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REPORTS
T O  T H E  R E A D E R

1968 F D L I - F D A  C onference— A d d i
tio n a l p a p e rs  p re se n te d  a t  th e  T w e lf th  
A n n u a l J o in t  E d u c a tio n a l C o n fe ren ce  
of th e  F o o d  a n d  D ru g  L a w  In s t i tu te ,  
In c . an d  th e  F o o d  an d  D ru g  A d m in is 
tr a t io n  a re  in c lu d ed  in  th is  is su e  o f th e  
J o u r n a l . S om e of th e  p a p e rs  p re 
se n te d  a t th e  C o n fe re n c e  w e re  p u b 
lish ed  in  th e  D e cem b er, 1968 issue , a n d  
o th e r s  w ill a p p e a r  in  th e  F e b ru a ry  
issue.

N athan ie l L . G eary, in “ S e lf -C e r ti
fication of Foods,” beginning on page 4, 
ev a lu a te s , fro m  th e  A g e n c y  p o in t of 
v iew , th e  p ilo t p ro g ra m s  fo r self- 
c e rtif ic a tio n  th ro u g h  w h ich  th e  F D A  
h as  w o rk e d  w ith  th e  G en e ra l F o o d s  
C o rp o ra tio n  a n d  th e  G re e n  G ia n t C om 
pan y . M r. G ea ry  is S p ec ia l A ss is ta n t 
to  th e  D ire c to r  fo r Q u a lity  A ssu ra n c e , 
B u re a u  of V o lu n ta ry  C o m p lian ce  of 
th e  F D A .

N ew  J e r s e y ’s C o m m iss io n e r o f th e  
D epartm en t of H ea lth , R oscoe P . K and le , 
d e sc r ib e s  th a t  S ta te ’s S in g le  S e rv ice  
S y s te m  fo r  a d v a n c in g  G M P s  in  h is 
a rtic le , “A p p lic a tio n  of C u rre n t G ood  
M an u fac tu rin g  P rac tices ,” beginning on 
p ag e  9. U n d e r  th is  sy s te m  fe d e ra l an d  
s ta te  a g e n ts  h av e  b een  g iv en , b y  re 
c ip ro ca l co m m iss io n in g , ro le s  a llo w in g  
im m e d ia c y  in  a c tio n  n o t  p o ss ib le  in 
a re a s  w h e re  in d e p e n d e n t su rv e illan ce  
is th e  ru le .

I n  h is a r t ic le  “ G M P s— A n  In d u s try  
P o in t o f  V iew ,” b e g in n in g  o n  p a g e  14, 
Irw in  S . S h a p e  q u e s tio n s  w h e th e r  a 
sing le  definition of Good M anufactu ring  
P ra c t ic e s  c a n  be  m e a n in g fu lly  ap p lied  
to  in d u s try ’s m u ltifa r io u s  p ro d u c tiv e  
sy s tem . M r. S h u p e  is th e  D ire c to r  of 
Q u a lity  C o n tro l fo r  th e  W in th ro p  
L a b o ra to r ie s .

“ T h e  F a ir  P a c k a g in g  an d  L a b e lin g  
A ct— Som e U nansw ered  Q uestions T w o

Y e a rs  A fte r  E n a c tm e n t ,” is an  e x a m i
n a tio n  o f th e  w e a k n e sse s  of th e  m a n 
d a to ry  and v o lun ta ry  ru les of a p ro g ram  
d e s ig n e d  to  “ en ab le  c o n su m e rs  to  m ak e  
ra tio n a l com parisons of com peting p ro d 
u c ts ” in  a  fa ir  m a rk e t. E d w a rd  H . 
D unkelberger, Jr., th e  a u th o r , is a s s o 
c ia ted  w ith  C o v in g to n  an d  B u rlin g , 
W ash ing ton , D . C. a tto rneys. T he  artic le  
b eg in s  o n  p a g e  17.

A n  optim istic  view  of in d ustry -govern 
m e n t-c o n su m e r  ra p p o r t , b a sed  on  in 
d u s try - fo s te re d  “ C o n su m e r D ia lo g u e ” 
an d  g o v e rn m e n t- fo s te re d  se lf-ce r tif ic a 
tio n  p ro g ra m  is re flec ted  in  Theodore  
R . G amble’s  a rtic le , “ T e a m w o rk  fo r 
C o n su m e r P ro te c tio n ,” b e g in n in g  on  
page 37. M r. G am ble is C hairm an  of 
th e  B oard  of P e t Incorporated .

M ilan  D . S m ith ,  E xecu tive  V ice P re s i
d e n t o f th e  N a tio n a l C a n n e rs  A sso c i
a tio n , co n fin es h is rev iew  of self- 
reg u la to ry  advances tow ard  quality  a s su r
an ce  to  th e  c a n n in g  in d u s try , in 
“ Q u a lity  A ssu ra n c e  T h ro u g h  S e lf -C e r
tification ,” beginning on page 46.

H a ro ld  A . G olle, in “S ta tu s , S e lf-C er
tif ic a tio n  P ro g r a m ,” w h ich  b eg in s  on  
p a g e  S3, a n a ly z e s  th e  a c h ie v e m e n ts  o f 
the pilot self-certification  p rog ram  know n 
as the D over A greem ent, en tered  in to  
by the  F D A  and  G F C  in Septem ber, 
1967. M r. G olle  is th e  D ire c to r  o f 
Q uality  A ssurance  of the G eneral Foods 
C orporation .

Theodore E . B yers , au th o r of “F a ir  
P a c k a g in g  an d  L a b e lin g  A c t,” w h ich  
b e g in s  o n  p ag e  60, s ta te s  th a t  th e  v e ry  
h e a r t  o f th e  F P L A  is “ th e  d e c la ra tio n  
of c o n te n ts .” M r. B y e rs , w h o  is  th e  
D irec to r of the D ivision of C ase G uid
ance, B ureau  of R egu la to ry  C om pliance 
of th e  F o o d  a n d  D ru g  A d m in is tra tio n , 
re -e m p h a s iz e s  th e  s tip u la tio n s  o f th e  
d e c la ra tio n .
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Self-Certification of Foods
By NATHANIEL L. GEARY

The Following Report Was Presented at the Food and Drug 
Law Institute, Inc.— Food and Drug Administration’s Twelfth 
Annual Educational Conference at Washington, D. C. on 
December 3, 1968. Mr. Geary Is Special Assistant to the 
Director for Quality Assurance, Bureau of Voluntary Compli
ance of the Food and Drug Administration. Succeeding Arti
cles in This Issue Were Presented at the Same Conference.

Mu c h  h a s  b e e n  s a i d  a b o u t  s e l f -c e r t i f i c a t i o n ,
but little has been communicated about what we are try ing to 

do. O ur primary objective is to achieve quality assurance ( that  is, 
consumer protection) in foods more efficiently. One of our main 
assumptions is that  quality assurance is the responsibility of indus
try  which daily lives with the problems of satisfactory raw material 
supplies, adequate equipment and process design, and appropriate 
control measures. The Food and D rug  Administration (F D A ) can
not do industry’s job. Moreover, FDA, with its limited resources 
and extensive responsibilities, could not be expected to provide this 
assurance by periodic inspections and sample collections or by con
tinuous inspection for about 50,000 establishments doing more than 
one hundred billion dollars’ business per year. T ha t  this nation’s 
food supply is the best in the world is due in large part to your 
efforts, the efforts of a responsible and responsive industry.

Members of industry have expressed interest in more self-regula
tion and less governmental regulation. In  other words, industry says 
it is willing to regulate itself. O ur experience with both General 
Foods and Green Giant has shown tha t  these two companies have the 
attitude, resources, ability and desire to assume their full and rightful 
responsibility for quality assurance. W e believe tha t  responsible 
members of the food industry share this attitude.

PAGE 4  FOOD DRUG COSM ETIC LAW  JO U R N A L---- JA N U A R Y , 1 9 6 9



F D A  p ro p o se s  leg is la t io n ,  w h e n  n e c e s s a ry ,  to  c o n t ro l  o r  e ffec t  
c o r rec t io n  of p ro b lem  s i tu a t io n s .  A s  th e  in te n t  o f  le g is la t io n  m u s t  be 
reco g n ized ,  so m u s t  o u r  in te n t  in se lf-ce r ti f ica t io n .  T h a t  is, th e  law , 
re g u la t io n s ,  an d  spec if ica t ions  m u s t  be g e n e ra l ly  re co g n iz e d  a n d  a c 
c e p te d  as  p rac t ica l  an d  en fo rce ab le  ru le s  a n d  o p e r a t in g  p ro c e d u re s  
which, if fo llow ed  c o n sc ie n t io u s ly ,  w ill  r e s u l t  in c o m p lian ce .  T h e  
C o n g re s s  h as  c h a rg e d  F D A  to  en fo rce  th e  F o o d ,  D r u g  a n d  C o sm e t ic  
A c t  an d  o th e r  c o n s u m e r  p ro te c t io n  law s. I t  is e s se n t ia l  fo r  us  to  
re m e m b e r  t h a t  F D A  c a n n o t  d e leg a te  i ts  r e sp o n s ib i l i t ie s .  N o r  w o u ld  
w e  w a n t  to — a n y  m o re  th a n  w o u ld  a  m e m b e r  of in d u s t ry .  W e  h av e  
h a d  to  ex a m in e  o u r  in te r - r e la t io n s h ip s  w i th  G reen  G ia n t  a n d  G e n e ra l  
F o o d s  v e ry  ca re fu lly  to  a s s u re  t h a t  w e re ta in  a p ro p e r  p o s tu r e  r e la 
t iv e  to  o u r  pos i t ion  a s  a  pub lic  r e g u la to ry  ag en cy .

O u r  law s do  n o t  p re sc r ib e  specific m e th o d s  for a t t a in in g  co m p l i 
ance ex cep t  t h ro u g h  legal ac tions .  O u r  t r a d i t io n a l  m e th o d s  of in s p e c 
t io n s  a n d  sam p le  co llec tions, lega l ac t io n s ,  w o rk s h o p s ,  a n d  n a t io n a l  
co n fe rences  such  as th is  a re  w ell k n o w n  to  you . Y e t  se lf-ce r ti f ica t ion ,  
too, is a  m e th o d  o r  too l  w h ich  is b e in g  t e s t e d  an d  s c ru t in iz e d  w i th o u t  
too  m u ch  fanfare . T h is  m e th o d  h a s  sev e ra l  v a lu e s  w o r th  d e s c r ib in g  
w h ich  w e re  d isco v ered  d u r in g  o u r  p i lo t  s tu d ie s .  B u t  first a l i t t le  
b ac k g ro u n d .

A l i tt le  m o re  th a n  a y e a r  ag o  F D A  an d  th e  G en era l  F o o d s  C o r 
p o ra t io n  s ig n ed  an a g re e m e n t  to  p a r t ic ip a te  in a p ilo t  se lf -ce r ti f ic a 
t ion  p ro g ram . T h i s  a g r e e m e n t  defined th e  “Dali p a r k ” a n d  th e  
“g ro u n d  ru le s ” fo r th e  p a r t ic ip a n ts .  T h e  a g r e e m e n t  did  n o t  evo lve  
easily. I t  re q u ired  m a n y  h o u rs  of h a rd  w o rk  by  a d m in is t r a t iv e ,  t e c h 
nical. an d  o th e r  personne l  a t  G en era l  F o o d s  an d  F D A  to  h a m m e r  
o u t  m u tu a l ly  ag reeab le  spec if ica tions  fo r G olden  E g g  C u s ta rd  an d  
Je l l-O  G ela tin  D esse r t .  W e  had  to  define ac cep tab le  q u a l i ty  l im its  
for ra w  m ate r ia ls ,  p ro d u c t io n  p rocesses ,  an d  fin ished  p ro d u c ts .  W e  
had  to  assess  a n d  ag ree  u p o n  spec if ica tions w h ich  in c lu d ed  in s p e c 
tion , san ita t io n ,  sam pling ,  an d  an a ly t ic a l  p ro toco ls .  D iffe ren ces  w e re  
reso lved  laborious ly .  A s t im e  passed ,  w e  fo und  t h a t  c o m m u n ic a t io n s  
im proved . S em an tic  p ro b lem s  b eg a n  to  d isap p ea r .  F o r  ex am p le ,  w h a t  
F D A  had called a “ subsample,” General Foods termed a  “ sample” and 
what F D A  called “sample” would be a num ber of “subsamples.” M eet
ings be tw een  us  w e re  frank , co n s tru c t iv e ,  an d  in fo rm a tiv e .  E x p la n a 
tion  of th e  d iffe rences  b e tw e en  us re su l te d  in b e t t e r  u n d e r s ta n d in g  
an d  ap prec ia t ion  of th e  o th e r ’s prob lem s.

A b o u t  six m o n th s  ago  w e e n te red  in to  an  a g re e m e n t  w ith  th e  
G reen  G ian t C o m p an y  an d  the  S ta te  of M in n eso ta  D e p a r tm e n t  of
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Agriculture. Our experience with General Foods was used to good 
advantage but it was immediately obvious that we did not communi
cate very well. As we worked together to develop specifications, 
communications improved as they had with General Foods.

The Value of the Pilot Programs
The self-certification program as presently conceived is not a 

panacea for our mutual problems but may be a constructive adjunct 
to  our present quality assurance programs. For example: You cannot 
discard your present quality control systems, but you may improve 
them. W e cannot eliminate inspections, but we may do them more 
efficiently. Our work with General Foods and Green Giant proved to 
be a learning process for F D A :

(T) FD A found that industry needs to knozo the FDA require
ments for quality. This problem was met head-on. and we pro
duced mutually agreeable specifications to cover the two General 
Foods’ products as well as canned peas and whole kernel corn 
at Green Giant. Incorporated in these specifications are objec
tive quality requirements which reflect both the F D A  and the 
companies’ policies and operating guidelines. This worked very 
well for four products in two plants. But what about specifica
tions for the same or similar products produced in various plants 
throughout the industry? Studies are in progress to determine 
who should have input to the specifications and the process by 
which specifications could be established, implemented, and amended.

(2) Our pilot studies sliozved that routine feedback through 
“monthly exception reports” zvas too complicated. The reporting 
requirements are being reduced in frequency and content. The 
Bureau of V oluntary Compliance has almost completed a study 
of the information requirements for self-certification and will 
soon ask General Foods. Green Giant, and F D A  units for their 
advice.

(3) The General Foods study caused us to re-evaluate our think
ing about products and problems. Our initial approach was to 
control potential bacterial contamination through raw material 
and process controls as much as good sanitation practices. The 
test of the efficiency of these measures was in statistical sampling 
and analysis of the finished product. Re-evaluation of this ap
proach resulted in a revision which placed increased emphasis 
on raw materials and the environment and decreased emphasis 
on finished products.
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(4) W e began to ask whether more emphasis should be placed 
upon self-certifying manufacturers of raw materials subject to micro- 
biologic contamination or upon users of these raw materials. Certain 
economics of sampling would benefit users of uncontaminated 
raw materials— analyses would not have to be duplicated by the 
user. But more importantly, there would be a larger umbrella 
effect for quality assurance if the source of the raw material 
could effect control of the problem.

(5) H aving  spent more than a year with General Foods and 
six months with Green Giant we have developed excellent rapport 
and confidence in the ability of each company to meet the specifica
tions. Incidentally, this rapport has spilled over into communi
cations about other phases of quality assurance, not connected 
with the pilot program.

(6) The approach to quality assurance is one of problem solving. 
F D A  and industry working together command complementary 
groups of resources which, when effectively directed toward a 
problem, may produce a satisfactory solution—a solution una t
tainable by a single group. The State of Minnesota Department 
of Agriculture has contributed significantly to the Green Giant 
pilot program through certain microbiologic sample analyses, 
inspections, and consultations. Perhaps resources from other 
groups can be used to better solve problems of quality assurance, 
as for example, the Canned Salmon Control Plan of the National 
Canners Association and the Food and D rug  Administration. A 
thorough study of possible inter-relationships of various groups 
from industry, governments, professional associations, and the 
academic community should give us valuable knowledge about 
available resources and how they can help improve quality assurance.

(7) It became clear very early that the mechanics of the pro
gram must be streamlined. Agreements must be negotiated expedi
tiously. Criteria for evaluating quality control programs must 
be developed. W e m ust prepare explanatory materials, decide 
upon operating procedures, and begin to train our personnel. 
Systems work in these areas is in progress.

Conclusion
These are some of the experiences and problems F D A  has en

countered in its brief experiments with General Foods, Green Giant, 
and the State of Minnesota. F D A  must still evaluate the self-certi
fication program in terms of the pilot programs and their overall
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effect. T o d a y  w e c a n n o t  tell  you  ho w  th e  p ro g ra m  will p roceed . B u r  
b y  th is  t im e  n ex t  year ,  w e  hope  to  be ab le  to  g ive y ou  th e  w ho le  
s to ry .

M u ch  of th e  va lue  of th is  ap p ro ach  to  com pliance  re su l t s  f ro m  
im proved , effec tive  c o m m u n ica t io n s  b e tw e e n  F D A  a n d  in d u s t ry  an d  
a scientific, sy s tem a tic  ap p ro ach  to  p rob lem -so lv ing .  B o th  of us 
m u s t  ex e r t  ev e ry  e ffo rt  to  develop  th e  n ecessa ry  g ro u n d  ru les  to  
a s su re  q u a l i ty  in  th e  food supply . T h is  t a s k  will n o t  be easy  b u t  th e  
re w a rd s  will be w ell w o r th  o u r  efforts.

Self-C ertif ica tion  is a com pliance  tool w h ich  has  th e  p o ten t ia l  to  
p ro m o te ,  b e tw e e n  F D A  and  in d u s try ,  m ean in g fu l  co m m u n ica t io n  
ab o u t  ob jec tive  re q u ire m e n ts  for q ua li ty ,  a n d  co o p e ra t io n  an d  co llab
o ra t io n  in defin ing  m u tu a l  p ro b lem s  an d  m e th o d s  fo r re d u c in g  o r  
e l im in a t in g  th ese  p rob lem s. B y  w o rk in g  to g e th e r  effectively, F D A  
an d  in d u s t ry  ca n  p ro v id e  h ig h  confidence th a t  p ro d u c ts  for th e  co n 
su m e r  are  in com pliance . [T h e E nd]

FEDERAL COURT UPHOLDS FD A ’s 
DISCRETIONARY POW ER

A dec is ion  of th e  U . S. D is tr ic t  C o u rt in  S an  F ra n c isc o  ex c lu d in g  
c e rta in  d a m a g e d  coffee b ean s  fro m  im p o rt as a d u lte ra te d  w ill s tan d , 
th e  U . S. C o u r t o f A p p ea ls  fo r th e  N in th  C ircu it h a s  ru led . T h e  F D A  
h as th e  d is c re tio n a ry  p o w er to  m ak e  th e  fina l d e te rm in a tio n  as to  th e  
a d m iss ib ility  o f im p o rte d  food  a n d  th e  F D A ’s d e te rm in a tio n  th a t  c e rta in  
coffee b ean s  w ere  a d u lte ra te d  is n o t rev iew ab le  u n d e r  th e  A d m in is tra 
tive P rocedure  A ct because such agency action  w as com m itted to  agency 
discretion by law. Sugarm an  v. F orbragd, C C H  F ood D rug  a n d  C o sm et ic  

L a w  R eports f  40,335, CA-9, Dec. 31, 1968.
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Application of Current 
Good Manufacturing Practices

By ROSCOE P. KANDLE
Dr. Kandle Is Commissioner of the New Jersey Department of Health.

FE D E R A L  R E G U L A T IO N S  G O V E R N IN G  Good M anufacturing 
Practices (G M Ps), supported by uniform  state regulations, are 

now enforced in New J ersey by means of a new single service system 
com bining federal and state forces. This com bination is m aking 
im provem ents and solid advances in the d rug  industry.

The regulations, based on decades of experience, are a strong  
support in the protection of public health. They spell out for com
panies, large and small alike, w hat procedures are required in term s 
of current good practices. T hey impose no undue burden upon legit
imate business, bu t they deter substandard operators who cut corners 
and gam ble w ith careless operations which pose serious hazards to 
public health. The federal regulations, first prom ulgated in 1962, 
have aided enforcem ent agents to  close down unfit operations, and 
to  help bring  substandard  companies up to par.

A Positive View of GMPs
In a broad sense, the regulations, commonly called GMPs, detail 

w hat one would simply refer to as “good business.” If for no other 
reason, both the entrepreneur and the investor in the drug industry 
should favor such good drug m anufacturing practices. Certainly, 
neither would, with prudence and good will, involve himself w ith 
an unsanitary, unsafe, inadequately equipped drug m anufacturing 
facility. By efficient use of modern GM Ps, it should be possible for 
industry  to reduce costs and forestall a rise in the prices of drugs.

These regulations are not intended to hinder progress. The 
pharm aceutical industry  is progressing and becom ing more and more 
autom ated. Professional plant m anagers, chemical engineers, and 
scientists as well as drug inspectors appreciate the value of GMPs. 
D rug inspectors have learned much from pharm aceutical experts in
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w e ll -o p e ra te d  e s ta b l i s h m e n ts ,  a n d  in t u r n  in s p e c to rs  hav e  p ro v id ed  
s o u n d  ad v ice  to  p ro d u c e rs  w h o  n eed ed  it. T h e s e  re g u la t io n s ,  a d 
ju s te d  to  th e  t im es ,  im p o se  a floor, b u t  no  ce iling , on G M P s  a n d  aid. 
fed era l  an d  s t a t e  in sp ec to rs  to  in c rease  th e i r  efficiency an d  to  re d u ce  
costs .  B u t  firs t  a n d  m o s t  im p o r ta n t ,  th e  r e g u la t io n s  p ro v id e  ad d e d  
p ro te c t io n  of th e  p u b l ic ’s h ea l th .

L a y m e n  hav e  no  real  m e a n s  of se lf-defense  a g a in s t  u n s c ru p u lo u s  
d ru g  o p e ra to rs .  W i t h  th e  n u m b e r  of d ru g s  an d  th e  m a n y  b r a n d s  of 
each  m u l t ip ly in g  each  y ea r ,  even  th e  t r a in e d  p h y s ic ian  h as  t ro u b .e  
in k e e p in g  a b r e a s t  of th e  ev e r  th ic k e n in g  P h y s ic ia n 's  D e sk  R e fe r 
ence. T h e  e x p e r t  p h a rm a c is t  is, in so m e  re sp ec ts ,  w o rse  off. H e  has  
no  w a y  of d i f fe re n t ia t in g  th e  real d ru g  f ro m  th e  slick co u n te r fe i t  o r  
th e  r e p a c k a g e d  p h y s ic ia n ’s sam ple .  If  p ro fess io n a ls  a re  h a v in g  diffi
cu lt ies ,  th e re  can  be no re a so n ab le  d o u b t  t h a t  th e  la y m a n  n ee d s  
p ro tec t io n .  P ro p e r ly  enforced ,  th e  G M P  re g u la t io n s  can  be u sed  as 
a  s o u n d  b as is  fo r  p ro te c t in g  th e  pub lic  b y  a s s u r in g  th e  in te g r i ty  of 
d r u g  p ro d u c ts .

Com pliance in a Key State
In  N e w  Je r se y ,  p e r t in e n t  sec t io n s  of th e  federa l  r e g u la t io n s  w e re  

p ro m u lg a te d  b y  th e  S ta te  v e rb a t im .  T h e s e  re g u la t io n s  a re  n e c e s s a ry  
n o rm s .  N o  s ta te  sh o u ld  p e rm i t  th e  m a n u fa c tu r e  o r  sa le  of d ru g s  
p ro d u c e d  in fa c to r ie s  w h ich  do n o t  co m p ly  w i th  su ch  w id e ly  ac cep ted  
r e g u la t io n s  g o v e r n in g  G M P s .  In  o rd e r ,  p ro p e r ly ,  to  im p le m e n t  th e  
G M P  re g u la t io n s ,  it is n e c e s sa ry  t h a t  u n ifo rm  food an d  d ru g  law s  be 
a c h ie v ed  as  so o n  as  p oss ib le  in all s ta te s .

N e w  J e r s e y  has  c o n s i s te n t ly  b ro u g h t  its  law s  p ro m p t ly  an d  as 
c lose ly  as p oss ib le  in to  co m p lian ce  w i th  federa l  law  since e n a c tm e n t  
of the  F e d e ra l  A c t  of 1938, th re e  d ecad es  ago. I t  is r e co g n ized  t h a t  
so m e  s ta te s  a n d  som e c o m m u n i t ie s  hav e  spec ia l  p ro b le m s  r e q u i r in g  
spec ia l  leg is la t ion ,  b u t  th e se  v a r ia t io n s  a re  u su a l ly  m in o r .  I f  d ru g  
co m p an ie s  w e re  ob liged  to  co m p ly  w i th  30 or 40 d iffe ren t  s t a t e  law s ,  
d r u g  cos ts  w o u ld  increase  an d  th e  in c re ases  w o u ld  b e  p asse d  on  to  
th e  co n su m er .  L o o k in g  fo rw a rd ,  it is re a so n a b le  to  e x p e c t  t h a t  a  
suffic ient u n i fo rm i ty  ac ro ss  th e  lan d  will p e rm i t  co m p an ie s  to  o p e ra te  
a t  re d u ced  co s ts  a n d  to  b r in g  an in c re a sed  efficiency in in sp ec t io n  
an d  en fo rc e m e n t  efforts .

I t  m ay  be  reca l led  th a t  m u ch  of th e  old co lon ia l  ro ad  from  B o s to n  
to  W a s h in g to n  ru n s  th ro u g h  N e w  Je rse y .  B y  a  fact of g e o g ra p h y ,  
N e w  J e r s e y  co v e rs  a la rg e  ce n tra l  p o r t io n  of th e  m eg a lo p o l is  e x t e n d 
in g  from  B o s to n  to  W a s h in g to n  an d  b ey o n d .  F ac to r ie s ,  p lan ts ,  a n d  
facil it ies  of p ra c t ic a l ly  ev e ry  m a jo r  p h a rm a c e u t ic a l  c o m p a n v  re p re -
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sented in the United States are within the boundaries of New Jersey. 
T rite  bu t true, it has been said that  “New Jersey is the medicine 
chest of the nation.’'

This  concentration of industries has brought great advantages 
to the people of New Jersey. The high ethical standards and the 
genuine spirit of cooperation maintained by leaders of drug com
panies have eased the workload of New Jersey State Departm ent of 
Health inspectors. In many instances, members of the drug industry 
have assisted in rooting out counterfeiters, bootleggers, drug diver
ters, and other illegal operators who cling to the industry in New 
Jersey worse than barnacles on a ship.

Development of a Single Service System
One cannot view the application of good drug manufacturing 

practices in proper perspective without looking at the relatively new 
single service system. The development of this system, which has 
the potential to increase greatly the striking force of existing and 
future personnel, may be outlined as fo llow s:

(1) To combat organized crime, and organized crime it is. 
New Jersey has for decades extended its hands across state 
lines to shore up mutual defenses. Counties and municipalities 
within New Jersey have been supported by the State in their 
efforts, and close cooperation has been extended to all related 
federal agencies.

(2) New Jersey has always enjoyed good relations with the 
Food and D rug  Administration (F D A ),  but cooperation and co
ordination of efforts were not always the most efficient. Some 
time ago. in conversations with former Commissioner James 
L. Goddard, it was agreed that improvement was needed. After 
considerable thought, emissaries were sent to W ashington with 
an idea which fired Doctor Goddard's enthusiasm. He promptly 
set the machinery in motion. His associates arrived in Trenton 
to develop a crash program which was later to become known 
as the Single Service System.

(3) It  is well known that jurisdiction of state departments 
of health has been restricted to in trastate traffic. On the other 
side of the coin, the FD A  has been, in general, limited in its 
enforcement efforts to interstate violations. These limitations 
made it possible for a scoundrel operating within a state to skip 
across a border just before apprehension to carry on his illicit 
operations in another state. It  was necessary to find a way to 
plug this loophole.
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(4) It  was finally decided that this loophole could be closed 
by means of cross-commissioning of state and federal agents. 
After proper clearance and training in New Jersey statutes, 23 
F D A  inspectors and two administrators were commissioned as 
special agents of the state. This action made New Jersey the 
first state in which federal agents have the power to embargo 
suspect food or drugs. Prior to this action by the State, federal 
agents depended upon the slower process of seizure authorized 
by the courts. These commissions also empower federal agents 
to make inspections, review records, take samples, and so on, as 
special agents of the State. W hen an illicit company operates 
solely within New Jersey, federal agents thus help provide the 
necessary evidence for the State to take legal action within 
the framework of New Jersey laws.

(5) Gaining federal commissions for New Jersey inspectors 
was more informative. State personnel, comprised in the main 
of licensed pharmacists trained as drug inspectors, did a re
markably good job for the State Department of Health, and were 
aware of the sophistication and the sleight-of-hand practiced by 
interstate computer age gangsters. Available to the inspectors 
was the F D A  laboratory and analysts who were expert in classi
cal laboratory equipment, including ultra-violet, visible, and in
fra-red spectrophotometers, paper, thin-layer and gas chroma
tography, supplemented by the more esoteric nuclear magnetic 
resonance, neutron activation equipment, and so on. To teach 
and to make New Jersey personnel familiar with equipment and 
the federal program, each inspector was given a tough two-week 
laboratory course. It  is necessary for inspectors to be familiar 
with the uses and the limitations of latest laboratory equipment 
in order to know what data can be obtained in a modern up-to- 
the-minute laboratory. Each was coached in federal laws and 
regulations, was trained in federal approaches to food and drug 
recalls, and made joint plant inspections in the presence of a 
well-trained federal agent. Only then wras the individual, based 
on his ability, commissioned as a special agent of the federal 
government. The time and effort devoted to State personnel fcy 
federal agents wrere of great value. For this help, thanks are due 
Dr. Herbert L. Ley, Jr., Commissioner of the FDA, under whom 
this program was developed and carried forward.

The key to the Single Service System is cooperation, not assimi
lation ; partnership, not rivalry. Cooperation has been advanced by
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means of modern technology. Uniform reports are now fed into 
computers which have implacable memories. Telecommunications 
place the nearest man at the necessary spot in the shortest time. No 
longer is it necessary to wait days or longer to attack threats to 
public health. No longer do inspectors from two or even three dif
ferent governmental agencies arrive unknown to each other at dif
ferent hours of the same day to inspect the same factory. The savings 
to industry and government are great, and the striking force of gov
erning agencies is increased enormously. The savings to government 
in terms of man-hours have not yet been calculated. W hen efficiency 
experts have completed their evaluation, their results will no doubt 
be expressed in man-years, not man-hours. The potential built into 
this Single Service System is great. The benefits to public health 
are far from completely realized. As this network of cooperation 
spreads through all levels of government, public health problems will 
be attacked more swiftly and more effectively.

Potential Benefits
The effectiveness in New Jersey of the Single Service System, 

reinforced by GM P regulations, can best be illustrated by concrete 
actions already taken. Shortly after the inception of this cooperative 
plan of attack, in rapid succession, a company that produced mineral 
oil for the V ete ran’s Administration was closed, a food firm was 
closed and 400,000 pounds of food items were destroyed, ten tons of 
substandard chloramphenicol were seized and destroyed, and 1,350 
misbranded devices were embargoed. More recently three subm ar
ginal plants were brought into compliance with GM P regulations, 
and an order to comply was issued to a New Jersey pharmaceutical 
company. This action was taken by the State jointly with the FDA. 
If the company does not come into compliance within the thirty-day 
period of grace, the company will be closed. The list could be length
ened, but the message would not be strengthened.

Conclusion
Current GMPs. a forward-looking set of federal regulations, 

have been reviewed in broad perspective. Their  application in the 
State of New Jersey has reinforced the view that uniform food and 
drug laws are needed throughout the United States. Their applica
tion is of fundamental value to the Single Service System, a plan of 
attack based upon the cooperation of the FD A  and state health 
departments. This Single Service System will expand and bring with 
it increased enforcement effectiveness and greater protection of 
public health. [The End]
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GMPs—
An Industry Point of View

By IRW!N S. SHUPE

Mr. Shupe Is Director of Quality Control of the Winthrop Laboratories.

Go o d  m a n u f a c t u r i n g  p r a c t i c e s  ( g m p s ), or the
plication of them, may mean different things to different people. 

For example, to some it may mean the Food and D rug A dm inistra
tion (FD A ) current Good M anufacturing Practice regulations. To 
others it may mean Q uality Control. To still others it may signify 
an organized plant-wide program where an entire establishm ent is 
considered to be involved in a total control of quality objective. This 
,broader concept is expressed in the “General Principles of Total 
Control of Q uality in The D rug Industry” as approved by the P har
maceutical M anufacturers Association (PM A ) in 1967.

W hen we speak of quality, just w hat is m eant? O r in the case 
of control of quality, ju st w hat do we mean? In this PM A statem ent 
there are some valuable definitions for these and related expressions. 
These are as follow s:

The quality of a product is its degree of possession of those characteristics 
designed and manufactured into it which contribute to the performance of an 
intended function when the product is used as directed. The quality of medic
inal and related products is the sum of all factors which contribute directly or 
indirectly to the safety, effectiveness, and acceptability of the product . . .

Total control of quality as it applies to the drug industry is the organized 
effort within an entire establishment to design, produce, maintain and assure 
the specified quality in each unit of product distributed . . .

The ultimate objective of a program for the total control of quality in a 
drug company is the attainment of perfection in meeting specifications for a 
product of high quality. It  is a program designed to assure the professional 
user, or ultimate consumer, that every lot of a product conforms to specifica
tions and that each dose distributed will fulfill the representations made in the 
labeling and will meet all legal requirements and such additional standards as 
the management of a firm may adopt.
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Industry’s Definition
One might say, therefore, that GM Ps from an industry point of 

view is this program of total control of quality. It  is important to 
emphasize basic principles and basic considerations in setting forth 
guidelines in this area of GMPs, or control of quality. For one thing, 
it is considered impossible to design in detail a single universally 
applicable system because of the many differences in products pro
duced and in industry organizations. An important basic policy in 
many companies is tha t  there shall be no significant changes made in 
manufacture or quality control until there has been a careful and 
complete review, and after formal approval and authorization by the 
appropriate company officers. This policy of no changes without 
comprehensive review and authorization might at first appear to 
favor a static situation. However, this is not the case at all. In fact 
this whole area is dynamic and changing, rather than static. New 
buildings are being constructed, manufacturing and packaging m eth
ods and equipment are constantly being improved. New laboratory 
testing instruments and procedures are being developed regularly. 
The end result is that  quality controls and quality are being con
stantly  upgraded. There are consistently higher quality standards 
being achieved over the years, in fact every day.

Again referring to the PM A  statem ent of principles, these are 
some areas mentioned for basic considerations: personnel; product 
d es ig n ; specifications and p rocedures; facilities and equ ipm en t; ma
terials and records. I would like to comment especially on two of 
these items—personnel and records.

Intra-Plant Cooperation Essential to Compliance
Personnel must, of course, be competent and well qualified to 

carry out their respective duties. In considering the control of 
quality one might think primarily of the personnel in the manufac
turing department, the packaging department and the control depart
ment. This does not mean, however, that other departments such 
as accounting, purchasing and engineering are excluded. For com
prehensive control of quality, all of these groups, in fact all of the 
people in the plant, must work together toward the accomplishment 
of quality objectives. If  every employee truly has a feeling of sin
cere responsibility to do his own job carefully and right, he will auto
matically have a feeling of pride and accomplishment in his good 
workmanship. W e try  very hard to promote this attitude in all of 
our people because we believe it is of greatest importance in the
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prev en tio n  of e r ro rs  and  in the  b u ild in g  of confidence in th e  q u a li ty  
of o u r  products .

Significance of Control Number
W h e n  records  are m entioned , one th in g  th a t  is f req u en t ly  em 

phasized  is the  con tro l  num ber.  T h is  is because  the  con tro l  n u m b e r  
has  such  g re a t  im p o rtan ce  an d  significance. I t  is th ro u g h  the  co n 
t ro l  n u m b e r  t h a t  th e  h is to ry  of a p ro d u c t  can be traced . T h is  h is to ry  
includes in fo rm ation  ab o u t  th e  s ta r t in g  m ater ia ls ,  the m an u fa c tu re  
th e  packag ing ,  th e  con tro l  te s t in g ,  th e  d is t r ib u tio n  and  th e  people 
w h o  m a y  have been responsib le  for th ese  var io u s  opera tions.  In 
s u p p o r t  of th is  con tro l  n u m b e r  are th e  d o cu m en ts  an d  reco rds  w hic  i 
precede, acco m p an y  an d  follow a m a n u fa c tu re d  produc t.  A m o n g  sue i 
basic  d o cu m en ts  a re  th e  m a s te r  m an u fa c tu r in g  fo rm u la  an d  p ro ce 
dure, th e  p ro d u c tio n  record , th e  m as te r  p ac k ag in g  specification, the  
p ac k ag in g  record , th e  q u a l i ty  con tro l  m o n o g ra p h  and  th e  q u a li ty  
co n tro l  te s t  record . A n  eva lua t ion  of a q u a li ty  co n tro l  sy s tem  m ay  
th e re fo re  be m ad e  b y  an  ex am in a tio n  of th e  com ple teness  of th is  
w r i t t e n  h is to ry .

Conclusion
A n y  t re n d  in the  F D A  c u r re n t  G M P  re g u la t io n s  to w ard  m ore  

an d  m ore  re s tr ic t iv e  deta ils  in gu ide  lines, r a th e r  th an  em phas is  or. 
basic  p rincip les ,  m ig h t  be ques t ioned . T h is  is because  th e  m echan ica l  
con fo rm an ce  to  m in o r  deta ils  w h ich  do n o t  affect th e  qua li ty ,  efficacy 
o r  sa fe ty  of a p ro d u c t  could  lead to  m ed io c r i ty  and  stifle p ro g ress

T h e  em p h as is  on  basic  princip les ,  an d  the  recogn it ion  of and  
ap p rec ia t io n  for th e  fu n d a m e n ta l  ob jec t ives  in a to ta l  q u a l i ty  co n tro l  
sy s tem , is of g re a t  im p o rtan ce .  I t  will p e rm it  ad e q u a te  flexibility an d  
freedom  for ind iv idua l  co m p an ie s  to  co n t in u e  in  th e  d irec t io n  of 
p ro g re ss  an d  u p g ra d in g  of q u a l i ty  s tan d a rd s .  [T h e E nd]

N EW  REPORT FORMS
A  new  fo rm  h as been  a u th o r iz e d  fo r m aking- pe rio d ic  re p o r ts  co n 

c e rn in g  ex p erien ce  on  d ru g s . A n o th e r  fo rm  w as a lso  a u th o r iz e d  fo r  use  
in s u b m ittin g  a d v e r t is in g  an d  p ro m o tio n a l m a te r ia l fo r d ru g s . F in a lly , 
th e  new . d ru g  re g u la tio n s  w ere  am en d ed  to  specify th a t advertisem ents 
a re  to  be su b m itte d  a t  th e  tim e  of in itia l p u b lica tio n . T h e  a m e n d m e n ts  
a u th o r iz in g  th e se  c h a n g e s  becom e effective J a n u a ry  21, 1969. R eg .
§§ 130.13 a n d  146.14, C C H  F ood D rug a n d  C o sm e t ic  L a w  R eports 71,313 
a n d  74,264.
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The Fair Packaging 
and Labeling A c t- 

Some Unanswered Questions 
Two Years After Enactment

By H. E. DUNKELBERGER, JR.
Mr. Dunkelberger Is an Attorney Associated with the 
Washington, D. C. Law Firm of Covington and Burling.

A S A LL O F YOU W E L L  K N O W , the three major aspects of 
the Fair Packaging and Labeling Act (FPLA ) are the industry-wide 

mandatory labeling regulations promulgated by the Food and Drug 
Administration (FD A ) and the Federal Trade Commission (FTC ), 
the commodity-line discretionary regulations to be issued by these 
same two agencies, and the encouragement of voluntary package 
size standards by the D epartm ent of Commerce.

The Mandatory Regulations
Turning first to the mandatory regulations, the food regulations 

have of course been adopted in final form and most manufacturers 
are well on their way toward bringing all of their labels into com
pliance. The FDA regulations for drugs and cosmetics were pub
lished in final form in June of this year to become fully effective 
on July 1 of next year, but as of this date the FDA has not an
nounced whether objections were filed that will necessitate the hold
ing of a hearing on some aspects of these regulations.

It is by now almost ancient history that the FDA virtually stared 
down the industry when it refused to schedule a hearing on any of 
the numerous objections that food companies had filed to the final 
food regulations. Many food industry lawyers, and indeed a number 
of trade associations and companies, felt that the FDA was not acting 
in accordance with the procedural requirements of Section 701(e), 
(f) and (g) of the Federal Food, D rug and Cosmetic Act, which are
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in c o rp o ra te d  b y  re fe rence  in th e  F P L A . 1 B ut that question has now 
b eco m e  academ ic ,  for  n o n e  w a s  suffic ien tly  o u t r a g e d  o r  co n c e rn e d  to  
take the F D A  to court  to  t e s t  i ts  r ig h t  to  re fuse  to  ho ld  a  h e a r in g  c n  
w h a t  m a n y  in d u s t ry  re p re s e n ta t iv e s  co n s id e red  to  be va lid  o b jec t io n s  
to  th e  re g u la t io n s  ra is in g  su b s ta n t ia l  issues  of fact.

P re s u m a b ly ,  th e  F D A  is n o w  fac in g  a  s im ila r  dec is ion  u n d e r  th e  
d ru g  a n d  co sm etic  re g u la t io n s ,  an d  a lm o s t  c e r ta in ly  th e  a g e n c y  will 
be c r it ic ized  fo r w h a te v e r  co u rse  it takes .  I f  i t  g r a n ts  a h e a r in g  to  
o b jec t io n s  o n  som e of th e  d ru g  a n d  co sm etic  re g u la t io n s ,  th e n  u n 
d o u b te d ly  m a n y  peop le  in th e  food in d u s t ry  will feel th e y  hav e  been  
d isc r im in a te d  a g a in s t  a n d  t h a t  th e re  is no  ra t io n a l  bas is  for d e n y in g  
p ro c e d u ra l  r e g u la r i ty  fo r  one  s e g m e n t  of in d u s t ry  a n d  o b s e rv in g  it 
fo r  a n o th e r .  I f  no  h e a r in g  is g ra n te d ,  th e n  m a n y  m a y  co n c lu d e  t h a t  
th is  m e re ly  conf irm s th e i r  belief t h a t  th e  F D A  h as  s o u g h t  to  re w r i te  
the requirements of Section 701 without the inconvenience of C o n 
g re ss io n a l  ac tion .

T h e  F T C  p u b l ish ed  its  final r e g u la t io n s  fo r o th e r  c o n s u m e r  
co m m o d it ie s  th re e  m o n th s  befo re  th e  d ru g  a n d  cosm etic  re g u la t io n s  
w e re  p u b l ish ed  in  final fo rm , an d  it to o  h a s  y e t  to  ind ica te  p u b lic ly  
w h e th e r  it w ill fu r th e r  m odify  i ts  re g u la t io n s ,  ho ld  a  pub lic  h e a r in g  
on som e of i ts  p rov is ions ,  o r  m ere ly  decide t h a t  th e  M arch  19 re g u la 
t io n s  will go  in to  effect as pub lished .

T h e  q u es t io n  co m m o n  to  all c o n su m e r  c o m m o d i ty  m a n u fa c tu re r s  
w ith  re sp ec t  to  th e  m a n d a to r y  re g u la t io n s  is w h e th e r  s ta te  a u t h o r 
i ties  will fo llow  th e  le t te r  a n d  sp ir i t  of th e  federa l  F P L A  re g u la t io n s ,  
an d  g ive  su b s ta n c e  to  th e  u n iv e rsa l ly  s ta te d  goal of u n i fo rm i ty  of 
re g u la t io n  a m o n g  federa l  an d  s ta te  ju r isd ic t io n s .  A t  th e  J u n e  m e e t in g  
of th e  N a tio n a l  C onference  on W e ig h t s  an d  M easu res ,  sp o n so red  by 
th e  U n i te d  S ta te s  D e p a r tm e n t  of C om m erce ,  th e  C onference  re jec ted  
in d u s t ry ’s p ro p o sa ls  (1) t h a t  th e  M odel S ta te  P a c k a g in g  an d  L a b e l 
ing  R eg u la t io n  reflect w i th o u t  v a r ia t io n  th e  F P L A  R eg u la t io n s  and  
in te rp re ta t io n s  of th e  F D A  an d  th e  F T C ,  an d  (2) t h a t  th e  e x e m p 
t io n s  u n d e r  th e  F e d e ra l  A c t  an d  R eg u la t io n s  be  au to m a t ic a l ly  in c o r
p o ra te d  b y  re ference  in th e  M odel L a w  o r  R eg u la t io n .

A l th o u g h  m o st  of th e  rev is ions  t h a t  th e  C onference  ad o p ted  for 
th e  M odel R e g u la t io n  fa ith fu l ly  fo llow  the  re q u irem en ts  u n d e r  th e  
F ed e ra l  Act. th e re  a re  a few  n o tab le  d ep a r tu res .  F o r  exam ple ,  Sec
t ion  5.3.3 of th e  M odel  R e g u la t io n  w o u ld  req u ire  th a t  m u lt i -u n i t  
p ack ag es  of th e  sam e c o m m o d i ty  dec lare  n o t  on ly  th e  n u m b e r  c f  
ind iv idua l u n i t s  an d  th e  q u a n t i ty  of each  ind iv idua l  un it ,  b u t  a lso  th e  1

1 See, fo r  ex am p le , F o r te ,  F air H ear-  D u k e  L . J . 1 (1968). 23 F ood D rug 
ing in A dm in istra tive  R u le -M a k in g , 1968 C o sm e t ic  L a w  J o u r n a l  366 (Ju ly  1968V
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total quantity  of the contents of the multi-unit package. The FD A  
regulations are not explicit on this point, but they have generally 
been interpreted not to require declaration of the total quantity  of 
all the packages in the multi-unit container. Indeed, the FTC  regu
lations contain an example in Section 500.7 that  makes it clear that 
total quantity is not required :

T he net quan tity  of contents shall be expressed in term s of weight, m eas
ure, num erical count, or a com bination of num erical count and w eight, size, or 
m easure (for exam ple num erical count and sheet dim ensions of w riting  paper,
numerical count and net weight per bar of mmltimut packages of bar soap, etc.) . . . . 
(Emphasis added.)

A second difference between the federal requirements and the 
Model Regulation is that Section 5.8.1 of the latter purports to pro
hibit a supplemental or combination declaration in larger type than 
the required declaration. The federal regulations contain no such pro
hibition (see, for example, Section 1.8(o) of the FDA Food Regulations).

Of even greater significance is the refusal of the Conference to 
provide for automatic adoption of federal exemptions, which pre
scribe particularized labeling requirements for a large number of 
products. Instead, the Conference or its Executive Committee will 
review each federal exemption and decide whether it should be 
added to the Model Regulation. It  is not at all clear how each state 
will so conveniently consider and adopt—or reject—each exemption 
promulgated by the FD A  and the FTC.

This disparity between federal and state regulation is particu
larly disappointing—and puzzling—in view of the major role of the 
D epartm ent of Commerce in providing administration and leadership 
for the National Conference, and the directives of Congress to the 
Secretary of Commerce that  he work to achieve uniformity in federal 
and state weights and measures regulations.2 At the Conference 
Department officials maintained that  states were permitted under 
the F P L A  to adopt labeling regulations imposing more stringent 
requirements, and supported this conclusion with an opinion from 
the D epartm ent’s General Counsel’s office. There can be no doubt

2 T here can be no doubt tha t the 
activities of the D epartm ent of Com 
merce, th rough  the N ational B ureau 
of S tandards and the N ational Con
ference on W eights and M easures— 
augm ented by such industry  efforts as 
the Industry  Com m ittee on Packag
ing and Labeling—have been the major 
factor in bring ing  about uniform ity in 
Federal and S tate labeling regulation.

Indeed, it is precisely because of the 
excellent past record of the D epart
m ent in this regard  tha t the few dis
parities between the FPL A  regulations 
and the M odel R egulation, and the 
D epartm ent's in terpre tation  of section 
12 of the F P L A  th a t is discussed be
low in the text, stand out as such 
glaring  exceptions.
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that  the expression of these views and the announcement of this 
opinion were major factors in persuading the states to reject in
dustry 's  arguments in favor of complete federal-state uniformity.

Very frankly, I do not see how these events at the National Con
ference can be squared with Congress’s directives to the Secretary 
of Commerce. The basic statu tory  authority  for the D epartm ent of 
Commerce's sponsorship of the National Conference is found in Sec
tion 272 of Title 15 of the United States Code. T h a t  section autho
rizes the Secretary of Commerce to undertake a number of specific 
functions, one of which is: “ (d) Cooperation with other governmental 
agencies and with private organizations in the establishment of s tan
dard practices, incorporated in codes and specifications.”

In carrying out these functions the Secretary is authorized to 
undertake certain listed activities “and similar ones for which need 
may arise in the operations of government agencies, scientific insti
tutions, and industrial enterprises . . .” One of the listed activities 
is: “ (5) cooperation with the states in securing uniformity in weights 
and measures laws and methods of inspection . . .”

Congress has thus made it clear that the Secretary is to cooperate 
with the states in securing uniformity in weights and measures laws. 
One of the stated goals of the National Conference has been to work 
for the achievement of such uniformity, and the development of the 
Model Law and Regulation has 'been consistent with that  goal.

In addition to this general directive to the Secretary of Commerce 
to work for uniformity in federal and state weights and measures regula
tion, the FPL A  contains an even more explicit directive:

Section 9(a). A copy of each regulation prom ulgated under this Act shall 
be transm itted  prom ptly  to  the Secretary  of Commerce, w ho shall (1) transm it 
copies thereof to all appropriate S tate officers and agencies, and (2) furnish to 
such State officers and agencies inform ation and assistance to prom ote to the 
grea test practicable ex ten t uniform ity in S tate and Federal regulation of the 
labeling of consum er commodities.

The Congressional purpose could hardly have been more clear. 
W h a t  is not clear is why the General Counsel’s office of the D epart
ment of Commerce should announce an interpretation of the preemp
tion clause in the FPL A  that could only have the effect of discouraging, 
rather than encouraging, uniformity in federal and state regulation.

The federal preemption clause of the F P L A  varied in content 
during the five years of Congressional consideration of the bill. 
During the first few years the bill made clear Congress’s intent not 
to supersede or preempt any state law unless absolutely necessary 
because of a direct and positive conflict. The provision read in rele
vant part :
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N othing contained in this A ct shall be construed to repeal, invalidate, 
supersede, or otherw ise adversely affect . . .

(d) any provision of State law which would be valid in the absence of this 
A ct unless there is a direct and positive conflict betw een this A ct in its appli
cation to in tersta te  or foreign com m erce and such provision of S tate law.

Clearly what the sponsors had in mind at this stage was to give 
the states a completely free hand in adopting their own labeling re
quirements, except in those instances when compliance with a state 
regulation would require violation of a federal regulation.

W hen the bill was under consideration by the Senate Commerce 
Committee in the spring of 1966, this approach was turned completely 
around, and a new preemption section was added, which read :

Section 12. I t  is hereby expressly declared th a t it is the in ten t of the Con
gress to supersede any and all laws of the States and political subdivisions 
thereof insofar as they may now or hereafter provide for the labeling of the net 
quantity  of contents of the package of any consum er com m odity covered by this 
A ct which differs from  the requirem ents of section 4 of this A ct or regulations 
prom ulgated pursuan t thereto.

The Senate Report made no effort to explain the significance of 
this about-face except to state that the regulations under the Act 
“shall supersede state law only to the extent that the states impose 
net quantity  of contents labeling requirements which differ from 
requirements imposed under the terms of the Act.’’ The Report went 
on to make clear that it was not intended to affect the regulation of 
intrastate commerce, as distinguished from interstate commerce, 
saying that the "bill is not intended to limit the authority  of the 
states to establish such packaging and labeling standards as they 
deem necessary in response to state and local needs."

Apparently the Senate Committee, and in turn the Senate, felt 
that its intent was clear. If a state regulation imposed a labeling 
requirement for a consumer commodity that  was different from a 
requirement that was imposed under the federal requirement, then 
the federal provision would take precedence, and the state provision 
would be inapplicable to commodities covered by the Federal Act.

This interpretation of Section 12 is supported by the House 
Commerce Committee’s explanation of virtually identical language 
in the Child Protection Act of 1966, adopting amendments to the 
Federal Hazardous Substances Labeling Act,3 which explained the 
“ differs from ” language as :

3 The provision in the 1966 am end
m ents to the H S L A  reads: “I t  is here
by expressly declared tha t it is the in 
tent of the C ongress to supersede any 
and all laws of the S tates and political

subdivisions thereof insofar as they 
m ay now or hereafter provide for the 
precautionary labeling of any substance 
or article intended or suitable for 

(Continued on next page.)
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a limited preem ption am endm ent which would encourage and perm it S tates 
to adopt requirem ents identical to  the Federal requirem ents for substances sub
jec t to the Federal Act, and to  enforce them  to com plem ent Federal enforce
m ent, but at the same time w ould free m arketers of products sold in tersta te  
from  varying or added labeling requirem ents for such substances now existing 
or which S tates and cities m ight otherw ise adopt in the future.

There was thus no doubt that the “differs from” language was 
intended to prevent the adoption of “varying or added” requirements 
by  the states. This Congressional interpretation of language in one 
bill under consideration in 1966 can fairly be applied to the virtually 
identical language in another labeling bill under consideration at the 
same time.

W hen the F P L A  was considered by the House of Representa
tives, the House Commerce Committee accepted the Senate language 
verbatim, except to change “which differs from ” to “which are less 
s tringent or require information different from.” The “different 
from" language was retained, and the “less stringent" language was 
added. The logical interpretation of this change is that the Senate’s 
understanding of the “different from" language would remain—that 
is, that a state could not oppose varying or added labeling requirements. 
But the House Committee wished to make it clear that if a state 
proposed to require /css information than the federal regulations, the 
federal regulations would still take precedence. In other words, com
pliance with less stringent state regulations could not be claimed as 
a justification for ignoring more stringent federal regulations.

The House Commerce Committee Report stated that preemption 
was intended for state laws that “ impose inconsistent or less strin
gent” net quantity labeling requirements. No explanation was given 
for the use of the word “ inconsistent” in the Report, when the Act 
contained the words “different from.” The Conference Report makes 
it clear that  it was the House version that was accepted by the 
Conferees, but sheds no further light on the meaning of either the 
s tatu tory  or Report language.

On the basis of this somewhat ambiguous legislative history, a 
representative of the General Counsel’s office of the D epartm ent of 
Commerce stated publicly at the 1968 National Conference of Weights 
and Measures that the effect of Section 12 was to permit states to 
impose labeling requirements going beyond those imposed under

(Footnote 3 continued.) A ny law, regulation, or ordinance pur-
household use . . . which differs from  porting  to exem pt such a labeling re-
the requirements or exemptions of this quirem ent shall be null and void.” IS 
A ct or the regulations or in terp re ta- U. S. C. § 1261, note, 
tions prom ulgated pursuant thereto.
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the federal regulations. Apparently he relied on the “ inconsistent" 
wording of the House and Conference Reports, and totally ignored 
the clear language of the Act itself and the Senate's understanding of 
that  language.

If a federal regulation imposes labeling requirements A and B, 
and a state regulation requires A, B and C, then it seems clear that 
the state requires information that  is “different from ” the federal 
requirement. And the added state requirement C can be said to be 
inconsistent with the more limited federal requirements.

But the Commerce Departm ent attorney apparently concluded 
that the House Committee Report use of “ inconsistent” transformed 
the sta tu tory  language of “different from ” into nothing more than 
an intent to preempt only state requirements that were in direct and 
positive conflict with federal requirements.4 This approach had. of 
course, been totally repudiated by the sponsors of the bill when they 
discarded the original language of the preemption section. Such an 
interpretation makes the “different from'’ language totally unneces
sary, for the supremacy clause of the Constitution has repeatedly 
been held to invalidate state law that directly conflicts with federal law.

My purpose in going into the detail of this preemption quagmire 
is tw o-fo ld :

(1) If uniformity between federal and state requirements is 
to be achieved, then a proper understanding of Section 12 of the 
F P L A  can contribute significantly to this g o a l ; and

(2) The Department of Commerce has failed to carry out its 
s ta tu tory  directive of encouraging uniformity in weights and 
measures laws, and uniformity in state and federal regulation 
of the labeling of consumer commodities, by adopting a question
able interpretation of Section 12.
I personally feel tha t  the language of Section 12 is clear on its 

face. States may not impose additional or varying or less stringent re
quirements than those imposed by the federal regulations. A federal 
exemption excusing a commodity from a particular labeling require
ment cannot be nullified by a state regulation. T hat understanding 
is reflected in the explanation of the similar preemption provision in 
the Child Protection Act of 1966.

* This preference of the General Coun
sel’s office for the legislative h istory  
over the language of the A ct brings to 
m ind the sta tem ent by Mr. Justice 
F rank fu rte r tha t ‘‘Spurious use of leg
islative h isto ry  m ust not swallow the

legislation so as to give point to the 
quip tha t only w hen legislative h istory  
is doubtful do you go to  the sta tu te .” 
Frankfurter, “Some Reflections on the 
Reading of Statutes,” 47 Columbia Law  
Review  527 (1947).
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At the very least, this is a logical and reasonable interpretation 
of the Act and the legislative history. Why, then, did the D epart
m ent of Commerce feel obliged to reject an interpretation that  would 
most effectively carry out Congress’s directive to achieve uniformity, 
and instead publicly to espouse an interpretation that could only 
encourage states to adopt requirements in addition to those imposed 
under the federal regulations?

It is my hope that the D epartm ent of Commerce will recognize 
its clear s ta tu tory  responsibility to encourage uniformity, not diver
sity, in labeling requirements, and will emphasize the overwhelming 
■need for one set of labeling requirements for products shipped in 
interstate commerce.

Discretionary Regulations Linder Section 5(c)
In recent months there have been a number of indications that 

the F D A  and FT C  are considering the promulgation of regulations 
under Section 5(c) of the Act, although nothing has yet appeared in 
the Federal Register. These so-called discretionary regulations differ 
from the mandatory regulations in several respects.

The m andatory regulations are based on a Congressional finding 
of general need for prominent disclosure of certain information on 
all labels, and the only question at issue in their promulgation was 
the appropriateness of the detail of the regulations to carry out the 
Congressional directive. U nder Section 5(c), however, the agencies 
have the burden of establishing that additional regulations are neces
sary for particular commodities in order to prevent deception or to 
facilitate value comparisons.

The Section 4(a) regulations apply across-the-board to whole 
categories of consumer commodities: all foods, all cosmetics, all 
proprietary drugs, and all other covered commodities. But Section 
5(c) is worded differently. It  refers to deception or value compari
sons “as to any commodity,’’ and the promulgation of regulations 
“with respect to that commodity." Apparently Congress intended that 
these regulations would not apply across-the-board to all or many- 
different commodities, but instead would be applicable on a product- 
by-product or commodity-line basis.

The legislative history supports this clear meaning of the s ta t
u tory  language. The A ntitrust and Monopoly Subcommittee, for ex
ample, s tated in its Report on one of the first revisions of the bill 
that  these regulations would be adopted on a “product-by-product
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basis” and ‘‘only on a product-line basis.” '’ Similarly, the Senate 
Commerce Committee Report on S. 985 stated that regulations under 
Section 5(c) would be adopted “on a commodity line basis,” and that 
this section “authorizes the prom ulgating authority to issue com
modity-by-commodity regulations.”5 6 And the House Commerce Com
mittee Report stated that  this section authorized the agencies “to 
promulgate regulations with regard to particular consumer commodities.”7

There is nothing in the Act or Reports, however, that au thorita
tively spells out what would constitute a “product,” a “product-line,” 
or a “commodity-line.” The most logical explanation is that a Section 
5(c) regulation can be made applicable only to those commodities for 
which a finding is made—and can be justified on the facts— that 
deception has been fostered or value comparisons have been rendered 
difficult by existing industry practices that  will be corrected by the 
regulation. A finding that  manufacturers and distributors of com
modities A and B have fostered deception of consumers by their mis
use of “cents-off” labeling could thus be relied upon as a basis for 
promulgating a regulation regulating that practice for commodities 
A and B, but it could not be used to justify a regulation of broader 
applicability—to products C, D and E, or to all foods. This interpre
tation squares both with the “product-by-product” language, and 
with the explicit requirement of a finding of deception or difficulty 
of value comparisons.

A related question under Section 5(c) is what type of showing 
will have to be made by the F D A  or the FT C  to support a finding 
th a t  a regulation is “necessary to prevent the deception of consum
ers or to facilitate value comparisons as to any consumer com
modity.” There was some discussion of the term “deception of 
consumers” during the course of the House hearings, but it was 
at best inconclusive, and the legislative history in total provides no 
clear picture of Congress’ intent as to the content of this term.

It may be expected that the F T C  will seek to rely on its experi
ence and precedents under Section 5 of the Federal Trade Commis
sion Act, which declares unlawful “unfair or deceptive acts or prac
tices in commerce,” and that  the F D A  will look to its practice under 
Section 403(a) of the Federal Food, D rug  and Cosmetic Act, which 
defines misbranding to include “false or misleading” labeling. But

5 R eport on T ru th  in Packaging of 
the Subcom m ittee on A n titru st and
M onopoly of the Senate Com m ittee on 
the Judiciary, 88th Cong., 2d Sess. 5,
19 (1964).

6 S. Rep. No. 1186, 89th Cong., 2d 
Sess. 2, 6 (1966).

7 H. Rep. No. 2076, 89th Cong., 2d 
Sess. 11 (1966).
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there may be a significant difference between a determination of 
deception in an adjudicatory proceeding and a determination of 
whether a particular regulation is necessary to prevent deception 
under Section 5(c) of the new Act.

The question of what constitutes deception under section $(cj 
may well become academic, however, if the agencies decide to rely 
on the determination that a regulation is necessary "to facilitate 
value comparisons as to any consumer commodity." The first version 
of Senator H a r t ’s bill—S. 3745 in the Eighty-Seventh Congress— 
authorized additional regulations for particular commodities upon a 
determination that  they were necessary "to establish or preserve fair 
competition between or among competing products by enabling con
sumers to make rational comparisons with respect to price and other 
qualities, or to prevent the deception of consumers as to such prod
ucts.” This language was retained in S. 387 in the E ighty-Eighth 
Congress, except that the A ntitrust and Monopoly Subcommittee 
changed the word “qualities" to “factors.” The Subcommittee Report 
does not explain this change, nor does it throw any light on meaning 
of the “comparison" and “deception” criteria.

S. 985 as introduced in the E ighty-Ninth Congress repeated 
the language as revised by the Antitrust and Monopoly Subcommit
tee. The Senate Commerce Committee further changed this language to 
provide for additional regulations when the agencies determine they are 
necessary “to prevent the deception of consumers or to facilitate 
price comparisons as to any consumer commodity.” The Committee 
Report contains no explanation of this language or the reasons for 
the change from previous versions.

The House Commerce Committee substituted the word "value” 
for the word “price" and reported out the bill in that form, again 
with no explanation of the change, or of the language. The House 
passed the bill as reported, and the Conferees recommended the House 
version. The Statement of the Managers on the part of the House in the 
House Conference Report explained the change by saying that " ‘value 
comparison’ is broader than the concept of ‘price comparison,' ”s but did 
not otherwise throw light on the intended meaning.

Senator Hart sought to explain this change of wording on the floor 
of the Senate prior to the Senate adoption of the Conference R eport: 8

8 “The conferees wish to  make it portant factor in m aking a value corn-
clear tha t the concept of ‘value com- parison." H. R. Rep. No. 2286, 89th
parison’ is broader than the concept of Cong., 2d Sess., Conference R eport to 
‘price com parison’ and includes the A ccom pany S. 985 on the F air Pack-
latter w ithin the form er as a very im- aging and Labeling Act 9 (1966).

PAGE 2 6  FOOD DRUG COSMETIC LAW JO U R N A L — JA N U A R Y , 1 9 6 9



W hat this m eans is th a t the U. S. C ongress has now assum ed responsibility 
for assisting  consum ers by facilitating “value com parisons.” T his declaration is 
significant because it enlarges C ongressional policy to include quality com pari
son—a com ponent of value. T his quality elem ent has vastly g reater im plica
tions than the m ore limited concept of price. F o r instance, it opens the door to 
consideration of legislation such as grade labeling and G overnm ent testing  of 
consum er products.”

Congressman Gilligan. a member of the House Commerce Com
mittee, took exception to Senator Hart's interpretation of the Committee's 
change from "price" to “value." He stated that he was responsible for 
proposing the change, and that the Committee intended only to emphasize 
that price is just one aspect of value.10

In practice, the term "value comparison" may become equated 
with "price comparison,’’ for it is difficult to see how most of the 
Section 5(c) regulations could bear upon other factors of “value," 
whatever that may be understood to mean. The trouble may come 
when an attem pt is made to specify which commodities are subject 
to a particular 5(c ) regulation—similar products differing significantly in 
quality or "value" should perhaps not be subject to the same regulation.

At any rate, the agencies will be obliged to justify a regulation 
under this provision on the basis of one of the two criteria. The 
burden of establishing the justification will be on the agency, for 
until it makes the necessary determination—on the basis of the evi
dence before it—no regulation may be promulgated.

0 112 Cong. Rec. 26564 (D aily  ed. 
O ct. 19, 1966).

10 “I am the au thor of this am end
m ent in the H ouse Com m ittee on In 
tersta te  and Foreign Commerce. I t is 
designed to insure tha t the govern
ment agencies and officials charged with 
enforcing the law and issuing regula
tions thereunder do not exercise the 
pow ers conferred upon them , partic
ularly by section 5, for the sole pu r
pose of facilitating a m athem atical 
computation ; that is, a price com pari
son, in the superm arket aisle. P rice is 
only one elem ent in a consum er value 
decision; o ther factors of equal or 
greater im portance are product per
formance, the convenience of the pack
age, and the suitability of the size or 
quantity  of the product in satisfying a 
consum er’s personal desire or need. 
O bviously w hat constitu tes value is 
highly subjective.

It is a decision tha t m ust be made

by each individual and is a personal 
judgm ent of the kind the Federal 
G overnm ent is ill-equipped and should 
not be asked to make for the consumer. 
In  sponsoring the change from  price 
com parison to  value com parison it was 
never m y intention to include the Fed
eral G overnm ent into quality de ter
m inations or grade labeling and Gov
ernm ent testing  of consum er products, 
as Senator H a rt has suggested.

In  short, the am endm ent was con
ceived to avoid having this new s ta t
ute mislead consum ers br  ̂ over accen
tuating  price at the expense of o ther 
and often m ore im portan t elem ents of 
true value, ra th e r than  opening broad 
new areas of regulatory  control or ex
perim entation. I am sure I can fairly 
say tha t all m em bers of the H ouse 
Committee had this understanding when 
I offered the am endm ent and obtained 
its approval.” 112 Cong. Rec. 27536 
(D aily ed. Oct. 21, 1966).
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Four different types of regulations may be adopted under Sec
tion 5(c), and the legislative history throws at least a little helpful 
light on each.

Package Size Descriptions
The first type of regulation authorized by section 5(c) is that 

described in section 5(c)(1),  under which the regulation would:
establish and define standards for characterization of the size of a package 

enclosing any consum er com m odity, which m ay be used to supplem ent the label 
sta tem ent of net quantity  of contents of packages containing such com m odity, 
but this paragraph  shall not be construed as authorizing an}' lim itation on the 
size, shape, w eight, dim ensions, o r num ber of packages which m ay be used to 
enclose any commodity.

This provision was retained virtually without change throughout 
the entire history of the bill, from S. 3745 as introduced in the Eighty- 
Seventh Congress, through final enactment, except that the Senate 
Commerce Committee added to S. 985 the proviso to make it clear 
that regulations under this provision could not authorize any limita
tion on the packages themselves.

The A ntitrust and Monopoly Subcommittee Report explained:
[Subsection | (e )(3 ) provides for the defining of size nom enclature relating  

to quantity  sucli as “sm all." “m edium" and “large." . . .
The purpose of this section is to  m ake size nom enclature m eaningful as 

betw een com peting products in the same product line so tha t one m anufacturer’s 
“king size" does not represent less product than  another m anufacturer's “large." 
Should such standards be established on a product line basis, there is no com 
pulsion for the m anufacturer to use them  if he chooses to use no size designa
tion w hatsoever. If, however, he w ishes to use size designations, they would 
have to be those established for the range of quantity  into which the am ount 
w ithin his package falls.11

The House Commerce Committee in its Report stated that regu
lations under this provision may establish “specific weights and 
measures, or ranges of weights or measures, for such designations.” 
A regulation under 5(c)(1) might thus specify that the term "small" 
may be used only on packages of a particular consumer commodity 
ranging from two to four ounces. Or it might specify that the term 
“small” may be used only for packages containing three ounces.

The statement in the Subcommittee Report quoted above sug
gests that once a regulation was adopted specifying size designations 
for a particular commodity, packages of that Commodity could not 
use any size designations unless they were those specified in the 
regulation. Thus, if the regulation specified “small,” “medium” and 11

11 R eport on T ru th  in Packaging of the Judiciary, 88th Cong.. 2d Sess. 24 
the Subcom m ittee on A ntitrust and (1964).
Monopoly of the Senate Committee on
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"large’' for certain sizes, but no others, apparently no other terms 
could be used to describe the size of any package containing that 
commodity.

In the case of Section 5 (c )(1 ),  as in the case of all 5(c) regula
tions, the burden will be on the agency to establish that the specific 
regulation proposed is necessary either to prevent deception or to 
facilitate value comparisons. If manufacturers during the course of 
the hearing can establish that there is in fact no consumer deception 
with respect to the use of size designations for the commodity in 
question, or that no such standardized terms would facilitate value 
comparison, then no regulation could be adopted.

Cents-OfF and Economy Size
Under Section 5(c)(2) regulations would be adopted by the 

promulgating agency with respect to a particular consumer com
modity to

regulate the placem ent upon any package contain ing any  com m odity, or 
upon any label affixed to such com m odity, of any prin ted  m atter sta ting  or 
representing  by im plication th a t such com m odity is offered for retail sale at a 
price lower than the ordinary  and custom ary retail sale price or tha t a retail 
sale price advantage is accorded to purchasers thereof by reason of the size of 
that package or the quantity  of its contents.

In the earlier versions of the packaging and labeling bill intro
duced by Senator H art  the agencies were directed to adopt regula
tions to prohibit "cents-oft" and “economy size’’ label s tatement prac
tices for all consumer commodities.12 In response to s trong objections 
by industry witnesses that  the "cents-ofif" promotion practice was 
highly regarded by consumers and afforded them substantial savings. 
Senator H art  himself proposed an amendment to the bill in March 
1966 (see Committee Print. March 15. 1966) to transfer this provision 
from Section 4 (a)  to Section 5(c), so that such a regulation could be 
adopted only on a commodity-by-commodity basis, and only upon 
the finding required by Section 5(c).

This provision was modified further by the Senate Commerce 
Committee, which substituted the word "regulate" for the word “pro
hibit" at the beginning of the subsection. The provision as thus 
changed was explained in the Senate Committee Report as fo llow s:

This provision is prim arily  directed at “cents off” label representations 
placed on the package by the m anufacturer and a t such label designations as 
“econom y” size. W hile the com m ittee was of the opinion tha t these practices 
should be prohibited w here abused, the agencies are gran ted  a  m easure of

12 See § 3(A ) (b )(4 ) of S. 3745 in C ongress; and § 3 (a )(5 ) of S. 985 as 
the E ighty-Seventh  C ongress; § 3 (A )- introduced in the E igh ty -N in th  Con- 
(c )(4 ) of S. 387 in the E igh ty -E igh th  gress.
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flexibility in establishing regulations for the utilization of such prom otional 
techniques in a nondeceptive m anner. N oth ing  in this subsection would inhibit 
the re ta iler’s righ t to set retail prices or to  make sale offers.13

The House Commerce Committee considered a further modifi
cation of this provision, to add the words “but not prohibit ’ after 
the word “regulate” at the beginning of the subsection. (See H. R. 
15440, Committee P rin t of September 13, 1966.) But as reported by 
the House Committee the provision was left unchanged, and these 
words were not added. Nevertheless, the Committee sought to 
achieve the same effect by indicating in its Report that  this provision 
was intended to authorize regulations “to regulate (but not prohibit) 
the use of such promotions as ‘cents off’ or ‘economy size- on any 
package.”'14

The Committee's intent was further expressed when it stated 
that regulations under Section 5(c) (2) would be for the purpose :

T o regulate, but not prohibit, the use of such promotions as “cents off’’ or 
“economy size’’ on any packages in o rder to  assure tha t insofar as practicable 
any price reductions claimed on the package will be passed on to the consum er 
Such regulations, for example, m ay require a show ing on the part of m anufac
turers th a t the wholesale price has been reduced in an am ount sufficient tc 
enable retailers to pass on the appropriate “cents off” to the consum er; or they 
m ay limit the duration  of, and the intervals betw een such prom otions; o r the 
percentage of the ou tpu t annually w hich m ay be m arketed under “cents off’ 
prom otion.15

The Senate and House Committee Reports thus reflect a slightly 
different interpretation of this provision. The Senate Committee felt 
“that  these practices should be prohibited where abused,” whereas 
the House Committee felt that regulations under this provision should 
regulate “but not prohibit” the practice. In view of the fact that 
the Senate and House Conferees recommended enactment of the 
House bill, with only two changes, and the Senate acquiesced in 
this recommendation, it may reasonably be concluded that the House 
interpretation of Section 5(c)(2) should prevail over that  stated in 
the earlier Senate Committee Report and that  cents-off labeling may 
not be prohibited altogether for any commodity.

Another question that  comes up in connection with a cents-off 
regulation is whether the F D A  or the F T C  could require a retailer 
to reduce the retail price by the amount of the stated cents-off re
duction on the label. For example, if a product labeled to be sold 
at five cents off the regular price in fact was regularly sold by a 
retailer a t $.40, could the F D A  require in a regulation that  the re
tailer sell the product for $.35?

13 S. Rep. No. 1186, 89th Cong., 2d 11 H ouse R eport at 7.
Sess. 6 (1966). 15 See footnote 12.
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Several provisions in the F P L A  are relevant to the resolution 
of this question. Section 3(b) provides that regulations under the 
Act shall not apply to wholesale or retail distributors except to the 
extent that they are engaged in the packaging or labeling of a com
modity, or prescribe or specify the manner in which the product is 
packaged or labeled. Since a m anufacturer’s cents-off label statement 
is not prescribed by the retailer (except for private labeled products), 
it might be argued that this exemption wholly protects the retailer 
from coverage under a cents-off regulation.

But a label is defined in Section 10(c) to mean any written, 
printed or graphic matter appearing on a package containing a con
sumer commodity. Because the retailer marks the package with the 
selling price of the commodity, that  m arking would appear to con
stitute labeling under the Act. If so, the retailer has engaged in the 
labeling of the commodity and would thus not be covered by the ex
emption contained in Section 3(b).

There is another limitation in the Act, however, that would 
appear to prevent the application of any F P L A  regulation to the 
marking or labeling of a commodity after it has reached the retail 
store. Section 3(a) makes it unlawful for any person to distribute 
or to cause to be distributed in commerce any packaged commodity 
which does not conform to the provisions of the Act and regulations. 
Thus, regulations adopted under the Act apply only to the commodity 
as it is labeled when shipped in interstate commerce. If  the product 
is lawful when shipped in interstate commerce, then any labeling 
that takes place after it has come to rest within a state is not subject 
to the reach of the Act.

This  conclusion is supported by a letter from the Department 
of Health, Education and Welfare (H E W )  to Senator Magnuson. 
reprinted in the Senate Commerce Committee Report at pages 14-18. 
H E W  suggested that  the bill should be amended to make it clear 
that the Act was coextensive with the Federal Food. D rug  and 
Cosmetic Act “ including violations that occur after an article has 
been shipped in interstate commerce, for example, by alteration of 
the label while the article is held for sale after such shipment.” No 
such amendment was adopted, and it thus seems clear that unlike 
the Food, D rug  and Cosmetic Act the F P L A  does not apply to label
ing that takes place after shipment in interstate commerce.

It is entirely conceivable, however, that  the FD A  may take the 
position that the failure of a retailer to pass along the savings prom
ised on the label would constitute false or misleading labeling under
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Section 403(a) of the Federal Food, Drug and Cosmetic Act. Many 
provisions of the FD A 's  mandatory labeling regulations are basee 
on both the F P L A  and the Food, D rug  and Cosmetic Act. If this 
same approach is taken, then conceivably the F D A  could regulate 
retailer practices in a cents-off regulation.

Ingredient Information
Regulations under Section 5 (c)(3) would:

require tha t  the label on each package of a consumer commodity (other 
than one which is a  food within the meaning of section 201(f) of the Federal 
Food, D rug  and Cosmetic Act) bear (A) the common or usual name of such 
consumer commodity, if any, and (B) in case such consumer commodity con
sists of two or more ingredients, the common or usual name of each such 
ingredient listed in order of decreasing predominance, but nothing in this 
paragraph shall be deemed to require that any trade secret be divulged.

This wording was added by the House Committee as a substitute 
for a provision in the Senate bill tha t  would have authorized the 
adoption of regulations to require that  “information with respect to  
the ingredients and composition of any consumer commodity . . .  be 
placed upon packages.”

N othing can be found in the legislative history to explain the 
significance of subparagraph (A), which would require tha t  the 
common or usual name of the commodity be included on the label. 
The mandatory regulations under Section 4 ( a ) (1 )  now require that 
all commodities bear a label specifying the identity of the com
modity, which in most cases is the same as the “common or usual 
name” of the commodity.

A regulation under subparagraph (B) would require the listing 
of ingredients in decreasing order of predominance. The exclusion 
for foods is explained in the Flouse Committee Report on the ground 
tha t  the Food, Drug and Cosmetic Act requires that all nonstandard- 
ized food labels include a list of ingredients.

The only legislative history which throws any further light o r 
the meaning of this provision occurred during the floor debate in the 
House. In an exchange between Congressman Kornegay and Chair
man Staggers, the former pointed out that  many drugs and cosmetics 
contain literally dozens and dozens of nonactive ingredients, and 
asked whether these ingredients which have no value so far as price 
comparison is concerned need be declared on the label under such a 
regulation. Chairman Staggers answered, “Not unless the listing is 
necessary in order to make the value comparison possible.”16

16 112 Cong. Rec. 23865 (Daily ed.
Oct. 3, 1966).
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Thus, although the language of this section might conceivably 
be read to provide that  a regulation under Section 5(c)(3) must 
require that every ingredient in a commodity be declared on the label, 
it can very well be argued that in the light of the legislative history, 
the intent of Section 5(c), and the statu tory  purposes, ingredients 
need not be declared if they are not relevant to a value comparison 
or to the prevention of deception. Such a conclusion can be justified 
further on the ground that  the discretionary authority  in Section 
5(c )(3 ) to require the listing of every ingredient must include the 
lesser authority  to require the listing of only those ingredients rele
vant to the question of value comparison and deception. Quite ob
viously a narrow interpretation of the language to require the listing 
of fifty or a hundred ingredients on the label would tend to defeat 
one of the basic purposes of the Act to enable consumers readily to 
obtain accurate information as to consumer commodities.

Nonfunctional Slack-Fill
Section 5 (c)(4) authorizes regulations effective to “prevent the 

nonfunctional slack-fill of packages containing consumer commodi
ties.” The final sentence in Section 5(c) provides that  “a package 
shall be deemed to be nonfunctionally slack-filled if it is filled to 
substantially less than its capacity for reasons other than (A) pro
tection of the contents of such package or (b) the requirements of 
machines used for enclosing the contents in such package.”

This provision was added to the bill by the House Commerce 
Committee. The only explanation found in the legislative history is 
in the House Committee Report, which states:

W h en  a consumer buys a  nontransparent package containing a consumer 
commodity, he expects it to be as full as can be reasonably expected. H e makes 
his purchase in m any instances on the basis of the size of the box. There are 
practical justifications for less than a complete fill in many instances. A con
tainer has to be large enough to protect the contents and it is necessary to 
recognize tha t  m any consumer packages are prepared by machine operations. 
Therefore, to the extent tha t the safety of the product requires additional 
wrapping and a somewhat larger box and to  the extent that machine packaging 
requires tha t the box be somewhat larger to accommodate the machine closing, 
slack-fill is necessary and justifiable. However, nonfunctional slack-fill which 
involves, for example, the use of false bottoms an d /o r  unnecessary bulky pack
aging is not justified. T he  bill would allow the D epartm ent of Health, E duca
tion and W elfare and the Federal T rade  Commission to prevent abuses of that 
kind.17

The definition of nonfunctional slack-fill in Section 5 (c )—a pack
age filled to substantially less than its capacity for reasons other than

17 House Committee Report at 8.
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protection of the contents or the requirements of machines used for 
enclosing the contents in the package— was thus apparently intended 
to include all legitimate technological reasons for less than a com
plete fill.18

As for the content of these regulations, a logical approach would 
be for the agencies to adopt standards of fill similar to those that 
have been adopted by the FDA under Section 401 of the Food. Drug 
and Cosmetic Act, which authorizes regulations to establish for any 
food a reasonable standard of fill of container. The FD A  has adopted 
standards of fill under Section 401 based on at least four standards 
of m easurem ent:

(1) A percentage of the total capacity of the container (for 
example, the standard of fill of container for canned tomatoes is a fill 
of not less than 90% of the total capacity of the container) ;

(2) Volumetric determinations (for example, the standard of fill 
of container for canned peas is a fill such that, when the peas and 
liquid are removed from the container and returned thereto the 
level peas, irrespective of the quantity of the liquid, 15 seconds after 
they are so returned completely fill the container) ;

(3) The drained weight of the food product measured against 
the water capacity of the can by weight (for example, the total weight 
of drained fruit cocktail must be not less than 65% of the w ater 
capacity of the container) ; and

(4) The maximum quantity which can be sealed in the container 
and processed without crushing or breaking (for example, canned 
f ru i ts ) .

Voluntary Packaging Standards
The third major area of coverage in the F PL A  concerns the encour

agement of voluntary packaging standards designed to reduce the 
number of Weight's or quantities in which a particular commodity is 
packed. I will not try to rehearse here the legislative history that 
most of you are familiar with during which the compulsory standard 
provisions of the earlier versions of the bill were finally converted to 
voluntary standards provisions by the House Commerce Committee. 
It  is enough for present purposes to emphasize that the House Com
mittee—and subsequently Congress—concluded that there were in
deed some significant drawbacks to compulsory packaging standards, 
and that  industry should be given an opportunity to work through

18 For discussions of the technologi- and the Deceptive Packaging of Foods,” 
cal reasons for less than a complete 40 New York University Law Review 
fill, see 72 Yale Law Journal 788, 794- 860, 874-75 (1965). 21 F ood D rug Cos-
95 (1963); Forte, “The F D A , the F T C  metic L aw  J ournal 205 (April 1966).
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voluntary means to reduce the number of package sizes in those in
stances where “undue proliferation” exists.

There have been a number of developments in this area in the 
two years since enactment, but many questions remain. Let us look 
briefly at what has happened and at some of the most obvious ques
tions that  most companies and associations in the consumer com
modity industries are now facing.

Many of your companies and associations are working on or 
have completed a program to reduce or stabilize the number of pack
age sizes. The D epartm ent of Commerce has on several occasions 
announced those products for which standards have been developed 
or are in process. Some industries have been working through the 
voluntary standards procedure of the D epartm ent of Commerce, but 
most have chosen to work through their industry trade associations.

To date, there have been no formal proposed determinations by 
the Departm ent of Commerce that  undue proliferation exists in the 
package sizes for any commodity. Apparently the D epartm ent has 
decided that  the best approach for all concerned is to encourage 
industry segments to move voluntarily to reduce or stabilize package 
sizes without the necessity of a formal finding of undue proliferation.

The D epartm ent’s regulations do not define “undue prolifera
tion” and do not spell out w hat constitutes the impairment of the 
reasonable ability of consumers to make value comparisons with 
respect to a consumer commodity or commodities. The substantive 
content of these terms will remain to be determined on a case-by
case basis. Until that time, industries will have no clear guidance 
in try ing to decide whether a voluntary reduction in package sizes 
is desirable, or necessary, in order to preclude a charge of undue 
proliferation.

A second question concerns the degree of industry adherence to 
a voluntary standard. Obviously,, if the bulk of the industry dis
regards a voluntary standard, then its existence would have little or 
no relevance for purposes of an undue proliferation inquiry. But is 
a finding of undue proliferation justified if there are only regional 
aberrations, or if a single manufacturer feels he must market a size 
that is not included in the standard?

The D epartm ent’s voluntary standards procedures contain the 
proviso t h a t :

A standard published by the D epartm ent under these procedures is a vol
untary  standard and thus by itself has no m andatory  or legally-binding effect. 
Any person may choose to use or not to use such a standard.
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Although I have not seen the documentation of most of the 
industry voluntary standards that  have been developed over the past 
year or so, I assume that this same noncompulsory concept is in
cluded in most of them. Nevertheless, failure of an industry to 
observe a standard might well raise the question of undue prolifera
tion and trigger the Section 5(d) and 5(e) procedures of the FPLA.

Under those procedures, if the D epartm ent finds undue prolifer
ation, it must then request the industry to cooperate in the develop
ment of a voluntary packaging standard under the Department's  
procedures. Subsequent failure to develop such a standard or to 
observe a standard that is developed must be reported by the Secre
tary of Commerce to Congress, with his recommendation as to 
whether Congress should enact legislation providing regulatory authority 
to deal with the situation in question.

Thus, the third major unanswered question in this area is whether 
conditions will arise in 1969 or thereafter that would lead the Secre
tary of Commerce, or others, to propose once again that compulsory 
packaging standards be authorized by Congress. Undoubtedly it is 
this possibility that has prompted many segments of industry to make 
the voluntary approach an effective and workable one.

Conclusion
Finally, a brooding specter over all voluntary standard efforts 

is the question of compliance with the federal antitrust larvs. Some 
of you may have seen reports in the trade press that the Department 
of Justice has been in communication with the Department of Com
merce concerning the procedures that should be observed by an in
dustry that is developing a voluntary standard. I am confident that 
many industry groups will be very interested in seeing the outcome 
of these inter-Departmental discussions.

I have talked to more than a few industry representatives who 
believe they are caught between the pressure of the F P L A  toward 
voluntary package size reduction on the one hand, and the threat of 
an ti trus t  prosecution on the other. In the meantime they m ust con
tinue to compete effectively, and meet the changing tastes and de
mands of customers and ultimate consumers.

I doubt whether any of these questions will be finally resolved 
in 1969. Indeed, the prospect is that at least some of these questions 
will become ra ther acute for many segments of industry over the 
next few years. [The End]
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Teamwork
for Consumer Protection

By THEODORE R. GAMBLE

Mr. Gamble Is Chairman and President 
of Pet Incorporated, St. Louis, Missouri.

IN TALKING W ITH YOU TODAY I hope all of you understand 
that it is impossible for me, or for anyone for that matter, to speak 

for the entire food industry. It is this country’s largest business and 
it is obvious that no one can speak collectively for all of it. However, 
as immediate past chairman of the Grocery Manufacturers of Amer
ica (GMA) and as one who has headed a major American food pro
cessing company for a number of years, I believe I can speak with 
some reasonable background on the matter of teamwork for consumer 
protection.

Before getting into the substance of my remarks, I think it is 
important to reiterate a point I tried to make three years ago at the 
Ninth Annual Joint Educational Conference. That is, the food in
dustry endorses vigorous enforcement of all existing laws. In addi
tion, our industry has committed itself to a continuing policy of 
voluntary compliance and self-regulation in the interest of the con
suming public. I believe our actions in this regard speak as loudly 
as anything I might say.

A man who just a month ago lost an election but who won mil
lions of friends in the process. Senator Edmund Muskie of Maine, 
has a favorite story about an out-of-state motorist who crossed the 
New Hampshire border into Maine. A few hundred yards later he 
arrived at an intersection with two roads pointing north—U. S. 
Route 1 and the Maine Turnpike, with two signs—both pointing to 
Portland. Puzzled, the motorist stopped and asked a native, “Does 
it make any difference which road I take to get to Portland?”

The native’s reply was, “Not to me, it don’t.”
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As appealing as tha t  picture of Maine independence is, I think 
w e’ve all learned in recent years that  what happens to each of us 
does make a difference to the rest of us.

Common Objectives
Business and government today share many common objectives. 

Each desires to contribute to the development of a society which 
offers maximum opportunities for individual initiative and enterprise 
and which also places a premium on a person’s worth and merit. 
And yet. business and government each knows that it makes a dif
ference to others, and to the achievement of common objectives, it 
the routes traveled toward those objectives are not compatible.

Should business and government be antagonists or cooperative 
partners? I suspect that  the ideal lies somewhere in between. There 
will always be situations in which government m ust be on the oppo
site side of the table from business. A rm ’s-length dealings are ab
solutely essential in many such areas of regulation and supervision.

But there are even more areas where business and government 
can and should work together cooperatively as partners. T hat we 
are beginning to do so successfully is, I believe, a measure of how 
far we have come in recent years. To be sure, we still have a long 
way to go but any person whose eyes are open can plainly see that 
we are headed in the right direction and that we have already trav 
eled down the road some distance.

This progress has been made possible in great part by the ever- 
increasing attention which has been devoted to the “four c’s” which 
provide the theme of your conference—communication, collabora
tion, cooperation and compliance. Speaking from the standpoint of 
the food processing industry, I ’d like to share with you some thoughts 
on these basic foundation stones of consumer protection.

Rapport with the Consumer
It  has become a cliché these days to talk about communication 

gaps but there is so much conversation about them simply because 
they do exist. As Robert M cNamara has said, “The only real trouble 
about clichés is that they are too terribly true.”

W e in the food industry believe we are in the process of closing 
at least some of these communication gaps. In  the past two to three 
years our industry has faced a situation for -which we were not com
pletely prepared and w e’ve had to s tart  communicating more effec
tively as a m atter of sheer survival. As never before we have had to
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defend ourselves against vigorous activists in government as well as 
against militant consumer groups. The former were typified by 
those who were fighting aggressively for the so-called truth-in-pack
aging bill and the latter, of course, by picketing housewives who 
started the supermarket boycotts.

Looking back now. I think it is safe to say that the food indus
try did not have the contact or rapport with the buying public 
we thought we had. An industry which excelled in the use of adver
tising, marketing and marketing research to bring consumers into 
supermarkets to buy its products failed to understand sufficiently 
any number of basic consumer wants, needs and desires.

W e were communicating in those days but our communication 
was mostly one-way—from us to consumers. Because there was so 
little communication in the other direction, a real communications 
gap developed.

A time of adversity is a time for soul searching and I can assure 
you that the entire food industry has done much of this during the 
past several years. W e concluded we had been doing too much talk
ing and not enough listening. W e came to realize that  two-way com
munication was more than a p h ra se ; tha t  it had to become a way of 
life for us. Our ra ther complete change of philosophy throughout 
much of the food industry has been in the spirit and tradition of the 
prayer by St. Francis, “Oh, Divine Master, g ran t  that I may not so 
much seek to be understood as to understand.” I believe we are 
more and more beginning to understand our obligations and respon
sibilities in this regard and are fulfilling them. Let me give you just 
a few specifics from the many examples I could cite.

The GMA has initiated an effort which many of us believe will 
bear healthy fruit in the years ahead. The Consumer Research 
Institu te  is less than a year old now, but it has begun operations on 
a modest scale. It is successfully funded and a small nucleus staff has 
been assembled. This research organization will look into areas of 
concern to consumers and explore them in depth. Again, it will do 
a great deal of listening and searching in a continuing effort to 
determine w hat consumers really think. W e regard the formation 
of this research organization as a major step in the right direction 
for our industry.

An important communication undertaking in the consumer area 
is the “Consumer Dialogue” program which has been carried on in 
major cities th roughout the United States by the National Associa
tion of Food Chains (N A FC ). Although many other organizations
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an d  even individual companies in segm ents  of the food in d u s try  
have since created  the ir  own consum er panels, I believe the  N A F C  
p ro g ram  w as the  first. I ts  purpose  has  been to  open new  and con
t in u in g  channels of communication betw een  hom em akers  and  f o o t  
d istr ibu tors .  A n o th e r  basic purpose  has been to  d em ons tra te  p u b 
licly the in te re s t  the  food indus try  has in discovering- changing con
sum er w an ts  and  needs so th ey  can be adequate ly  met.

T h e  give-and-take exchange of pointed  questions and candid  
answ ers  in the h ighly  in tim ate  and  believable a tm osphere  of these 
unrehearsed  panel discussions has had  a re fresh ing  effect w herever  
they  have been held. N ational and  local new s media have been h ighly  
lau d a to ry  in their  praise of th is  effort.

T hese  are b u t  a few of the m any  indications th a t  tw o-w ay com 
m unication  is s tead ily  im prov ing  betw een  food processors and  m an u 
facturers ,  wholesalers, retailers, consum ers and gov ern m en t person
nel as well as the news media.

As good as this is, it is still no t good enough because we m ust  
do so much more. L as t  year, the w ell-know n syndicated  colum nist  
J im m y  Breslin  reviewed the  evolution of civil r igh ts  p ro tes ts  from 
the peaceful M arch on W a sh in g to n  in 1963 to  the  violence th a t  
e rup ted  in N ew ark  and  D e tro it  and  had th is  observation :

In  a co u n try  th a t  can do an y th in g  a s  lo n g  as there  is a  m achine  involved, 
we have come from  the  M arch  on W a sh in g to n  to  sn iping in D e tro i t  because 
nobody  know s how  to pe rfo rm  the simple a r t  of ta lk ing  and lis ten ing  to som e
body  else.

Industry-Government Cooperation
One of the m ost fruitful and productive im provem ents in com 

munications between the food manufacturing industry and the Food and 
Drug Administration (F D A ) has been the formation of the G M A -FD A  
Council. On the industry side of this group, the chief executive officers of 
m ajor food companies meet regularly with top F D A  officials for mutual 
exchanges of ideas across the conference table. I know from personal 
experience that these meetings have greatly increased the understanding 
we have of F D A  and I am confident the F D A  personnel involved feel they 
have a far better understanding of us.

T h e  basic purpose of these regu la r  m eetings has been to es tab
lish a continu ing  dialogue which in tu rn  has provided a forum  for 
consideration  of m utual problems. T he  environm ent in these m ee t
ings is such th a t  a free exchange of ideas is no t only possible but 
expected. A be tte r  com m on unders tand ing  of governm ent and indus
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t ry  responsibilities has resulted. Tw o-w ay  com m unication between 
governm ent and business w as not only planned in this instance, bu t  
it is being implemented with  a high degree of success.

One notable result, am ong m any others, which has come of 
these G M A -F D A  Council m eetings was the agreem ent reached on 
the definition of product w ithdraw al. W h e n  a food product is still 
under the control of the m anufacturer ,  tak ing  it off the m arke t  vo lun
tari ly  now does not constitu te  an F D A  w ithdraw al.  T h is  change is 
of g rea t  benefit to the m anufac tu rer  while fully p ro tec t ing  the con
sum ing  public in precisely the w ay F D A  and the food industry  both  
desire. This  new approach to an adm itted ly  difficult problem avoids 
m isleading publicity  which in the past has seriously dam aged some 
companies and contributed  g rea tly  to the failure of a t least one 
business. F D A ’s prior product recall and seizure approach created 
trem endous problems at all levels of the industry  and frequently  
resulted in irreparable dam age out of all proportion  to  the  possible 
danger involved.

If I had to pinpoint one area in particular where I think we must do 
a better job in the m onths  and years  ahead it would be in im proving 
our com m unications at the state  and local level. Relatively, a much 
better job has been done a t the federal level than  with  o ther echelons 
of government. But great confusion, wheel-spinning and needless 
expense will result unless equally effective tw o-w ay com m unication 
is developed w ith  s ta te  and municipal officials. T h is  is a challenge 
to those in the federal government as well as to those of us in industry.

As far as industry-governm ent cooperation is concerned in food 
regulation, I suggest  we take A1 S m ith ’s famous advice— “let’s look 
at the record.” The then-infant food processing industry itself played 
an  im portan t and helpful role in the passage of the initial federal 
food regulation act of 1906. In the 1930’s our industry , then  ac ting  
th rough  the GMA, Inc., played a similar and perhaps even more 
helpful role in suggesting many provisions of the Federal Food, D ru g  
and Cosmetic Act of 1938 and strongly urged its approval in Congress.

T he food industry, in m y judgm ent,  has continuously  acted in a 
responsible m anner in connection w ith  such legislation because we 
ourselves have know n that such laws at the federal level would 
s treng then  the food industry  as a whole ra the r  than  weaken or hinder 
it. In teg r ity  and safety have been as essential to our own well-being 
as they have been to the governm ent and to the consumer. T h ro u g h  
the years, there has been a high degree of successful team w ork  b e
tween government and industry  tow ard  a common objective— that of
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providing consumers with the most useful, wholesome and nutritious 
food products at the fairest possible prices. Virtually  all food m anu
facturers recognize that this teamwork has been one of' the factors 
in their own growth and success.

One of the most recent and perhaps even revolutionary instances 
of this cooperation between the food industry and FDA is in the sek- 
certification program. Although to the best of my knowledge this 
presently involves only two companies— General Foods and Greer. 
Giant— it is a program which virtually every food executive is 
watching closely and carefully because it has great implications fcr 
the future. Although this pilot program is admittedly limited in 
scope at this time, I think it represents a sincere mutual effort to find 
out how such a plan on a much wider and broader basis could and 
should work. Although the program has been under way for a little 
over a year, I have been told by representatives of both the m anu
facturers and government that much has been accomplished and that 
a far deeper understanding of each o ther’s problems has already beer, 
achieved.

Because this self-certification approach is such a different one 
from any used in the past we—like FD A  officials themselves, in c l in 
ing Dr. Ley—believe it is wise to move slowly and carefully. There 
is too much to be gained by doing this properly to risk doing it 
hastily and poorly. All of us, including the consumer, will benefit 
if effective and proven guidelines can be developed prior to the 
broad-scale adoption of a self-certification program.

The th rust  of FD A -industry  cooperation has not been restricted 
to any one company or any one trade association. On the contrary, 
it has been widespread throughout all areas of the industry. Direct 
cooperative programs have been underway with too many companies 
to enumerate. And it would be almost impossible to list all the food 
trade associations with which F D A  has worked so effectively. Some 
that I ’m aware of, in addition to GMA, are the National Dairy Coun
cil, the Milk Industry  Foundation, the National Association of Frozen 
Food Packers, the Food Research Institute, the National Canners’ 
Association, the American Bakers’ Association, the Millers’ National 
Federation, the Corn Industries’ Research Foundation and the N a
tional Association of Ice Cream Manufacturers. These examples 
multiplied many times over indicate that  business and government 
are communicating and are cooperating in implementing the food laws 
of this country.
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I t  is im p o rtan t  th a t  th is  successful p a r tn e rsh ip  con tinue  because  
th e  com ing  dem ands  for m ore  and b e t te r  food in th is  co u n try  and  
th ro u g h o u t  the w orld  requ ire  rap id  accelera tion  of techno log ica l  
deve lopm ent w ith in  the  food industry .  L ite ra lly ,  if w e are to  avoid  
massive s ta rv a tio n  in m an y  areas  of th e  w orld  all of us connected  
in an y  w ay  w ith  the  food in d u s try  will have to  im prove  o u r  p e r 
form ance steadily . W i th  w orld  p opu la t ion  expected  to  increase from  
the  p resen t  3 billion to m ore th an  6 billion b y  the y ea r  2000—ju s t  32 
years  from now — the problem  is one w hich  will requ ire  the  bes t  ef
fo r ts  of each of us.

FDA’s New Approach
T h e  s ta ted  m ission of the  F D A  is th a t  of to ta l  co n su m er  p ro tec 

tion. L aw  en forcem ent is set fo r th  as ju s t  one m e th o d  by  w hich  
th is  p ro tec tion  is to  be assured. A lth o u g h  in the  p as t  th e re  has  been 
g rea t  reliance on enforcem ent th ro u g h  F D A ’s inspection  and  lab o ra 
to ry  staffs, w e in in d u s try  are p leased to  see th a t  th e re  are m an y  
o ther  avenues be ing  adop ted  today  as w e ap p ro ach  a m ore  meaningful 
par tnersh ip .  A lth o u g h  t rad it iona l  law  en fo rcem en t th ro u g h  pun it ive  
action is a lw ays  a clear and  p re sen t  possib ility  even today , it appears 
to  us th a t  F D A  is b eg in n in g  to  u n d e rs ta n d  th a t  it can ju s t  as often  
re ly on  v o lu n ta ry  com pliance to  accom plish  specific objectives.

Food p rocessors them selves  have p ro g ressed  fa r  beyond  the  old 
limited concepts  of quali ty  control,  as I tr ied  to  po int o u t  in m y re 
m arks  here th ree  years  ago. E ven  a change  in t i tle  has  been m ade  in 
m ost  com panies to reflect the  d ifferent job  responsib ilities.  T h e  
person  in charge today  is f req u en tly  called th e  q u a li ty  a ssu ran ce  
d irec tor and  he invariably reports directly to top management in his 
com pany. H is  w ork  cu ts  across all facets of a c o m p an y ’s m an u fa c 
tu r in g  and  supp ly  operations, as it m u s t  if he is to  succeed. T h is  is 
especially im p o rtan t  as so m an y  of ou r  com panies  g ro w  and  diversify. 
Q u a li ty  assurance  is a high-level concern  for every  responsib le  food 
manufacturer and none of us takes lightly our responsibilities in this area.

O ne r a th e r  recen t  F D A  ac tion w h ich  in d u s try  w elcom es and  
app lauds  because  it has led to su b s tan tia l  m u tu a l  benefits  is th e  new  
dis tr ic t  office approach  to  com pliance p rocedures. R a th e r  th a n  seek 
ing m ore  and  m ore  inspection, w e are pleased to  see t h a t  the  F D A  
d is tr ic t  offices are now  re ly ing  to  a g re a te r  degree  on the  w o rk sh o p  
and  sem inar  approach  as well as the  t r a in in g  of m ore  in d u s t ry  p e r 
sonnel in m ee tin g  com pliance requ irem en ts .  A cco rd in g  to  F D A ’s 
figures, a lm ost 3,000 different firms have sen t  m en  and  w om en  to
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these recent district workshops and seminars. This, we submit, is 
real progress—for everyone. F D A  is to be commended for its efforts.

As the years have gone by, there has been a change in the nature 
of the problems we all face. For example, when food adulteration in
volved primarily filth contamination and insanitary plant conditions, 
legal sanctions were in order and it was relatively easy to stop offend
ers. But today the problem goes far beyond this. Pesticide residues 
are a case in point. W here the previous situation was one of trying 
to assess the blame and punishing the guilty, the problem today is 
of try ing jointly to find solutions where they may be well-nigh un
attainable—even when we do work together. Industry  found it could 
not do this job alone and even industry trade associations, with a 
wider base, were unequal to the task. For that  matter, the F D A  
itself found it had to call upon such other government agencies as 
the Departm ent of Agriculture in its efforts to approach these prob
lems, much less solve them.

Another area where traditional concepts of enforcement have 
had to be restructured relates to salmonella. Most knowledgeable 
persons recognize that complete eradication of salmonella is virtually 
impossible. Because it is, there is growing realization that— in the 
language of the sports world—all we can hope to do is “hold down 
the score." W ha t we must do together is to determine where the 
greatest dangers are from salmonella and concentrate our attention 
in those areas, all the while educating the public more fully regard
ing the seriousness of the problem. It is in this area that  I believe 
much more can and should be done in the near future. One of the 
most likely areas of salmonella contamination is in the home itself. 
Far more must be done to educate and inform the housewife about 
her responsibilities in salmonella control. Similarly, the growing trend 
to eating out has created huge new problem areas in salmonella 
control at the restaurant, snack bar, hotel and institutional level. 
Every effort should be made to improve salmonella control in these 
places of business.

Another change in emphasis I would like to suggest to the F D A  
would be a more meaningful selection of salmonella control targets. 
There has been a great deal of activity in areas and with products 
where the incidence of salmonella is relatively negligible and where 
illness and death have been minor or non-existent. At the same time, 
perhaps insufficient force has been mustered » h e r#  the problem is 
far more dangerous or potentially so.
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The food industry welcomed in 1964 the establishment of F D A ’s 
Bureau of Education and Voluntary Compliance and welcomed equally 
the res tructuring of this operation earlier this year when the impor
tant consumer education function was transferred elsewhere within 
FDA. The Bureau’s program of w orking with industry in developing 
specific programs for voluntary compliance with F D A  regulations 
and in providing technical assistance in quality assurance has done 
and will do much to achieve positive results. By thus shifting part 
of the burden of responsibility for inspection and regulation, FD A  
can free its limited forces to police traditionally troublesome situa
tions and at the same time know that product quality and safety are 
still being checked continuously.

This effort also has two other major advantages. Consumer 
protection is actually enhanced while government costs are not being 
materially increased. The arrangement gives the F D A  access to 
industry information which has previously been withheld from it and 
it also frees the food processor from periodic inspections.

Conclusion
In conclusion, let me say that while I ’m pleased with the pro

gress w e’ve made together in the past three years, I ’m not satisfied 
with it nor complacent about it. While they represent a smaller and 
smaller minority, there are still some industry people who regard 
every F D A  action a bureaucratic harassment. And, regrettably, a 
few F D A  personnel still view each industry move as an effort to 
increase profits w ithout consideration for the public interest. H ap 
pily, these “hard-core inconvincibles” grow fewer and fewer by the 
day. More and more, industry and government are communicating 
and cooperating for the common good.

By working together in this fashion, this nation has made pos
sible the development of an industry which provides our citizens 
with the safest, most nutritious and most abundant food supply in 
the history of mankind. This food is both conveniently and a ttrac
tively packaged and is sold at a more advanced stage of preparation 
than in any other country in the world at prices that are the envy 
of every other country.

Together, we are obviously doing something right. L e t’s keep 
on doing more of the s a m e ! [The End]
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Quality Assurance 
Through Self-Regulation

By MILAN D. SMITH
Mr. Smith Is the Executive Vice President 
of the National Canners Association.

THOU G H  T H E R E  IS A T E M PT A T IO N  TO SPEA K  on quality 
assurance in the total food processing industry, it seems appro

priate that I confine my remarks to that segment I represent and 
know best, the canning industry. Certainly this is a highly significant 
segment, with approximately 1,800 canning plants producing about 
27 billion containers of food yearly, with a wholesale value approach
ing $6 billion.

Assurance of the quality and safety of canned foods through self
regulation has been the aim of the National Canners Association 
(NCA) since its formation in 1907, and this concern goes back well 
before that date to the period of its two predecessor organizations. 
Many of the problems involved are common to all canners and re
quire solutions based on information, research, study, and interpre
tation which could not be achieved as well, if indeed at all, by any 
individual canner. In these instances NCA can most appropriately 
become the catalyst or m otivating force.

The name of the game is ed uca tion . It is equally im portant thar 
the canner a n d  his operating personnel have broad knowledge about 
the industry and what makes it function. Self-regulation is a team 
effort, and it is achieved effectively only by working together. I t is 
effective two-way communication. NCA has been fortunate in re
ceiving vital cooperative guidance from its canner members.

I will briefly describe some of our educational programs which 
are successfully designed to assist canners in supplying the con
sumer with food of dependable quality and wholesomeness. In the 
interest of time it will, of course, be necessary to restrict the number 
of examples.
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P e s t i c id e  R e s id u e s
M uch has been said in recen t  y ea rs  ab o u t  pesticides, th e ir  safe ty , 

the ir  applica tion  to  ra w  p roduc ts ,  etc. P es t ic ides  m u s t  be used  to  
ob ta in  a h igh  q u a li ty  raw  p roduc t,  and  th e ir  res idues  m u s t  be rem o v ed  
to assu re  safety.

S h o r t ly  a f te r  o rgan ic  pestic ides  cam e in to  th e  p ic ture , th e  N C A  
estab lished  its “p ro tec t ive  sc reen ” p rog ram . T h e  p ro g ram  includes 
fu rn ish in g  g ro w ers  w ith  pestic ide  in fo rm atio n  for effective an d  safe 
application . T h is  also supplies  can n ers  w ith  a list of reg is te red  pes t i 
cides ; o u t l in in g  to  th em  the  p recau tio n s  w h ich  m u s t  be tak en  for 
p ro p e r  pesticide u s e ; an d  o b ta in in g  from  g 'rowers cert ification  as to  
th e  pestic ides  used  as well as reco rds  of th e  t im e and  ra te  of app lica 
t io n  an d  all o th e r  p e r t in e n t  in fo rm ation .  W e  have also p u b l ish ed  a 
special 18-page bu lle t in  en ti t led , “P es t ic ide  S afe ty .” T h is  o rg an ized  
p ro g ram  has  becom e an  effective too l to  a id  the  field s taffs  of th e  
canners  in do ing  a th o ro u g h  polic ing  job  w i th  th e ir  g row ers .  W i th  
th is  field staff coope ra t ion  it has  been  n ecessa ry  to  re jec t  on ly  a re la 
t ively  few deliveries of1 ra w  p ro d u c ts  because  res idues  -were in excess 
of levels enforced  b y  th e  F o o d  an d  D r u g  A d m in is t r a t io n  ( F D A ) .

In  1963, a co m p reh en s iv e  su rv e y  w as  tak en  to  d e te rm in e  if th is  
“p ro tec t iv e  s c reen ” w a s  b e in g  s t r ic t ly  fo llow ed an d  if each  ca n n e r  
had  developed a p ro g ra m  of his own. In  th e  re p o r ts  filed by  90 
percent of the can n e rs  p a r t ic ip a t in g ,  each w as  fo l lo w in g  a specific 
p ro g ram  based  p r im ar i ly  on N C A  re co m m en d a t io n s  b u t  w i th  c o n t r i 
b u t io n s  b e in g  m ade  b y  each c o m p an y  in co o p era t io n  w ith  g ro w e rs  
an d  o ften  w ith  s ta te  a g r ic u l tu ra l  colleges. M ore  th a n  30 p e rc e n t  of 
th e  p rocesso rs  w ere  e i th e r  ap p ly in g  pes tic ides  w ith  th e i r  own trained 
crew s o r  w ere  s u p e rv is in g  th e i r  ap p lica tio n  th ro u g h  c o n t ra c te d  ap 
plicators . A  fa ir ly  h ig h  p e rcen tag e  of ca n n e rs  also w as  p re -sam p lin g  
ra w  p ro d u c ts  for  d e te rm in a t io n  of re s idue  level b e fo re  a c c e p t in g  
de livery  a t  th e  rece iv in g  dock.

T o  su p p lem en t  th e  p ro g ram , N C A  h as  co n d u c ted  m u ch  re sea rch  
on an a ly t ica l  m e th o d s  for d e tec t io n  of pes t ic ide  re s id u es  on  th e  ra w  
p ro d u c ts  as th ey  com e to  th e  canneries .  Such q u a l i ty  co n tro l  checks  
are  des igned  to  d e tec t  a b n o rm a l  cond it ions .  A n a ly t ica l  m e th o d s ,  
checked  w i th  th o se  u sed  b y  re g u la to ry  agenc ies  of g o v e rn m e n t ,  are  
n o w  of sufficient sen s i t iv i ty  to  d e tec t  f rac t io n s  of a p a r t  p e r  m illion.

In  1964, an N C A  Committee of Canning Industry  Residue Analysts 
w as  o rg a n iz ed  to  fac il ita te  co o p e ra t io n  a m o n g  in d u s t ry  a n a ly s t s  in 
re so lv in g  difficult an a ly t ica l  p rob lem s. O n e  of th e  m o s t  im p o r ta n t  
fu n c tio n s  of th is  co m m itte e  is m a in te n a n c e  of a co l lab o ra t iv e  te s t
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sample program. Food samples containing known amounts of spe
cific pesticides are prepared and distributed by NCA for analysis by 
the committee members in their respective company laboratories. 
Meetings are held periodically to review results and pinpoint particu
lar difficulties. These cooperative efforts are continuing today and 
have been effective in eliminating many analytical problems.

Canners who do not have facilities for testing their own products 
are urged to have this done by a reliable commercial laboratory. The 
NCA assists them in making contact with such organizations and 
advises on the sampling and testing procedures if desired.

Associated with the safety assurance program in pesticide usage 
has been the development of product washing and preparation pro
cedures which remove all harmful pesticides before the product goes 
into glass or metal containers. W e recently completed a research 
study, supported by the U. S. Departm ent of Agriculture, wherein 
the canning preparation procedures were compared with actual home 
preparation of foods. The results indicated tha t  the washing pro
cedures for removing traces of pesticides, as developed by NCA and 
used in canneries, are equal to, or better than those employed by 
the homemaker.

To summarize, self-regulation in the area of pesticides has been 
effective in assuring the consumer that canned foods are free of 
harmful residues.

Thermal Processing
In the canning of most foods, the product is hermetically sealed 

and preserved by heat. The time and temperature of heating for 
such preservation is referred to as the process. The primary purpose 
of processing is to assure a wholesome, commercially sterile, shelf- 
stable canned product.

To prevent potential hazards to health and to eliminate possible 
spoilage outbreaks, the NCA laboratories, beginning in 1918, deter
mined the fundamental principles involved in proper processing pro
cedures. The research on heat resistance of spoilage bacteria, rate of 
heat penetration into canned foods, and heat distribution in the steam 
pressure retorts put processing on a scientific basis and permitted the 
calculation of safe processes.

Beginning in 1923, the results of processing research were re
leased in NCA Laboratory Circulars. In January, 1930, the steriliz
ing processes to be used for various non-acid foods were collected 
and published as Bulletin 26-L “Processes for Non-Acid Canned 
Foods.” A pattern of revision and supplementation has been followed
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ever since. The tenth edition of Bulletin 26-L ‘‘Processes for Low- 
Acid Canned Foods in Metal Containers,” was published in Septem
ber, 1966, and the third edition of Bulletin 30-L covering- processes 
for many foods in glass containers was published in June, 1963. These 
editions are the result of continuing processing research directed by 
the NCA Processing Committees, consisting of representatives of 
NCA and of the container manufacturers. Significantly, FD A  recog
nizes and makes use of these Bulletins as a “bible” for reliable processes.

Consumer acceptance of canned foods rests on confidence in their 
wholesomeness, tastiness and nutritional properties. More than any 
other single factor, wholesomeness depends on proper processing; 
thus NCA, in cooperation with the container manufacturers, promotes 
adequate processing methods in every available w a y : by published 
bulletins, retort surveys, and educational conferences.

In  a letter of July 8, 1965, the late Commissioner Larrick in
formed me that  the F D A  appreciated the interest of the NCA in 
disseminating the information needed to prepare foods which are 
free from decomposition and substances which might render such 
foods injurious to health. While the Commissioner’s letter referred 
specifically to our processing program, his comment is applicable 
to the NCA efforts in other areas.

Sanitation
T he observance of good sanitation practices in the packing of 

canned foods has been a major goal of NCA programs for more than 
50 years. The NCA Laboratories have worked continuously and 
closely with every element of the canning industry to develop and 
recommend procedures to assure that sanitation in canning plants is 
maintained at a high level. These efforts are supported in the labo
ra tory  and the field through development of sanitation guidelines, by 
practical advice to individual canners, and from periodic inspections 
of members’ plants.

Initial training courses in sanitation in 1945 were followed by 
publication of the textbook, Sanitation for the Food-Preservation Indus
tries, prepared by the NCA in cooperation with the Association of 
Food Industry  Sanitarians, Inc.

During the ten-year period of 1956 to 1966, the NCA laboratories 
staged 123 sanitation and processing conferences for 5,500 cannery 
supervisory and operating personnel. This is a continuing educa
tional program. Sanitation practices are reviewed and emphasis is 
placed on the imperative nature of adequate processing equipment
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a n d  opera t io n  by well-trained personnel. Official inspection activities, 
p ro d u c t  s tan d a rd s ,  b ac te r io lo g y  of cann ing ,  and  p o s t-p ro cess in g  can 
h a n d l in g  are also covered  ; and  of course, th e  p reven tion  of p ro d u c t  
co n tam in a t io n  w ith  ex tran eo u s  m ate r ia ls  is em phasized . N C A  a r 
ran g es  for these  conferences  to  be jo in tly  sp onso red  by  s ta te  or  
reg ional can n ers  assoc ia tions  and  N C A . T h e y  are g ea red  to w ard  the 
su p e rv iso ry  personnel inc lud ing  su p e r in ten d en ts ,  forem en, an d  fore
ladies, as well as to  re to r t  o p e ra to rs  and  clean-up  crew s, because  these  
people have the  m ost d irec t con tro l  over  p ro d u c t  quality .

R ecently , N C A  fu r th e r  exp an d ed  its educational  efforts on th is  
sub jec t  by  p re p a r in g  and  d i s t r ib u t in g  audio-v isual p re sen ta t io n s  co n 
s is t in g  of colored slides, p r in ted  co m m en ta ry ,  tap e  reco rd in g  of the 
co m m en ta ry  an d  reference m ater ia l.  T h ese  are in tended  for in-planr 
use  and  as an aid to  d iscussions w ith  can n e ry  su p erv iso ry  personnel. 
O ne  of these  p resen ta t ions ,  “ P la n n ed  S an i ta t io n ,” covers the  scope, 
importance, and objectives of a good sanitation program.

W e  recognize  th a t  good san ita t io n  p ractices  are no t only  abso 
lu te ly  essen tia l  to  m ee t  the p u b lic ’s dem an d  for a w holesom e food 
supply, but are also a basic element of a successful canning operation. 
T h e re  can be no d o u b t  th a t  the  in te re s ts  of the  co n su m in g  public, 
federal and state regulatory agencies, and the in d u s try  are identical 
in th is  regard .

O th e r  audio-visual t ra in in g  aids now  in c ircu la tion  include “ F o r  
the  R e to r t  O p e ra to r ,” “ U s in g  S ta tis t ica l  Q u a li ty  C o n tro l ,” and “ Can 
H a n d l in g .” P re se n ta t io n s  on th e  bac te r io logy  of food p lan t  san i ta 
tion, and  on th e  ch em is try  of food p lan t  c lean ing  are now  being- 
produced.

D esign  of san i ta ry  can n in g  eq u ip m en t  is fu n d am en ta l  to  c lean ing  
and  m ain tenance .  N C A  has a C om m ittee  on S an ita t ion  of C anning  
E q u ip m e n t ;  it consis ts  of N C A  staff, N C A  m em b er  rep resen ta tives ,  
and  a liaison m em ber re p re sen t in g  the  F ood  P ro cess in g  M ach ine ry  
and Suppliers Association. T he com m ittee  has developed and  d is t r ib 
u ted  recommendations on the sanitary design and operation of drum- 
type  b lanchers ,  belt  conveyors,  to m a to  w ashe rs ,  p ip in g  valves and  
pum ps, and  post-p rocess ing  can h an d lin g  equ ipm ent.  O th e r  eq u ip 
m en t is u n d e r  consideration  and  w ork  in th is  a rea  will be continued .

L a s t  m o n th  the N C A  published  a new  booklet, “T h e  A B C ’s of 
G M P s ” (G ood M an u fac tu r in g  P rac t ic es ) ,  p repared  by  the  R esearch  
L abora to ries .  O v e r  5,000 copies are a lready  be ing  used to  furn ish  
the  cannery  w orker,  in s imple language ,  the im p o r tan t  facts ab o u t  
the  re levance of san ita t ion  to  a good finished product.  I t  po in ts  ou t
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that the GMPs, on which hearings were held have, in a somewhat 
similar form, served as the basis for N C A ’s sanitation program for 
many years and have contributed in large measure to the production 
of clean, wholesome food, regardless of any regulatory authority  
which may exist in this area. I t  is of interest to us that a high- 
ranking official of the FDA, only last week, said that  NCA deserved 
a pat on the back for the fine ideas expressed in this recent publica
tion. He added, “ It  has a definite meaning for the people for which 
it is intended.” The booklet definitely carries helpful ideas for the 
line worker, and it demonstrates what an association can do for its 
members. FDA, of course, is encouraging all associations in the area 
of self-regulation.

Nutrition
Our industry is proud of the part canned foods have played in 

the task of providing America, and in fact a large part of the world, 
with a continuous supply of high-quality nutritious foods not only 
in the normal daily diet, but also in times of war and national emer
gency. We are not Johnny-come-latelys in the field of nutrition re
search. Since 1922, when food science was in its infancy, the NCA 
has been gathering facts, conducting and sponsoring research, and 
making the results known to its members, and frequently, in addi
tion, to other interested parties. As knowledge of vitamin chemistry 
and methods of assay improved, the pace of this effort was stepped up.

In a major project, beginning in the 1940’s and jointly conducted 
by NCA and the Can Manufacturers Institute, some fifty thousand 
samples representing over forty important products from 526 can
neries were tested for the full gam ut of significant nutrients. On the 
whole, canned foods were shown to be good sources of vitamins with 
little or only moderate loss during canning. As sources of mineral 
nutrients, canned foods were found comparable to the same products 
in the raw  state. Also, allowing for preparation steps, there was little 
difference in the raw or canned foods with respect to calories, pro
tein, carbohydrate and fat content.

Running tests on finished products to check their food values 
represents only one phase of the industry nutrition program. Many 
canners conduct extensive research on breeding of varieties especially 
suitable for retention of their desirable characteristics during the 
canning p rocess; and harvesting and handling are timed for greatest 
retention of quality. In addition, the technological skills available in the 
canning industry are often teamed with those of specialists at state
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experiment stations for the production of the best possible raw 
produce.

The industry nutrition program included a study of specific ef
fects of different canning processes on the retention of nutrients. In 
several instances it has been found that changes could be made in 
the product handling and processing procedures to increase retention 
of certain vitamins to even higher levels.

As indicated, time makes possible a mention of only a relatively 
few examples of our broad programs in our fourteen Divisions. W e 
have been pleased to have taken the initiative more than 30 years 
ago in working out a Simplification of Containers Program  ; over the 
years we have worked with the appropriate Government agencies in 
developing Standards of Identity and Fill of Container, etc., on a 
significant number of canned food products. Our Annual Conven
tion also affords NCA members further education and clarification of 
our programs. W ithin the past two years, NCA opened up a new 
channel of two-way communication for its canner members by con
ducting Industry  Forum s in various parts of the United States. These 
forums have made it possible for management and operating person
nel to be fully versed on NCA policies and programs such as those 
outlined to you today. Also we have held successful dialogues with 
consumer groups, being one of the first, if not the first national 
trade association to launch a very important project which we named 
IM PA C T , short for Industry  Mobilization for Positive Action on 
Consumer Topics.

In conclusion, I know that all canners recognize that the ultimate 
end of its product is the consumer. He or she must be satisfied if the 
canner is to retain consumer loyalty. If a company loses its consumer 
following it will not long remain in business.

W e of the canning industry are pleased to report that  long before 
the present public attention to the m atter of consumer protection, 
we were working on many fronts through voluntary programs to 
assure such protection. The educational approach in reaching the 
present high level of achievement has involved in large measure our 
recognition of the need for effective communication, for constructive 
collaboration, for mutual cooperation and for compliance with per
tinent laws and regulations. W e hope to make further progress in 
the four areas of consumer protection which are dramatized at t i ra  
Twelfth Joint Educational Conference of FD LI-FD A . To each goes 
our salute for furnishing this impressive conference and for your 
many other respective contributions to make the theme of this con
ference a reality. [The End]
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Status, Self-Certification Program
By HAROLD A. GOLLE

Mr. Golle Is the Director of Corporate Quality 
Assurance of the General Foods Corporation.

LET ME BEGIN by bringing you up to date on the progress of 
the self-certification pilot study we have been conducting at the 

General Foods plant in Dover, Delaware. As some of you may recall, 
the study was begun under a one-year agreement, and was signed on 
September 1st of last year. Both parties'—FDA (The Food and Drug 
Administration) and General Foods Corporation (GFC)—have now 
seen fit to extend the original agreement to April 1. 1969. A second 
agreement, called Phase II, had been in preparation for some time, 
hut an extension of Phase I was seen as desirable to allow an in- 
depth appraisal of what has been accomplished during the first year, 
before proceeding into a new, more sophisticated phase. Important 
questions are being asked that need to be answered, and T will get to 
those a little later. Suffice it to say at this point that a delay for 
careful assessment seemed prudent before a commitment was made 
to broaden the scope of the program.

We have come a long way since self-certification was discussed 
at this same conference last year by our [General Foods Corpora
tion’s] Dr. Barnie Daubert. At that time, we were just getting started 
at Dover, and many in the industry were expressing grave doubts 
about the wisdom of our working so closely with a regulatory agency 
which at times in the past had ruffled a few feathers and caused a 
certain amount of discomfort. They were convinced that we were 
about to give away the keys to the vault.

Let me reassure you that the agreement we have been working 
under does not compromise any legitimate rights which now belong 
to industry. Our pilot study at Dover has concerned itself almost 
exclusively with product safety—not product elegance or consumer 
satisfaction attributes or formulae. We have opened no doors to such
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economic areas as raw material costs, production costs, adm inistra
tive costs, profits, market shares, or the like. O ur communications, 
both verbal and written, have concerned themselves with quality con
trol standards and practices necessary to product safety, and, to a 
lesser degree, net weight performance.

W ithin  this limited area of product safety, we have been com
pletely candid with all F D A  personnel involved in the program, re
vealing anything they wished to know about our quality assurance 
practices at Dover—where it concerned itself with those products 
under study. In return for such openness, and as part of the agree
ment, FD A  has agreed to keep all such information confidential, and 
there has been no indication of even the slightest compromise of this 
trust.

As I said a moment ago, we have come a long way. W e have 
learned a great deal and, in my view, made progress. Our continuous 
dialogue, at both the administrative and production level, has led to 
valuable, increased understanding on both sides. This already has 
led to two ra ther important changes.

Modifications in FDA’s Policies
First, and we feel as a direct result of our self-certification pro j

ect, FD A  has modified its policy on the publicizing of certain recalls 
—those made voluntarily by the manufacturer for products under his 
control, and the change applies to all manufacturers. This, to us, is 
a forward step, not only because it gives us greater protection in a 
vital area—right now—but because it very well could lead to further 
policy modifications. If and when a sanitation lapse occurs in m anu
facturing, I am sure all of us would like to see F D A  first consider 
how a product is prepared and used by the consumer, and then base 
the scope of its national or regional publicity on the extent of possible 
danger to the public.

A second important change, I believe, is a recognition that  zero 
tolerances, whether for Aflotoxin or Salmonella, are neither reason
able, practical, nor technically sound for many food products, par
ticularly those we are still unable to safeguard by terminal purifica
tion or sterilization. The issue is a sensitive one because safety is our 
principal concern. So we are jointly developing new methods, new* 
approaches involving sampling plans, frequency of sampling—and 
even total quality systems that  will provide adequate, affordable 
consumer protection.
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Possibly the key word in our entire project is “agreement.’’ And 
this always begins with questions such a s : “What is adequate raw 
material inspection?” or “W h a t  constitutes adequate in-process, en
vironmental and finished goods sampling?” or “W ha t are practical, 
affordable limits against which a food process should be controlled?”

To find answers to these and other questions, we have used the 
best combined knowledge available and developed approaches satis
factory to both parties. This takes time, effort, mutual trust and 
respect, plus a willingness to explore issues in depth. I think both 
of us have been a little surprised, and certainly gratified, by the 
extent of desire on both sides to reach workable solutions.

Our most significant progress on the present agreement, I be
lieve, has come in four main a r e a s :

(1) W e have developed a simplified approach to writing 
specifications covering areas of F D A  concern—microbiology, 
food additives and weights. In fact, we are considering batching 
sheets with perforated sections so we can separate our records 
into those things in which F D A  has a legitimate interest and 
those things in which they assure us they have no interest at 
all— mainly factors relating to product formula and product elegance.

(2) Our reporting system has been streamlined to the point 
where we are now reporting only exceptions to specifications; 
exceptions to the p ro g ra m ; weight performance, in terms of 
average w e ig h ts ; and complaint rates per million packages in
volving only health, foreign matter and weights.

Let me pause here to mention some of the concerns we and others 
have had regarding specifications and reports. Basically, the issue 
is how information we share with F D A  will be used by FDA. W e 
have been assured by F D A  that such material as microbiological 
specifications which we submit to them will not be used to develop 
industry standards. Internal controls show action limits for response 
to “out of control” situations, both process and product actions, plus 
reject limits which we impose on our processes or products. O b
viously, if F D A  has information that suggests a potential, serious 
health hazard, their limits will be controlling. W e do not consider 
this unreasonable. Now to get back to other progress we feel we 
have made.

(3) In the case of reports from a company to the agency, our 
experience suggests the real possibility of changing the frequency 
from monthly to quarterly. Eventually, it m ight be stretched
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to semi-annually, with the provision that there would be imme
diate posting on significant items whenever necessary.

Perhaps another way of looking at the project will help. Self- 
certification is a little like the posting of speed limit signs on a 
specific road of food manufacturing—but with minimal police patro l
ling of the road. The manufacturer patrols himself through a planned 
inspection and control system and reports to the authorities any vio
lations of the speed limits or any detours off the road which he 
might take. As confidence in the system increases, the need for fre
quent reporting diminishes. Of course, an immediate alert is sounded 
if and when an accident occurs.

(4) Our joint s tudy indicates that, in the past, we did not 
always make the wisest choice in the area of what constitutes 
the best approach to process and product surveillance, nor did 
we always use our limited resources most effectively. I t  is pos
sible, we have learned, to get a better return on our investment 
of time and money by examining our processes from an “expo
sure” approach and applying our efforts where it will count 
most. In  this way, we believe that  more assured protection is 
possible, and at lower cost to us.

Let me add here that when we began this joint pilot s tudy over a 
year ago, we concentrated most of our testing effort on the examina
tion of finished products, with some raw material sampling and very 
little sampling of the process and environment inside our plant. W e 
now believe, both of us, that  we will get more positive control and 
more meaningful results through increased examination of raw m a
terials and environment, anything which comes in contact with the 
product during manufacture. Finished product testing will then play 
a lesser role without undue sacrifice of product safety. This approach 
is at the heart of the Phase I I  s tudy being developed.

In fact, we began to discover some time ago that  certain raw 
materials constitute our prime source of contamination in many of 
our products—microbiologically sensitive ingredients such as dried 
eggs and dried milk. Many vendors of these materials already func
tion under a U SD A  (United States Departm ent of Agriculture) pro
gram, which in itself has suggested the possibility to us of combining 
all regulatory efforts under self-certification— FDA, state and local 
agencies, and U SD A —something much easier said than done, bu t it 
posts a beacon to guide future efforts. The probing of such a possi
bility seems appropriate not only to see if it would raise the level
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of confidence in these raw materials, but also reduce the total cost 
of government surveillance.

A nother sign of the progress being made are the types of ques
tions we are asking. W e are no longer concerned with whether or 
not a workable program can be developed. Our experience convinces 
us that  it can! Rather, we now ask questions such a s : W here should 
self-certification be applied? H ow  should it operate from an agency 
standpoint? W h a t  tangible incentives can an agency offer food com
panies to a ttract the broadest possible participation?

I t  seems to us that  self-certification would have the greatest value 
with vendors of sensitive raw materials, as compared with the pro
cessors of those materials. This does not mean that  self-certification 
is inappropriate for certain types of manufacture. I t  simply suggests 
a direction and a priority of effort.

As to how the program should operate from an agency s tand
point, I think it appropriate to highlight the fact that  we have 
worked with FD A  exclusively, whereas the Green Giant project 
added a third party—the State of Minnesota. Considering the sig
nificant number and variety of regulatory agencies that  have juris
diction over food businesses in the area of sanitation—FDA, USDA, 
state and local agencies and, in some cases, even the Bureau of F ish
eries—we are beginning to ask ourselves about the possibility of 
combining some of this effort and still satisfying all parties— includ
ing the public. I t  seems to make sense, for the sake of uniformity 
across widely separated geographical areas of our country, that a 
federal agency should be importantly involved in setting up a pro
gram, with subsequent administration by state agencies perhaps. The 
need for effective communications between all parties, however, 
strikes an important challenge to government.

As to incentives that might be offered to attract food companies 
into a self-certification program, quite frankly we have found very 
few. The most obvious—an F D A  self-certification seal as an adver
tising and merchandising device for grocery products seems to us to 
possess little merit. In fact, the seal idea could prove far more 
attractive to vendors of raw materials than to processors, and we hope 
to test such an idea with one of our industrial products during 
Phase II  of our pilot study at Dover. The government, of course, 
might a ttrac t  companies by offering more careful or limited publicity 
trea tm ent to participants in those cases where sanitation lapses occur 
but no serious health hazard exists.
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In  to ta l ,  w e have g one  a fa ir  d is tance  dow n the  pa th ,  b u t  w e 
now  realize th a t  th e  course  is lo nger  and  m ore  com plica ted  th a n  an y  
of us o r ig ina l ly  an tic ipa ted .  T h is  is in the  n a tu re  of lea rn in g  and  
th e  n a tu re  of p io n ee r in g  new  ap p ro ach es  to  involved problem s. W e  
feel th e  effort  shou ld  be continued .

The Effects of the Dover Agreement
N ow , ju s t  a few w o rd s  on jo in t  g o v e r n m e n t / in d u s t ry  efforts 

O n  balance, w e th in k  the  p ro g ra m  so far has  p roduced  m ore p luses  
th a n  m inuses . I t  has  supplied  a useful and  m ost  u n u su a l  o p p o r tu n i ty  
for us to  en g ag e  in in te l l igen t  an d  m ean ing fu l  d ia logue w ith  g o v e rn 
m e n t  on  a re g u la r  an d  fa ir ly  in form al basis. I t  is a li tt le  like the  
U n i te d  N a tions ,  p e rh a p s— b e t te r  to  ta lk  th an  fight.

T h e  p rincipa l p ro d u c t  of th is  co n s is ten t  d ialogue is th e  increased  
u n d e r s ta n d in g  b y  bo th  p a r t ie s  of th e  o th e r  side 's  p rob lem s and  ap 
proaches. I believe F D A  will ag ree  th a t  th ey  have learned  m ore  
ab o u t  w h a t  it takes  to  opera te  a food business-—an o p p o r tu n i ty  not 
ava ilab le  to  th em  u n d e r  no rm al su rve il lance inspection  p rocedures  
C on cu rren tly ,  G F C  has learned  m ore  ab o u t  som e of th e  genu ine  and  
leg i t im a te  concerns  th a t  influence F D A  decisions and  actions.

A s co n tac ts  have increased  in num ber,  t r u s t  has replaced fear 
an d  the  rea l iza t ion  th a t  our  goals  are  no t  d iss im ilar  has  increased. 
T h is ,  in tu rn ,  has d ispelled the  no tion  th a t  m em bers  of F D A  are the 
“co p s” and  rep resen ta tiv e s  of in d u s t ry  are “ try in g  to  g e t  aw ay  w ith  
so m e th in g .”

C onsum er safe ty  is an a rea  w h ere  consum ers  look to  the  g o v e rn 
m e n t  for p ro tec t io n — as the  co u r t  of las t  resort .  B ecause of this 
in d u s t ry ’s fa ilure to  m eet its responsib il i t ies  is inev itab ly  followed 
b y  regu la t ions .  I t  is here th a t  th e  self-certification pilot s tu d y  p ro 
vides an o p p o r tu n i ty  to  replace som etim es theoretical and a rb i t ra ry  
regulations with realistic and more practical approaches. T h e  results  
of th is  effort could b r in g  genu ine  benefits to everyone— F D A . in d u s
t ry  and  the  A m erican  public.

F ina lly , the  p ro jec t  l i terally  has forced quali ty  assurance  a t Gen
eral F oods  to  “come of age .” T h e  D o v e r  A g reem en t  and  ou r  w ork  
a t  D o v e r  have g iven considerab le  im petus  to  ou r  en tire  co m pany
wide qua li ty  assu rance  p ro g ram — from  package-line w orkers  and
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lab o ra to ry  techn ic ians  in p lan ts  th ro u g h o u t  the country all the way 
up  to  top  m an ag em en t .

C onvinc ing  p lan t  pe rsonne l  p e r fo rm in g  ro u t in e  ta sk s  to  bu ild  
q u a l i ty  in to  p ro d u c ts  from  the  very  b eg in n in g  is a difficult, d ay - in 
day -ou t  job, as m an y  of you know . T o  o u r  su rp r ise  and  delight,  the  
D o v e r  p ro jec t  has  tu rn e d  o u t  to  be a s t ro n g  tool— an d  n o t  ju s t  a t 
D over. I n  add ition , w e have  been able to  fo r tify  th e  conv ic tion  of 
m an ag e m en t  a t  b o th  th e  h e a d q u a r te r s  and  p lan t  level th a t  co n su m er  
p ro tec t ion  goes h an d - in -h an d  w i th  co n su m er  sa tisfac tion .

I pe rsona lly  believe th a t  even if w e s to p p ed  self-certification  
today , it will have achieved one m a jo r  b re a k th ro u g h  for us. W e  are 
lea rn in g  m ore  ab o u t  w h a t  co n s t i tu te s  ad eq u a te  con tro l  for  co n su m er  
p ro tec t ion  th a t  is b o th  effective an d  econom ically  feasible. W e  a l 
read y  know  th a t  m ore  and  m ore  con tro ls  do no t  necessar i ly  re su lt  
in m ore  and  m ore  safety.

Self-Responsibility Imperative
Self-responsibility  is possible. A n d  self-certification, as an  ex e r

cise in self-responsibility ,  is one approach , one m ethod , one a t t e m p t  
to  find a b e t te r  w a y  to  do a job. I t  seem s to  us, th u s  far, to  be 
infinitely m ore desirable th an  secrecy  and  inspection  badges  and  b ig  
sticks and the constant flow of new legislation and new, more strin
g en t  regula tions .

T h is  is the  consum er era. J u s t  since 1960, m ore  th an  20 na t ions  
th ro u g h o u t  the  w orld  have passed  legislation  p ro v id in g  basic p ro tec 
tion  for the  consum er. C oncurren tly ,  p r iva te  co n sum er-p ro tec tion  
o rgan iza tions  have increased  from  16 to  80.

T h is  leaves in d u s try  w ith  b u t  one o p tion— self-responsibility . 
U nless  we desire  to  be leg is la ted  and  reg u la ted  ou t  of business,  
something like self-certification seem s a lm ost essential.  U n less  w e 
p re fer  to  s it  b ac k  and  be n ibbled  a t  by  m ore  an d  m ore  con tro ls  and  
more and more surveillance, we are going to  have to — th ro u g h  ou r  
ow n ac tions—-reduce th e  need  for con tro ls  and  surveillance. N o one 
is go ing  to  do it for us, n o t  the  g o v e rn m e n t  and  ce r ta in ly  no t the  
public. T h e  public in th is  co u n try  p re fers  se lf-responsibility— and, 
oddly  enough, so does the  governm en t.  A t  least  that has been our 
feeling d u r in g  the  p as t  15 m onths .  [T h e End]
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Fair Packaging and Labeling Act
By THEODORE E. BYERS

Mr. Byers Is the Director of the Division of Case Guidance, Bu
reau of Regulatory Compliance of the Food and Drug Administration

W E W E L C O M E  T H E  O P P O R T U N IT Y  to discuss with you 
this morning the Fair Packaging and Labeling Act (F P L A ) ard  

regulations. W e in the Division of Case Guidance, Bureau of R egu
latory Compliance, have been charged with the responsibility for 
practically every phase of writing regulations, exemption petitions, 
and granting extensions of time in which to utilize stocks of labels 
and /o r  packages which are not in compliance with the Act. The 
advent of F P L A  has afforded the Food and D rug  Administration 
(F D A ) the opportunity to re-examine regulations regarding labeling 
which have stood for nearly 30 years and to modify them to more 
realistically deal with current trends in industry and the needs of 
today’s consumer.

The F P L A  provides that  the FDA, through the issuance of regu
lations, require the following on labels or specific categories of con
sumer p ro d u c ts :

(1) The identity or name of the product and the name and 
place of business of the manufacturer, packer, or distributor.

(2) An accurate and separate statem ent of the net quantity  
of contents at a uniform location on the principal display panel.

(3) A statem ent describing the contents of a serving, if a 
declaration of the number of servings is given.

Mandatory Regulations
One of the outstanding features of the F P L A  is that  it affords 

us the opportunity to amplify, and render more meaningful, some of 
the previous labeling requirements which were provided for by the 
Federal Food, D rug and Cosmetic Act. The previous requirement 
most affected is the very heart of F P L A —the declaration of the 
quantity  of contents. I t  is compliance with this provision which will 
require revision of the greater majority  of the labels and packages 
of consumer products. The regulations provide that this declaration 
generally m u s t :

PAGE 6 0  FOOD DRUG COSMETIC LAW JO U R N A L ---- JA N U A R Y , 1 9 6 9



(1) Be located on the principal display panel and positioned 
within the lower 30 percent of the label in lines generally p ar
allel to the base upon which the package rests. (This placement 
in the lower 30 percent does not apply to containers with a prin
cipal display panel of 5 square inches or less.)

(2) The declaration must be conspicuous in easily legible 
bold face type, in distinct contrast, and in a specific type size 
in relation to the area of the principal display panel of the pack
age. This requirement means tha t  consumer packages of sub
stantially the same size will state the quantity  of contents with 
corresponding uniformity.

(3) On consumer packages of one pound, one pint, or more, 
but less than four pounds or one gallon, the declaration of net 
contents m ust be of a dual nature with the first expression in 
total ounces (avoirdupois) or fluid measure, followed by a paren
thetical quantity  of contents declaration in the largest whole 
unit of drug or liquid measure and subdivisions thereof.

This  concept of weight and volume declaration is set forth in 
the food regulations, and the clarifying amendments, published in 
the Federal Register on July 21. 1967 and September 20, 1967, respec
tively.

In order to provide for an orderly and reasonable transition 
from labels designed prior to the passage of F P L A  and issuance of 
regulations under that Act, a Statement of Policy 3.57 was published 
in the Federal Register on July 21, 1967, and revised and republished 
in the Federal Register of February 28, 1968. This policy statement 
set forth guidelines applying to the request for extensions of time 
for utilization of stocks of labels not in compliance with the F P L A  
beyond July 1, 1968. T he Statement of Policy provides for extension 
consideration on an individual case basis when good cause is shown. 
W e anticipate that these guides will be equally applicable to drugs, 
devices and cosmetics when their regulations become fully effective. 
Good cause is interpreted to include the following p o in ts :

(1) T ha t  stocks of labels and packages on hand be in com
pliance with the existing Food, Drug, and Cosmetic Act.

(2) T ha t  due diligence was expended in an effort to devise 
and obtain new labels insofar as the facilities of the label and 
package manufacturers would permit.

(3) T h a t  existing stocks of labels and packages, for which 
the extension is being requested, did not result from a deliberate 
attem pt to overstock.
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T h e  S ta te m e n t  of P o licy  w a s  rev ised  F e b ru a ry  28, 1968, to  in 
c lu d e  th e  fo l lo w in g  r e q u i r e m e n t s :

(1) A  s t a t e m e n t  of th e  to ta l  n u m b e r  (n o t  q u a n t i ty )  of labels  
o r  p ac k ag es  fo r w h ich  th e  ex ten s io n  is req u es ted .

(2) A p p ro x im a te  d a te s  rev is io n s  will be com ple ted .
(3) T h e  n u m b e r  of labels  or p ack ag es  w h ich  hav e  been  re 

v ised  to  co m p ly  w i th  th e  F a i r  P a c k a g in g  an d  L a b e l in g  A ct.
(4) T h e  n u m b e r  of labels  o r  p ack ag es  schedu led  for rev is ion  

by  J u ly  1, 1968.
(5) A d u p lica te  se t  of re p re se n ta t iv e  p ro d u c t  labels  or  p a c k 

ag es  for w h ich  ex ten s io n  is req u es ted .  T h e  n u m b e r  to  be su b 
m it te d  sh o u ld  be d e te rm in e d  as f o l lo w s :

(a )  T e n  p ro d u c ts  o r  l e s s : S u b m it  all
(b )  M o re  th a n  10 p ro d u c ts :  S u b m it  sufficient labels, b u t  no t  

less  th a n  10, to  be fu lly  rep resen ta tiv e .
U n d e r  th e  c r i te r ia  p rev io u s ly  m en tioned , a p p ro x im a te ly  3,300 

food firms w ere  g ra n te d  ex ten s io n s  of t im e  for use  of s tocks  of labels, 
b u t  n o t  b ey o n d  J u n e  30, 1969. In  add ition ,  ap p ro x im a te ly  200 firms 
re q u es ted  ex ten s io n s  of t im e  for use  of labels on p ro d u c ts  w h ich  
w e re  th e  su b jec t  of p en d in g  exem ption  req u es ts  as p rov ided  by 
S ection  5 (b )  of F P L A .  Since such  firms w ere  unab le  to  com ple te  
label rev is ions  d u r in g  pen d en cy  of th ese  ex em p tio n  pe t i t ions  th ey  
w e re  also afforded  add it iona l  t im e to  J u n e  30, 1969, to  com ple te  an y  
ch an g es  m ad e  n ecessa ry  b y  th e  new  regu la t ions .

O u r  rev iew  of labels  s u b m it te d  by  th e  large  p a r t  of the  food 
in d u s t ry  ind ica ted  tw o  th in g s  w h ich  w ere  v ery  g ra t i fy in g :  (1) T h e  
g re a t  m a jo r i ty  of the  labels su b m itted  (over  95 % ) rvere found to be 
in com pliance w i th  p rovis ions of the then  ex is t ing  Food, D ru g ,  and  
C osm etic  A c t  and  (2) the  g re a t  m a jo r i ty  of the firms had  m ade 
exce llen t p ro g ress  to w ard  revision of th e ir  labels to com ply w ith  
th e  new  Act. F ro m  in fo rm ation  fu rn ished  us by these  firms, it w as 
es t im a ted  th a t  labels had  been rev ised  a t th e  tim e of th e ir  reques t  
for ex tens ions  for ap p ro x im a te ly  165,000 p ro d u c ts  and  revision had  
been  schedu led  on an additional 250,000 p ro d u c ts  p rio r  to  J u ly  1, 
1968. In  addition , it is en co u rag in g  to  know  th a t  some of the firms 
and  in d u s try  g ro u p s  th a t  m ost  v igorously  opposed passage of this 
legislation are now  ju s t  as v igorously  a t te m p t in g  to  com ply w ith  
th e  law  and  are rev is ing  th e ir  labels as rap id ly  as possible.

In  keep ing  w ith  the d irective of Section 5(b) of F P L A .  th a t  
th e  S ecre ta ry  shall p ro m u lg a te  ex em p tin g  regu la t ions  w hen it is 
show n  th a t  com pliance w ith  Section 4 of F P L A  is e ither im practica l
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or is not necessary for the adequate protection of consum ers, 10 
exem ptions were published in the Federal Register or were initiated 
during the preceding fiscal year.

(1) Soft D rinks, proposed Decem ber 19, 1967 (32 F R  244). 
An order ru ling on this proposal was published M ay 7, 1968 
(33 F R  6861).

(2) Frozen D esserts, proposed January  26, 1968 (33 FR  
1020). An order ruling on this proposal was published July  16, 
1968 (33 F R  10140).

(3) Milk P roducts, proposed February 14. 1968 (33 FR  2947). 
An order ruling on the proposal was published Ju ly  20, 1968 
(33 FR  141).

(4) F lour P roducts, proposed F ebruary  17, 1968 (33 FR  
3139). An order ruling on the proposal was published Tuly 17, 
1968 (33 FR  10206).

(5) F resh Apples, proposed M arch 12, 1968 (33 FR  4420). 
This proposal rvas term inated July  16, 1968 (33 FR  137).

(6) Coffee, proposed April 2, 1968 (33 F R  5268). T his pro
posal was term inated A ugust 24, 1968 (33 FR  12054).

(7) B utter, proposed April 17, 1968 (33 FR  5883). An order 
ruling was published A ugust 24, 1968 (33 FR  12039).

(8) Eggs, proposed April 17, 1968 (33 FR  5883). An order 
ru ling  on the proposal wfas published A ugust 22, 1968 (33 FR  
11902).

(9) M argarine, proposed M ay 25, 1968 (33 FR  7726).
(10) Corn P roducts, proposed July  11. 1968 (33 FR  134).

In con trast to the foregoing exem ption requests, •which w ar
ranted publication, approxim ately 26 exemption petitions were denied 
due to  insufficient grounds.

The im plem entation of the Section 4 requirem ents, as they per
tain  to O TC  (over-the-counter) drugs, devices and cosmetics, began 
w ith  publication of the proposed regulations in the Federal Register 
of A ugust 22, 1967. Over 50 com m ents were received. A fter a care
ful evaluation of the com m ents, an order ruling on the proposal was 
published in the Federal Register, January  11, 1968.

O bjections and com m ents were received from 25 firms and trade 
associations in response to the order ruling on the proposed O TC  
drug, device and cosmetic regulations. M any of the objections were 
accom panied by requests for public hearings on the issues involved. 
A fter a study of the objections, the Com missioner concluded th a t 
the m ajor issues m ight best be resolved by a re-issuance of the order
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ru ling  on the proposed regulations, revised to reflect consideration of 
all valid objections. The revised order was published June 28, 1968, 
in the Federal Register. Tw o objections to the re-issued order have 
been received and a ruling on their validity and the advisability of 
public hearings will be reached shortly.

Discretionary Regulations
A fter the drug, cosmetic and device regulations have been finally 

dealt with, we are still faced w ith the prom ulgation of discretionary 
regulations provided for in Section 5 of the Act. These areas inc lude:

(1) The establishment and definition of standards of package 
sizes such as large, small, economy, etc.

(2) Regulating, but not prohibiting  cents-off or other such 
prom otions.

(3) Preventing non-functional slack-fill of consumer packages. 
W hen we deal in this area we find th a t our problem s w ith the

m andatory requirem ents (Section 4) of the A ct were insignificant in 
com parison. A t the present tim e we are w restling  with the w riting  
of m eaningful cents-off regulations. W e are facing such problem s 
as w riting  regulations (1) which will not be in conflict w ith  o ther 
statu tes prohibiting  restraint of trade, (2) that will assure reduction 
in cost by the supplier being passed on to the consum er, and (3) 
w hich will provide for m eans of assuring the above.

A brief visit to the supermarket allows one to see that the aver
age shopper is bom barded by a m ultitude of package sizes, weights 
and descriptive superlatives such as “g ian t,” “super,” “king,” “family,” 
“extra large,” “large,” “economy,” etc. The consumer finds it all but im
possible to determine the best value for the money. While the price of a 
product has been relatively stable, its size has diminished while its descrip
tion remains the same.

Many of you are aware of previous experiences under the Food, Drug 
and Cosmetic Act insofar as deceptive packaging was concerned and can 
recognize the problems we face in writing meaningful regulations to define 
non-functional slack-fill of consumer packages. The problems are staggering 
to us, especially in light of the extremely limited staff available. However, 
we are encouraged by industry’s voluntary compliance and cooperation n 
the area of the mandatory requirements of the Act and are hopeful of the 
same cooperation in the discretionary area, namely, Section 5. We look 
forward to the evolution of this Act. Fair labeling of consumer products 
requires the active involvement and cooperation of state and local officials 
in implementing the provisions of this Act and its regulations. [The End]
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