  the 
D ep artm en t or the  S tate, or (2) appoin tm ent by the  D ep artm en t or 
s ta te  while on leave w ith ou t pay.

T here  are a num ber of provisions of the  A m endm ent w hich are 
advantageous to  the D ep artm ent of H E W , the  s ta te  agency, and the  
federal or s ta te  em ployees. D ep artm en t em ployees on assignm ent to 
a s ta te  m ay retain  all th e ir righ ts  and privileges under civil service. 
In  case of assignm ent while on leave w ithou t pay, the s ta te  com ­
pensation  m ay be supplem ented to  the ex ten t of the federal salary. 
O peration  expenses necessary to  the assignm ent m ay come from  
D epartm ent or s ta te  funds or both.

S ta te  em ployees m ay be assigned to  the D ep artm en t w ith o u t 
regard  to civil service law s, bu t if com pensated from  D ep artm en t 
funds they  receive certain  federal fringe benefits. R egard less of the  
type of assignm ent, such persons are governed by certain  conflict-of- 
in terest prov isions and the F ederal Em ployees C om pensation A ct. 
O peration  expenses necessary to  such an assignm ent m ay come from  
the D epartm ent.
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Such g ran ts , or o ther form s of assistance to  the sta tes  are 
neither new  or novel. T he first of these, the M errill A ct of 1862, 
estab lished our land g ran t colleges. M any sim ilar m easures have 
estab lished o ther program s subsequently . All fu rther a true  p a r tn e r­
ship betw een the federal governm ent and the various s ta te  and local 
governm ents. Even before the C om prehensive H ealth  Bill, H E W , 
th rough  the Public H ealth  Service, adm inistered  g ran ts  and exchanged 
personnel w ith the S tates.

The Illinois Program
T he Food and D rug  A dm inistra tion  (F D A ) had not partic ipated  

in these program s prior to m y assignm ent to  the Illinois D epartm en t 
of Public H ealth  in N ovem ber 1967. M y w ork of over 30 years for 
or w ith s ta te  officials helped me acquire a first hand know ledge of 
the organ ization  and im plem entation  of food and d ru g  law s. The 
Illinois assignm ent afforded me the opportun ity  to  w ork m ore closely 
w ith s ta te  officials and assist in the im plem entation  of som e new 
program s for b e tte r consum er protection.

At the tim e of m y assignm ent the Illinois G eneral A ssem bly had 
ju st enacted a Food, D rug  and Cosm etic Act which actually  extended 
the Association of Food and Drug Officials of the U nited  States 
(A F D O U S ) Bill, encompassing most provisions of the Federal Act and 
autom atically  adop ting  federal food stan dards and m ost federal 
regulations. For the first time, all responsib ility  in th is field was given 
to the Illinois D epartm en t of Public H ealth .

A t th a t tim e. Dr. F ranklin  Yoder. D irector of Public H ealth  of 
Illinois, ap tly  described the scope of consum er p ro tec tio n : “All ele­
m ents of the health  team  m ust w ork to gether to elim inate consum er 
risks. W hen we speak of th is health  team , we are th in k in g  not only 
of federal, s ta te , and city governm ent officials, bu t all those in private 
industry , the academ ic w orld and all professionals w ith in terests  
in this area.” Your attendance and participation at this joint Educational 
Conference confirm s this.

M uch has been w ritten  and said about the Illinois program . 
F D .l Papers for M arch 1968 carried  an excellent, informative article 
on “ Illinois’ New Food and D ru g  A c t” by D ouglas C. H ansen. T his 
article discussed the legislation in detail and stressed  federal-state  
partnersh ip . L ast June at the A F D O U S  m eeting in H artfo rd , Con­
necticut. Dr. Y oder ou tlined his sho rt and long range plans for im ­
plem enting th is Act.
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T he D ivision of Food and D rugs of the Illinois D ep artm en t of 
Public H ealth , though  less than  a year old, now has the nucleus of 
an organ ization  w hich can grow  and even tually  carry  on a c o o p e r ­
ative, coordinated, harmonious program of maximum consumer protection 
in the food, d ru g  and cosm etic field.

W e have negotia ted  w ritten  cooperative food pro tection  p ro ­
gram s w ith  a num ber of county  and city  health  departm ents, g iv ing 
the county  or city  officials to ta l responsib ility  in certain  areas, th a t 
is, food-service estab lishm ents, retail food sto res, etc., and g iv ing 
the s ta te  to ta l responsib ility  in certain  o ther designated fields, that is, 
food w arehouses, food processors, etc. In  order to ensure uniform  
pro tection  and  the  equivalent levels of com pliance the S tate  H ealth  
D epartm ent, under th is program , m akes periodic evaluation surveys, 
g iv ing a full oral and w ritten  report to  the local officials.

In  addition , we have w orked closely w ith  the Chicago D istric t 
of FD A  m ain ta in ing  alm ost daily con tact in jo in t p lann ing  confer­
ences. joint work plans, joint inspections and co-sponsorship of industry 
and consum er w orkshops.

W e have planned a program of consumer education, which should 
be operative nex t year. I t will be in teg ra ted  w ith  the  F D A  program . 
W e have developed narra tiv e  com pletion-form  inspection reports  that 
are brief, factual and in form ative. A t the p resen t tim e only tw o types 
are used— one for foods and one for d rugs— and a copy is alw ays 
left w ith  the firm. W e hope to develop m ore specialized reports which 
will be accepted by the in du stry  and o ther cooperating  enforcem ent 
agencies.

W isconsin Participation
Last July I was given a similar three-month assignm ent w ith  the 

W isconsin D ep artm ent of A gricu ltu re, w ork ing  d irectly  w ith  the 
S ecretary  of A gricu ltu re  and his stall. W e studied  the W isconsin  
food and d rug  acts (basically  p a tte rn ed  after the 1906 F ederal A ct), 
com pared them  w ith  the proposed A FD O L ’S U niform  Bill, and 
prepared plans for the organ ization  and im plem entation  of a p ro ­
gram  sim ilar to  th a t in Illinois.

T he  W isconsin  D ep artm ent of A gricu ltu re  has nego tia ted  w rit­
ten  cooperative food protection  p rog ram s w ith  the M inneapolis D is­
trict of FD A  and a number of city and county agencies. These programs 
are sim ilar to those in Illinois.
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D u rin g  the  past several m onths, the A gricu ltu re  C om m ittee of 
the W isconsin  L egislative Council has held a  num ber of regional 
hearings on a food law  patte rned  a fte r the  A F D O U S  Bill. Numerous 
in du stry  and consum er groups have testified in favor of th is bill.

L ast A ugust. John  M ahre, w ho had extensive experience in the 
F D A  Office of F edera l-S ta te  R elations and w ith  the  S ta te  of W ash ­
ington, w as given a sim ilar th ree-m onth  assignm ent w ith  the M in­
neso ta D ep artm en t of A gricu ltu re. H is progress is very encouraging.

D u rin g  the past year. I have received num erous inquiries from 
sta te  officials about assignm ents under th is  A m endm ent. T he  con­
sensus appears to  be th a t such assignm ents will fu rth e r cem ent 
federal-state  re la tions and foster uniform  legislation, uniform  in te r­
p reta tion , and uniform  com pliance.

I have discussed only one phase of th is  ‘‘P artn ersh ip  for H ealth” 
Act. If we are to  a tta in  the basic objective of th is legislation, there 
m ust be a substan tia l exchange or dual assignm ent of experienced 
personnel. Mr. R alph B ernste in , form erly A ssistan t D irector. N ew  
Y ork S ta te  D ep artm en t of A g ricu ltu re  and M arkets, w as sim ilarly  
assigned as one of nine R egional A ssistan t Com m issioners of Food 
and D rugs. I ’m sure m any of you heard Mr. B ernste in ’s report at the 
last A F D O U S  m eeting  in H artfo rd . T h a t report stands as a te s ti­
m onial to  the soundness of the program .

I believe th a t m uch good w ould come from  a substan tia l ex ten­
sion of th is  program . I am also firmly convinced th a t a substan tia l 
interchange of personnel under this act will do much to unite and combine 
the total available resources toward maximum consumer protection.

A t the  p resen t tim e. I am com pleting  m y tw o assignm ents, w ork­
ing w ith Illinois and W isconsin. W hile  a ttached  to  the Office of 
C om m issioner of Food and D rugs, I am  actually  w ork ing  d irectly  
for the S ecretary  of A gricu ltu re  of W isconsin  and the D irec to r of 
Public H ea lth  of Illinois. I p refer to th in k  of these assignm ents as 
w ork ing  for the A m erican consum er.

As indicated by the  a ttendance  a t th is Conference, we are all 
in terested  in consum er protection , not only as consum ers, bu t also as 
in du stry  represen ta tives, a tto rney s, association represen ta tives, of­
ficials, educators, etc.

In fact, I am convinced th a t all of us a tten d in g  th is Conference 
are actually  w ork ing  for the A m erican consum er. L e t's  strive for 
everv A m erican consum er to  partic ipate  m ore actively in team w ork 
for consum er protection.
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New Ideas in Cooperation
By EA TO N  E. SMITH

Mr. Smith Is the President of the Association of 
Food and Drug Officials of the United States.

TH E  S U B JE C T  M A T T E R  O F  T H IS  P A N E L . “T eam w ork for 
C onsum er P ro tec tion ," w as never m ore tim ely  or of m ore im­
portance than  it is today, from  the stan dp o in t of all regu la to ry  of­

ficials— w hether they  be federal, s ta te  or local— and of m em bers of 
one of the regula ted  industries.

A lthough I appear on the program  under the designation  of 
P residen t of the A ssociation of Food and D rug  Officials of the 
U nited  S ta tes (A F D O U S ), I am  go ing to  speak prim arily  from  m y 
personal view point and experience as a regu la to ry  official in the 
D epartm ent of C onsum er P ro tection . S ta te  of C onnecticut. H ow ever, 
a t the ou tset, I would like to  place in the record th ree  of the objec­
tives of A F D O U S  that spell “T E A M W O R K "—nam ely:

(1) To encourage and support program s th a t will con tribu te  
to consum er protection , consisten t w ith  the broad purpose of 
the laws.

(2) To dissem inate in form ation concern ing food and drug  
law enforcem ent and to  assist in the official publication of the 
A F D O U S  Q u arte rly  Bulletin.

(3) T o encourage and prom ote cooperative enforcem ent p ro ­
gram s w ith  federal agencies and betw een related  enforcem ent 
agencies w ith in each state .
T hese ob jectives certa in ly  fall in line w ith the them e of th is 

Jo in t E ducational Conference— “T he F ou r C's of C onsum er P ro tec ­
tion : C om m unication, C ollaboration, C ooperation and Com pliance."

W e are tru ly  living in an era of team w ork ; never in m y long 
experience have there  been so m any exam ples of team w ork betw een 
federal and sta te  governm ental agencies and in du stry  for consum er 
protection. T his is f in e ; th is is good. B u t we m ust no t stop  w here 
we are or s tand  still if we are to reach our goal of the u tm o st in 
consum er protection w ith the least possible duplication and unneces­
sary  expenditures of our tax  dollars.
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I have tak en  th e  liberty  of com m unicating- w ith  W eb ste r to  find 
ou t w hat he th inks the  “ F ou r C’s” and “T eam w o rk” really  mean. 
T h is is w h at I found :
Communication— “The act or action of transm itting facts or information.” 
Collaboration— “The act of working jointly with others willingly.” 
Cooperation— “The act of working together in a common effort.”
Compliance— “The act or action of yielding to pressure or demand.”

(W e like to  believe these days th a t in large m easure 
com pliance is being achieved w ith ou t a g rea t deal of 
p ressure or dem and.)

Teamwork— “W ork accomplished by a number of associates with usually 
each doing a clearly defined portion , b u t all sub o rd in a t­
ing personal prom inence to the efficiency of the  w hole.”

Now, there  are several requ irem ents for effective team w ork, and 
the first is th a t the m em bers of the team  have confidence in each 
o ther and know  each o ther's  special capabilities and lim ita tions— and 
all m ust w ork to g e th er “on the sam e side of the s tree t.” W e all have 
a critically  im p ortan t job to do, a job th a t cannot be done by any 
single agency— federal or state , public or private— b u t w hich can be 
done by all of us w ork ing  together. No single agency can do the 
job alone.

A nd in order to really m ake th is team  w ork, all of us w ho are 
involved in th is im p ortan t job m ust coord inate plans and program s, 
no t alone, bu t together, to  get rid of a g rea t deal of the duplication 
of effort th a t now' prevails and to  elim inate the expend itu re of dupli­
cating  resources.

As I said earlier, we have seen increasing use of the  federal-state 
partn ersh ip—w ork ing  as a team  to get the job done.

I w ould like to  em phasize certain  areas th a t are sound and som e 
of the th in gs th a t the s ta te  can do to m ake the  team  a w inn ing  one.

T W X  Alert
One of the m ajor barrie rs  to  im proved relationsh ips betvceen 

sta te  and federal officials is a lack of quick and effective com m unica­
tion. T he N ew  Y ork D istric t of the Food and D ru g  A dm in istra tion  
(F D A ) has been experimenting with a teletype network connecting the 
various consum er protection  agencies in the area around New Y ork
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City. T his is an effective, two-way communication system that is of 
re latively  low cost, know n as the Teletype A lert Network. This has 
been reported  to  be a definite success in the close-knit New York area.

T he Boston D istric t of the F D A  has requested  (and it is my 
u n derstan d in g  they have been g ra n te d ) perm ission to  set up a pilct 
operation  to  determ ine if a m ore w idespread group of agencies can 
achieve similar benefits from such a system which makes possible the ex­
change of a m uch larger volum e of in form ation at a ra te  m uch 
lower than telephone rates, and furnishes a written record of the messages.

I can say from first-hand know ledge th a t th is te letype system  
can be an area for be tte r team w ork and cooperation in our consumer 
protection activities. W e have installed  th is equ ipm ent in m y sta te  
and it is now in operation. W e are now receiving m essages directly  
from W ash ington  and the New Y ork D istric t, which m akes it pos­
sible for us to have inform ation im m ediately upon its release. A fine 
exam ple is a recent nationw ide recall of an article th a t was an­
nounced late on a F riday , and C onnecticut w as the only sta te  in the 
New E ng land  area to  have such in form ation prior to  its reaching 
the news m edia. I know  you all realize how im portan t th is  is.

I believe th is type of netw ork  com m unication is necessary 
am ong officials if we are to  increase our ab ility  to wyork to gether 
and to  reduce the duplication of effort which has gone before. T he 
teletype facility is a good example of teamwork for consumer protection

Food Standards Committee
I would like to tu rn  to  ano ther approach to team w ork w ith which 

I am very fam iliar, and th a t is the Food S tandards Com m ittee. T his 
C om m ittee was estab lished by the Com m issioner of Food and D rugs, 
more years ago than  I rem em ber, to represen t the views of sta te  food 
control officials in the area of food standards, and to  function as a 
source of advice and consu lta tion  to the FD A  Com m issioner in the 
discharge of his s ta tu to ry  responsib ility  for food stan dards develop­
m ent. The com m ittee consists of nine regu lar m em bers, seven of 
whom are s ta te  regu la to ry  officials (one from  each of seven geo­
graphical regions of A F D O U S ). and tw o m em bers of the FD A , one 
of whom  is the D irector of the Office of L egislative and Governmental 
Services— P aul P um pian. w ho is now Chairm an of the Committee.
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I 've  had the pleasure of serv ing  on the Food S tandards Com ­
m ittee  and I w ould like to say it has been upgraded in its im portance 
in adv ising  the D irector of L egislative and G overnm ental Services 
and . th ro ug h  him, the Com m issioner of Food and D rugs, regard ing  
those areas in w hich the developm ent of food stan dards would, in 
the com m ittee’s opinion, aid s ta te  and federal regu la to ry  officials 
in adm in istering  th e ir  consum er p ro tection  program s. T he com m ittee 
serves as a liaison betw een the C om m issioner of Food and D rugs 
and the state regulatory officials in the various geographical A FD O U S 
regions in all m atte rs  p erta in in g  to food standards. T his committee 
is a fine exam ple of “ team w ork  for consum er p ro tection .”

Delegation of Authority to State and Local Officials
T he nex t avenue of team w ork th a t I w ould like to  elaborate on 

is the com m issioning of s ta te  officials. Dr. Jam es L. G oddard, then 
C om m issioner of Food and D rugs, m ade the follow ing com m ents in 
his address before A F D O U S  in K ansas City. M issouri, on June 
22. 1966:

W e still believe th a t sta te  and local agencies play as prom inent a role in p ro­
tec ting  the health  of this nation as any F ederal agency does, and th a t state 
and local food and d rug  officials are indispensable partners  in the enforcem ent 
of consum er protection  laws.
I'm  su re  you’11 agree th a t these are rem arks th a t express team w ork.

Section 702(A) of the  F ederal Food, D rug  and Cosm etic Act 
provides for delegation of certa in  specific au tho rity  to sta te  and 
local food and d ru g  or health  officials. T h is delegation of au tho rity  
perm its s ta te  or local officials to carry  out certain  provisions of the 
Federal A ct w ith  the sam e au th o rity  as an F D A  official. W hen ac t­
ing under such com m issioning au tho rity , he is, in fact, an official of 
the FD A . F D A  has issued such com m issions to  s ta te  officials who 
are qualified for and capable of carry ing  out delegated au tho rity . 
I hope th is  will con tinue as it is an area of team w ork and partnersh ip  
th a t cannot be over-em phasized.

In the New Y ork F D A  D istric t, there is work in progress to 
provide a level of team w ork w ith  the New Jersey  D ep artm ent of 
H ealth  th a t should be superior to  any th ing  previously seen. T o make 
th is possible, a program  of "reciprocal com m issioning” has been 
established. A lready six teen officials of the  F D A  have been com ­
m issioned by the s ta te  as special agen ts. T his took place after the 
FD A  inspectors passed a tra in in g  course given by the state . A similar
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tra in in g  course by the New Y ork D istric t for S tate  Inspecto rs is 
under way, and I un derstan d  th a t com m issions to its g radu ates will 
be issued in the future.

M em oranda of Agreem ent and Understanding
Now let us m ove to  ano ther field of cooperation, pa rtn ersh ip  

and team w ork. I speak of the sign ing  of m em oranda of agreem ent 
and un derstan d in g  by F D A  and the sta tes  to the effect th a t the s ta te  
agency will be responsible for m aking all inspections of certain  types 
of firm s in the  state . T he Food R egu la to ry  Section of the  V irg in ia 
S ta te  D ep artm ent of A gricu ltu re  and Com m erce and F D A ’s B alti­
m ore D istric t have in effect such an agreem ent for the  s ta te  to  
assum e the responsib ility  for inspections in certain  food plants. T he 
S ta te  of Ind iana  and the F D A ’s C incinnati and D etro it D istric ts  
have signed a m em orandum  of un derstan d in g  for fiscal 1969 w hereby 
the S tate  of Ind iana  will be responsible for m aking all inspections 
of canneries and b o ttlin g  p lan ts w ith in  the s ta te ; and, in addition , 
activ ities involving pesticides will be shared. M y own S tate , Con­
necticut. has signed an agreem ent w ith  the B oston FD A  D istric t to  
assum e the inspections of all bakeries and food w arehouses, whether 
they  are engaged in in te rs ta te  com m erce or not. O ther areas are 
being explored in w hich cooperative p lann ing  w ould avoid dupli­
cation of effort.

T hese are ju s t a few exam ples of th is type of real cooperation 
and team w ork th a t is go ing on a t the p resen t tim e. T h is type of 
un derstan d in g  and agreem ent is a real challenge to the sta tes  and 
augurs well for fu tu re  activities in th is area if the sta tes  live up to  
their responsib ilities and do the really good job they  are capable 
of doing. If s ta tes  take over som e of the w ork m entioned, it will 
relieve FD A  for o ther w ork under its ju risd ic tion  and will do awa>- 
w ith a lot of the costly, needless duplication of inspections th a t 
serve no useful purpose to  the  agencies involved, and th a t p a rticu ­
larly  m ust be a th orn  to  industry .

In  b roadening  th is them e of cooperation and team w ork, the 
M inneso ta S ta te  D ep artm en t of A gricu ltu re  has becom e the  first s ta te  
agency to  take p a rt in F D A ’s pilo t plans for in du stry  self-regulation , 
in a cooperative effort betw een the S ta te  and federal agencies in an 
a rran gem ent entered  into w ith  the G reen G iant Com pany. T h is  new 
pro ject is an exam ple of team w ork am ong a s ta te  and federal g o v ern ­
m ent and industry , prov id ing  for a full exchange of in fo rm ation  b e ­
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tw een the firm and the regu la to ry  agencies, to  a tta in  the goal of 
b e tte r consum er protection  th ro ug h  increased in du stry  initiative. 
T his could very well be a fo re runner of add itional sim ilar tr ip a rtite  
agreem ents.

W hile w e're ta lk in g  about fed e ra l/s ta te  team w ork, let us not 
forget the  m any agreem ents betw een the U nited  S ta tes D epartm ent 
of A gricu ltu re, C onsum er and M arketing  Services and nineteen or 
m ore sta tes  who have signed agreem ents un der the U nited  S tates 
W holesom e M eat Act. And there  is the  team w ork project th a t is 
in progress by the A laska D ep artm ent of H ea lth  and W elfare for its 
inspectional personnel to  accom pany D istric t F D A  inspectors du ring  
fishery inspections in A laska.

I m ay also m ention the agreem ents th a t were in effect betw een 
the F D A  B ureau of D rug  Abuse C ontrol and m any states, th a t have 
been since passed on to the Department of Justice, Bureau of Narcotics and 
D angerous D rugs. T hese involve partic ipation  by the s ta tes  in the 
D rug A buse C ontrol program  w hereby s ta te  agencies have assum ed 
enforcem ent responsib ilities at the retail d rug  sto re  level, th us allow ­
ing the federal agency to  concentra te  special ac tiv ity  tow ard  the 
diversion of s tim u lan ts  and dep ressan t d rugs at levels o ther than retail.

Cooperation with A FD O U S
In some of the past years one of the com plain ts voiced by sta te  

people w as th a t F D A  often did not m ake con tact and com m unicate 
w ith them  on m atte rs  of m utual concern. I t seem ed to  the sta tes  th a t 
FD A  w ould often form ulate actions and com plete them  w ithou t 
g iv ing the sta tes a chance to  voice th e ir opinions and thus to take 
a part in fo rm u la ting  policy cu rren tly  under consideration by the 
FDA. I can now see a change in this attitude, for which FD A  deserves 
a com plim ent for the “good of the  team ." F or exam ple. FD A  has 
estab lished a policy of consu lting  w ith the A F D O U S  E xecutive 
Board in m any m atters. F or instance— the proposed regulations under 
the F air P ackag ing  and L abeling  Act (F P L A ) w ere presented  by 
FD A  to  the A F D O U S  E xecutive Board w ith  a  request for their 
com m ents. A nd w hen im plem entations of the D ru g  A buse A m end­
m ent were being considered, a jo in t m eeting  of the A F D O U S  E xecu­
tive Board and represen ta tives of F D A  w as held here in W ash ing ton  
to discuss them .

T he F ederal T rad e  Com m ission (F T C ) and the Com m erce D e­
partm en t. presen tly  reflect the sam e policy of cooperation and teatn-
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w ork w ith  th e  s ta te  agencies in the  im plem entation  of th e  F P L A . 
T h is is all to  the  good, and I am sure  it w ill con tinue on an enlarged 
basis. I read som ew here th a t one official of the  F T C  s ta ted  in a 
talk , and  I q u o te :—

T he “T ravel your ow n pa th ” and “L ook after your ow n gard en” re la­
tionship presen ts  the g rea tes t possible danger in b ring in g  about effectuation 
of com m on policy by F ederal and S tate adm in istra to rs  of consum er legislation. 
I t  can lead to  p e tty  differences, confusion over enforcem ent, inadequate enforce­
m ent, and the absence of enforcem ent, to  the de trim ent of consum er pro tec tion  
and the subversion of public policy.

T o d ay ’s conference certa in ly  affords us an opportun ity  for m ak­
ing an exam ination  of the s ta tu s  of federal-state  cooperation on con­
sum er m atte rs , and the  ou tlook for th e  fu tu re. O ne good exam ple is 
th e  F P L A  and the  fine a ttitu d e  of cooperation and team w ork by  the  
th ree  agencies involved in th is  legislation.

Exchange of Personnel and Comprehensive Health Planning
Ju s t a few w ords abou t P ublic  L aw  89-749 w hich has been in 

effect since N ovem ber 3, 1966. T h is law  gives an oppo rtun ity  to  s ta te  
and local governm ents to  upgrade th e ir  program s, and by so doing, 
b e tte r  assure consum ers of safe food and drugs. Pm  ju s t go ing to  
ta lk  briefly about one provision of th is  im p ortan t piece of leg islation  
— and th a t is for the  exchange, or in terchange, if you will, of personnel 
betw een the  s ta tes  and the  federal governm ent. John  Sanders, w ho 
preceded me on th is panel, and w ho is T echnical A dvisor to  the Office 
of the  Com m issioner of the FD A , can give you first-hand in form ation 
on w h at the value of th is law  has m eant to  the  S ta te  of I llin o is ; for 
it w as he w ho w as loaned to  th a t s ta te  to  assist in im plem enting its 
new Food and D ru g  law. T h is in terchange of personnel appears to  be 
a real oppo rtun ity  for team w ork in m aking s tro n g er s ta te  o rgan iza­
tions. I am sure there  will be a g rea t deal m ore of th is in terchange 
in the fu ture.

T he op po rtun ity  for s ta te  officials to  cooperate m ore fully w ith 
th e ir cou n te rp arts  in the  federal governm ent in scheduling in du stry  
w orkshops a t the  local level should no t be overlooked w hen we are 
d iscussing w ays and m eans to  m ake for b e tte r teamwrork. W h a t 
b e tte r  w ay can we all w ork to g e th er in exem plifying the  “F o u r C’s” .
I could elaborate  on m any o ther exam ples of team w ork am ong those 
w ho are v ita lly  in terested  in consum er protection.

O f concern to  all of us in governm ent, and to  those ou tside, is 
the  duplication  of services provided by governm ent. W e m u st w ork
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hard  to  elim inate overlapp ing  and  duplication . W e should all co­
operate  w ith  our b ro th er agencies for team w ork th a t m ust include 
jo in t p lann ing— federal agencies p lann ing  w ith  the  sta tes  and the  
s ta tes  p lann ing  w ith  local govern ing  agencies.

W h a t can we, as s ta te  officials, really  do to  assist the  team  and 
m ake team w ork  really  w ork? W e can cooperate, com m unicate and 
collaborate in  the  fu llest m easure possible, by  really  m aking it a 
“ tw o-w ay s tre e t” , to the  end th a t we shall achieve the h ighest degree 
of consum er p ro tec tio n  under the  law s th a t we adm inister, w ith  a 
minimum of duplication and no unnecessary expenditure of our tax  dollars.

I w ould like to quote A lfred B arnard , of the  FD A . w ho sta ted  in 
a ta lk  he gave on June 17, 1968, a t Jackson, W yom in g :

W e are m oving aw ay from  the old concept th a t the responsibilities for 
consum er protection  should be split stric tly  on in te rsta te , in tras ta te  lines. W e 
are  seeking to move w ith the states m ore and m ore tow ard coordinated p ro ­
gram s designed to  u ltim ately  yield the m axim um  consum er protection  for the 
to ta l consum er tax  dollar, w hether a t the state  or at the Federal level.

As p a rt of this process, we are  developing and m anning  tra in ing  program s 
to  help s treng th en  capabilities at the state  level, both inspectional and lab ora­
to ry ; we are seeking to develop a s ta tu to ry  basis for financial support for state 
program s. W e are beginning to engage in the exchange of personnel betw een 
state  and  Federal offices, and rve are u rg ing  our D istric t D irec tors to  engage 
in continuing p lanning conferences w ith our state  level counterparts.

I th in k  th a t Mr. B arnard  h it the nail r ig h t on the  head, in se tting  
forth  our m utual objectives tow ard  team w ork in consum er protection. 
I sincerely hope th a t the p a rt concern ing financial support for sta te  
program s will becom e a reality  in the  near fu tu re. M any sta tes need 
help in th is  direction.

A t the  dedication of the new F D A  bu ild ing in W ash in g to n , D. C., 
S ecretary  G ardner said th a t “T he p ro tection  of the public calls for a 
vast collaborative effort. W e intend to play our part in that collaboration, 
and we are going to expect others to play their role. The stakes are high.”

T he sta tes  m ust live up to  th is  expectation , for only by a true  
federal-state  partn ersh ip  can the job be accom plished.

L et us continue on the road ahead, and by team w ork all along 
the  line, end up w ith  a w inn ing  team . By so doing, we m ay b rin g  
about such p ro tection  of the  consum er in th is  g rea t cou n try  of ours 
as we all, as consum ers, deserve.
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PMA’s Role ¡n Consumer Education
By SUE BOE

Mrs. Boe Is Consumer Information Specialist for 
the Pharmaceutical Manufacturers Association.

An y o n e  c o n n e c t e d  w i t h  t h e  p h a r m a c e u t i c a l
M A N U F A C T U R IN G  IN D U S T R Y , and m any connected with 

the governm ent, know  full well the g reat ex ten t of team w ork  between 
the tw o for the  protection of the consum er.

As a m a tte r of fact, there have been m any com m ents about the 
obvious lifelong partn ersh ip  betw een the P harm aceutical M anufac­
tu rers A ssociation (P M A ) and the Food and D ru g  A dm inistra tion  
(F D A )— the m arriage, if you will—and the)- have been couched (if 
you'll pardon the expression) in the various gradations of appraisal 
to which any m arriage is subject.

I t is obvious th a t PM A and FD A  share the sam e objectives— 
the preservation  and s tren g th en in g  of a system  which produces the 
best, the safest and the m ost effective drugs in the world. I t is also 
obvious th a t ne ith er can do the job of serv ing  tbe in terests  of the 
public alone, for the practical reason th a t the job is too enorm ous.

It is the responsib ility  of governm ent to oversee the operations 
and facilities of m anufactu rers of drugs so th a t they adhere to  of­
ficial stan dards and label th e ir products tru th fu lly , and, in general, 
to p reven t d ishonesty  and w rongdoing. B ut th is m ission cannot 
be fulfilled w ithou t the cooperation of industry , for the responsibility 
to m anufacture  com m odities and to  see th a t they  are of as high 
qu ality  as possible rem ains in the hands of private  citizens in th is 
country . A com m odity, m ade by a reliable m anufac tu rer who has 
identified him self w ith  his product, still possesses the m ost reliable 
gu aran tee  of quality  no m atte r how m any regu la to ry  rules are enacted.

Reliable m anufacturers have a long h isto ry  of vo lun tarily  in itia t­
ing programs which demonstrate their awareness of their responsibility 
for quality production.

W h a t is now  our PM A  Biological Section was founded in 1917 
to  w ork w ith  the  Public H ea lth  Service on the safe ty  and potency of 
biologies, and the Q uality  C ontrol Section w as estab lished in 1924.
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A ctually , a large p rop ortio n  of the efforts of m ost of the PM A  sec­
tions and the scientifically-trained m em bers of the staff is devoted 
to m atters  concerned w ith  the high quality  of pharm aceutical p rod­
ucts. T heir activ ities are deeply involved w ith  aspects of to ta l quality 
control which begin with the earliest steps in design of the drug , then 
proceed th rough  all the stages of formulation, preclinical screening 
and evaluation , clinical testing and evaluation, preparation and process­
ing of the new d ru g  application, pilot p lant production , purchasing 
of raw  m aterials, p repara tion  of prom otional m aterial, and finally 
production  and m ark etin g  of the finished drug.

PM A -sponsored sections have over the years w orked w ith FD A , 
the  U nited  S ta tes Pharm acopeia and the N ational F orm ulary  to 
estab lish  m ethods of analysis, tests  for pu rity , and d rug  standards. 
In  recen t years, s tan dards for p lastics used in various w ays w ith 
d rugs w ere draw n up under PM A  sponsorship. In  ano ther area, 
P M A  cosponsorship of the tissue reg istry  of the A rm ed Forces In ­
s titu te  of P athology , to ge ther w ith the N ational In s titu te s  of Flealth. 
the A m erican Medical A ssociation and the FD A , is evidence of our 
in terest in developing reliable pathological in form ation on alleged 
d rug  reactions. T o build b e tte r un derstan d in g  of problem s and needs 
w ith respect to d rug  safe ty  generally , PM A  sponsored the  D rug  
Safety Com m ission.

Current Programs and Projects
C urren t exam ples of th is type of indu stry  in itia tive are the 

w orkshops proposed to FD A  by PM A  and curren tly  being planned, 
to sm ooth out the operation of Investiga tional New D rug  and New 
Drug Application (N D A ) submissions. Additional workshops are being 
planned to  discuss the subm ission of ND A  supplem ents and adverse 
reaction reports.

Also, there  have been collaborative projects in which bo th  PM A 
and FD A  have partic ipated . O ne good exam ple are the sem inars on 
production  controls held bo th  in W isconsin and Pennsy lvan ia, planned 
by PM A  and FD A  and held under the auspices of the U n iversity  of 
W isconsin School of P harm acy . A nother exam ple are the P M A -F D A  
Conferences th a t w ere aim ed at increasing governm ent and industry  
actions to curb d ru g  abuse when th a t concern was still under FD A  
jurisdiction .
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PM A  m em ber com panies cooperate in helping F D A  tra in  its  
inspectors, too. As a w rite-up in the O ctober issue of F D A  Papers 
m entions, pa rt of the U niversity  of Rhode Island 's  basic course for 
F D A  inspectors is a visit to a large drug  plant. A m ajor m anufac­
tu re r  opens its en tire  p lan t for th is facet of the course so th a t the 
s tu den ts  can gain the  experience of practical application of th e .r  
academ ic studies.

In o ther w ays. too. PM A  has provided assistance to FD A . T o 
help F D A  form ulate its rules for Good M anufactu ring  P ractices 
PM A  supplies the in d u s try ’s own estab lished Princip les for T otal 
Control of Q uality . W hen the then-C om m issioner. G oddard, made 
an inform al request for in d u stry 's  view s on the factors involved in 
preclinical d rug  safe ty  testing , P M A ’s M edical and R esearch and 
D evelopm ent Sections undertook the project of estab lish ing  gu ide­
lines on the conceptual relation of studies in anim als to  stud ies in 
m an, and after m onths of careful w ork produced a scientific paper 
on the sub ject. In  like m anner. PM A  w orked carefully w ith rep­
resen ta tives of the N ational A cadem y of Science and F D A  in 
form u lating  the procedural guidelines for the D ru g  Efficacy Review 
S tudy required  by the 1962 Food and D rug  L aw  A m endm ents. PM A  
also supplied the outline of the expanded S um m ary and E valuation  
page to  be op tionally  subm itted  w ith  d rug  applications under the 
N ew  D rug  R egulations.

Such evidences of indu stry  in itiative and cooperation for the 
be tte rm en t of the public 's in terest abound. U n fo rtun ate ly , fulfilling 
responsib ility  isn’t enough today. T he public m ust know  you are 
doing so and un til last Jan u ary  the m anufac tu rers of eth ical d rug  
products had m ade little  coord inated effort to provide in form ation 
about th e ir activ ities and th e ir products to the u ltim ate  consumers.

T his w as based on a very  sound reason. I t had been considered 
necessary to  inform  only physicians and pharm acists of such m atters, 
because it w as recognized t h a t :

P rescrip tion  drugs are, in fact, medical treatment in product 
form, m ade available for physicians to use in the health care of 
patien ts. Such d rugs are every b it as m uch a m edical tool as is a 
scalpel— indeed in som e cases they  replace the scalpel because 
of their effective action.

T he m edical trea tm en t th a t p rescrip tion  drugs provide 
is only available to  the  patient when ordered by the  physician
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on the prescrip tion  th a t he w rites. O nly if the pa tien t is well 
enough, and the d rug  trea tm en t can be self-adm inistered , is the 
pa tien t allow ed to  purchase and adm inister the m edicine h im ­
self ; if the pa tien t is hospitalized, or the d rug  m ust be injected, 
som eone o ther than  the pa tien t procures and adm inisters the 
d rug  trea tm en t even as o ther form s of trea tm en t such as x-ray, 
surgery , or physicial th erap y  are adm inistered .
W hen these concepts are understood— th a t p rescrip tion  drugs 

are m edical trea tm en t and th a t the physician has no t only the 
responsib ility  b u t also an ob ligation to  the pa tien t to  determ ine and 
order, as precisely as possible, the  exact d rug  trea tm en t he w ishes 
the  pa tien t to have— it is obvious th a t the physician, not the consumer, 
rightfully makes the decisions about the choice of prescription drug 
products.

The Consumer's Right to Know
C onsum er in form ation to pa tien ts  has only been considered ad­

visable as it has becom e obvious th a t persons not educated in the 
practice of m edicine have not understood th is role of prescription 
drugs in the overall m edical m anagem ent of th e ir health , and have 
sough t to  m ake decisions which should righ tfu lly  rem ain the respon­
sib ility  of physicians.

Because we believe th is lack of un derstan d in g  could in itself 
produce health  problem s, and because it is the consumer’s money which 
u ltim ately  pays for the m edicine, w hether d irectly  at the  retail 
pharm acy  or ind irectly  th ro ug h  taxation  w hen drugs are provided 
by governm ental program s, the pharm aceu tical in du stry  has taken 
the s tan d  th a t consum ers are en titled  to  w hatever in form ation will 
assure  them  th a t they  are g e ttin g  the best possible p roducts at the 
low est possible prices.

P a r t of th e ir  assurance, of course, m ust resu lt from  the con­
sum er’s confidence in the  ju dg m en t of his physician and the  in teg rity  
of his pharm acist. B u t assurance will also resu lt, we believe, from  
the  consum er’s added know ledge about how pharm aceu tical products 
are discovered, developed, tested , produced and d istribu ted .

I t  was to  th is  end th a t a p rog ram  of C onsum er In fo rm ation  was 
inaugurated  last Jan u a ry  by  the  PM A . I t ’s p rim ary  goals are to  
provide these facts abou t the industry , as well as facts about the
TEAMWORK FOR CONSUMER PROTECTION PAGE 101



proper role of the consum er, as a patien t, in his re lationsh ip  to  his 
physician  and his pharm acist, and facts abou t the  proper handling  
and  use of prescrip tion  drugs.

T w o pieces of p rin ted  m ateria l d irected  to  the  consum er have 
been produced so far. One is a folder, on w hich is p rin ted  a le tte r 
th a t explains the purpose of consum er in form ation about drugs. T h is 
folder is used to  hold w hatever asso rtm en t of indu stry  publications 
are sen t to  a consum er.

T he second is a pam phlet, ju s t off the press, called “T he M edi­
cines Y our D octo r P rescribes— F acts  F o r C onsum ers." Included are 
such suggested  safeguards and guidelines as :

" I f  you go to  m ore than  one physician, be sure each one know s 
about all d rugs you are tak in g .”

“ Be sure to  tell your physician if you don’t have a p rescrip tion  
filled, or if you don 't use the m edicine after you buy it .”

“Do no t ask a pharm acist to  refill a p rescrip tion  against your 
physic ian’s o rd ers .”

"D o not share your m edicine w ith  som eone else, and do no t take 
m edicine prescribed for ano th er person .’’

“W hen  you travel, take a copy of your p rescrip tion  w ith you .”
(In  the pam phlet, these guidelines are am plified w ith ju stify ing  

explanations ).
A t least one additional pamphlet, containing questions and answers 

about various aspects of the  research , m anufac tu ring  and d is trib u ­
tion  of pharm aceu tical drugs, is still to  be produced. O ther m aterials 
now  available include tw o slide presen ta tions, one about the industry  
and one about the  problem s related  to  d rug  abuse. Also, several 
speeches have been prepared for p resen ta tion  to  consumer audiences.

All of these consum er m ateria ls have been designed to supple­
m ent, no t duplicate, the in form ation a lready available about p rescrip ­
tion drugs from  o ther sources. F or instance, the  Council on F am ily  
H ealth , estab lished by many of our member firms, provides informa­
tion  to  prom ote safe ty  in the home, so we lim it our activ ity  in th a t 
field. Sim ilarly , the FD A  provides in form ation about federal regula­
tions estab lished to  insure consum er protection , so our efforts in th a t 
area also are lim ited.
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Teamwork for Consumer Protection
B ut the team w ork th a t exists betw een these represen ta tives of 

bo th  governm ent and in du stry  in th is effort of consum er protection 
is abundan tly  evident. One exam ple is the new k it of m aterials 
issued by the  Council on F am ily  H ea lth  entitled , “Safety M easures 
are L iv ing T reasu res .” T his was developed w ith  the cooperation 
of w hat was then  called the In ju ry  Control P rogram  of the U nited  
S tates Public H ealth  Service.

A nother exam ple is the cooperation betw een F D A 's consum er 
specialists, both at the national and the regional level, and P M A ’s 
consum er in form ation specialists. I w as invited to partic ipate  in a 
national m eeting  of these F D A  d istric t specialists, and since th a t 
tim e have been called upon, by them , to  be a program  partic ipan t in 
various regional F D A  C onsum er C onferences. T he  m ost recen t of 
these was a Conference on the U se and M isuse of D rugs in K ansas 
City, w here I w as asked to  deliver the  keynote address. Also, at 
th e ir  invitation , P M A -prin ted  m ateria ls w ere provided free of charge 
for d istribu tion  to  attendees a t each of these conferences.

In tu rn , we have inform ed o ther audiences to  w hich we have 
spoken of various m aterials available from  F D A ; F D A  rep resen ta ­
tives are frequent speakers a t PM A  m eetings, and PM A  m em ber 
companies have made good use of the FD A  film, “No Margin For E rro r.”

This type of teamwork is not only logical and necessary from a 
functional standpo in t, bu t serves ano ther im p ortan t purpose as well. 
I t dem onstra tes to  the  public th a t each such partic ipan t recognizes 
the credib ility  and im portance of the factual con tribu tion  th a t is 
m ade by the o ther partic ipan t, and th a t team w ork betw een in du stry  
and governm ent does indeed exist. In such a fram ew ork, the o ther 
evidences of governm ent and in du stry  team w ork for consum er p ro­
tection  th a t I m entioned earlier can be called to  atten tion .

A fter all, in th is age of consum er paranoia, consum er confidence 
needs all the reinforcem ent th a t can be provided— particu larly  in 
som eth ing as vital as the  drugs which may mean life or death.

As we said earlier, doing a good job is only half of the  answ er. 
In su rin g  public aw areness of it is the  o ther half— and our C onsum er 
Info rm ation  program  hopes to  help provide th a t aw areness. W e hope 
FD A  will be part of the  team  in th is effort, too. [T h e  E nd ]
TEAMWORK FOR CONSUMER PROTECTION PAGE 1 03



Has the Pendulum 
Swung Too Far?

By VINCENT A. KLEINFELD
The Following Article W as Presented at the Research 
and Scientific Development Conference, the Proprietary 
Association, in New York City on December 5, 1968. Mr.
Kleinfeld Is a Member of the District of Columbia Bar.

IT  T O O K  F IV E  Y E A R S  to effect passage of the F ederal Food.
D rug  and Cosm etic A ct in 1938. As is alw ays the case w hen social 

and econom ic legislation is sough t, there  w as b itte r  opposition bo th  
from  those w ho w an ted  no fu rth er con trols and those w ho really  
w anted licensing and sough t to  p u t in du stry  in a s tra itjacket. In  
betw een, there  were m any in indu stry  as well as in the  Food and 
D rug  A dm inistra tion  (F D A ) w ho realized th a t there  w ere serious 
defects in the 1906 Act w hich had to  be rem edied, and th a t a stron ger 
law  w ould inure no t only to  the  benefit of the consum ing public bu t 
also to  the reputab le  m anufactu rers in the food and d rug  industries 
w ho w ished to  m arket safe and effective products b u t felt th a t a 
com plete shack ling  of in du stry  w as no t required.

T hose in in du stry  who had th is real vision realized th a t, ju s t as 
in G resham 's L aw  bad m oney drives out good, unscrupu lous com ­
petition  by those w ho m arketed  debased products w ith  deceptive 
represen ta tion s w ould tend  to force o thers in to the  sam e category. 
A gain, as in the  case of o ther social and econom ic legislation, a series 
of com prom ises had to  be m ade, and some of the groups w hich had 
sough t unnecessarily  restric tive  legislation th rew  up th e ir hands 
in ho rro r and declared th a t the 1938 A ct w as w orse than  none a t all. 
T h is w as m ost unrealistic.

New Provisions of the 1938 Act
T he F ederal Food, D ru g  and Cosm etic A ct of 1938 w as far 

stron ger th an  the  1906 law  and w as a long step  forw ard in conveying 
g rea te r p ro tection  to  the  public. M ost of the loopholes in the  earlie r
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sta tu te  w ere plugged. T here  w ere provisions for factory inspection 
and for con trol of therapeu tic  devices and cosm etics. T he definition 
of “d ru g ” was expanded to include a g rea t varie ty  of p roducts, includ­
ing obesity  rem edies. D rugs w ere declared to  be m isbranded if their 
labeling w as false or m isleading in any particu lar. T he labeling of 
drugs w as required  to contain adequate  w arn ings and directions for 
use. A d rug  w ould be m isbranded, even if its labeling contained 
true  and accurate represen ta tions, if m aterial facts w ere no t disclosed 
or a m isleading im pression w as conveyed.

T he “d istinctive nam e” w eakness was rem oved, and the FD A  
was au thorized  to  issue regula tions, hav ing  the force and effect of 
law, defining and stan dard iz ing  food products. D ue largely to  the 
sale of a d rug  product w ith  an un tested  solvent which had killed 
over 100 persons, a provision w as inserted  in the A ct (a m ost unusual 
one because it was a real step  forw ard  tow ard  licensing) requiring  
th a t new drugs could not be m arketed  in in te rs ta te  com m erce unless 
th e ir safe ty  had first been estab lished  to  the satisfaction  of the  FD A . 
(A s a pacify ing gestu re  tow ards those who would have flinched at 
the use of the ugly w ord “approve,” the new d rug  section provided for 
the governm ent's  pe rm ittin g  a New D ru g  A pplication (N D A ) to 
“becom e effective.” ) P enalties for violations were increased, and the 
governm ent could now obtain in junctions as well as m ake m ultiple 
seizures under specified conditions.

T he A ct w as no t designed, how ever, to create unnecessary re­
stric tions on leg itim ate  industry . P roponen ts of the s ta tu te  stated  
th a t “ it should operate  in the in terest of all honest m anu fac tu re rs” 
and th a t “ it m ust im pose on honest industria l en terp rise  no hardsh ip  
w hich is unnecessary  or unjustified in the public in te res t.”

T here  is app aren tly  a basic law of na tu re  th a t no federal agency 
is satisfied w ith the  s ta tu te  it is adm in istering  and inevitably  finds 
a com pelling need for additional leg islation g ran tin g  fu rther au th o r­
ity  to  it. No rational person can dispu te th a t the Federal Food, D rug  
and Cosm etic A ct of 1938 w as far-reach ing  and pow erful. N everthe­
less, no t long after its passage, m any am endm ents w ere sough t and 
som e w ere passed. F inally , the thalidom ide tragedy  gave the govern­
m ent w hat it had long desired— the o p po rtun ity  to  overhaul the 
1938 A ct in m any particulars.

I t  is to  be no ted  th a t a good deal of w hat w as m ade a part of 
the D ru g  A m endm ents of 1962 had already been, or could have been, 
accom plished. T hu s, p rio r to  1962, an N D A  for an ineffective drug  
offered for a serious condition w as no t perm itted  to  becom e effective
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by the  F D A  and Congress had been inform ed of th is position. F u r ­
ther, w ith  respect to an ineffective new d rug  offered for a m inor con­
dition, an adm onition  by the governm ent th a t the application was 
being perm itted  to becom e effective b u t th a t the  claim s on behalf of 
the product w ere, in the  opinion of the governm ent, false or m is­
leading, w ould have taken care of m ost of these situations. In  add i­
tion , regu la to ry  action  predicated  on Section 502(a) of the A ct w as 
alw ays available to  the governm ent. People have forgotten , also, th a t 
the Investiga tional N ew  D rug  ( IN D ) regu lations w ere issued p u r­
su an t to  the  au th o rity  possessed by the  F D A  under the 1938 Act.

N evertheless, the D rug  A m endm ents of 1962 w ere a real leap 
forw ard in g ran tin g  add itional au th o rity  to the  F D A  and constitu ted  
one m ore stride  tow ards licensing. T he d ru g  adu ltera tion  section of 
the law’ w as am ended so as to  provide th a t a d rug  w ould be deem ed 
to be adu lte ra ted  unless its m anufacture  w as “in conform ity w ith  
cu rren t good m anu fac tu ring  p ractice.” T he  m anufac tu rer of a new 
d rug  w as now  specifically required  to  prove th a t his p roduct was 
effective as well as safe. T he holders of approved N D A s w ere di­
rected  to  m ain tain  records and m ake repo rts  of p ertinen t da ta  to  the 
Secretary. B atches of every an tib io tic  w ere required to  ob tain  ce rti­
fication, release or exem ption, and th e ir m anufacturers w ere also 
required  to keep records and m ake reports. A t long last, ju risd ic tion  
over prescrip tion  d rug  advertising  w as vested in the F D A , and a 
requirem ent w as m ade th a t these advertisem ents contain a “brief 
sum m ary re la tin g  to side effects, con traindications, and effective­
ness.” T he governm ent was given vastly  increased factory inspection 
au th o rity  w ith  regard  to  prescrip tion  drugs. C onsulting  laboratories 
were m ade sub ject to  inspection. All producers of drugs, including 
those engaged only in in tra s ta te  com m erce, w ere directed to  reg ister 
w ith  the F D A  and w ere m ade sub jec t to inspection a t least once 
every  tw o years.

Aggrandizement of the Law
T o those un in itia ted  in the food and d rug  area and w ho had 

never been com pelled to  try  to  find th e ir w ay th ro ug h  the labyrin th  
of adm in istra tive  and judicial construction  of the F ederal Food, D ru g  
and  Cosm etic A ct, it appeared th a t the  F D A  w ould be satisfied w ith  
the vast add itional au th o rity  g ran ted  to it by the 1962 am endm ents. 
T hese  neophytes m igh t well have th o u g h t th a t since, due to  th a lid o ­
mide, the  F D A  had been pu t in the position w here p ractically  an y ­
th in g  it w ished from  Congress w ould have been g ran ted , and perhaps 
because the extensive au th o rity  g ran ted  by Congress w ould need
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d igesting  before m ore au th o rity  w as sought, a t least som e period ot 
tim e w ould elapse before a ttem p ts  w ere m ade to  em ploy the  fam iliar 
process of adm in istra tive  and judicial agg rand izem en t of the  law. 
As w ould have been predicted  by those forlorn persons w ho are the 
in itia ted , th is  w as no t to  come to  pass.

N o th ing  is clearer, for exam ple, th an  th a t C ongress has never 
sou gh t to  do aw ay w ith , or create unnecessary  restric tions upon, the 
righ t of a person to tre a t him self for m inor ailm ents. I t  was specifi­
cally po in ted  ou t in the  legislative h isto ry  of the 1938 A ct, for exam ­
ple, th a t C ongress did no t w ish “ to restric t in any w ay the  avail­
ab ility  of d rugs for self-m edication. O n the  con trary , it is in tended 
to  m ake self-m edication safer and m ore effective.” T he then  Chief 
of the F D A  referred  to  “ the in te lligen t and safe use of d rugs for self- 
m edication .” D espite these specific sta tem en ts , revealing  the con­
gressional in ten t no t to  ham per the  r ig h t of an individual to  obtain 
m edication for him self, and the refusal by C ongress in 1951, in the 
D u rh am -H um ph rey  A m endm ent to  the A ct,1 to accept unnecessary  
restric tio ns on the  rig h t of self-m edication, the governm ent con­
sisten tly  m ade the exercise of th is righ t difficult.

T he passage of the  D ru g  A m endm ents of 1962 appeared to  spur, 
ra th e r than  halt, the  con tinu ing  desire of som e in the  governm ent 
to  re stric t self-m edication. I t  is now im possible for one to  tell, w ith  
any degree of certa in ty , w hen som e official will suddenly resum e the  
ploy th a t, since the  average person cannot tell w ith  ce rta in ty  w hether 
his “m inor” pain is caused by a rth ritis , or his stom achache by acid 
indigestion , or his headache by some digestive upset or over-indul­
gence in liquor or something equally delightful, or his nasal congestion 
by sinus difficulty, any product re ferrin g  to  these conditions should 
be m arketed  only on a prescrip tion  basis since it “ is no t safe for 
use except under the superv ision” of a physician because of its 
“po ten tia lity  for harm ful effect, or the m ethod of its use, or the 
collateral m easures necessary to  its use .”

I do no t see how we can leave these determ inations solely to 
the personal predilections of som e doctor in the  F D A  or to  a change 
in the  m edical th in k in g  of som e adm in istra tive  or enforcem ent offi­
cial of the  A gency. O f course, the  average person cannot know  w ith  
positive assurance th a t his m inor ache is caused by a rth ritis  or b u r­
sitis or som e sprain  or stra in , or his digestive upset by excess acid,

1 See B rennan, “T he R ight to  Self- icy,” 23 F ood  D r u g  C o s m e t i c  L a w  
M edication—A Continuing Conflict Be- J o u r n a l  487 (O cto ber 1968). 
tween C ongressional and A gency Pol-
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or th a t he is harbo ring  pimvorms or roundworms. B u t w ould th is 
be sufficient reason for declaring  th a t aspirin , one of the m ost rem ark ­
able as well as the  m ost w idely used of all drugs, m ay no t be so d 
over-the-coun ter for m inor a rth ritic  pains, or th a t b icarbonate  of 
soda m ay no t be m arketed  for gastric  hyperacid ity , or th a t an efife:- 
tive product for pinw orm s and roundw orm s m ay no t be prom oted 
for those conditions?

N evertheless, every once in a while an am bitious or doctrina ire  
official will suddenly decide th a t som e pain or ache m ay possibly ;e  
caused by a grievous disease, that the person affected may be kept aw iy 
from his physician by an over-the-counter (O T C ) medication “until it :s 
too late,” and that the drug may therefore “indirectly cause his death.” 
Y et, as po in ted  ou t by one of our leading pharm acologists a few 
years ago, “ M ost com m on sym ptom s of com plain t are no t associate 1 
w ith  serious disease and the availab ility  of a num ber of effective 
home rem edies affords patien ts a m eans of easily and cheaply a tta in ­
ing relief.” B ut if the con tinu ing  and underly ing  philosophy of 
some in the  governm ent is u ltim ately  accepted, p ractically  every 
O TC  product on the  m arket w ould have to be sw itched to  sale on a 
prescrip tion  basis, regardless of the trem endous expense to  the  public 
and the alm ost desperate sho rtage of physicians in m any areas of 
the country .

The ‘ ‘Grandfather Clause”
In  the 1962 am endm ents, one appetiz ing  bone w as th row n, or 

apparently th row n, to  those engaged in the  drug  industry . Provisic* 
w as m ade in the am endm ents to  the  effect th a t w ith  regard  to  e 
drug  w hich, on O ctober 9, 1962, was com m ercially used or sold :r 
the  U nited  S ta tes (litigation  m ay be necessary before we know  the 
full m eaning of “com m ercially used”), was not a new  drug , and was 
no t covered by an effective N D A , the  new criterion  of effectiveness 
w ould no t apply to  such d rug  "w hen in tended solely for use under 
conditions prescribed, recom m ended, or suggested  in labeling  w ith  
respect to  such d ru g ” on th a t day.

L et us consider th is  “g ran d fa th er clause.” A reasonable in te r­
p re ta tion  of the provision w ould have been th a t it gave pro tection  to  
a pre-1962 d rug  w hich had never been a new  d rug  or had once been 
a new  d rug  bu t becam e an old one because it had becom e generally  
recognized as safe. T he position was prom ptly  taken by the g o v ern ­
m ent, how ever, th a t the  g ran d fa th er um brella did no t cover any  d ru g  
w hich had been a new  drug  at one tim e in the  past. C erta in ly  
it w ould seem peculiar th a t Congress in tended th a t a d ru g  w hich a:
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least had been determ ined to  be generally  recognized as safe (in 
m any instances by the F D A  itself) should be given less protection 
than  a p roduct w hich had never been scru tin ized  in any connection 
by the governm ent.

But since th is problem  has no t been definitively resolved by the 
courts, let us consider a d rug  w hich w as generally  recognized as safe 
and had been marketed without the submission of an NDA. The FDA 
has taken an ex trem ely  lim ited view point w ith respect to  such a 
drug. A pparen tly  even the nse of an additional w arn ing  or caution 
s ta tem en t m ay cause the g ran d fa th er p ro tection  to  be lost. I t  would 
not surprise me if the governm ent were to  take the position (an 
erroneous one in m y opinion) th a t a d rug  which had been m arketed  
on an O T C  basis for m any years, bu t which the F D A  now dem anded 
be sold on a prescrip tion  basis, w ould be transform ed into a new 
drug since the “labeling with respect to such drug" had been changed.

An exam ple of the restric tive  construction  of the g rand fa ther 
clause taken by the governm ent is the Allan case,- decided by a high 
court in 1966. In th a t case, a d rug  was condem ned as m isbranded 
on the g round  th a t false and m islead ing therapeutic  claim s had been 
m ade for it. P u rsu an t to  the 1938 Act, the condem ned product was 
re tu rned  to  the c laim ant to  be b rou gh t in to com pliance under the 
supervision of the FD A . T he governm ent urged, how ever, th a t be­
cause the  product had to  be re-labeled in order to reduce the repre­
sentations for the purpose of b rin g in g  it in to  conform ity w ith the law, 
it now becam e a “new d ru g ” requ iring  the subm ission of an NDA. 
T he court upheld the governm ent’s con ten tion , declaring th a t the 
relabeling  did cause the  d ru g  to  lose the  protection  of the “g ran d ­
fa ther clause,” n o tw ith s tan d in g  th a t the claim s m ade on behalf of 
the d rug  w ere lessened in the revised labeling, since the revision did 
not contain the exact representations concerning the drug's use as did 
its labeling on O ctober 9. 1962.

All of us are probably fam iliar w ith the policy s ta tem en ts  w ith 
regard  to  new drugs and new d rug  s ta tu s  opinions w hich appeared 
in the Federal Rc(/istcr'i * on M ay 28 of th is year. T he fundam ental 
change m ade in these s ta tem en ts  w as th a t all opinions previously 
given by the  F D A  th a t an article  is “ not a new d ru g ” or is “no

-U nited  States v. Allan Drug Cor- (CA-10 1966, rev’g  D C  C olo); cert. 
poration, CCH  F ood D r u g  C o s m e t i c  denied, 385 U. S. 899 (1966).
L a w  Reports If 80,123, 357 F. 2d 713 3 CCH Food D r u g  Cosmetic L a w  Re­

ports H 40.294, 33 Fed. Reg. 7758.
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longer a  new  d ru g ” are revoked. T he sta tem en ts fu rth er provide 
that any drug “introduced through the new -drug  procedures or m ar­
keted  w ith ou t new -drug c learance” m ay be “ listed” as no t now re ­
qu iring  an approved N D A  “w hen it is determ ined by th e  C om m is­
sioner th a t such drug , adequately  identified and m eeting  app ropria te  
standards, is generally  recognized by qualified experts as safe and 
effective for use un der the conditions prescribed, recom m ended, or 
suggested  in its labeling and th a t it has been used to  a m aterial 
ex ten t and for a m aterial tim e under such conditions.”

In  m y opinion, the  sm all m anufactu rer should move m ore w arily  
before accep ting  th is  “g if t” than  did the  T ro jan s  w hen they  accepted 
th e  w ooden horse left before th e ir gates by the Greeks. C assandra 
w arned  the  T ro jan s  th a t the horse would resu lt in th e ir doom  and, 
as we know , it did. for inside w ere Greek w arrio rs. A ccepting th is 
beneficence w ould be alm ost as fan tastic  a step  as w ritin g  to  the  
governm ent and ask ing  w hether a product is a new drug. C ertain ly  
the w rite r of such an u n fo rtuna te  le tte r, if he is experienced, should 
be required  to  undergo  psychiatric  exam ination  unless he personally  
w as convinced th a t the product w as a new drug. As a practical 
m atter, it m ay well be tru e  th a t any drug , old as it m ay be and a l­
though  it never w as considered to  be a new drug, is in a parlous 
position if new  data  disclose th a t it is no t effective. Sections 502(a) 
and 201 (n) are alw ays po ten t w eapons in the arm am entarium  of the 
FD A . Still, a d rug  w hich has g ran d fa th er p ro tection  should be 
guarded  zealously. T he fundam ental cautions to  be taken in th is  
connection a re : (1) no t to  m ake any changes, beneficial though  
they may be to the m anufacturer or to  the public, in the drug’s formu'a- 
tion  or labe ling : (2) no t to ask silly questions of the  governm ent 
about the  d rug  or its s ta tu s  : and (.1) to  assem ble as m uch da ta  as 
possible as to  its effectiveness. F u rth e r  investigational w ork  m ay be 
perform ed w ith ou t filing an IN D , since the product is being legallv 
shipped in in te rs ta te  com m erce. In  addition , a m anu fac tu rer of an 
O T C  w hich the F D A  now  seeks to place in a p rescrip tion  category  
should contem plate the possible loss of g rand fa ther protection.

The Instability of Definition
I t  is to  be borne in m ind, also, in connection w ith  the adm inis­

tra tiv e  pronouncem ents on past new  d rug  s ta tu s  opinions, th a t even 
the  F D A  should no t be able to  am end the definition of a new  drug. 
If a m anufactu rer is convinced th a t his product, w hich has been on 
the  m arket for a considerable period of tim e and w ith ou t h ind rance
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from the FD A , is in fact safe and effective and generally  recognized 
as safe and effective by qualified experts, the  d rug  is to  be treasured  
and placed in a bank vau lt, perhaps in a num bered account in S w itz­
erland , w ith  explosives su rro un d in g  it, in order to  p ro tect it from 
governm ent m arauders.

I t  is probably  unsophisticated , how ever, to say th a t the  FD A  
can not, w ith  the eager assistance of the courts, revise the s ta tu to ry  
definitions. In  a recent case4 a high cou rt held th a t products which 
clearly  appeared to be th erap eu tic  devices, and th us outside of the 
definition of a "d ru g .” w ere drugs and could therefore be new drugs. 
T he m anufac tu rer or d is trib u to r of m any products which he form erly 
believed to  be devices, therefore, m ight well study  the g rand fa ther 
clause and w hat he m ight do to  gain and re ta in  such protection  as it 
conveys.

W h a t are the reasons for these new policy sta tem en ts dealing 
w ith “ new -drug s ta tu s  op in ions” and prov id ing  for the  " lis tin g ” of 
“any  d ru g  in troduced th ro ug h  the new -d rug  procedures or m arketed 
without new-drug clearance” ? Basically, of course, the F D A  seeks 
to  re ta in  control, w hich v irtua lly  am ounts to  licensing, of a host of 
d rugs and to  add a m ultitude of drugs, past, present, and future, 
which were not, are not, and should not be, subject to new-drug controls.

F u rth er, the F D A  took the position, shortly  after the passage of 
the 1962 am endm ents, th a t “m e-too” drugs, w hich w ere v irtually  
identical w ith  products which had once been bu t were no longer new 
drugs, might be marketed without the submission of NDAs although 
th e ir fate w as bound to  the fate of the drugs they  im itated . The 
haw ks in the  A gency m ay now  reg re t th is  reasonable point of view.

In addition , it has probably occurred to  these sam e predato rs 
th a t, from th e ir view poin t, they m ay have inadverten tly  created  a 
problem  by the use of the N ational R esearch Council (X R C ) com m it­
tees to  pass on the efficacy of pre-1962 new drugs. L et us consider a 
product, for exam ple, w hich ob tained new  d rug  clearance as to  
safety from  the F D A  in 1954. In  1969, a com m ittee of learned experts 
created  by the  prestig ious N R C  determ ines th a t the  product is effec­
tive for the  conditions for which it is m arketed . If the new drug  
section in the  A ct is still on the books, as it is, the product is no 
longer a new  d ru g  w hen m arketed  under sub stan tia lly  the sam e label­
ing since it is generally  recognized, by qualified experts, as safe and

* A M P , Inc. v. Gardner, CCH F ood feld, “Surgical Implants—Drugs or De- 
D r u g  C o s m e t i c  L a w  R e p o r t s  fl 80,192, vices and N ew  Device L egislation ,” 23 
CA-2 1968, aff’g DC N Y ; cert, denied, F ood D r u g  C o s m e t i c  L a w  J o u r n a l  510 
U. S. Sup. Ct. 1968. See also K lein- (O ctober 1968).
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effective for use under the conditions set forth  in its labeling a id  
has been used to a m aterial ex ten t and for a m aterial tim e ur_:er 
such conditions. T his w ould m ean, of course, th a t any m anufacturer 
m ay now com m ence m ark etin g  the product w ith ou t any  necessity  
for su b m ittin g  an N D A  or seeking any so-called “ listing ." Of course, 
as w ith  any drug , good m anu fac tu ring  practices would have to  be 
adhered to.

An in trigu in g  and unresolved problem  is p resented  by a rep crt 
of effectiveness by an NRC committee predicated on a labeling charge. 
T he F D A  m ay take the position th a t any labeling change causes : le 
p roduct to  becom e a new d ru g  even though  it is abundan tly  clear 
th a t the d rug  is safe and effective and generally  so recognized. I 
criticize the governm ent for th is construction  of the law, based in 
part on an un fo rtuna te  and poorly-reasoned decision of a court of 
appeals. F o r on the basis of such a position, no m anufactu rer of any 
drug, old or new, O T C  or prescrip tion , covered or not covered by an 
N D A , m ay safely m ake any change in labeling, even to reduce tke 
scope of the  represen ta tions m ade for the product or to add a w arnii g 
or caution sta tem en t. I cannot fault the m anufacturer who, u n d ;r  
these circum stances, is hesitan t to  m ake the change. In m y opinicn 
such a position by the governm ent is extrem e, uncalled for by the 
Act and is bo ttom ed on the desire to prevent any product from  ~t- 
m oving itself from  new d rug  controls.

I will advert, briefly to the  situation  created by a report by o re  
of the N R C C om m ittees th a t a pre-1962 new  d rug  is “ ineffective.” f t  
will be very difficult to defend a move by the FD A  to force the product 
off the m arket. N evertheless, the com pany involved has a legal righ t 
to  a hearing  and its day in court— the righ t to  cross-exam ine the m em ­
bers of the  com m ittee ; constitu tional due process is not satisfied, in 
m y opinion, by the m ere use of the w ord “ ineffective.”

Further Legislation Unnecessary
In  my opinion, the pendulum has swung too far toward admin 

tra tive  aggrandizem ent, w ith  judicial acquiescence, of the au th o riiy  
g ran ted  by Congress. If consum er protection  is our sole objective, 
we will u ltim ately  have licensing, censorship of all prom otional m a­
terial, testing of all drugs by the government, and perhaps nationalizatio 1 
of the drug industry. Current strong and potent law offers compre­
hensive pro tection  to the public. F u rth e r  legislation is unnecessa- /  
and will only resu lt in delays, fru stra tion s and an inord inate increase 
in the  price of drugs, generic or trade-m arked. [T he  E n d ]
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