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REPORTS
TO THE READER

This issue of the F ood D rug Cos
metic L aw J ournal contains the con
cluding papers of the 1962 Jo in t N a
tional Conference of the Food and 
D rug  A dm inistration , w hich was held 
in W ash ington , D. C. on N ovem ber 26, 
1962. T he D ecem ber, 1962 J ournal 
contained the papers delivered a t the 
m orning session of the Conference. 
E xcep t for the addresses presen ted  by 
W illiam T. Brady and Dr. Detlcv W . 
Bronk, these tw o issues com prise a 
com plete record  of the 1962 Conference.

T. C. Byerly, looks a t the future of 
the food in du stry  in an article which 
appears a t page 4. M r. B yerly is A d
m in istrator, Cooperative S tate E xperi
m ent S tation  Service, D epartm en t of 
A griculture, and C hairm an of the D iv i
sion of B iology and A griculture, 
N ational R esearch Council, N ational 
A cadem y of Sciences.

Technological advances in the food and 
d rug  industry  have an tiquated  the use 
of p resen t procedures and controls. 
Gcorpc P. Larrick, Commissioner of Food 
and D rugs, discusses on page 13 steps 
being taken to  rem edy the situation.

T he C onference concluded w ith a 
panel discussion of the questions sub
m itted  to  a panel com posed of five 
prom inent m en in the food and drug 
law field, which is a t page 19. Panel 
m em bers from  the Food and D rug  A d 
m in istration  w ere: Franklin D. Clark,

A ssistan t to the D eputy C om m issioner;
J. Kenneth K irk, A ssistan t C om m is
sioner; Dr. O. L. Kline, A ssistan t Com
m issioner for Science; and W inton B. 
Rankin, A ssistan t Com m issioner. The 
fifth m em ber of the panel w as W illiam  
W . Goodrich, A ssistan t G eneral Counsel 
Food and D rug  Division, D epartm en t 
of H ealth , E ducation  and W elfare.

T he m ost im portan t in ternational 
food law  developm ent in 1962 w as the 
Food and Agriculture Association-W orld 
H ea lth  O rganization  Conference, which 
w as held in Geneva, Sw itzerland, O c
tobe r 1-5. Franklin M. Depew, President 
of the Food L aw  Institu te , represented 
both  the Food L aw  In stitu te  and the 
In ter-A m erican  B ar A ssociation. T he 
C onference form ulated guidelines for 
the Food S tandards Com m ittee which 
will s ta r t w ork on form ulating  w o rld 
wide and regional food s tan dard s  next 
June. T hese guidelines will be helpful 
in assuring  th a t unw arran ted  trade 
barriers will not be established or con
tinued by the food standard s adopted. 
Mr. D epew ’s report on this Conference 
is found on page 34.

W ayne D. Hudson  d iscussed food 
stand ard s  at the San F rancisco  m eet
ing of the A m erican B ar A ssociation 
Section on Food, D ru g  and Cosm etic 
L aw  on A ugust 8, 1962. M r. H udson 
is S ecre tary  and Chief Counsel of 
F orem ost Dairies,* Inc. T h e  paper ap
pears on page 54.

REPORTS TO T H E  READER PAGE O
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Food in Our Future
By T. C. BYERLY

This Paper W as Presented at the Afternoon Session of the FDA-FLI Conference 
Which W as Field on November 26, 1962 in Washington, D. C. The Author Is 
Administrator, Cooperative State Experiment Station Service, United States 
Department of Agriculture and Chairman of the Division of Biology and 
Agriculture, National Research Council, National Academy of Sciences.

IN C O N S ID E R IN G  P R O B A B L E  F O O D  C H A N G E S , we should 
also consider trends in estim ate of food required for good n u tr i

tion. As background , I have com pared the first tab le on “R ecom 
m ended D aily A llow ances” released by  the  N ational R esearch 
Council in 1941 w ith  the  cu rren t one released in 1958.

A llow ances for p rotein  for m oderately  active men are the  sam e— 
70 gram s per day. Calories have not been reduced ; ascorbic acid and 
calcium  arc the sam e ; iron, v itam in  A, th iam ine and  riboflavin al
low ances have been reduced and niacin allow ance increased. S ignifi
cantly , the 1958 allow ances include a  w eigh t for he igh t guide. F o r 
m oderately  active wom en, calories, protein, th iam ine and riboflavin 
allow ances have been reduced ; calcium , iron, vitam in A and ascorbic 
acid rem ain the sam e ; niacin has been increased. A llow ances for 
calories and protein  for p regn an t and lac ta tin g  w om en w ere sub
stan tia lly  increased in the 1958 allow ances over the  1941. R ecom 
m ended niacin allow ances for children in the  1958 allow ances w ere 
increased ra th e r sharp ly  over 1941.

‘ N A S NRC, N ational C onference on N utrition . T able I in “ P lanning  D iets," 
B ureau of H om e Econom ics, U nited  S tates D epartm en t of A griculture, 1941. 
Table 1. N ational A cadem y of Sciences, N ational R esearch Council, “R ecom 
m ended D ie tary  A llow ances.” Publication 589 (1958).
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In  1941 ou r B ureau  of H om e Econom ics com m ented: “T he flavor
ful sugars and fats are  inexpensive sources of calories, b u t they  should 
no t undu ly  displace th e  foods th a t safeguard  diets in m inerals, v ita 
m ins, and  protein  of high qu ality .”

In  1958, the N A S N R C  sa id : “ I t  is no t yet possible to  sta te  
definitely a  reasonable allow ance for fa t in the d ie t or to  ind icate the 
characteristics of a fa tty  acid m ix tu re  m ost favorable for the support 
of health . A  diet se lec ted  from  a w ide varie ty  of foodstuffs, bo th  vege
tab le and anim al, is m ost likely to  m ain ta in  good health .”

“ Average” Citizen’s Food Consumption
T he “average” citizen of th e  U n ited  S ta tes  eats ra th e r  well. Some 

eat too well, th a t is, too  m uch. O thers, especially am ong the  low er 
income groups, ea t ra th e r  restric ted  diets, often deficient in one or 
several nu trien ts. T he “average” citizen has available about 3,170 
calories per day w hich m eets or exceeds the  recom m ended allow ance 
for all g roups except lac ta tin g  w om en and 16-19 year old boys. T he 
average citizen consum ed 95 g ram s of p rotein  daily, m ore th an  enough 
for all g roups except the  tw o  ju s t cited. W e consum ed an  average of
0.98 g ram s of calcium , adequate for o rd inary  adu lts, b u t to o  little  for 
g row ing children, youths, p reg n an t and lac ta tin g  wom en. W e  con
sum ed 16.6 mg. of iron, exceeding the  recom m ended allow ance for all 
groups. W e consum ed 6,900 IU  of v itam in  A, exceeding all recom 
m ended allow ances except th a t fo r  p reg n an t w om en. T h iam ine  con
sum ption of 1.76 m g. p er cap per day w as adequate for all groups. 
Riboflavin a t 2.2 mg. per cap per day exceeded the allow ance for all 
groups except 16-19 year old boys and la tca tin g  wom en. N iacin at
20.4 m g. per cap p e r day in take exceeds the  allow ance for all groups 
except 16-19 y ea r old boys. A scorbic acid a t  103 m g. p e r cap per day 
exceeds recom m ended allow ance for all g roups except lac ta tin g  w om en.

W e g e t abou t 40 per cent of ou r calories from  fat. W h ile  th ere  is 
no requirem ent for fat per se, there  is a requ irem en t for certa in  fa tty  
acids. A few  n u tritio n is ts  (considered ex trem ists) w ould cu t th e  pro
portion  of calories from  fat to  15 per cent, w hich w ould be difficult to  
achieve since about half of the fa t we ingest is eaten as an unseparated  
portion  of o u r m eat, poultry , fish, eggs, m ilk, cereals and o ther foods. 
W e could cu t it to  abou t 20 per cent of calories by elim inating  all 
visible fats and  oils includ ing  b u tte r, m argarine  and fa t cuts.

A bout th ree-fo u rth s of ou r calcium  in take is from  m ilk ; m eats 
and o ther anim al p roducts provide abou t 40 per cent of the i r o n ; about
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30 per cent of our vitam in A com es from leafy green and  yellow vege
tables and  f ru it; abou t a th ird  of our th iam ine com es from  cereals; 
about 46 per cent of our riboflavin com es from  m ilk : about half our 
niacin comes from  m eat, p o u ltry  and fish and about 35 per cent of our 
ascorbic acid from  citrus fru its  and tom atoes.

Nutritional Shortage of Fat in the y/orld
Using- as a reference standard  for fat, J5 per cent of s tandard  

calories (2,300 to  2,710 per day ) there is a nu trition al sho rtage of fat 
in the w orld of about 3.2 m illion m etric tons. M ost of it is in the 
F a r  E ast.2

“ F a ts  are the m ost concentra ted  energy sources prov ided by  the 
diet. Some fats provide im p ortan t am ounts of v itam ins A, D, E  and K. 
F a ts  are required  in the hum an diet because they provide certain  po ly
un sa tu ra ted  fa tty  acids, linoleic and arachidonic acid, because they  
facilita te  u tilization  of fat-soluable vitam ins, and because fa t enhances 
the  efficiency of u tilization  of carbohydrate  and protein. F a ts  con
tr ib u te  im p o rtan t b u t elusive features of pa la tab ility  and sa tie ty  to  
the d ie t.” :!

“ E vidence to sup po rt the concept th a t high levels of plasm a 
cholesterol in m an are a therogenic are no t conclusive. C ircum stantial 
evidence indicates th a t the  kind, or am ount, of d ie tary  fat is in some 
w ay related  to  a therosclerosis in m an. A change in in take of the m ore 
sa tu ra ted  fats in the diet m ay u ltim ate ly  prove desirable for health  
b u t is no t m andated  by curren tly  available evidence.”

T he  sam e source cites the con ten t of linoleic acid in som e of our 
com m on food fats a s : lard, 3.1 per cen t; beef fat, 1.8 per cen t; b u tte r  
fat, 3.6 per cen t; chicken fat, 21.8 per cen t; corn oil, 56.3 per cen t; 
cottonseed oil, 47.8 per cent and soybean. 50.7 per cent.

M argarine  and sho rten ing  are generally  m ade by hydrogenation  
of liquid fats. H ydrogenation  raises th e  m elting  po in t and changes u n 
sa tu ra ted  fa tty  acids to sa tu ra ted  fa tty  acids. “ H y drog enated  fats are 
com parable to  n a tu ra l fats of sim ilar firm ness as sources of essential 
fa tty  acids and  are equally well used as energy sources.”

T o ta l fat available for consum ption has increased from  about 135 
gram s per capita per dav in 1930 to about 145 grams per capita per day in 
1962. The increase* is the result of higher consumption of meat, poultry, * 3

"Anderson, W ., “T he W orld  F ood B udget.” Foreign A g ricu ltu re Ecou. 
R eport No. 4.

3 NA S N R C — Com m ittee on F a ts  in H um an N utrition  1962. “T he Role of 
D ie tary  F at in H um an H ealth .” Publication 575, a t p. 24.
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fish, egg's and dairy products, except butter. Total consumption of food fats, 
per se— lard, shorten ing , cooking and salad  oils, m argarine , b u tte r  and 
fa t cu ts—h asn ’t changed m uch. B u tte r  and lard  consum ption have 
dropped sharp ly  w hile m argarine , sho rten in g  and oils have increased. 
In  sum, increase in beef fa t has offset decrease in b u tte r  fa t as sa tu ra ted  
fa tty  acids are concerned. W e ate  about 52 g ram s of sa tu ra ted  fa tty  
acids per capita  p t r  day in 1930 and w e eat about the sam e now. W e 
have increased our consum ption of u n sa tu ra ted  fa tty  acids abou t 10 
gram s per capita per day betw een 1930 and 1962. F o u r of these 10 
gram s are linoleic acid. T h is is about a 30 per cent increase.

Questions to Be Answered
T he question of how much linoleic acid w e should ingest, of how 

m uch fat, w h a t calo rie : p rotein  ra tios we should observe, w h a t com 
binations of kinds of fa t and kinds of carbohydrate  rem ain  to  be 
answ ered. T here is clear evidence from  experim ental ra ts  th a t  kinds of 
carbohydrate  m ay be im portan t. M ale ra ts  fed a syn thetic  diet w ith  15 
per cent corn oil and  sugar as the  principal carbohydrate  source had 
356 mg. per cent cholesterol a t 400 days w hich w as sign ifican tly  h igher 
than th a t  for sim ilar g roups fed hy drogenated  vegetab le oil or lard 
w ith  a  sucrose diet and  h igher than  a 15 per cent corn oil group  fed 
corn sta rch  instead of sug ar.4

I t  is w ell to rem em ber th e  com m ent of the com m ittee on fats in 
H um an N u tritio n  5 th a t “T he only anim al to develop hum an a th ero 
sclerosis is m an.”

A stu dy  of business and professional m en recently  reported  by 
A delson and K eys 6 com pared n u trien ts  ingested  in the d iets of the  men 
on the  basis of the high and  low th ird s in serum  cholesterol of the 
sam ple studies. T he high cholesterol group  go t about 20 p e r cent m ore 
calories from  alcohol, fru its  and sw eets and fewer calories from 
starchy  foods than  the  low cholesterol group. M en in the high cho
lesterol group  ate  m ore m eat, p o u ltry  and fish, bu t less fats, oils, milk 
and eggs than  the  low  cholesterol groups.

T hese are sta tem en ts  of observed fac t; not conclusions.
4 M arshall, H ildebrand , D upont and W om ack, 69 Genera] N utrition  371-382 

(1959).
° N ational A cadem y of Science, N ational R esearch Council Publication 575, 

at p. 27.
“ Adelson, S. E. and Keys, A., “ Diet and som e health  ch a rac te ris tic s  of 123 

business and professional m en . . .” A gricultural R esearch Service 62-11. U nited  
S tates D epartm en t of A griculture.
FOOD IN  OUR FU TU RE PAGE 7



Increased Market for Polyunsaturated Fatty Adds
H ow ever the  m erits  of the  case m ay be, th ere  seem s to  be an 

increased m ark et for po ly unsatu ra ted  fa tty  acids and  new products 
are being offered to  m eet the dem and. If th e -d em an d  continues to  
g row  it m ay affect the  kind of m eat we eat du ring  the nex t 10 years. 
W e have po in ted  ou t th a t chicken fa t is re latively  h igh in linoleic 
acid. I t  has long been know n th a t the  linoleic acid con ten t of pork  fa t 
can be sharp ly  increased by feeding. E llis and Isbell reported  th a t  fa t 
from  hogs fed whole soybeans had fa t con ta in ing  35.6 per cen t linoleic 
acid.

W ith  respect to  beef fat, or b u tte r  fat or m u tton  fat, change th ro ug h  
diet of linoleic acid con ten t m ay no t be feasible. R um inan ts reduce 
ingested  carbohydrates and fats to  sho rt chain fa tty  acids, for ex
am ple; acidic propionic and bu ty ric , by bacteria l d igestion  in the  
rum en.

T hese acids are assem bled in to  characteristic  fa ts  in m ilk and 
sto rage  depots. R esearch is underw ay to determ ine th e  feasib ility  of 
a lte ra tion  of the  ra tio  of b u tte r  to  nonfat m ilk solids. I t  is possible 
th a t genetic m eans can be used. If we m ust ea t leaner beef, there  is no 
problem  in producing  it but there  is a very  real, perhaps difficult, p rob 
lem  in p roducing  lean beef excelling in all of the  organolep tic  qualities 
w hich have accounted for its  rapid  and substan tia l increase in per 
capita  consum ption.

F o r we have becom e a  nation  of beef eaters and  chicken eaters. 
N o longer is it “ Chicken on S unday .” Chicken is cheap ; pan ready, 
generally  cheaper than  h a m b u rg e r ; b u t not so cheap on a  serv ing 
basis.

O u r series begins in 1909 w hen per capita  beef consum ption w as 
abou t 74 pounds. C onsum ption declined to  a low of abou t 47 pounds in 
1932 and has risen  since th a t  tim e to  its p resen t level of abou t 88 
pounds. A ra th e r  sharp  increase took place in 1953 w hen beef con
sum ption increased to  alm ost 78 pounds from  the  1952 level of 62 
pounds.

Increased Beef Production
T h e  increase in beef p roduction  has been one of the  m ajo r a d ju s t

m ents m ade by farm ers. F rom  1940 to  1955 w e replaced a beef cow 
for a horse ra th e r co n s is te n tly ; since then w e’ve exchanged beef cows 
for dairy  cows. Beef for the  fu tu re  depends on increased efficiency of
--------------------------------------------a___________________________________ __________________________________________________

7 Ellis, N. R. and Isbell, H . S., “ Soft P o rk  S tudies,” 69 Journal Biological 
Chemistry 239 (1926).
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production  if ou r supply  is to  continue to  be m ostly  dom estic and  our 
appetite  to  be satisfied. I t  takes tw ice as m any n u trien ts  to  produce a 
pound of livew eight on our beef herd  as it  does to  produce a  pound 
liVeweight on our sw ine herd  and  ten  tim es th a t requ ired  to  produca 
a pound of live broiler. O f course, w e m ay be ap t to  increase our im 
ports. T here  are lim ited  possibilities here.

Milk
In  th e  U n ited  S ta tes, in n o rth  E uropean  countries, in  N ew  Zea

land, m ilk supplies m ost of the  calcium  and is a principal source of 
high qu ality  protein. W e  in th e  U n ited  S ta tes  cu rren tly  ob tain  about 
75 per cent of our calcium  and one-fourth  of ou r p ro te in  from  milk.

O u r use of the  nonfa t solids portion  of our m ilk supply  has shifted 
very  greatly . In  the  1925-29 period, abou t 48 per cent of nonfat m ilk 
solids w ere used for hum an food. T he  rem ainder w as fed to  anim als 
or, to  a m inor ex ten t, w asted. D u rin g  the  1958-62 period, m ore than  
81 per cen t of nonfat m ilk solids w ere used for hum an food a t home 
and abroad.

O u r civilian per capita  consum ption of nonfat m ilk solids d u ring  
the 1925-29 period w as abou t 35 pounds, d u ring  the  1958-62 period 
about 43 pounds. P eak  per cap ita  consum ption , 46.9 pounds, occurred 
in 1946.

M ilk fa t consum ption has been ra th e r  unlike n o n fa t m ilk solids 
consum ption. T h e  po rtion  used for hum an food has increased from
97.1 per cent of p roduction  in th e  1925-29 period to  abo u t 98 per cent 
in the 1958-62 period. T h is reflects m ore sparing  use of w hole m ilk for 
dairy  calves m ade possible by advances in calf n u tritio n  know ledge. 
P e r cap ita  civilian consum ption has decreased from  ab o u t 32 pounds 
d u ring  th e  1925-29 period.

Convenient Foods
T he use of convenience foods has increased very rap id ly  du ring  

the  past few  years. C onvenience foods m ay be defined as foods th a t 
have undergone som e p repara tion  o rd inarily  done in the hom e before 
they  are retailed.

P roblem s in the  prepara tion  and d istribu tio n  of convenience foods 
which have been solved through research include development in the check
ing of rancidity and dehydration in frozen meat products. Research has 
dem onstra ted  th a t low  sto rage tem p era tu res  and app ro p ria te  packag
ing m ateria ls  w ill re ta rd  deterio ra tion , b u t add itional research  in th is
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area is needed. T he sam e problem s, plus the problem  of m ain tenance 
of color and developm ent of spoilage organism s lim it the  shelf life of 
packaged fresh m eat, po u ltry  and fish products.

F rozen  precooked problem s are lim ited by flavor and tex tu re  p ro b 
lems. R esearch has developed gravies w hich will m ain ta in  tex tu re  on 
th aw ing  a fte r freezing. T he rancid ity  problem  is only p artia lly  solved 
for the frozen precooked m eat products.

A dehydrated  w hole m ilk w hich m ay b t  sto red  w ith o u t re frig 
eration  and be in s tan tly  reconstitu ted  in to a p roduct o rganolep tically  
equal to  fresh m ilk could g rea tly  extend m ilk use. P resen t p roducts 
in the  p ilo t stage at th e  U n ited  S ta tes D ep artm en t of A gricu ltu re  
E U R R D  has a shelf life of about four m onths w ith o u t refrigeration  
w hen n itrogen  packed. W e m ay an tic ipate  in stitu tion a l use of such 
a p roduct w ith  accom panying benefits to  our dependent o rphans and 
o th e r w ards of the  com m unity  and possibly an accep table p roduct for 
household use.

P re-packaged m eats, vegetables, fru its, pre-m ixed cakes, frozen, 
pre-cooked foods such as T V  dinners, dehydrated  po ta to  flakes and 
soup m ix tures, frozen orange and o th e r fru it juice concentra tes have 
rap id ly  found fervor. F rozen  fru its  and vegetables, frozen fish and 
p o u ltry  also have assum ed lim ited roles. F o r  the fu tu re , dehvdro  
frozen products of m any so rts  will find a  place.

Popularity of Convenience Foods Grows
A recen t stu dy  indicates th a t 14 per cent of to ta l food sales in 

U n ited  S ta tes  g rocery  sto res consists of convenience foods. T here  are 
hundreds of such item s. T he use in th e ir sales has paralleled the in 
crease in the num ber of hom em akers em ployed outside the home. In 
som e cases, for exam ple, po tatoes, availab ility  of convenient food 
form s has checked declin ing consum ption of a com m odity. F rom  
1956 to  1960, several new po ta to  products w ere pu t on the  m arket, 
including frozen po ta to  puffs, dehydrated  au g ra tin , scalloped, hash- 
brow ned and  m ashed po ta to  flakes and granules. D u rin g  those 5 years, 
per person use of processed po ta toes doubled, w hich w as m ore than  
enough to  offset the long term  decline in po ta to  use.

R esearch has sh o w n  th a t w hile7 some convenience foods are m ore 
expensive than  th e ir  less h igh ly  processed cou n terp arts, o thers are 
less expensive. In  the aggregate, the housew ife spent $14.03 for con

7 H ays, H . H . and D unham , D. F., “ Convenience Foods in the  G rocery  
B asket.” M arketing  B ulletin No. 22, 1962.
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venience foods w hich in the fresh or hom em ade form w ould have cost 
$15.10. C alculated value of the hom em aker’s tim e in p rep arin g  po ta to  
products available as convenience foods varied from  4 cents an hour 
for F ren ch  fries to  $1.15 for boiled potatoes.

In  m y opinion, the fu tu re  g row th  and use of convenience foods 
m ust depend on quality  of such products as well as cost. Q uality  and 
econom y are com patible as evidenced by the wide acceptance and 
econom y of frozen orange concentrate . P urchase  of th is  p rod uct 
am ounts to  alm ost 5 per cent of all convenience food purchases. T he 
cost of fresh orange juice is about tw ice th a t of juice prepared from  
the  frozen concentrate .

Imported Foods
Sugar, coffee, tea. spices, bananas and cocoa beans are trad itional 

food im ports. In  1961 th ey  had  a dollar value of abou t $1.75 billion 
B ut th ere  w ere also im ported in 1961. 665 m illion pounds of beef and 
veal and about one m illion live cattle  rep resen ting  about 250 m illion 
pounds carcass equivalent. T hu s about 5 pounds per capita  of our 
1961 beef supply w as im ported. T here  appears to be an upw ard  trend  
in m eat im portation . T he average annual do llar value of m eat im ports 
in th e  1950-54 period w as about $146 m illion and for the 1955-59 period 
abou t $230 m illion. T he 1961 prelim inary  value w as $372 million. 
T hese  m eats cam e from  31 countries of w hich A ustra lia  w as the  la rg 
est supplier.

W e also im ported  about $62 m illion w orth  of nu ts, of w hich 
cashew s accounted for about 40 per cent, abou t $88 m illion w o rth  of 
fru its  and fru it p repara tions o ther than  bananas, of w hich about a 
fourth  consisted of olives. V egetab les and vebetable p repara tions im 
ported  am ounted  to abou t $78 m illion. T om atoes and tom ato  products 
account for abou t 35 per cent of th is  am ount.

T hese im ported  products add varie ty  to our diet. T w enty-five  
fruits, 11 n u ts  and 30 vegetables w ere im ported  in sufficient q u an tity  
to receive separate  sta tistica l listing. T hey  also provide a challenge 
to our ow n producers and m erchants. L o n g  shelves of im ported  item s 
are now  available in som e of our chain stores.

Since the '30's we have increased our consum ption of m eat, poul
try . fish and eggs by  about 36 pounds per capita per year, from  166- 
pounds d u ring  the  1935-39 period to  202 pounds in 1^61. W e  have in
creased our per capita  consum ption of nonfat m ilk solids from  about
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37 pounds d u ring  the  1935-39 period to  abou t 43 pounds du ring  1961 
w hile b u tte r  fa t consum ption fell from  abo u t 32 pounds to  24 pounds.

O u r consum ption of fresh  fru its  fell from  139 pounds per capita 
d u ring  the  1935-39 period to  92 pounds in 1961, w hile consum ption of 
fru it in all form s w as 189 pounds farm w eigh t equ ivalen t du ring  the  
1935-39 period and 191 pounds in 1961. C onsum ption of fresh vege
tab les and m elons dropped from  abou t 140 pounds |5er cap ita  to about 
129. C onsum ption of vegetab les and m elons in all form s rose from  
193 pounds to  229 pounds. C onsum ption of po tatoes and  sw eet po ta 
toes fell from  152 pounds per capita  d u ring  the 1935-39 period to  111 
pounds in 1961. C onsum ption of d ry  beans and  peas fell from  10 pounds 
per capita  to  abo u t 8 pounds. C onsum ption of cereal p rod ucts  fell from  
about 205 pounds per cap ita  in the 1935-39 period to abou t 147 pounds 
in 1961. S ugar consum ption, the  sum  of beet, cane and corn sug ar 
show ed little  change a t about 100 pounds per capita. I have n o t re 
view ed the caloric in take of alcohol, a high ly variable, som etim es su b 
stan tia l con tribu to r of calories.

As disposable incom e has increased since the '30's, consum ption 
of all food has increased b u t little. F u tu re  affluence will change the 
consist of our d iet b u t no t the am ount.

Summary
In  sum, then, we have changed from  unprocessed to  processed 

foods to  a substan tia l d e g re e ; w e’re eating  m ore m eat, especially beef 
and p o u l try ; w e’ve cu t our consum ption of s tarchy  foods.

I t  is reasonable to  assum e th a t du ring  the nex t 10 years, m eat 
consum ption, especially beef and pou ltry  will con tinue to increase as 
will the use of processed fo o d s ; in m y opinion per capita  consum ption 
of cereals, po tatoes and sw eet po tatoes will and should increase a b it 
a t the  expense of fat. W e are likely to pam per ourselves w ith  a w ider 
varie ty  of exotic foods in o rder to  convince ourselves th a t we are 
indeed free and able to eat w h at we please, w hether we like it or 
not. [ t h e  e n d ]
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A Look at the Future
By GEORGE P. LARRICK

The Author, United States Commissioner of Food and Drugs, 
Presented This Paper Before the Afternoon Session of the 
Food and Drug Administration-Food Law Institute Conference.

IT  IS  W IT H  G R E A T  P L E A S U R E  th a t w e w elcom e you to' ano ther 
conference sponsored jo in tly  by the Food and D rug  A dm inistra tion  

and the Food L aw  In stitu te . T h rou gh  these m eetings we have for 
several years achieved a g rea te r  understan d in g  of the problem s th a t 
confron t all of us, and  have been able to  discuss in a sp irit of m utual 
cooperation the  steps th a t each of us can take to arrive a t solutions 
th a t are in the  public in terest.

In  previous conferences we have considered in som e detail the 
application of som e specific pieces of legislation. T h is tim e, despite 
the fact that another very important law has ju s t been enacted, the leader
ship of o u r tw o sponso ring  agencies th o u g h t it w ould be a m istake to 
lim it the  scope of the discussions by confining them  to one piece of 
legislation. Changes are tak in g  place in all of the  fields in w hich we are 
in terested , so we can perhaps b e tte r  profit by s tan d in g  back from  any 
specific am endm ent to  a single law, and tak in g  a look a t the broad 
food and d ru g  field to  plan for the  future.

T he technological advances in our areas are already  occurring  
so rap id ly  th a t som e responsible, th ough tfu l people are ra ising  ques
tions as to  the ab ility  of our society to  contain the advances and m ake 
beneficial use of them  w ith  presen t procedures. I am  confident th a t we 
will be able to  do so. W e cannot do it. how ever, w ith  the  procedures 
and contro ls of the  past.

W e bo th  m ust continue to keep ab reast of the  new developm ents 
and evaluate our ow n operations in the ligh t of these developm ents. 
A nd we m u st continue to  add our ow n contribu tions to the increase 
in general know ledge.
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Education Programs

A key to  successful partic ipation  in such a p rog ram  is con tinued 
and expanded education. T h is p a rt of our w ork  has received increasing  
em phasis in recen t years. I t  is being carried forw ard  th ro u g h  several 
m easures designed to  acquain t all w ho are in terested  w ith  the  law s we 
adm inister, and the  w ay we adm in ister them . D u ring  the e igh t-year 
period since 1954, ou r personnel have presented  over 7,400 educational 
speeches and articles in outside journals, or an average of over four 
per w ork ing day. T o  perm it th is  ac tiv ity  to  go forw ard  w ith  even 
g rea te r benefit to  all, we are study ing  the adv isab ility  of designating  
an individual in each of the Food and D rug  A d m in istra tion  field 
d is tric ts  to  devote his tim e to  coord inating  such w ork  for the field.

In addition  w e issue a large am ount of educational m aterial through 
the m ailing lists th a t are m ain tained in W ash ing ton . W ith  m ore than  
40 such lists, w e are able to  supply anyone w ho cares to  ask w ith  spe
cific types of in form ation on cu rren t developm ents in food and d rug  
regulation . O u r m ailings are m ade to  consum ers, consum er o rgan iza
tions, professional o rgan izations, libraries, industries, cooperating  gov
ernm ent agencies, the press and others. Since 1954 w e have m ade, by 
use of these lists, alm ost 1 and 44 m illion m ailings of m aterial of 
in te res t to  consum ers, and alm ost 3 m illion m ailings of educational 
m aterial of in terest to the regulated  industries. A dding F D A  publica
tions d istribu ted  to  o ther g roups and sold by the  G overnm ent P rin tin g  
Office, over 6 and 44 m illion pieces of educational m ateria l have been 
issued by F D A  in the past eight years. T h is figure does no t include 
press releases or the m any m illions of articles based on such releases.

A dditionally , we m ain tain  con tinu ing  and extensive con tracts w ith  
organized groups, and seek th e ir view s and assistance in our opera
tions. Y ou know  of m any of these activ ities— the form ation of the 
P ublic  Service A dvisory C om m ittee, the  consum er consu ltan t program  
w hich is now being expanded, the very  extensive w ork our analysts 
perform  w ith  outside groups in the developm ent of b e tte r analy tical 
m ethods and standards (the A ssociation of Official A gricu ltu ra l C hem 
ists, the U nited  S ta tes Pharm acopeia, the In s titu te  of Food T echnolo
gists, and the C ontact Section of the Pharm aceutical M anufactu rers 
A ssociation , for exam ple). T his how ever is only a sm all p a r t of the 
picture.
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Cooperation with Industry Organizations

In  recen t years F D A  and various governm ent and in du stry  o r
gan izations have w orked to g e th er extensively to  prom ote b e tte r 
understan d in g  of and com pliance w ith  the  laws. E xam ples are the 
w ork we have done w ith  the A m erican B u tte r  In s titu te , N ational 
Cheese In s titu te , In te rn a tio n a l A ssociation of Ice C ream  M anufac
tu rers, D ry  M ilk A ssociation, E vap ora ted  M ilk P roducers F ederation , 
N ational A g ricu ltu ra l Chem icals A ssociation, the U n ited  S ta tes D e
partm ent of Agriculture, and many state departments of agriculture and 
extension services to  encourage the  production  of dairy  products th a t 
are free from  harm fu l residues of d rugs and pesticides. O u r jo in t ef
forts have been quite successful, as have sim ilar efforts in o ther fields 
such a s :

1. T he  jo in t program  to  encourage farm ers to  use agricu ltu ra l 
sprays and dusts s tric tly  according to  directions to  keep th e ir  crops 
s a fe ;

2. T he clean grain  program  partic ipa ted  in by several ag en c ies ;
3. T he clean candy and clean bakery  p ro g ra m s ;
4. P ro g ram s to  acquain t hand lers of d rugs w ith  the  steps they  

should follow in dealing w ith  d rugs th a t m ay no t safely be sold w ith ou t 
prescrip tion . T h is  involved no t only the  splendid cooperation of d rug 
g roups ou tside of governm ent, b u t also equally encouraging assistance 
from  various associations and agencies concerned w ith  nonm edical use 
of b arb itu ra tes  and am phetam ines by d r iv e rs ;

5. P ro g ram s partic ipa ted  in  by  several in d u stry  g roups to  prom ote 
vo lu n ta ry  com pliance w ith  the food additives and hazardous sub
stances la w s ;

6. A nd, w hile tim e does no t perm it m ention of all such cooperative 
endeavors, I do no t w an t to  pass w ith o u t m ention ing  again  th e  very  
w orthw hile  resu lts  of the  F D A -F L I Conferences.

A t th is  po in t I w cu ld  d irect yo u r a tten tion  to  the exhib its you 
have no doubt a lready  observed. T hese  exhib its dem onstra te  the  tr e 
m endous effort th a t the  regu la ted  in du stries them selves are p u ttin g  
fo rth  to  prom ote vo lu n ta ry  com pliance w ith  the law. I t is o u r purpose 
to  encourage and support these efforts to  the fu llest ex ten t possible 
th ro ug h  our educational program s.
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National Congress on Medical Quackery

An o u ts tan d in g  exam ple of educational ac tiv ity  w as the N ational 
C ongress on M edical Q uackery  sponsored jo in tly  las t year by  th.e 
A m erican M edical A ssociation and the Food and  D ru g  A dm inistra tion . 
T h is w as a ttend ed  by  approxim ately  700 persons in th e  fields of law  
enforcem ent and health  education. T he resu lt w as the  m ost com pre
hensive discussion to  date of m edical qu akery  as a national health  
problem . T he  proceedings of th e  C ongress have been published  and 
w idely d istribu ted  by  the A m erican M edical A ssociation. A second 
sm aller conference w as held th is  year, and several s ta tes  have held 
th e ir own conferences on quakery. T he resu lt is th a t th e  quacks are 
un der g rea tly  increased surveillance and successful con tro l of th e ir  
activ ities is increasing.

A num ber of professional o rgan izations are cooperating  w ith  us 
in a drive ag a in st nu trition al quakery, and we have several o ther 
cooperative prog ram s un derw ay w ith  professional groups.

T he success of these num erous p rog ram s po in ts to  the  desira
b ility  of expand ing ou r educational efforts of th is na tu re . P articu larly , 
we w ould like to  invite any  association o r group w hich has a  need for 
in form ation from  F D A  th a t is no t being m et to  discuss it w ith  us. W e 
w an t to  know  w h at these needs are and cooperate in m eetin g  them .

Citizens Have Opportunity to Be Heard on New Policies
B ut no  scientific, professional, consum er or in d u stry  association 

represen ts all of the  people w ho  have a r ig h t to  be heard  in food and 
d rug  m atters . N o  m a tte r  how successful the cooperative efforts ju s t 
discussed, a governm ent agency has an ob ligation to  give every 
citizen an oppo rtun ity  to  be heard on new  policies o r ru les th a t 
affect him.

W e have a procedure th a t accom plishes th is, and  it is perhaps 
the  m ost im p ortan t of all of our educational activities. T h is is the 
m ethod sanctioned bo th  by the Food, D ru g  and Cosm etic A ct and  the 
A d m in istra tiv e  P rocedures A ct w hich perm its, and in m any cases re
quires, public notice of proposed rules. T hese no tices are published 
in the Federal Register— the government newspaper, and they give 
everyone a chance to  w rite  to  us to  s ta te  his views. As you know , we 
publish various notices of proposed actions— notices bo th  on general 
regu la tions and  on specific actions such as the  filing of pesticide or food
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additive petitions. T he  no tices a r e , w idely publicized outside the 
Federal Register. Each of these notices tells you and everyone else of a 
possible action to  be taken  un der o r in te rp re ta tio n  to  be m ade of a law 
th a t w e adm inister. A nd in each case you have the oppo rtun ity  to  w rite  
us to  s ta te  yo u r approval, or if you do no t approve, th e  reason th a t 
you object.

C ertain ly  the  free exchange of in form ation perm itted  by th is 
procedure— the op*portunity for us to  tell you and everyone else w hat 
action is being considered, and the oppo rtun ity  for you to  tell us how 
you th in k  the action  should be tak en—is an  educational tool th a t 
should and will be utilized w ith  g rea te r  frequency. T he  increase of 
recent years m ay surprise you if you have no t been in close touch 
w ith  it. In  1955, F D A  published  51 no tices of proposed rule m aking, 
or about one a week. In  1961 w e published 323, or considerab ly m ore 
than one every w ork ing  day.

“ Open Door” Policy

B ut you don’t even have to w ait for a  notice to  be published in 
the  Federal Register to  speak your view s to  the  Food and  D ru g  A d
m in istration . O ver the  years we have m ain tained an  “open door-’ 
policy. A nyone can phone, w rite  or v isit us to  s ta te  w h a t he know s 
and th inks, and w hy, about any  m a tte r  th a t concerns him  and us. H e 
will receive respectfu l a tten tion . F u rth erm ore , w ith  few exceptions, he 
can get from  us the  best com m ent th a t  we can give, and he can get it 
w ith ou t form alities or procedure. T he  exceptions involve cases in 
w hich we are on tria l, or abou t to  be, and the  U nited  S ta tes  a tto rney  
is our law yer, and  cases in w hich a form al hearing  m ust be followed 
by  a ru ling  by  one of us on the  basis of the  evidence of record.

T h is open door will continue. W e expect to  be able to  deal w ith 
all p roper requests for o u r views. T hose of you w ho deal w ith  us on 
food additive petitions, new  d rug  app lications and  sim ilar proceedings 
can help us give the b est service by m aking sure th a t y o u r rep resen ta 
tives avoid repetitious v isits  or phone calls to  our m edical officers and 
o ther scien tists  in an  effort to  g e t them  to push y o u r petition  or ap
plication th ro ug h  faster th an  w ould norm ally  be p o ss ib le ; such “bird- 
dogg ing” consum es tim e th a t could o therw ise be spen t on productive 
review  of the  petition , and th us resu lts  in slow er processing no t only 
of your request b u t of o thers as well.
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Survey to Begin This Year
In  addition to  the educational efforts th a t are of im m ediate in 

te res t to you, we are p reparing  for a survey, to s ta r t th is year, ot 
sta te  and local food and drug law s and the  facilities for their enforce
m ent. T h is will be m ade possible by funds included in th is  y ea r’s ap p ro 
priation  to underw rite  such a study. T he survey is being planned in 
cooperation w ith  represen ta tives of the A ssociation of Food and D rug  
O fficials of the U nited  S tates. I t  w ill enable all levels of governm ent to 
take stock of the to tal resources available today, to exam ine th e ir  re 
spective roles so each can m ake the  best use of w h at is available, and 
to  estim ate the resources needed a t each level of governm ent in the 
com ing years. W hen such estim ates are available, we will be in a posi
tion to prepare plans to  provide and best use the additional resources.

To w hat ex ten t jo in t educational efforts will reduce th e  need for 
form al enforcem ent actions, no one can say. T here  is no doubt th a t the 
various program s th a t I have m entioned today, and o thers, have led to 
increased vo lun tary  law  com pliance. W e sincerely hope th a t even 
greater successes will mark our future efforts. Hut there is one thing we 
m ust not overlook— the Food and D rug  A dm inistra tion  is a law  en
forcem ent agency. W e will continue to m ake every effort to  help the 
industries understand  the requirem ents of the law. W e will continue to 
m ake every effort to  see th a t our rules and policies place only those 
restra in ts  on indu stry  th a t are required in the in te rest of the con
sum er. And we will continue to  give the  A m erican public honest, 
vigorous enforcem ent of the s ta tu te s  we adm inister. T h is  m eans th a t 
there will be court actions w here there are violations of the  law.

I t  w ould indeed be w onderful if we could reach the po in t w here 
there w ere no violations, and thus no court actions. I am afra id  we 
w on 't get th ere  du ring  your lifetim e or mine. B u t we w ould like to  in 
vite all of you in indu stry  to m ake a sincere effort in the com ing years 
w ith  all of us in governm ent to  see how  m uch prog ress we can m ake 
tow ard  the goal.

[The End]

CLXT
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Panel Discussion of Questions
Submitted to the
1962 FDA-FLI Conference
An Informal Question and Answer Session on the Afternoon of November 26 
Concluded the 1962 Joint National Conference of the Food and Drug 
Administration and The Food Law Institute, Inc. Mr. Franklin M. Depew, 
President of The Food Law Institute, Was Moderator of the Session.

MR. D E P E W : In  view of the hour I'll s ta r t r igh t in asking the 
questions. M r. Rankin.

Does F D A  anticipate a need for additional legislation in the near 
fu tu re  ?

Mr. Rankin: W hen you consider the fact th a t each of our app ro
priation  bills is a piece of legislation, I w ould say very  definitely yes. 
H ow ever, the  person w ho asked the question  probably  w as no t re
ferring  to  appropria tion  bills bu t ra th e r to  substan tive  legislation. 
L ast M arch P residen t K ennedy outlined in his consum er protection  
program  several item s of legislation in the  food and d ru g  field. A 
num ber of these w ere no t considered fully by the  C ongress th is year. 
I would assum e th a t those will be up for consideration in the 88th 
Congress.

Mr. D epew : T han k  you. A question for Mir. Goodrich.
Section 801(d) of the law perta ins to the shipm ent to foreign 

consignees of foods and drugs w hich m eet all foreign regulato ry  
requirem ents, even though  they  m ay not m eet U nited  S ta tes regu la
to ry  requ irem en ts if labeled “ F or E xport O n ly .’’ As used here, does 
the w ord “drug" necessarily  include “new drug” ? If not, w hy no t?

As a question of fundam ental policy, w hy w ould the F D A  prevent 
sh ipm ent of new drugs w hich it has no t approved t|> foreign countries, 
if such new drugs are legal there? I t  would seem th a t since they could 
be m anufactured abroad in any case, th is policy accom plishes only 
the em ploym ent of foreign citizens ra th e r than  U nited  S ta tes citizens.
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I s  th is  an  app ropria te  re su lt of th e  policy of a U nited  S ta tes go vern
m ent agency?

M r. G oodrich: T h is  is a  policy of th e  U n ited  S ta tes  Congress. I t  
has provided in Section 801(d) th a t d rugs shall be exem pted from  
the provisions of adu ltera tion  and m isbrand ing  w hen th ey  are m arked 
for export, m eet the  specifications of the foreign pu rchaser and  com ply 
w ith  foreign laws. B u t w hen Congress enacted the  ‘‘new  d ru g ” p ro 
vision, th ey  did no t classify an  unsafe new  d rug  as an adu ltera ted  
product. T h is  in effect precluded its  exportation . T h is  policy is, as 
I said, a  C ongressional policy, and it is consisten t w ith  th e  C ongres
sional policy recen tly  adopted under 304(d) on export of p roducts 
a fte r seizure, th a t no article  th a t has a po ten tia lity  of harm  can be 
exported from  th is coun try  even under the 304(d) provision.

M r. D epew : T h an k  you. A question for M r. K irk.
A re prospects encouraging for a reconciling of the  view s of F D A  

and the M eat Inspection  D ivision of the  D ep artm en t of A gricu ltu re  
for the  labeling  of p roducts con tain ing  preservatives o r antiox idan ts 
and pending the reso lv ing of th is  question  w h at enforcem ent activities 
does F D A  an tic ipate  w here labeling m eets only th e  M ID  requirements?

M r. K irk : T h is obviously goes to  the fa t p reservative  m atte r 
w hich w e have had under consideration for qu ite  som e tim e. W e very 
deliberate ly  p u t th is  aside because of o ther m a tte rs  w hich called for 
first a tten tion  and personally  I hope th a t we will be able to  resolve 
th is  in com ing m onths. M eanw hile, w e have no t taken  exception to  the 
labeling  of p roducts produced un der federal m eat inspection  w here 
th e  labeling, w ith  respect to  the  preservative, m eets th e  provisions 
th a t are outlined by th e  M ID  people.

M r. D epew : T h an k  you. A nother question  for you.
O ctober 9, 1962, w as the  closing date for receip t of com m ents 

on the  proposed regu lations p erta in in g  to  the  exem ption of new  drugs 
for investigational use from  o ther requirem en ts un der the  new  d ru g  
section of the  law. I t  is now rum ored  th a t a revised proposal will be 
published shortly , to  becom e effective in early  1963, if fu rth e r serious 
com m ents thereon are no t elicited. P lease confirm, deny or com m ent 
on th e  “rum or.” Specifically, is there  now  an an tic ipated  date of 
publication?

M r. K irk : N o firm date. O ctober 9, as sta ted , w as the  deadline 
for filing com m ents, b u t we d idn’t close the doors to  any  th a t cam e in
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after th a t date. D u ring  the  tim e th a t we had these  proposals under 
consideration  w e received a g rea t deal of very  constructive  com m ent 
from  m any sources. T hen  we had m eetings w ith  a num ber of groups 
w ho w ere very  concerned and in terested  in th is  w hole field. As a 
resu lt of all of the com m ents and view s w e received, w e have, we 
believe, come up w ith  som e good regulations w hich we are hopeful 
can be com pleted, approved and issued very  shortly .

Mr. D epew : T h an k  you. A question  for M r. G oodrich relative to 
the F ac to ry  Inspection  A m endm ent. I assum e th is question refers to  
proposals for fu rth e r am endm ent. W h a t are the m ajo r po in ts of 
con test and w h at is the  s ta tu s  of th is  proposed legislation?

Mr. Goodrich: T he proposed legislation died w ith  th e  end of th is 
Congress. I t  w ill have to  be rein troduced  if i t  is to  have fu rth er 
consideration. T he principal po in t of con troversy  has to do w ith  the 
inspection of records. T he constitu tional controversy, I believe., has 
been elim inated by  the fact th a t C ongress enacted in the  last session 
a broad com prehensive factory  inspection bill hav ing  to do w ith  drugs. 
Of course, the  m ajo r con troversy  here has to  do w ith the scope of the 
authorized inspection.

Mr. D epew : T h an k  you. A question  for Dr. Kline.
L e t us have a popu lar “Book A bout F o o d '’— how  it is grow n, 

prepared and m arketed . T he question says “Do not m ention ‘Silent 
S pring .’ ”

Dr. K line: Food experts and n u tritio n  experts have tried  for 
som e tim e to  encourage the  w ritin g  of a popu lar book g iv ing  the  facts 
of nu trition  and of food science. T h is is n o t easy. I am  sure you 
appreciate  th a t i t ’s difficult to  p resen t such facts in a  dram atic  m anner, 
and as far as I know  th is has no t been accom plished in a v ery  successful 
m anner th us far. P erh aps the  question contains an im plied suggestion 
th a t w e should encourage the  person w ho w ro te  “S ilent S p rin g” to 
consider som e nu trition al facts and see w h a t she could do w ith  those.

Mr. D epew : T h an k  you. A question for M r. K irk.
W hen  does F D A  plan to  have hearings on the S tan dard  of 

Id en tity  for P ean u t B u tte r?
Mr. Kirk: W e are hoping to  have those hearings early  in 1963. 

T he proposals for sending ou t a notice in the Federal Register are now 
before us.
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M r. D epew : A question for M r. Goodrich.
W hen m ay consum ers hope to find ingredients listed on ice cream  

containers ?
M r. G oodrich: T he standards of iden tity  for ice cream  have been 

pu t in effect w ith  a single exception for the  requirem en ts for the 
labeling of flavors. W e have developed, we th ink, a plan for quite 
inform ative declaration of flavors for ice cream , w liich is the m ajo r 
item of com position th a t consum ers are in terested  in. W e have no 
proposal to  require the declaration of milk fat or of the am ount of m ilk 
fat. T he stan dards require those th ings and require a m inim um  on 
them . T hey  require th a t the expected ingred ien ts be in frozen desserts 
in the proportions th a t w ould norm ally be expected, and the  label 
declaration provisions of the stan dards re la te  to the declaration of 
flavor, the  natu ral flavor, and the  artificial flavor th a t have been used.

M r. D epew : Q uestion  for M r. Kirk.
W h a t governm ent agency gave perm ission to farm ers in W ash 

ington, O regon and Tdaho to tre a t their soils w ith D ieldrin  and A ldrin 
which trea tm en t subsequently  resulted in excess residues of both 
pesticides in western baking potatoes ?

Is it now safe to feed bak ing po tatoes to babies, yo un g  children 
and the ill ?

Mr. K irk : I d< >n't know  any governm ent agency th a t gave per
m ission for farm ers to do this. T hey  operate independently  but, of 
course, are supposed to  know , and obey the law. T he pesticides th em 
selves. A ldrin and D ieldrin . are m arketed under the prov isions of the 
Federal Insecticide. Fungicide and R odenticide Act, w hich is enforced 
by the D ep artm ent of A griculture. T h a t law  requires th a t pesticide 
labels be reg istered  and th a t they  bear adequate d irections for use 
w ith  adequate w arnings. T hese labels tell farm ers how  to use p esti
cides to  avoid excessive residues on food, residues w hich w ould resu lt 
in a product w hich is no t in conform ity w ith the Food. D ru g  and 
Cosm etic Act. In  th is instance some of the grow ers w ho used A ldrin 
and D ieldrin cam e out w ith  po tatoes w hich exceeded the  to lerance of 
one-tenth  of a p a rt per m illion in or on the po tatoes. W e m ade a 
num ber of seizure^.. The indu stry  im m ediately found ou t w h at the 
facts were. T hey  have started  th e ir ow n program s of examining- 
sam ples. w hich program s are well under w ay now and m any of the 
violations or possible violations are being avoided th ro ug h  peeling and
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processing r ig h t a t the po in t of production so th a t the  products being 
m arketed  are not in conflict w ith the tolerances. As far as the second 
p a rt of th e  question is concerned, we see no reason w hy the people 
w ho could o rd inarily  eat baked po tatoes should not con tinue to  do so. 
W e believe those now on the m arket are safe.

Mr. Depew: A nother question M r. K irk.
W hen  will F D A  be able to  check 1 per cent of fru its  and vegetables 

m oving in in te rs ta te  com m erce for residues of pesticides and chemical 
preservatives ?

Should no t a t least 10 per cent of such produce be checked for 
dangerous residues of farm  poisons w hen m any sta tes are no t equipped 
to m ake such checks?

Mr. Kirk: 1 per cent of the in te rsta te  sh ipm ent of those com 
m odities would be roughly  25,000. I t  so happens th a t th a t is exactly 
our goal for exam ining sam ples th is year in th a t area, and a t the rate 
we are going now we expect to m eet it. If any of you have visited any 
of our field laboratories, you will p robably  be im pressed w ith  the 
am ount of pesticide w ork going on w ith  fru its  and vegetab les loading 
up our laboratories. Inciden tally , if you haven 't been and you get a 
chance to go to  one of our laboratories, you are certa in ly  invited. 
W h eth er 1 per cent is the righ t figure or not. we do n ’t know. It 
is ou r plan as soon as we finish th is y ear's  program  of exam ining 
the approxim ately  25,000 sam ples to  give the resu lts a very  thorough  
examination to see where we should go from there. Can we cut out exami
nations in some areas where there is no problem? Should we step  up 
exam ination in o thers w here there  is or w here there appears there 
m ay be? In  o ther w ords, le t's  give th is y e a r’s resu lts a look and see 
w hether next y ea r’s should be h igher or lower.

Mr. D ep ew : A nother question for you. Mr. K irk.
A fter the first rush of food additives petitions the A dm inistra tion  

is processing petitions w ith  due diligence w ith in  the  tim e prescribed 
by the  law. H ow ever, petitions w ith  respect to  S tandards of Iden tity  
are still sub ject to  long delays. W h a t is the A dm inistra tion  doing to 
speed up the  processing of such petitions?

W ould  the A dm inistra tion  sup po rt legislation p rescrib ing  set 
tim es in w hich definitive actions m ust be taken on such petitions, in 
cluding, of course, provisions for postponem ent f#r proper cause?
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Can the  A dm inistra tion  legally, and w ould it be w illing  to  p rac ti
cally, prom ulgate  regula tions se ttin g  fo rth  procedures of th is  type?

Mr. Kirk: F irs t, th ank s for the first p a rt of th a t question  about 
th e  food additives operation. Secondly, w e are, I believe, doing b e tte r  
in the food s tan dard  business th an  we w ere last year. W e have had 
qu ite  a  backlog, b u t w e have increased the  staff in our Food S tan dards 
Office, and w hile w e are no t up-to-date, I believe we are do ing b e tte r 
and  I th in k  w e w ill con tinue to  do be tte r. As far as legislation is 
concerned, I really  doub t th a t I should com m ent on th a t  o ther than  
to  say th a t any idea of a tim e schedule for filing of petitions and for 
som eth ing  to  becom e effective au tom atically  should, I believe, be 
opposed rig h t dow n the  line. W e had th a t very  th in g  in th e  new 
d ru g  field and, as you know , th e  C ongress changed it so th a t th ere  
are no m ore au tom atic  approvals. T h ere  shouldn’t be in the  food 
standards area either.

M r. D epew : A  question for M r. Rankin.
U n til th ree  years ago, an  officer of the  N ew  D rug  D ivision usually  

had the  courtesy  to  carefu lly  stu dy  and com m ent on a N ew  D ru g  
A pplication w ith in  a  m onth to  six  w eeks follow ing receip t— thereby  
offering the applican t an oppo rtun ity  to “com plete” th e  application 
w ith in  th e  then  prescribed s ta tu to ry  60-day period.

In  m ore recen t tim es, a series of successive declarations of “ incom 
pleteness” of N D A ’s have been regu larly  received on the  59th day 
follow ing subm ission of the  orig inal and usually  several supplem ental 
applications. T he  bases for these  series of declarations m ust surely  
have been eviden t a t the conclusion of the  first 60-day review  period.

N ow  th a t the  F D A  has a  s ta tu to ry  180-day review  period, is it 
th e  hope and in ten t th a t the previous practice will be followed, s ta ting , 
in a  single document, and therefore “using  u p ” a  single review period, 
all o f the bases for citation of alleged “ incom pleteness” ? I hope the 
answ er is affirmative, for the recent approach smacks of small chicanery 
and  an a ttem p t to  sub vert by adm in istra tive  m eans the  C ongressional 
in ten t th a t th e  F D A  shall act in a meaningful way within the  review  
period specified.

Mr. Rankin: f  w ould like the  record to  show, M r. Depew, th a t 
I have also stopped beating  m y wife. T h is question of the handling  
of new  d rug  applications is one th a t has been p resen ted  to  us in 
m ore or less th is  form  on o ther occasions recently. T h ere  seem s to

p a g e  24 FOOD DRUG COSM ETIC LAW  JO U R N A L---- JA N U A R Y , 1963



be a belief th a t the  Food and D rug  A dm in istra tion  has been doing 
no th ing  for 59 days and then on the  59th day rushes around  to  w ork 
up a le tte r  saying “your application is no t com plete, le t us have m ore 
in fo rm ation .” T he w ay to  deal w ith  a repo rt of th a t type  is to  take 
a specific application and go th ro ug h  it, see w h at the facts are, and if 
the facts show  th a t the  governm ent has been derelict, le t the govern
m ent b rin g  abou t app ropria te  correction. If the  facts show  th a t the 
m an w ho m ade the  com plain t w as in erro r, let him  say so. W e have 
invited the  d rug  in du stry  to  call our a tten tio n  to  specific exam ples in 
w hich th is  alleged type of operation has taken place. T w o firm s have 
taken advantage of the op po rtun ity  and have come in to  review  w ith  
us in detail the  hand ling  of applications th a t th ey  th o u g h t w ere 
inordinately  delayed th ro ug h  th e  type of procedure m entioned in the 
question. In  bo th  of those cases, top m anagem ent of th e  drug  firms 
acknow ledged th a t there  w ere scientific facts involved th a t had not 
been b rou gh t to  th e ir  atten tion . Now. we m ay have handled some 
applications in the w ay m entioned. If you believe we have, le t us 
know  w h at the p rod uct is, send a key official or officials from your 
firm to s it dow n w ith  us at a m utually  convenient tim e and w e will 
go in to  th e  m atter. W ith  respect to  the  la t te r  p a rt of the question, 
w hen are  you going to  adopt a procedure th a t allow s the  m anufac tu rer 
to find ou t a t first b lush every th ing  th a t needs to be done to complete 
his application if it is no t judged  com plete, I m ust answ er qu ite  
frankly  th a t I am not sure w e will ever be able to  reach  th a t stage. 
If our m edical officers or pharm aco log ists or o ther scien tists  in review 
ing th e  application find th a t th ere  are serious questions left unansw ered 
by the evidence in the petition, quesions of safety for exam ple, they  
m ust ask the app lican t to  answ er the questions. I t  obviously will not 
be possible for us to  tell exactly  w h a t labeling m ay be needed for a 
p roduct w hen it is still under study . All of the scientific evidence 
will have to  be before us on w hich we u ltim ately  act before we can 
m ake final com m ent on the  label. B u t to  the  ex ten t th a t w e can offer 
full com m ent the  first tim e, w e certa in ly  will try  to  do so.

Mr. D epew : T han k  you M r. Rankin. I th in k  you have answered 
th a t question m ost fully and fairly. A question  for M r. Goodrich.

F o r a p rescrip tion  d rug  w hich is an approvdtl new  drug , w hich 
has som e 25 active ingred ien ts, how  do the new  “half as la rg e” type 
size requirem en ts apply? (N o fanciful trad e  nam e is used to  identify  
any one of the ingredients, but a trade  nam e is given to the product.)
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D oes the  F D A  an tic ipate  issuing proposed regu lations perta in ing  to  
th is  com plex situation  ? If so, w hen ?

M r. G oodrich: T his is a com plex product w ith  25 ingredients. I t  
is probably  an irrational m ix tu re  of v itam ins and m inerals, bu t to  
answ er the basic question, the requirem ent of half-size type applies 
only w hen a trade nam e is used for the d ru g  or for its ingred ien ts. If 
the fanciful nam e for th is m agnificent com bination of good health  is 
not a generic nam e or an official name, then there  is no half-po int size 
requirem ent. And if there is no trade  nam e used for any of the  in 
gredients, there  is no requirem ent for half-size declaration  of the generic 
nam es of the ingredients. I should add here, how ever, th a t w here you 
use a fanciful nam e of th is kind there  is a general requ irem en t of 
prom inence and conspicuousness in the declaration of ingred ien ts 
under the general te rm s of the law.

Now. w h at w as the o ther question? W hen are the regula tions 
com ing ou t?  As soon as possible. W e started  w ork ing  on the reg u la 
tions even before th is law w as finally passed. W e have d rafts  in 
p reparation  now, we have set a deadline for ourselves w hich is too 
am bitious I am  afraid, b u t w hich is m id-D ecem ber for the draft, and 
we hope to m eet that.

M r. D epew : T han k  you. A question for Mr. Clark.
In  w eigh ing packages of food a t sto re level, is loss of m oisture 

taken into consideration? Please be specific about coffee in a paper 
container.

Mr. C lark : Yes. in considering the net w eigh t of the product a t 
the retail level the  norm al m oisture of the product is one of the factors 
taken in to consideration . To th is end the Food and D ru g  A d m in istra 
tion is frequently  seeking th rough  au then tic  sam ples to learn the  
norm al shrinkage of food products. T h is  provides us w ith da ta  so 
th a t we can take in to consideration the norm al m oisture  of a p roduct 
like coffee in a paper container.

M r. D ep ew : A nother question for you Mr. Clark.
D oes the inclusion of the w ord “sa lt” in the ingred ien t s ta tem en t 

m eet the  requirem ents of the  exem ption of the hazardous labeling- 
regula tions?

M r. C lark : I am assum ing w e are not ta lk ing about a food product 
con tain ing  salt, w inch would] of course, exem pt it au tom atically  from
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the provisions of the Federal H azardous S ubstances L abeling  Act. The 
exem ption referred  to  m eans th a t if a p roduct is a hazardous substance 
w ith in the provisions of the law  and is hazardous because of its salt 
con ten t, the w arn ing  labeling due to th a t hazard  is satisfied with a 
declaration th a t the  product does contain salt.

Mr. Depew: T han k  you. A question for Mr. K irk. 1 believe part 
of th is question has been already answ ered.

AVhat is the cu rren t s ta tu s of: (1) P ean u t B u tte r S tan dards of 
Id e n tity : (2) C ottage Cheese S tandards of Id e n tity ; and (3) Frozen 
D essert L abeling?

Mr. K irk : W ell, as l said, we are hoping for the peanu t bu tte r 
hearing to  be set up early in 1963. In  the case of cottage cheese we 
published a notice of filing of the petition , set a tim e for com m ent, 
received the com m ents and a d raft w hich takes the com m ents into 
account is on m y desk. I expect to get it going prom ptly . The th ird  
one w as frozen desserts. T here  we have for filing, presen ted  by tw o 
groups, a proposed revision of the section dealing w ith  the flavors and 
the labeling of flavors in the ice cream  standards. T h a t w ould be under 
the  H ale A m endm ent procedure. T here  is ano th er petition  involving 
w hey and a th ird  one involving the use of m ineral salts. W e propose 
to publish all th ree of those as proposals inv iting  com m ent.

Mr. Depew: A question for Dr. Kline.
Is it the opinion of FD A  th a t so-called D ie tary  Foods, including 

beverages should be displayed on re ta il sto res shelves separate ly  and 
apart from the place w here foods and beverages norm ally  prepared 
w ith nu tritive  ingred ien ts like sugar are displayed?

Dr. Kline: Yes, we have agreed th a t it is desirable in the  re ta iling  
of foods of th is type to  set them  in shelf space separate  from  general 
purpose foods. In  th is case you could say, I guess, th a t segregation  
is bo th  desirable and perm issible.

M r. D epew : A nother question  for you Dr. Kline.
W hen does F D A  an tic ipate  th a t the proposed D ietary  R egulations 

will becom e effective?
Dr. Kline: O ctober 18 w as the closing date to r com m ent on the 

proposed changes in the regula tions on foods for special d ie tary  use. 
W e have had som e response to  those proposals. M any constructive 
com m ents have been received and we appreciate  th is very  m uch. W e
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have no t found it possible to  begin the  review  of th is m ateria l because 
of th e  p ressures of regula tion-m aking  in the  d rug  area, and probably 
will no t g e t in to  these problem s before Jan u ary  of 1963. I have no w ay 
of p red ic ting  a final date e ither for publication of the final regu lations 
or the  final effective date because there  is the  possibility  th a t a public 
hearing  m ay be required  a fte r the  publication of our final regulations.

Mr. D ep ew : A question  for M r. Goodrich.
F inal regu la tions have n o t y e t been issued u n d er the Color 

A dditives A m endm ent of 1960. W h y ?  P rovisional lis tin g  of various 
color add itives will expire Jan u a ry  12, 1963, unless th e  S ecretary  
of H ealth , E ducation  and W elfare  postpones the closing date.

T he  C ertified Color In d u s try  C om m ittee has requested  extension 
of th a t date w ith  respect to the FD& C, D&C and E x t. D&C colors 
now  provisionally  listed. I t  is no t considered feasible to  petition  for 
perm anen t lis ting  w ith ou t final regulations.

Mr. Goodrich: W h y ? T o answ er the question, the  responsib ility  
for th e  delay is largely  mine. I accept it. T he fact is th a t th is  law  
becam e effective the sam e day the  H azardous Substances L abeling  
A ct did and  w e gave high p rio rity  to  regula tions un der both laws. 
Y ou w ill rem em ber th a t we p u t ou t the provisional transitio nal regu la
tions for the color add itives very p rom ptly  and th a t operation has been 
runn ing  along sm oothly under th is  p lanned transitio nal period th ro ug h  
alm ost the tw o and a half year period. M eanw hile, we had H azardous 
Substances L abeling  A ct regulations. D rug  A m endm ents of 1962, the 
D ie tary  Food regulations. Investigational U se regulations, and tw o or 
th ree  o ther th ings to  take care of. I sim ply have not been able to  give 
th e  a tten tion  to  the  Color A dditives to get them  ou t finally. W e are 
s tru g g lin g  w ith  the  problem  of w h a t to do w ith  color m ix tures and 
w here to  draw  the  line betw een s tra ig h t colors and color m ix tures th a t 
have to  be listed and th a t have to  be certified. W e plan to come out 
w ith  regu la tions very  prom ptly . W e have reached a stage w here I 
feel th a t the  draft will no t be long delayed before publication.

As to  w h eth er there  w ill be a b lanket extension a t the  end of the 
tw o and  one-half year period, we are bound by the te rm s of the law  
itself as to  the conditions of any  fu rth e r extension.

W e know  the  s ta tu s of our own scientific investigation , b u t we 
do no t know  and have had no application to  tell us th e  s ta tu s  of the  
investigations of these o ther colors. W h en  the transitio nal period runs
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out, of course, we are bound by the  law  ju s t as the color industry  
and the  food in d u stry  is. T he Congress in g iv ing  us au th o rity  to  extend 
past the  tw o and one-half years conditioned it on the  finding th a t the 
extension could safely be g ran ted  and I doub t very m uch th a t we 
w ould be able to  give a b lanket over-all ex tension  w ith o u t a look-see 
at w hether we m eet the  s ta tu to ry  provisions. I know  we w on’t.

Mr. Depew: So w ould you recom m end th a t petitions be filed?
Mr. G oodrich : As soon as the science is ready I w ould th ink  

th e  first obvious step  is to  s ta r t estab lish ing  re g u la tio n s ; a t least send
ing the  da ta  in for review.

Mr. D epew : T hank  you. A question for M r. Clark.
W h a t does the  Food and D ru g  A dm inistra tion  th in k  about d is

playing frozen foods w ith  fresh foods in fresh food cases? F ish  for 
exam ple.

Mr. Clark : I t  w ould seem to me if I un derstan d  the question cor
rectly , Mr. Depew, it w ould be alm ost self-regulating . I t  is a m atte r 
of sto rage conditions. S to rage conditions for fresh vegetab les w ouldn’t 
necessarily  apply or be proper for frozen fish or som e o ther product. 
H ave I m isin terp reted  the question? T he proper labeling w ould have 
to  be applied and th e  proper sto rage conditions provided. I t  seem s to 
me th a t’s the  responsive answ er.

Mr. D epew : I do n ’t th ink  yo u ’ve m issed any th ing  unless I ’ve 
m issed it too. A  question for M r. Rankin.

In  connection w ith  the upcom ing session of Congress, m ay we 
expect the  F D A  to  press for legislation in the  food, cosm etic and de
vices areas on bases sim ilar to  the legislation in troduced in the  last 
session of C ongress?

Mr. R ankin : T h a t doesn’t  differ very  m uch from  the  question  th a t 
I com m ented on earlier. T he  item s of food and drug  leg islation  th a t 
w ere included in  th e  P res id en t’s consum er m essage earlier th is  year 
and w ere no t passed upon by the  87th Congress I w ould expect to  be 
a p a rt of F D A ’s recom m endation to  the  D ep artm en t fo r new  legisla
tion nex t year.

Mr. D epew : A n other question  for M r. Rankin.
W ith  special reference to  devices, as th e  law  now stands th is 

term  is very  broad ly  defined in the s ta tu te  and, m fact, is v irtually
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open-ended. W hile  th is m ay be a satisfacto ry  situa tion  w hen the 
philosophy behind a law is of a policing nature , it is probably not 
sa tisfacto ry  when the law  is to  becom e of the licensing or pre-clearance 
variety . H as any th ou gh t been given to  th is question and. if so, would 
it no t be in the public in terest to re-define the  term  "devices" so as 
to prescribe lim its of a m ore w orkable na tu re?

Mr. Rankin: I don 't know  of any basis for concluding th a t the 
definition of the term  device or therapeutic  device as it appears in 
the law today  w ould fail to be in the public in terest if we get an 
am endm ent to  the law  to require therapeu tic  devices to be proved 
safe and effective before they are placed on the m arket. If there  is 
some reason for changing the definition, we w ould be glad to  have 
it b rou gh t to  our atten tion . I w ould po in t out. how ever, th a t in the 
legislation th a t w as before the C ongress th is past year, the second 
H arris  Bill, we did propose a new d rug  type of clearance for th e ra 
peutic devices and we did no t propose any change in the definition 
of device.

M r. D epew : T hank  you. A question for Mr. Goodrich.
U nder the new  drug  law, m ust the generic nam e of a single en 

tity  p rescrip tion  d ru g  be used every tim e the brand nam e appears 
on the label, labeling or advertising  of the d rug?

Mr. G oodrich: T h a t seem s to be the plain requirem en t of the law. 
and certa in ly  in term s of the legislative h isto ry  it w as s ta ted  th ree  or 
four tim es th a t every tim e we have a s ta tem en t of the trade nam e it 
should be followed by the generic. Ju s t exactly w h a t’s go ing to  come 
out of these regulations, we don 't know . W e certa in ly  will have to 
bear in m ind th is legislative h istory , as w ell as the explicit language 
th a t says w herever the trade  nam e is used the generic nam e shall also 
be used. W e have been exploring, at the request of the d ru g  industry , 
the possibility  of no t requ iring  a repetition  of the generic nam e each 
tim e, particu larly  in the brochures w here you have the nam e repeated  
over and over. W h e th e r we can legally do any th ing  ab o u t th a t, or 
w h eth er we should, w hether we can come up w ith a proposal that 
would m ake these nam es m ore noticeable, w hich is a fte r all the 
objective of the l;Pw. is som eth ing we will have to consider in the 
regulation.

M r. Depew: A question for M r. Kirk.
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W h y  did the F D A  decide to  invade the field of price regulation 
on label sta tem en ts  as to  econom y size ?

Mr. Kirk: I d idn 't know  we w ere invading. T he law has a proh i
bition against any false or m isleading sta tem en ts  on labels and in 
labeling, and in th is particu lar case, w hich I assum e to be the coffee 
case, we felt th a t there  w as a clear-cut false sta tem ent.

Mr. Depew: Mr. Goodrich.
W h a t is the a ttitu d e  of F D A  as to “cents off” labeling?
Mr. Goodrich: W h en  we testified before the H a r t C om m ittee we 

explained th a t th ere  w as plenty  of provision in the general false and 
m isleading labeling area to deal w ith  th is type of prom otion w here it 
w as false and m isleading in any particu lar. As m ost of you probably 
know , the H a r t Bill, w hich has now been in troduced, has a proposal 
w hich w ould au thorize the general ou tlaw ing  of “cents off” sales. 
T h is will require th a t th is D ep artm en t and the F ederal T rad e  Com 
m ission and o ther in terested  persons in the E xecutive B ranch consider 
th is policy and m ake recom m endations w ith  respect to  S enator H a rt's  
bill. T herefore, we have not arrived at an over-all opposition to  “cents 
off.” W e do have a generally  con tinu ing  in terest in “cents off" w here 
it m ay be m isleading.

Mr. Depew: A question for M r. K irk.
W h y  on such m atters  as m inor sho rt w eigh ts should be m anu

fac tu rer no t be notified and given op po rtun ity  to  correct w ithou t 
the odium  of seizure and publicity?

Mr. Kirk: F irs t, m ay I say th a t over the years I have found a 
lo t of differences of opinion as to w h at is m inor and w h at isn ’t. B ut 
in th is  particu lar case involving sho rt w eigh t of food products, we 
s ta rted  out by ta lk ing  to ju s t about everyone we could we th o u g h t was 
in terested  in th is need for checking w eights, being sure the  products 
being m arketed  w ere up to  the declared net w eight. T hen  we un der
took a w idespread survey several years ago and published the resu lts 
of th a t, gave it w ide circulation, again show ing th a t eve w ere in terested  
in sho rt w eigh t. A fter th a t had been given tim e to sink in, let us say, 
we s ta rted  our regu la to ry  program  w hich is still being continued. 
W e found significant violations. W e took legal actions against them . 
W e found m inor violations and did no t b ring  form al actions because 
of them . B u t very  frankly  I ju st can’t conceive of anybody in the food
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in du stry  today  th a t does no t know  th a t the  Food and D ru g  A dm in istra
tion  is checking quite extensively on the  net w eigh ts of food packages.

Mr. D epew : M r. Goodrich.
Do you have any rem arks on presen t federal th in k in g  on p re 

em ption in the  food law  area?
M r. Goodrich: I recom m end th a t all of you read w h at happened 

on th is issue in th e  D ru g  A m endm ents of *1962. T h is  is the  la test 
th in k in g  of the C ongress.

M r. Depew: A question for Dr. Kline.
W h a t fresh  fruits and vegetables did the 19-year-old boy select that 

w ere re latively  free of pesticide residues? D id he select fresh lettuce, 
kale, spinach, broccoli and W estern baking potatoes and fresh  apples 
and pears and grapes ?

D r. K lin e : Yes, I th ink  all of those item s w ere included in the 
m arket basket th a t w as collected in th is study  of a d iet th a t w ould 
be consumed by a 19-year-old boy. The pesticide residue content of this 
diet w as determ ined in our laborato ries on the to ta l food m ixture. 
T here  has no t up to  the p resen t been an a ttem p t to  exam ine each of the 
item s separately  so th a t the repo rt th a t som e of you m ay have seen 
relates to  the  determ ination  of the  food item s as a whole.

Mr. D epew : A nother question Dr. Kline.
In  discussions of the  sa tu ra ted  versus u n sa tu ra ted  fats w hy is 

there  com plete avoidance of m ention of pesticides in them  and harm ful 
effect of said pesticides: I don’t know  w hich fa t the “ th em ” refers 
to. P erhaps you could com m ent on both.

Dr. K lin e : I know  of no particu lar relationsh ip  betw een u n 
sa tu ra ted  or sa tu ra ted  fa tty  acids and pesticide residues. In  our exam i
nations of food products fats are exam ined and they  m ust m eet certain  
legal tolerances. T he  fact th a t these fa ts  contain sa tu ra ted  or u n 
sa tu ra ted  fa tty  acids has no bearing  on a possible pesticide residue 
content.

Mr. D epew : I w ould like to  ask one final question. Is th ere  an y 
one on the  panel w ho w ould like to  am plify C om m issioner L a rrick ’s 
com m ents abou t the display in the back of the  room ? T ell us a little  
b it m ore abou t it.
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Mr. Rankin: M r. D epew , our D ivision of P ublic  In fo rm ation  has 
placed on display a very  small sam ple of the trem endous educational 
w ork  th a t is being carried  on day a fte r day prim arily  by  individuals 
butside the  governm ent. If your firm or your organ ization  has educa
tional m ateria l th a t does no t appear on th is  display, it is due sim ply 
to  th e  fact th a t we d id n ’t have any m ore exh ib it room.

Mr. D ep ew :* T h a t concludes the  question  and answ er session. I 
hope that you all feel tlfet this conference has served its usual purpose. 
T han k  you very  much. [The End]

FDA SCIENCE PROTECTS CONSUMERS 
OF FROZEN FISH PRODUCTS

A new and reliable method of identifying fresh and frozen skinless 
fish fillets w'here the true identity is otherwise nearly impossible for 
the consumer buyer to recognize is now being put to good use by the 
Food and Drug Administration. The method, first published in N ovem 
ber, 1960, has been found to be an exceedingly useful tool to determine 
whether cheaper fish are being substituted for the more desirable and 
expensive varieties.

FD A  has from time to time had reason to believe that various 
types of skinless frozen fish fillets were not what they were labeled 
to be. Substitution of an inferior variety for what the consumer expects 
is a violation of the Federal Food, Drug and Cosmetic Act. But 
proof of the substitution has been difficult.

The application of the “starch gel electrophoresis” method by 
Robert R. Thompson of F D A ’s Division of Food makes it possible to 
establish the true identity of the fish. Although m ost samples to date 
have been examined in Mr. Thom pson’s W ashington, D. C., laboratory, 
F D A ’s 18 district laboratories have now been furnished the necessary 
equipment and will soon be conducting their own tests.

The electrophoresis test is based on the premise that the protein 
makeup of each fish species is different and characteristic. In the test, 
a small electric current passed through the extracted protein suspended 
in a starch gel causes the protein to move into characteristic patterns 
or “bands,” a different one for each type of fish.

T o prove the new test, Mr. Thom pson devised a method using the 
enzyme system  of the fish for double checking. N o  two species have the 
same enzyme system, although varieties of species often do. The tech
nician pours a chemical solution on it which reacts with natural fish 
enzymes. W hen dye is later added, it forms a characteristic color 
pattern. Identification of species has always been the same with the 
tw o tests.

The electrophoresis method may also he used to detect the sub
stitution of various meats for beef in hamburger and sausage. F D A  
expects to apply it to frozen egg products in an effort to detect incubator 
reject eggs in products labeled as fresh chicken eggs.
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The Joint FAO-WHO Conference 
on Food Standards

H E  JO IN T  F A O -W H O  C O N F E R E N C E  on Food S tandards
held at the Palace of N ations. Geneva, Sw itzerland . O ctober

1-5, 1962. under the auspices of the Food and A g ricu ltu re  O rgan ization  
and W orld  H ealth  O rgan ization  of the U nited N ations, w as w ith ou t 
question the m ost im portan t recent developm ent in the food law field.

The Conference was held on the recommendation of the F  AO Con
ference at its E leventh  Session of N ovem ber. 1961 and of the W H O  
E xecu tive B oard a t its T w en ty -n in th  Session of Jan u ary  19. 1962. to 
consider a Jo in t F A O -W H O  P rogram  on Food S tandards. T he Con
ference w as called to endorse or reject the proposal th a t in ternational 
food standards should be established and to pass on the recom m enda
tion th a t the principal organ to carry  on th is w ork be the Codex 
Alimentari-us Commission set up by the FA O  Conference R esolution. 
It immediately became apparent that the work of the Codex AUmcntarhts 
Com m ission in estab lish ing  food standards w ould d irectly  affect, to  a 
large ex ten t, agricu ltu ra l exports from the U n ited  S ta tes in both 
raw  and m anufactured  form , as well as food chem icals and o ther 
additives. T rad e  in several ag ricu ltu ra l and o ther food com m odities 
of the U nited  S ta tes has in the past encountered barrie rs  im posed bv 
diverse national food law s and regulations. A g reat m anv of these 
trade barriers stilljham per in ternational trade. T hese could be resolved 
by a harm onization  of national food law s and regulations. I t  seemed 
clear th a t in order to p ro tec t A m erican in terests  in th is  vital foreign 
trade area, the U nited  S ta tes should have full rep resen ta tion  in the 
Codex A liwentarhts Commission work and that the official U nited  S ta tes

By FRANKLIN M. DEPEW

Mr. Depew, President of The Food Law Institute, Inc., Rep
resented Both The Food Law Institute and the Inter-American 
Bar Association at the Joint FAO - WHO Conference.

PACK 34 POOD DRUG COSMKTIC LAW JOURNAL— JANUARY, 1963



delegation to the Conference should include represen ta tives of agri- 
. cu ltu re  and indu stry  as well as governm ent.

U n d er the circum stances it w as un fo rtuna te  th a t the A m erican 
governm ent and A m erican agricu ltu re  and food m anu fac tu ring  in te r
ests w ere notified of the Conference a t a tim e w hen they  had little  
opportun ity  to  p repare for it. T im e w as too sho rt to take steps to 
secure an appropriation  by the C ongress of funds to enable the U nited 
S ta tes governm ent to ipake a con tribu tion  for 1962 to the Special 
T ru s t F un d  established by an FA O  Conference Resolution. M onies 
con tribu ted  to  th is tru s t fund are allocated exclusively to the joint 
program  of food standard iza tion . T he FA O  had suggested  th a t an 
app ropria te  annual con tribu tion  from  the U nited  S ta tes for the years 
1962 and 1963 would be $15,000 per year.

Subcommittee Formed
F ortu nate ly , m any governm ental and in du stry  people im m ediately 

go t to w ork to  do w h at could be done in the tim e available. A sub
com m ittee on Code.r Alimcntarhis, under the C hairm anship  of N athan 
Koenig, A ssis tan t to  the A dm inistra tor, A gricu ltu ra l M arketing  S erv
ice. U nited  S ta tes D ep artm ent of A gricu ltu re, was established at the 
Jan u a ry  23, 1962 m eeting of the U nited  S ta tes Food and A gricu ltu re  
O rgan ization  In teragen cy  C om m ittee, for the purpose of considering 
the question of U n ited  S tates partic ipation  in the Codex A lim entarm s 
program . T he sub ject was studied by tw o action com m ittees of the 
subcom m ittee and w as considered by the subcom m ittee as a whole. 
T he tw o action com m ittees w ere concerned w ith  specific phases of the 
subject. One, headed by Dr. H. U  H aller. A gricultural A dm inistra tor. 
A gricu ltu ra l R esearch Service, dealt w ith  (1) the ex ten t to which 
the U nited  S ta tes w ishes to p artic ip a te ; and (2) the na tu re  and extent 
of the U nited  S ta tes partic ipation  in the  Jo in t F A O -W H O  Conference 
on Food S tandards. T he  other, headed by Jacob Schaffer, D irector of 
the Food Indu stries  D ivision, B usiness and D efense Services A dm in
istration , U n ited  S ta tes D ep artm ent of Com m erce, dealt w ith  (1) the 
m anner in w hich business, foundation , and o ther possible contribu tions 
m ight be encouraged and sough t ; and (2) the m echanism  by which 
partic ipation  w ould be coordinated. S hortly  after »the estab lishm ent 
of the action groups T he Food L aw  In s titu te  w as in strum enta l in 
assuring  th a t U nited  S tates in terests  w ould be adequately  represen ted  
at the Jo in t Conference by securing in du stry  con tribu tions to the 
Special T ru s t F und  fo r the w ork of the Codex Alimcntarius Commission,
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T hese m onies w ere forw arded to FA O  prior to  the Jo in t Conference 
th ro ug h  the offices of the United States D ep artm en t of S tate.

Symposium Regarding International Trade
E uropean  governm ents and food industries, because of their new 

economic relationsh ips, seem to have been m uch m ore aw are of the 
significance and effect on trade  th a t m ay resu lt frftm th is Codex A li- 
mentarius activity. The great in te rest they  h a w  in the  sub jec t u n do ub t
edly accounts for the Sym posium  on Food R egulations in R elation  to 
In te rn a tio n a l T rad e  w hich w as organized by the  Food Group of the 
Society of Chem ical In d u s try  and held in C hurch H ouse, L ondon, 
on Septem ber 24, 1962, ju s t p rio r to  the  Jo in t F A O -W H O  Conference. 
A m ong the som e four hundred persons in attendance a t th is sym 
posium  w ere F ran k  T. D ierson, S ecre ta ry -T reasu re r of T he Food 
L aw  In stitu te , and Dr. C. Olin Ball, P residen t-E lec t of the In s titu te  
of Food T echnologists, C hairm an of the  D ep artm ent of Food Science. 
R u tgers  U n iv ersity  and Food L aw  In s titu te  T rustee .

T he  speakers a t  th is  Sym posium  w ere the  C hairm an, J. P. van den 
B ergh of the  U n ited  K ingdom , T. M cL achlan of the  U n ited  K ingdom , 
Dr. J. M ahoney of the U nited  S tates, Dr. K. D ü rren m att of S w itzer
land and F. H. T ow nshend  of FA O . T he ta lks w ere followed by a 
so-called “B rains T ru s t” discussion, w ith  D r. J. G. D avis of the 
Society of Chem ical In d u s try  as C hairm an, and the  partic ipan ts being 
four of the five earlier speakers (M r. van den B ergh did no t partic ipate) 
plus M ogens Ju l of D enm ark , W . M. S ho rtt of the U nited  K ingdom , 
and Dr. H . W eiss of W e s t Germ any.

International Harmony Important
All of th e  speakers stressed the  im portance of harm ony am ong 

the nations in the provisions of food law s and regulations. L hey  
pointed out th a t no in terna tion al agreem ents have been reached re
gard ing  descrip tions given to foods, hygienic requ irem en ts for the 
foods, the  add itives th a t m ay be present, or the control of labeling. 
M any illustra tions w ere presented  to  em phasize these  points, p a rticu 
larly  w ith  reference to  s tan dard  definitions and additives. E xam ples 
w ere given of difference in the legal concepts of the food law s in 
different countries as well as the  effect of differences in eating  hab its 
and in the in terp re ta tion  of scientific facts in shap ing the food law s. 
T hese exam ples #f difficulties w ere so im pressive, th a t a t the  ou tset, 
those in attendance expressed a fear that the problem was insurmountable.
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D r. D ü rren m a tt and M r. T ow nshend  gave som e assurance th a t 
.th is  w as n o t the  case. T hey  cited in support of th e ir  view  the 
progress th a t  FA O  had m ade in connection w ith  the  Code of P rinc i
ples for M ilk and M ilk P ro du cts  and the  plans for the Jo in t FA O - 
W H O  Conference on Food S tandards. T h e ir  rem arks encouraged the 
audience to  believe th a t w ith  patience and effort it w ould be possible 
to  achieve som e im provem ent.

T h e  “ B rains T ru s t '’ discussed the  value of a sho rt lis t of p ro 
hib ited  additives as com pared w ith  a long generally  recognized as 
safe (G R A S) list. I t  w as th e ir  conclusion th a t the  form er w ould 
g rea tly  sim plify the job of the  analyst bu t th a t the com pilation of such 
a list w ould be ex trem ely  difficult.

Members of United States Delegation Chosen
O n S eptem ber 12, 1962 the  D irectors-G eneral of th e  FA O  and 

W H O  extended an  inv ita tion  to  T he  Food L aw  In s ti tu te  and to  the 
In ter-A m erican  B ar A ssociation to  be represen ted  by an observer at 
the  Jo in t Conference, and I accepted in behalf of bo th  organizations. 
M eanw hile th e  official U n ited  S ta tes D elegation  w as selected w ith  
John  L. H arvey , D epu ty  C om m issioner of Food and D rugs, head ing 
the delegation and  N athan  K oenig  as a lte rna te . T he o ther governm ent 
rep resen ta tives w ere A. W . A nderson, R egional F isheries A ttache, 
and D r. H . L. H aller. In d u s try  w as represen ted  by F ran k  E llio tt. 
M ichael F. M arkel and H a rry  M eisel. M r. M arkel also represen ted  
the  U n ited  S ta tes D ep artm en t of Commerce.

T he  Conference convened in an assem bly hall w hich had been 
recen tly  redecorated , redesigned and arranged  for m eetings of th is 
kind. T he  accom m odations and o ther a rran gem en ts  w ere  all th a t 
could be desired. R ep resen ta tives from  some 45 m em ber countries 
of FA O  a n d /o r  W H O  attended  to ge ther w ith  observers from  some 
24 in terna tion al governm ental and nongovernm ental organ izations. 
Dr. P ie rre  D orolle and Dr. N orm an W rig h t, D epu ty  D irectors-G eneral 
respectively  of W H O  and  F A O  extended a  w arm  w elcom e to  the 
delegates. M onsieu r Josué de C astro  of B razil nom inated  D r. E. 
Feisst, V ice P res id en t du Com ité N ational Suisse du Codex Ali- 
m entarius, as C hairm an. T he  nom ination  w as prom ptly  seconded by 
th e  A u strian  and N etherlands delegations, and Dr. F eisst w as th e re 
upon elected by acclam ation. John  L. H arvey  of the U n ited  S ta tes 
and  D r. T h ian a r N ’Doyé, D irec to r du S endee d ’A lim entation  e t de 
N u tritio n  A ppliquée, M inistère de la Santé e t des A ffairs Sociales,
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Senegal, w ere thereupon elected V ice-C hairm en. J. H . V. Davies of 
the B ritish  D elegation and G erard W eill of the F rench D elegation, 
w ere appointed  rapporteurs.

Dr. F e isst in his acceptance address s ta ted  th a t he supported  
w orld-w ide standards, bu t in the m eantim e he recom m ended th a t 
regional groups consider regional standards. H e sta ted  th a t in his 
opinion stan dards have to  be carefully  tailored t<? fit the tastes and 
food hab its of various regions. I t  im m ediately becam e evident th a t 
the discussions w ould go beyond the tw o basic food law  precepts, 
nam ely— protection  against harm ful ingred ien ts and deceptive p rac
tices, and m igh t extend to trade and industria l barriers.

T he Conference then proceeded to endorse the proposals for a 
Jo in t F A O -W H O  Code.x Alimcntarius Commission. By these m eans 
the facilities of both FA O  and W H O  w ould be available to tackle 
the problem s involved in th e ir m any aspects. I t  w as also recognized 
th a t any in tended expend itu re involved would be covered by the 
Special T ru s t F und  set up for th is purpose until a t least the year 1964.

Summary of Discussions
T he Conference next considered the guidelines for the w ork of 

the Codex Alimcntarius Commission. T he  discussions of these guidelines 
go t to  the very  h eart of the  problem s posed by the ex isting  situation . 
T he h igh ligh ts of the  extended discussions and po in ts of view'' ex
pressed m ay be sum m arized as follows :

Mr. W eill of the F rench D elegation expressed the F rench  po in t 
of view  of d isagreem ent w ith  the sp irit in which the objectives w ere 
being approached so far as consum ers health  w as concerned. H e stated  
th a t regional standards w ould be tte r achieve these objectives. H e also 
objected to hav ing a Special T ru s t Fund for food standards work. 
Mr. H arvey  for the U nited S ta tes stated  it was im p ortan t th a t o ther 
countries should have an op po rtun ity  to  consider regional stan dards 
before they  are adopted. T he D anish, Canadian, U nited  K ingdom  and 
N etherlands delegations expressed agreem ent w ith  th is  view. Mr. 
D avies of the  U nited  K ingdom  pointed ou t th a t w h a t pu rported  to 
be health  considerations w ere som etim es used to achieve economic 
advantages, such *s fat con ten t of b u tte r, color additives, and so forth. 
Dr. Carlos A. G rau of A rgen tina  reported  on the progress of the 
L atm -A m erican Food Code and m entioned th a t T he Food L aw  In s ti
tu te  had been m^ist helpful in securing the view s of U nited S ta tes 
industrial, technical and un iversity  personnel.
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P rofessor O. H ögl of the Sw iss D elegation and P residen t of the 
.Council for the E uropean  Codex Alimentarius suggested that com m ittees 
w ith  w orld-w ide m em bers are difficult to operate. He proposed th a t 
regional com m issions, whose m em bers can w ork closely together, 
w ould be the best w ay to operate.

Arguments Against Regional Commissions
D enm ark , N ew  Zeaiund. A ustra lia , the  U nited  S ta tes  and Canada 

pointed ou t the  need for in teg rated  in ternational food s tan d ard s  and 
th a t appo in tm en t of s tan d in g  regional com m ittees m ig h t in terfere 
w ith  th is  aim. T h ey  stressed the  need to assure full partic ipation  by 
all countries in o rder to  secure proper s tan dards on e ither a regional 
or w orld-w ide basis. M r. K oenig in behalf of the U nited  S ta tes stated  
it w as th e  U n ited  S ta tes view  th a t th e  activ ities of th e  Codex A li
mentarius Commission in itia lly  should be confined to  those spheres 
of ac tiv ity  w here in ternational standards clearly w ould be helpful in 
facilita ting  in terna tion al trade  and w here there  is general agreem ent 
th a t in ternational cooperation is needed to  b ring  about g rea te r un i
form ity  in particu la r types of standards. H e fu rth er s ta ted  th a t it 
should be possible to  elaborate regional or w orld-w ide standards by 
a single com m ission open to  all m em ber countries of bo th  FA O  and 
W H O . W hen a m ajo rity  of countries in a region require a regional 
standard , such a stan dard  should be proposed w ith ou t prejudice to  the  
concurren t or la te r p reparation  of sim ilar stan dards for o ther regions 
or on a w orld-w ide basis. W h en  the d ra ft s tan dard  (e ither w orld-w ide 
or regional) com es before the  Com m ission for discussion, view s and 
com m ents should be ob tained from  in terested  countries. A broad 
agreem ent by the countries should be necessary and sufficient for its 
approval. H e fu rth e r s ta ted  th a t although  the U nited  S ta tes has a 
procedure established by law  for developing and estab lish ing  certain 
types of standards, there is sufficient flexibility under th is  procedure 
to  perm it form al am endm ent of these stan dards to  correspond to  
in ternational s tan dards w here reasonable grounds are shown.

T here  w as extended discussion of the  types of s tan dards th a t 
should be adopted. I t  w as decided they  should be of tw o  types— 
m inim um  “p la tfo rm ” stan dards and th e  h igher stan dards generally  
referred  to  as “ trad in g ” standards. India. Senegal and o ther devel
oping countries em phasized the  need for m inim um  s tan d a rd s  in order 
to  secure econom ic and trad in g  accep tab ility  in in t# rnational m arkets 
for th e ir  exportab le  raw  m aterials.
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Language Barriers
An in te res tin g  sideligh t to  the discussions w as th e  difference of. 

m eaning of term s—not to  m ention difficulty of language translation. F or 
instance the  use of the  term  “functional” w as felt by som e delegates 
to  apply to any food as all aspects of food w ere “functional.” W hen 
it is realized th a t the  delegates from  all these countries expressed 
them selves in th ree  different official languages it is astonishing th a t the}' 
w ere able to  agree unanim ously  on the  guidelines for the Codex 
Alimentarins Commission. W e must give a g rea t deal of the cred it for 
the successful outcom e of the  Conference to  the Jo in t F A O -W H O  
secre taria t and to  the  rappo rteurs . T h e ir  continued diligence and good 
hum or un der try in g  circum stances w as an exam ple fo r  all.

T hese  h igh ligh ts m ake it app aren t from  the m ultico lored and 
varied v iew poin ts expressed th a t m any diverse opinions rem ain to  
be reconciled by the  Codex Alimentarias Com m ission. N ational in te r
ests soon becam e app aren t a t th e  Conference. T hese in te rests  will no t 
have disappeared by  the  tim e th e  Com m ission s ta rts  its  w ork. T hey  
m ay be expected to  exercise a con tinu ing  influence on th a t work.

T h e  guidelines adopted, w hich basically reflect the  po in ts of view  
expressed by the U n ited  S ta tes  delegation , are appended hereto . T hese  
guidelines afford all nations an op po rtun ity  to take app ropria te  steps 
to  p resen t th e ir  view s in connection w ith  any  s tan dard  proposed or 
considered by the Codex Alimentarius Commission. Thus, if a regional 
group should suggest a s tan dard  w hich estab lishes or m ain ta ins trade 
barrie rs in favor of th a t region, on the alleged g round  of protection 
of health , the question  of the  valid ity  of the basis of th e  proposal can 
be fully review ed by  the sc ien tists of the  countries ou tside the  region 
p rio r to  the final adoption of the  standard . W h ile  th is  m ay  no t operate  
to  p reven t the  adoption of unsa tisfac to ry  stan dards in every  instance, 
a t least it will afford an oppo rtun ity  for full publicity  re la tive  to  all 
reasons w hich w ere considered in relation to  the  standard .

T he Conference then w en t on record as expressing  the  belief 
th a t follow ing these guidelines, th e  Codex Alimentarius Com m ission 
w ould be able effectively to  continue and build upon the  trad itio n  and 
fu rther the  aim s of the far-sigh ted  E uropean  Council of the  Codex 
Alimentarius founded by M inister H ans F renzel of A ustria , as w ell as 
the Codigo Lalinct-Americano de Alimentos, launched under the leader
ship of Dr. Carlee A. G rau of A rgentina. I t  la te r suggested  th a t the 
Com m ission holci its first session a t F A O  head qu arte rs  in  Rom e 
com m encing T hu rsd ay , June 27,1963.
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In  respect to  the  m ethod of finance, the  Conference no ted  th a t it 
appeared th a t som e governm ents preferred  to  see the costs borne by 
the reg u la r budgets of the  tw o in terna tion al agencies instead  of by a 
Special FA O  T ru s t Fund. I t  w as fu rth e r no ted  th a t th is m atte r 
would be review ed by the FA O  Conference a t its fifteenth session in 
N ovem ber, 1963.

M. G. Candau»and B. R. Sen, the  D irectors-G eneral, respectively 
of W H O  and F A O , graciously tendered  a reception to  th e  assem bled 
delegates and the  staff of th e ir sec re ta ria t on the  even ing of O ctober
3. T h is  affair enabled everyone to  m ingle on an inform al basis and 
con tribu ted  to  the  successful outcom e of the  Conference.

I w as priv ileged to  address the  Conference, as P res id en t of T he 
Food L aw  In s titu te , and pointed ou t th a t if m ore varied , m ore n u tr i
tious and m ore p lentifu l diets w ere to  be m ade available to  the  peoples 
of the  w orld, all un justified barrie rs  to in terna tion al trad e  m ust be 
elim inated from  th e  w orld ’s food laws. I acknow ledged th a t th is  would 
be hard  to  do, b u t expressed the hope th a t the  gu id ing  principles ex
pressed a t the  Conference w ould b ring  abo u t s tan dards th a t w ould 
w ipe ou t barrie rs  to free trade  am ong the nations.

T he  splendid resu lts  th a t w ere achieved by the U n ited  S ta tes 
delegation , headed by  Joh n  L. H arvey  and  N athan  K oenig, and by 
the  o th e r like-m inded delegations w ith  w hom  they  w orked, w ill have 
to  be im plem ented in the  fu tu re  by the delegates to  the  Codex A li
mentarius Com m ission. C onstan t vigilance w ill be required  to assure 
sound and  fa ir standards. In  th is  connection, the experience the United 
S ta tes has had in the  developm ent of food stan dards should be inval
uable to  the proposed Codex A limentarius work.

M ost of the  steps to  be tak en  in prepara tion  for the  m eeting  of 
the Codex Alimentarius Commission will fall upon the Secretariat. H o w 
ever, the  governm ents m ust take app ropria te  steps to  select the 
m em bers of th e ir  delegations to  a tten d  in th e ir behalf. G overnm ents 
have also been urged  to  m ake available th e ir  1963 con tribu tions as soon 
as possible.

T h e  S ecre ta ria t is proceeding to  d is tribu te  tp  all F A O -W H O  
m em ber na tions approved tex ts  of m aterial com pleted by the  E uropean 
Council of the Codex (these cover general rules, sam pling  and edible 
fungi) and those chap ters of the  L atin -A m erican  F ood  Code which 
cover th e  sam e sub jec t m atter. T hey  will also supply governm ents
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w ith  positive lists to gether w ith  specifications of iden tity  and p u rity  
for colors, preservatives and an tiox idan ts as well as em ulsifiers, based 
on w ork carried out under the Jo in t F A O -W H O  P ro g ram  on Food 
A dditives. T he stan dards for m ilk and m ilk products (R ep o rt P a ra 
graph  56 (a )) and fresh fru it and vegetab les (R epo rt P a rag rap h  56 (b )) 
will be supplied to  those governm ents w hich have no t already received 
them . W ith  respect to the products given p rio rity  in p arag raph  58 
of the R eport it is planned to subm it to  the Com m ission as a basis 
for discussion a resum e on each of these groups of p roducts sum 
m arizing the principal national standards involved and containing, 
w here possible, a d raft in ternational standard .

I t  is planned to hold tw o associated m eetings ju s t p rio r to  the 
m eeting of the  Codex Alimcntarius Commission. Prom June 17-22, 1963 
the S ixth Session of the Code of Princip les Com m ittee (now  the 
jo in t F A O -W H O  specialist body on m ilk and m ilk p roducts) will 
consider and possibly approve standards for cheeses, m ethods of 
sam pling and analysis, and so forth. From  June 24-26, 1963 the Second 
Jo in t F A O -W H O  Conference on Food A dditives will review  the 
w ork done, determ ine areas of fu tu re  work, and proceed to  evaluate 
the con tribu tion  of the F A O -W H O  program  on food additives to the 
w ork  of the Codex Alimcntarius Commission.

Tentative Agenda
That Com m ission will hold its m eeting  from June 27-July 3. 1963. 

T he ten ta tive  agenda is as follows :
(1) A doption of rules of procedure.
(2) E lection of officers.
(3) Review  of ex isting  food standards w ork at the governm ent 

level, in c lu d in g :
(a) W o rk  s ta rted  by the E uropean Council (except areas of 

fu tu re  w ork on food additives to  be considered bv the 
Conference on Food A dditives) ;

(b) T he L atin-A m erican Food Code ;
«(c) E C E  (jU. N. Econom ic Comm ission for E urope) standards 

for fre ih  fru it and vegetab les and the O E C D  (O rganization  
for Econom ic Cooperation and D evelopm ent) schem e for 
th e ir application ;
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(d ) Food standards w ork of O E C D  ;
(e) Food standards w ork of the E uropean  Com m on M ark e t;
(f) Food stan dards w ork of C O M E C O N  (Council for M utual

Econom ic A ssistance) :
(g) S tan dards for olive oil under the In te rn a tio n a l Olive Oil 

Convention :
(h) F A O /W H O  w ork on

food add itives; .Formal item s to take note of re-
(i) F A O /W H O  w ork on suits of tw o preceding meetings, 

milk products.
(4) A llocation of new w ork follow ing the prio rities recom m ended 

by the Jo in t Conference, w ith  particu la r reference to w ork a lready in 
hand w ith in ternational bodies (— especially specialist N G O 's (non
governm ent o rgan izations) and ISO  (In te rn a tio n a l O rgan ization  for 
S tandard ization) and the geographical coverage sough t for each 
standard.

(5) D iscussion w ith  a view to acceptance of the follow ing com 
pleted tex ts : general ru les; sam pling ; edible fung i; perm itted  lists 
and specifications of id en tity  and p u rity  for colors, p reservatives and 
an tiox idan ts and em ulsifiers.

(6) P lans for an in terna tional docum entation service on food.
American agricultural and industrial interests should be alert to make 

certain  th a t the  U nited  S ta tes continues to  be effectively represented 
in th is im p ortan t food standards work. T hey  should express such 
in terest to  the C ongress, at least to the ex ten t of u rg ing  an app ropria
tion to  the T ru s t F und  for Codex work in 1963 in the am ount of $1 3,000. 
T his is the  am ount w hich w as pledged for th is w ork by the United 
S tates delegation and will have to be m et by private subscrip tion  if 
Congress fails to  take app ropria te  action. T hey  should also urge the 
U nited  S ta tes D ep artm en ts  of A gricu ltu re , Comm erce, and H ealth , 
E ducation  and W elfare  to  take p rom pt steps to select the  m em bers 
of the U nited  S ta tes delegation , w ho can best represen t our govern
m ent a t th is m eeting. No in terested  p arty  can afford to underestim ate  
the im portance of th is com ing m eeting. I t  is essential th a t the  delega
tion contain the necessary experts w ho m ust be selected in sufficient 
time th a t they  m ay be adequately  prepared to  w ork effectively for 
sound food stan dards which m ay be expected to p ro tect Am erican 
agricu ltu ral and industrial in terests.
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GUIDELINES FOR THE C O D E X  A L I M E N T A R I U S  COMMISSION *

Part 1
PURPOSE AND SCOPE OF THE CODEX ALIMENTARIUS

Purpose
1. The Codex Alimentarius is a collec

tion  of in ternationally  adopted food 
standards presented in a  unified form. 
These food standards aim at protecting 
consum ers’ health  and ensuring fair 
practices in the food trade. Their publica
tion is intended to promote the stand
ardization  of foodstuffs in the various 
pa rts  of the w orld, to  facilitate h a r
m onization of standards and in so do
ing to further the developm ent of the 
international food trade.

2. T he pursu it of these objectives 
will help to  sim plify in ternational food 
standards w ork  and avoid duplication.

Scope
3. The Conference recommended that 

the Codex should in tim e include all the 
principal foods whether processed, semi- 
processed o r raw , for direct sale to  the 
consum er or, w here appropriate, for 
m anufactu ring  purposes. T h e  Codex 
should in particu lar take in the whole 
range of food additives and contam i
nants, since th is highly com plicated 
problem  affects practically  all processed

foods as well as an  ever-increasing 
num ber of raw  foods.

4. M any food codes (for exam ple 
the Spanish, the  Sw iss, and the  Código 
Lalivo-Antericano de Alimentos am ong 
others) also include cosmetics and other 
objects of everyday use, com ponents of 
which m ay be ingested by the hum an 
organism . I t  is not proposed th a t the 
Codex include these products.

5. Food hygiene ru les are in m any 
countries handled independently  of the 
food standard s based upon them . C n  
the o ther hand, an in ternational p ro 
gramme of food standards having among 
its p rim ary  aim s assistance to  develop
ing countries in this sector, cannot take 
these rules for g ran ted : a p roduct m ay 
well conform  to an exacting  s tan d ard  
of com position and labelling b u t not 
be acceptable due to  unhygienic m anu
facturing conditions. Moreover, the need 
for basic food hygiene rules has b e
come increasingly apparen t from  in ter- 
national food stand ard s  w ork  already  
under way. I t  is there fo re proposed 
that such rules be included in the Codex.

6. Given this wide scope, the ques
tion of priorities is clearly  of g rea t im 
portance (see P a r t IV  below ).

Part II
NATURE AND TYPE OF STANDARDS TO BE INCLUDED IN THE CODEX

Nature
7. B efore considering the na tu re  of 

s tandard s to be set up by the Com 
m ission, the Conference recalled a gen
eral observation of basic im portance: 
a food s tandard  airrfc at ensuring the 
m arke ting  of a sound, wholesom e p rod 
uct, correctly  lab e lk d  and presented.

I t  does not intend to  affect consum er 
preference, bu t aim s a t ensuring  tha t 
the consum er can know  w h at he is 
buying. T h is  observation  applies w ith 
even g reater w eight to  an in ternational 
food standard .

8. T h e  C onference considered two 
sorts of s tan d ard : the  m inim um  “p la t

* Certain material is attached as appen- omitted as not needed for the purpose of
dices to the Guideline? as published by the this publication.
FAO. References to such appendices are
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form ” s tandard  and the  higher standard 
generally  referred  to as a  " trad in g ” 
stan d a rd . By the acceptance of a m ini
m um  p la tform  standard , a governm ent 
m erely undertakes to ensure th a t its 
own corresponding national s tandards 
shall not be less rigorous. O n the other 
hand, this does no t p reclude the ir use 
for trad ing  purposes (in  respect of both 
hygiene and o ther requ irem ents), p ro 
vided it is understood th a t they  would 
not suppo rt price decisions for a p ro d 
uct conform ing to  h igher standards. 
N ational s tandard s m ay well be, and 
in m any cases often are, m ore exacting  
in their requirem ents than  such m ini
m um  platform  standard s, and would of 
course apply  to all im ports into tha t 
country. In  this case, national standards 
are  said to be “h igh er” than  the in te r
national m inim um  platform  standards.

9. In terna tional m inim um  platform  
standards have been successfully estab 
lished under the cu rren t F A O  p ro 
gram m e on the “ Code of Princip les 
concerning M ilk and M ilk P rodu c ts.” 
T h e basic s tandard  w orked out under 
this program m e, the “ Code of P rin 
ciples” itself, has been accepted by no 
less than  50 governm ents.

10. Minimum platform  standards can 
be of real use for trad ing  purposes to  
developed countries where national stand
ards are  usually  rigorous, as well as to  
developing countries. A  strik ing  ex
am ple of th is is given by the m inim um  
standards for dried m ilk, also elabo
rated  under the Code of P rincip les and 
now  accepted by all the  m ain producers 
of this product. W hen the  s tandard  
becoifies applicable after an already 
ag reed transitional period, it is expected 
to  have a substantial influence on in te r
national trade  in dried  milk.

11. T he acceptance of trad ing  s tan d 
ards by a governm ent implies tha t all 
products m ust conform  to them  if they 
are  to  be freely im ported and sold 
w ith in its jurisdiction . Such standards 
can either be recom m ended for vo lun
ta ry  acceptance or, in highly in tegra ted  
com m unities, can d irectly  form  the 
object of in te rsta te  legislation after 
passing th rough  appropriate  machinery.
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T his second m ethod is now  being fol
lowed by th e  countries of the E uropean  
Economic Community (European Com
m on M arket), th roug h  its secretariat 
in Brussels.

12. T h e  Conference there fo re recom 
m ended th a t the C om m ission w ork 
bo th  on the  estab lishm ent of a  m ini
m um  p la tform  s tandard  for each p ro d 
uct, acceptable on as w ide a basis as 
possible (on the understand ing  that 
acceptance of the m inim um  standard  
in no w ay lim its the existence o r es
tab lishm ent of higher national s tan d 
ards) and, concurrently , on additional 
realistic h igher in ternational standards 
appropriate to individual regions, when
ever this appears desirable. T he last 
group of s tandards w ould  aim  a t being 
used as actual trading standards amongst 
the countries accepting  them  (each 
s tandard  published in the  Codex should 
be accom panied by a list of such coun
tries). A  num ber of developing coun
tries have already' set up dual standards 
on the same lines, minimum standards 
for provisional hom e use and higher 
s tandards for export. T h e m inim um  
standard s to be published in the Codex 
will be of primary' use to such countries.

13. In  this connection, the C onfer
ence considered it useful to  clarify the 
m eaning of the  expression “h igh er” 
standard . I t is often said th a t a s tan d 
ard  should be as “h igh” as possible, 
but the  expression is used very  loosely. 
I t  is in general co rrec tly  used in re la 
tion to  s tandard s  of hygiene and purity . 
I t  is am biguous in th e  case of non- 
nu tritional com positional elem ents: a 
s tandard  prohib iting  the  use of a cer
tain  additive is n o t necessarily  “h igher” 
than  one w hich perm its it. I t  can be 
m islead ing in the case of nutritional 
com positional elem ents: a m ilk pow der 
s tandard  provid ing for a g rea ter fat 
content is said to  be “higher” than one 
provid ing for a  low er fat content. T his 
last s ta tem ent is correct if by “higher” 
is understood “ri*her,” bu t it would 
be incorrect if t f*  “h igh er” standard  
w ere in tended to be m ore desirable as 
such and therefo re on all counts su
perior to a “low er” s tandard . In  fact,
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subject to the establishm ent of a m ini
m um  level and adequate labelling re 
quirem ents to avoid m isleading the 
consumer, “richness” is largely a m atter 
of consum er preference and does not 
necessarily imply superiority of the prod
uct, nor of the corresponding standard.

Type
14. T he C onference recom m ended 

tha t the Code.r in due course cover 
all the principal foods and their com 
ponents in in ternational trade, as stated 
in paragraph 3 above. T he types of 
standard  to be included on the same 
long-term  view  should aim at covering 
all facets of the problem , especially: 
definition, com position, quality, desig
nation, labelling, sam pling, analysis and 
hygiene.

These facets should be studied in 
their scientific, technical, economic, ad 
m inistrative and legal aspects in order 
to ensure tha t the products to which 
they apply are in all respects suitable 
for consum ption from  both the h y 
gienic and com m ercial points of view, 
and are correctly  described.

T he question of priorities am ong 
these aspects is covered in P a r t IV  
below.

15. W herever the question of s tan d 
ards of identity poses special difficulties, 
the Conference recom m ended tha t the 
Commission, having laid down minimum 
requirem ents to be satisfied by a p ro d 
uct in order th a t it m ay bear a group 
designation (for example, “cheese” or 
“groundnut oil” ), designate subcategories 
by an appropriate term  not im plying 
quality preference w here com positional 
differences alone are involved. It should 
consider as of secondary im portance 
the descriptive designation of these 
subcategories (for example, “full fat 
cheese,” “skimmed milk cheese,” “re
fined groundnut oil” ). A greem ent by 
the Com m ission on standards desig
nated in this way would already be a 
notable achievement. Such designations 
should, of course, alw ays accom pany 
any descriptive designation em ployed 
under national standards or by the trade.

16. In  respect of m ethods of analy
sis, the C onference recom m ended tha t 
only reference m ethods and not routine 
methods should be included in the Codex.

Part III
METHODS OF WORK OF THE COMMISSION: ELABORATION 

AND ACCEPTANCE OF STANDARDS

17. T he key to the m ethods of w ork 
of the Com m ission as approved in o u t
line by the F A O  C onference is given 
by the purpose of the Com m ission it
self. T his purpose is to sim plify and 
in tegra te  in ternational food standards 
w ork by allocating priorities, by co
ordinating  and supplem enting the w ork 
of o ther bodies in this field, and by 
providing for finalization of d raft stand
ards at the governm ent level and their 
publication in a consolidated Code, r 
Alimcn tarins.

18. T he Com m ission’s w ork will de
pend upon draft s tandards p repared  by 
ad- hoc expert groups and by outside 
bodies, for example, by international
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nongovernm ental organ izations, whose 
own activities are therefo re to be fully 
encouraged in the com m on in terest of 
the Joint Program m e: the Commission’s 
function, except in the finalization 
and publication stages of a standard , 
is essentially one of d istribution  and 
co-ordination of the w ork involved. 
It will thus be possible to ensure the 
preparation  of drafts by experts from 
public adm inistration, from  research  in
stitu tes and from  industry  in daily- 
contact w ith the subject m atter, as well 
as to handle sim ultaneously a wide 
range of differing food standards.

19. T he Conference considered the 
need for both w orld-w ide standards
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am i for those of p rim ary  in te rest to a 
specific region o r groups of countries 
and drew  atten tion  to  the follow ing 
'factors:

_ (a ) In ternational food standards are 
largely conditioned by sim ilar food 
habits. As a result, in ternational trade 
in food is often localized w ith in regions 
but may also cut across regional groups. 
In  som e cases, ther#iare, a standard  
will be required for a given region but 
in o thers  by groups of countries be
longing to  m ore than one region or 
even for world-wide use. Health aspects, 
being of the w idest in terest, will usu
ally need to be handled on a w o rld 
wide basis.

(b ) The Statutes o f the present Euro
pean Council of the Codex Alimentarius, 
whose w ork  is to be continued by the 
Codex A lim ent arius Com m ission, within 
the new  F A O /W H O  fram ew ork, ex
pressly sta te  th a t the E uropean Codex 
foreseen by  the Council should also 
apply “to  all ex tra -E uropean  countries 
having sim ilar food habits.”

(c) T here was great in terest in the 
establishm ent of m inim um  platform  
standards for in ternational use, particu
larly  for developing countries. In  some 
cases the m inim um  standards could be 
elaborated in the process of estab lish
ing h igher s tandards urgently  required 
for certain regions or groups c f countries.

20. The Conference therefore recom
m ended m ethods of w ork to the Codex 
Alimentarius Com m ission w hich would 
allow  the unhindered developm ent of 
standards for regions or o ther groups 
of countries, w hilst at the sam e time 
having reg a rd  to the in terests of both 
developed and developing countries out
side these areas. To this end, the Confer
ence put forw ard the following detailed 
recom m endations for the application of 
the general provisions of the C om m is
sioner’s S tatu tes laid dow n in F A O  
C onference R esolution 12/61.

21. T he C onference felt tha t the 
Com m ission should be free to decide 
in every case w hether a s tandard  upon 
which it was proposed to w ork should 
be elaborated  on a w orld-w ide or on 
a narrow er basis. W here  the Com m is

sion determ ined th a t a m ajo rity  of 
countries in a region required a  s tan d 
ard  for that region, such a standard  
should be prepared, w ithout prejudice 
to the concurren t o r la te r preparation  
of sim ilar s tandard s for o the r regions 
or groups o r on a w orld-w ide basis.

22. In o rder to encourage fu rther 
food standard s w ork am ong countries 
with sim ilar needs in this field, the 
Conference recommended that the Com
m ission should have the pow er to  ap 
point from  am ongst its m em bers one 
o r m ore co-ordinators for individual 
regions or groups of countries w hen
ever experience m ight show  this to be 
desirable. T he C onference further sug
gested that the task of these  officers of 
the Com m ission would be actively to 
assist and co-ordinate the  w ork of the 
various bodies engaged on d ra ft s tan d 
ards w ithin the region o r group of 
countries and to keep the Com m ission 
fully inform ed of these activities, as 
well as the  w ishes of countries con
cerned as to priorities am ong standards 
to be elaborated.

23. By these m eans, the Conference 
felt it would be possible to enable 
s tandard s to  be elaborated  either on a 
w orld-w ide or m ore restric ted  basis 
according to the nature and need for 
each s tandard  am ong the countries con
cerned. In  particular, they allowed the 
participation of in terested  countries 
from  outside the region or group of 
countries for which a s tandard  was 
prim arily  intended w ithout in any w ay 
restric ting  the nature o r m ethods of 
p reparation  of the regional standard  
itself.

24. T he C onference therefo re recom 
m ended tha t the Com m ission w ork on 
the follow ing lines:

(a) determ ination  of general lay-out 
of the Codex;

(b) determ ination  in detail of p rio ri
ties;

(c) allocation to outside bodies of 
p repa ra to ry  w ork ;

(d ) discussion of com pleted drafts 
by the Com m ission;
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(e) acceptance by governm ents of 
standards approved by the Commission;

( f)  publication of s tandard s in the
Codex;

(g) review  and am endm ent of pub
lished standards.

These phases of the work are outlined 
below.

25. Determination o f lay-out o f the 
Codex (division in to  chapters on gen
eral provisions, individual products, and 
so fo rth ). A lthough clearly subject to  
later change as a resu lt of experience, 
early  ag reem ent by  the  C om m ission on 
a skeleton lay-out would provide a uni
fying schem e for the w hole w ork of 
the Com m ission. I t  would also simplify 
the question of priorities and the dele
gation of p rep a ra to ry  w ork. T he p res
ent European Council of the Codex 
Alimentarius has proposed the follow
ing subdivisions for the Codex which 
the Conference recom m ended th a t the 
Com m ission should take in to  full con
sideration :

Section 1, General.—Basic definitions, 
labelling, sam pling, positive lists  of ad
ditives, and so forth.

Section II , Individual Products.—D e
tailed requirem ents fo r each p roduct 
(see paragraph  14 above).

Section I I I ,  Methods o f Analysis (see 
paragraph 16 above).—These m ethods 
m ay be included in the Codex either 
directly  or by reference.

26. Determination in detail o f priori
ties on the  basis of the proposals ap
proved by the  presen t C onference (see 
P a r t  IV  below ). A ccount will be taken 
of the  fact tha t the  decentralized m eth 
ods of w o rk  on draft s tandard s perm it 
the sim ultaneous p reparation  of a w ide 
range of s tandard s. Judg ing  from  ex
perience, som e of these drafts would 
well involve several gears’ w ork, w hilst 
others would be completed much earlier. 
T h e num ber and length  of sessions of 
the Com m ission d e a ln g  w ith  standards 
in the  finalization stages w ould be ad 
justed  accordingly.

Allocation of Preparatory W ork
27. P rep a ra to ry  w ork  should be car

ried out by ad hoc export groups and . 
outside bodies, full account being taken 
of w ork  already  in hand. F o r th is p u r
pose, reference m ay be m ade to  the  
Survey o f international organizations 
working on food standards.

28. In  som e cases w ork  is a lready 
being undertaken  o r can conveniently 
be referred  to  an  in ter-governm ental 
o rgan ization  of regional o r subregional 
coverage w hich has its own m ethods of 
preparation  and of finalization of s tan d 
ards at the governm ent level. Examples 
are  the P erm anen t Com m ission of the 
L a tin  A m erican Food Code, the O r
ganization for Econom ic C o-operation 
and D evelopm ent (O E C D ) w ork ing in 
conjunction w ith the Econom ic C om 
m ission for E urope (U N E C E ) and the 
European Economic Community (EEC , 
the  E uropean  Com m on M arket). In  
such cases, th e  C onference recom 
m ended that the C om m ission m ake full 
use of the  w ork  carried  out by  these 
organizations.

29. In  allocating p rep a ra to ry  w ork  
on standards, full use should likewise 
be m ade of the wide technical know l
edge and facilities offered by ex isting 
nongovernm ental specialist o rgan iza
tions and by  the  In terna tional O rg an i
zation for S tandard iza tion  ( IS O ) . In  
agreement with these organizations, d ra ft 
s tandard s prepared  by them  would be 
m ade available to  the Com m ission for 
finalizing a t the governm ental level in 
accordance w itth  paragraphs 32 to  38 
below.

30. W herever it appears to  the  C om 
m ission th a t no appropriate  outside 
in ternational body already  exists o r can 
conveniently be set up, for exam ple to  
handle the  general p a rt of the  Code.x 
(labelling, and so forth , see paragraph  
25 above), p rep a ra to ry  w ork  can be 
undertaken  by an ad hoc expert group 
of representatives of national Codex A li
mentarius Com m ittees, w herever such 
bodies have been established, under th e  
leadership of one of the ir num ber spe
cifically appointed for this pu rpose  by
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the  Com m ission. T hese  com m ittees 
already ex ist in a  num ber of m em 
b e r countries of the p resen t E uropean 
Council of the Codex Alimenlarius and 
the Conference recom m ended th a t they 
should be set up by all active m em bers 
of the successor Codex Alimenlarius 
Com m ission. A num ber of these ad hoc 
expert groups are  already  functioning 
under the presen t E uropean  Council of 
the Codex Alimenlarius (see P a r t  IV  
below ). W h en  establish ing a s tandard  
for a region or group of countries, the 
ad hoc expert group  concerned should 
consist of represen ta tives of all in te r
ested countries from that region or group 
of countries, and will be open to observ
ers from  outside in terested  countries.

31. C o-ordination of food standards 
w ork am ong outside bodies is one of 
the main tasks of the Commission. P a r 
ticu lar a tten tion  will be needed to 
ensure that there is no undesirable over
lap w hich could be avoided betw een 
regional o r subregional o rgan izations 
w ork ing on standards for the  sam e 
products. T he full suppo rt of the Com 
m ission will be available to fu rth er the 
w ork of each of these bodies if they so 
desire.

Discussion of Completed Draft 
Standards by the Commission

32. A d raft com pleted by the m e th 
ods outlined above is then subm itted 
in good tim e to all governm ents for 
consideration in o rder th a t they m ay 
m ake their com m ents available to  the 
Com m ission for discussion at its next 
session. W hen  th e  d ra ft has been so 
considered and gains a  favourable con
sensus of opinion in the Com m ission, 
full account being taken of the  coun
tries principally  in te rest in the s tan d 
ard  concerned, it is again referred  to  
governm ents on this occasion for the ir 
acceptance. W h en  a d ra ft regional 
s tan d ard  com es before the  Com m ission 
for discussion, b road  ag reem ent by  th e  
countries of th a t region will be a neces
sary  and sufficient condition for its ap 
proval. W h a t constitu tes a  consensus 
of opinion in any given case depends
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on the na tu re  of the s tan d a rd  under 
discussion (fo r exam ple is it a food 
traded  prim arily  w ith in a region or on 
a w orld-w ide basis), as well as on the 
geographical coverage desired for the 
s tandard . In  no case is it therefo re 
possible for a  s tan d ard  desired by one 
region to  be rejected, as respects coun
tries of tha t region, by  outside coun
tries. If such a division of views arises, 
two or m ore s tand ard s  can be p ro 
posed, each w ith  its ow n area  of appli
cation clearly indicated in the Code.r.

33. In  order th a t the Com m ission be 
in a position to  discuss sim ultaneously, 
in separa te  com m ittees-of-the-w hole, 
technical d rafts  com ing from  widely 
differing fields, it is h igh ly  desirable 
th a t each coun try ’s delegation to  ses
sions of the C om m ission include an 
expert for each of the specialist fields 
affected by the session’s agenda. The 
Com m ission’s rules of procedure, to  be 
adopted  a t its first session, should re 
flect th is need.

Acceptance by Governments of 
Standards Approved by 

the Commission
34. O n  approval by the  Com m ission, 

s tandard s are  com m unicated to  M em 
ber G overnm ents of FA O  a n d /o r  W H O  
through these agencies. Irrespective of 
the geographical coverage intended for 
a given s tan dard  by th e  Com m ission, 
all approved standard s are subm itted  
to  all M em ber G overnm ents w ith a 
request th a t they indicate w hether the 
s tandard s are acceptable and w hat ac
tion they propose to  take to  im plem ent 
any acceptance made. In  the case of 
a s tandard  elaborated  fo r a  given re 
gion or group of countries, acceptance 
by an appropriate  m ajo rity  of these 
countries, as decided by the C om m is
sion (see paragraph  32), will be a 
necessary  and sufficient condition for 
its inclusion in the  Codex.

35. I t  will be noted  th a t the F A O  
Conference in ap j»ov ing  the  S tatu tes 
of the Com m ission included a proviso 
to  A rticle  1(c) s ta tin g  th a t du ring  the 
first fou r years of th e  C om m ission’s
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w ork  acceptance by E uropean govern
m ents alone would be a necessary  and 
sufficient condition for the publication 
of a standard  in the Code.r. T his clause 
was intended to  underline the urgen t 
need for food standards applicable to 
the European m arke t and to  provide 
for the publication of E uropean  s tan d 
ards even if agreem ent on a w ider basis 
should prove impracticable in any given 
case. T he recom m endation now  m ade 
by the Conference that both regional 
and w orld-w ide standards should find 
their place in the Codex effectively ap
plies the spirit of the clause in practice 
and at the sam e tim e ex tends its bene
fits to  all o ther regions.

36. As in the case of s tandard s is
sued under the Code of Princip les 
concerning m ilk and m ilk products, 
m ention of governm ent acceptances is 
accom panieed by  an indication of any 
m ore rigorous national requirem ents 
applicable in the accepting  country. 
T his is a useful m ethod of indicating  
the practical value of any acceptance 
of a m inim um  pla tform  s tandard  and 
should be followed w herever s tandards 
of th is na tu re  (see paragraphs 8 to 12 
above) are included in the Code.v.

37. Publication o f standards in the 
Code.v. W hen, in the view of the C om 
m ission, sufficient governm ent accep t
ances (see paragraph  34) of a standard  
ltave been received, account being taken 
of the na tu re  of the s tandard  and of 
the product involved as in the case 
of the C om m ission’s earlier discussion 
of the final draft, the standard  is pub 
lished in the Codex toge ther w ith a list 
of the accepting  countries. It is in 

tended tha t the Codex be published in 
loose-leaf form  in a separa te  edition, 
for eacli language.

38. Revieiv and amendment o f  pub
lished standards. A lthough the term  
“finalized” s tandard  is often used to  
describe an approved draft, no tex t of 
a standard  is ever “final,” but requires 
constant adaptation  to  rapidly m oving 
econom ic and technical conditions. F o r 
this reason, the Com m ission should re 
view  and am end published standards 
at appropriate  intervals. E ach outside 
body responsible for p reparing  a  draft 
s tandard  should be requested  to  keep 
the tex t under regular review  and to 
subm it proposals for a  revised version 
to  the C om m ission w henever this ap 
pears justified.

39. Position o f the P A O  Code o f Prin
ciples concerning M ilk and M ilk Products. 
In approving proposals for the present 
programme, the FA O  Conference stated 
th a t ex isting F A O  w ork on food s tan d 
ards should gradually be integrated into 
it, noting in particu lar tha t care would 
be taken “ to avoid adversely  affecting 
the m ethods and progress of the Code 
of Princip les concerning M ilk and 
M ilk P rodu cts.” T h e  present C onfer
ence approved the proposal to carry 
ou t these recom m endations in the first 
place by treating the present FA O Com
m ittee of G overnm ent E x p erts  on the 
Code of Princip les as henceforth  being 
the specialist body of the Codex A li- 
mentarius Com m ission for all questions 
concerning milk products  and as such 
ex tending  its m em bership to  all fnem- 
ber countries of both  F A O  and W H O .

Part IV
P riorities

40. Given the wick: range of s tan d 
ards which it is proposed to include in 
the Codex, the estalllishm ent of a list 
of priorities is of g rea t im portance. 
T he task, how ever, is not a sim ple one 
since it can be viewed from  several 
different standpoin ts, particu larly  in the
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case of com positional s tandards, and 
m any factors need to  be considered be
fore m aking a choice. T h e  Conference 
considered th a t the estab lishm ent of 
priorities would be the  responsib ility  of 
the Com m ission at its first session. As 
a guide to the determ ination  of p rio ri
ties, the  C onference m ade the  follow ing
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recom m endations. In  any case, before 
undertaking the development of a stand
ard for a particu lar p roduct on a w orld 
wide o r regional basis, the Commission 
should be guided by the existence of a 
dem onstrated  need for such a standard .

Food Additives
41. T h e C onference left tha t high 

p rio rity  should be given to food adtfi- 
tives (colours, preservatives, emulsifiers, 
and so fo rth ). Food additives enter 
in to  practically all processed mods, with 
the resu lt tha t d isagreem ent am ong 
countries as to which m ay be used can 
have the effect of m aking m any la 
boriously agreed standards of com po
sition and labelling of little practical 
value in p ro tec ting  the consum er’s 
health  and in p rom oting  in ternational 
trade. In  this respect, the Conference 
regarded  the w ork at present being 
und ertaken  by the jo in t F A O /W H O  
program m e on food additives as com 
plem entary  to  the w ork outlined here 
for the Com m ission and should th e re 
fore be continued, subject to  the de
cisions of the  Second Jo in t F A O /W H O  
C onference on Food A dditives (see 
paragraph  42 below).

42. T he Conference therefore p ro 
posed th a t the C om m ission have as a 
principal item  on the  agenda of its first 
session a survey of the food additives 
problem , w ith a view to the early  in
clusion in the Coder of purity  s tan d 
ards and perm itted  lists of additives. 
In  this way, the C om m ission would 
combine the already planned Second 
Jo in t F A O /W H O  Conference on Food 
A dditives, also scheduled for 1963. In  
its w ork the Com m ission should draw  
on the reports and m anuals issued since 
1955 as a resu lt of the first world-w ide 
jo in t F A O /W H O  C onference on Food 
A dditives, as well as on the perm itted  
lists established by the Council of Europe 
and the European Economic Community. 
M aterial m igh t also then be available 
from  the ad hoc groups set up by the 
present E uropean  Council of the Codex 
Alimentarius on this problem . Valuable 
inform ation m ight in addition be gained 
from  the experience of several govern-
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m eats  which have m ade a special study 
of these problem s, from  the series of 
sym posia held by the In ternational 
Com m ission of A gricu ltu ral Industries 
(C I1A ) and from  the w ork  on m ethods 
of analysis undertaken by the In te r 
national U nion of P u re  and Applied 
C hem istry (IU P A C ).

43. U nintentional additives or con
tam inants (especially constitu ten ts  of 
packaging m aterials, pesticides and 
processing trea tm en t residues) also p re 
sent problem s of the first im portance 
for the w ork of the Com m ission. A 
survey has been com m enced on one 
aspect of this field, an tibiotics in an i
mal feedstuff's, under the present E u ro 
pean Council of the Code.r Alimentarius 
as well as by  W H O . Som e w ork on 
pesticides has also been undertaken by 
F A O /W H O  and fu rth er proposals are 
expected by the ad hoc F A O  C onfer
ence on the U se of Pesticides to be held 
la te r this year.

44. General provisions. T he C onfer
ence recom m ended th a t high priority  
should also he given to the general 
provisions on food standard s to be 
published in the Code.r, especially those 
on labelling. E arly  ag reem ent on these 
basic principles will g rea tly  facilitate 
w ork  on individual s tandard s as well 
as help to avoid repetition. T h e  p res
ent European Council of the Codex A li
mentarius recently  accepted a tex t for 
the general section of the Codex. This 
tex t should be subm itted  to  govern
m ents for study p rio r to the first 
session of the Com m ission. A related 
long-term  und ertak ing  is the p repa
ration  of an in ternational glossary  of 
food term inology already  foreseen by 
the p resen t European Council of the 
Code.r Alimentarius.

45. M ethods o f sampling and analysis 
are also of very  great im portance. In 
m ost cases agreem ent on a standard  of 
com position is m eaningless in practice 
w ithout an agreed wnethod of analysis. 
It is therefore often necessary  to de
term ine a m ethod of analysis before 
a ttem p ting  ag reem ent on the standards 
of composition affected. An international
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collection of m ethods of analysis has 
been initiated by the presen t E uropean 
Council of the  Codex Alimentarius. 
M ethods of sam pling should also be 
studied.

46. Basic food hygiene rules are of 
grea t im portance to  all countries and 
especially to  developing countries in 
tropical clim ates.

47. Standards o f composition in gen
eral. As an over-all guide it w as sug
gested th a t processed products be given 
first consideration over raw  products, 
w ith the exception of certain  raw  p rod 
ucts intended for p rocessing (for ex
ample, cocoa beans) w here the need for 
s tandard  grades is a lready pressing.

48. Joint U N /F A O  W orld Food Pro
gramme. T h is program m e which is ju st 
starting, may require standards to be set 
up through the Codex Alimentarius Com
m ission for certain  of the foods it will 
handle. T he Com m ission should th e re 
fore co-operate closely w ith the E x 
ecutive D irector of tiie W orld  Food 
P ro g ram m e in any requests of this n a
ture and give them  priority.

49. As recom m ended by the F A O  
Conference, s tandard s should be draw n 
up for the principal foodstuffs in in te r
national trade w ith  special em phasis on 
products en tering  the E uropean m ar
ket. In  carry ing  out this recom m en
dation, the products m entioned in the 
follow ing paragraphs w ere proposed for 
the early a tten tion  of the Com m ission:

50. Fats and oils. A d ra ft is under 
discussion for these products in an  ad 
hoc group set up by the present E u ro 
pean Council of the Codex Alimentarius.

51. Preserved fru its , including jams, 
canned fruits, jellies and marmalades. 
Substantially  sim ilar drafts for jam s 
are under consideration  by the E u ro 
pean Econom ic C om m unity and an ad 
hoc group set up by« the p resen t E u ro 
pean Council of the Codex Alimentarius.

52. Fruit juices. T he In ternational 
F ed eration  of F ru it Juice P roducers 
( IF J U )  and the  L iaison Com m ittee for

1 Subject to the procedures mentioned 
in paragraph 39 above.
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M editerranean C itrus F ru it C ulture 
(C L A M ) are w ork ing on a num ber of 
draft standard s and an FA O  W o rk ing  
Group under the C om m ittee on Com 
m odity  P roblem s (C C P ) has s ta rted  
w ork on citrus fru it juices. T he E co
nom ic Com m ission for E urope has also 
s ta rted  w ork in this field.

53. Cocoa beans, cocoa and chocolate. 
D rgft s tandards for cocoa beans are 
under consideration by an F A O  Group 
under the Com m ittee on Com m odity 
P roblem s, w hilst proposals for cocoa 
and chocolate are under discussion both 
in the E uropean  Econom ic C om m unity 
and in an ad hoc group set up by the 
p resen t E uropean  Council of the Codex 
Alimentarius.

54. Honey and sugars. W o rk  on 
honey has been sta rted  by the present 
E uropean Council of the Codex A li
mentarius.

55. E arly  a tten tion  should also be 
given to  products for w hich d raft in te r
national standards are  already  avail
able. A n in teresting  exam ple is the 
standard  for edible fungi recently  ac
cepted by the present E uropean C oun
cil of the Codex Alimentarius. T hough 
edible fungi are  not a product of first 
im portance in in ternational trade, this 
standard  has been elaborated  by the 
countries m ost in te rested  and could 
usefully be included in the Codex.

56. In  particular, the  follow ing in te r
national s tandard s w hich have already 
been discussed at the governm ent level 
by  a num ber of governm ents should 
also receive early  consideration by the 
Com m ission. T o this end the C onfer
ence recom m ended the ir d istribu tion  by 
the S ecre tariat tog e th er w ith su p p o rt
ing m aterial w herever appropriate, to 
all governm ents in good tim e p rior to 
the  first session of th e  C om m ission:

’(a) T he  general provisions, s tan d 
ards for m ilk products and their m e th 
ods of sam pling and analysis, issued 
under the F A O  Code of Princip les 
concerning M ilk and M ilk P roducts.
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(b) T h e  E C E /O E C D  stand ard s for 
fresh fru it and vegetables.

2(c) T he standards for the principal 
varieties of cheese in international trade, 
set out in A ppendices A  and B of the 
C onvention on Cheese D esignations 
( “S tresa  C onvention” ) of 1951.

(d) T he standards for olive oil from  
the  In terna tional O live Oil A greem ent 
of 1956.

(e) T h e decisions on focd colours 
and preservatives issued by the Council 
of E urope (P a rtia l A greem ent).

57. T h e  C onference suggested  tha t 
consideration  m igh t also be given to  
w heat, fish and fish products, m eat and 
m eat products, processed vegetables.

58. Sum m ary list o f priorities.—
(a) food additives
(b) general provisions (labelling, etc.)

(c) methods of sampling and analysis
(d ) basic food hygiene rules
(e) fats and oils
(f) preserved fru its, including jam s, 

canned fruits, jellies and m arm elades
(g) fru it juices
(h) coca beans, cocoa and chocolate
(i) honey and sugars
(j) w heat
(k) fish and fish products, m eat and 

m eat products
(l) processed vegetables
(m ) m ilk and m ilk products
(n) fresh fru it and vegetables
(o) olive oil
This list is given as a guide only and 

is not intended to limit the discretion o f 
the Commission in determining priorities.

[The End]

SPECIALIST EMPLOYED TO HELP DETERMINE WHAT 
LABELS MEAN TO CONSUMERS

T he F ood and D rug  A dm inistra tion  has em ployed a  psychologist 
to  help determ ine consum er reactions to labeling claims and statem ents, 
including the subtle use of s ta tem en ts  w hich m ay be factually  true but 
m isleading as used. W hile F D A  has for years consulted outside au
thorities as to  w hat labeling statem ents m ean to consum ers, th is is the 
first full-tim e specialist to  be em ployed.

Food  and D ru g  C om m issioner George P. L arrick  has expressed 
increasing concern over the use of sta tem ents cleverly designed to  m is
lead the unw ary  in the purchase of foods, d rugs and cosm etics. An 
early  bu t still pe rtinen t Suprem e C ourt decision under the F ederal Food 
and D rugs A ct of 1906 condem ned the  w ork  of “w ord  sm ith s” in 
deceiving the public. In  th a t case the court said:

“T he s ta tu te  is plain and direct. I ts  com prehensive term s condem n 
every statem ent, design and device w hich m ay m islead or deceive. 
D eception m ay resu lt from  the use of sta tem ents not technically false 
o r w hich m ay be literally  true. T he aim of s ta tu te  is to  p revent tha t 
resulting  from  indirection  and am biguity , as well as from  statem ents 
w hich are false. I t  is no t difficult to  choose statem ents, designs and 
devices w hich will n o t deceive. T hose  w hich are am biguous an d  liable 
to  m islead should be read favorably to  the accom plishm ent of the p u r
pose of the act . . .”

A ppointed to  the new  position of opinion research  specialist is 
Jan  E indhoven, A.B., M.S. H e  previously w orked at the A rm ed 
F orces F ood and C ontainer Institu te , Chicago, w here he conducted 
studies on attitudes of m en in the A rm ed Forces tow ards th e ir rations.

- See footnote 1.
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Food Standards-Thesis, Antithesis 
and Reconciliation

By WAYNE D. HUDSON

This Paper W as Delivered Before the Division of Food, Drug and Cosmetic 
Law of the American Bar Association Section of Corporation, Banking and 
Business Law in San Francisco, California on August 8, 1962. The Author 
Is Secretary and Chief Counsel, Foremost Dairies, Inc. of San Francisco.

IT  IS O F T E N  O B S E R V E D  th a t every m an is unique. V  e are 
each w ith ou t a like or equal, and have a capacity  for crea tiv ity  

and change all our own. Too. it is often observed th a t all m en are 
basically the same. B oth observations are true. W e are  basically  the 
sam e and we are basically  different. W e take a g rea t deal of com fort 
from  conform ity— from  being and rem aining the same. A t the same 
tim e, we insist upon som e room  for our restless individuality . In  th is  
and in o ther areas, the  problem  of life seem s to be th a t  of accom 
m odating, as best we can, values w hich are conflicting, opposite, 
antithetical.

So too w ith  governm ent. M ost, if not all, leg islation  deals w ith  
conflicting values. T he  hope for leg islation  is th a t it w ill prom ote 
a given value w ith o u t a t the sam e tim e unnecessarily  im pairing  the  
conflicting or opposite value.

T he proponents of food stan dards legislation cham pioned the 
security  th a t conform ity to  standards w ould provide. T hose .w ho 
opposed w ere concerned over the th rea t to  the freedom  they  saw as 
essential to the developm ent of im proved foods. Security  as opposed 
to change : o rder as opposed to freedom .

President Roosevelt’s Opinion
P residen t F ran k lin  R oosevelt, in support of the legislation, said 

in a m essage to C ongress on M arch 22, 1935 :
L he various qualities of goods require a kind of discrim ination which is not 

at the hand of consum ers. T hey  are likely to confuse outw ard  appearance w ith 
inw ard in tegrity . In  such a situation as has grow n up th rough  our rising  level 
of living and our m ultip licity of goods, consum ers are prevented from  choosing 
intelligently , and producers are handicapped in any a ttem pt to m aintain  higher
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standards. O n ly  the scientific and disin terested  activity  of G overnm ent can 
p ro tec t this honor of our producers and provide the possibility of discrim inating 
choice to our consum ers.1

N o t m uch seem s to  have been said in C ongress for the  in terest 
of consum ers in change nor in the  in te rest of freedom  for an advancing 
food technology. P res id en t R oosevelt did refer to  “a necessary  flexi
b ility  in adm in istra tion  as p roducts and conditions change.” T here  
w ere w arn ings a t the tim e, how ever, th a t governm entally  adm inistered  
food standards w ould lay a dead hand  on the foods standardized. 
T oday, som e 24 years a fter th e  enactm ent of the  legislation, it is fair 
to  assess the sta te  of food standard iza tion . In  doing so, no t m uch 
need be said of the security  side of the an tithesis  of security  and 
change. S tandards do prom ote se c u r ity ; security  to the consum er in 
purchasing, and security  to  the  producer in selling. M y concern is 
w h e th e r in p rom oting  th is  in te res t the adm inistra tion  of the  food 
stan dards law  has failed to  give account to  the equally valuab le in terest 
in change.

F orem ost D airies has developed a new  type of evaporated  milk. 
I t  represen ts the  first advance in the technology of p roducing  evap
orated  m ilk th a t has occurred in 60 years. In  the  old sty le evaporated 
product, the  concentra ted  m ilk is pu t in the can and then  sterilized 
by  cooking the can. T he  resu lt is a viscous product w ith  a cooked 
flavor. W ith  the  new process, the  concentrated  m ilk is flash s te ri
lized and th en  canned un der sterile conditions. T he resu lt is a less 
viscous product w ith ou t the cooked flavor. B ecause of the lesser 
v iscosity  it  is necessary  to add a stab ilizer to  re ta rd  fat separation. 
W e use a sm all am ount of C arrageenan, w hich is an ex trac t of red 
seaweed. I t  is sim ply a carbohydrate. F o r no nstandard ized  foods it 
m ay be used indiscrim inately. Since the  s tan dard  for evaporated  m ilk 
did no t nam e C arrageenan  as a perm itted  ingredient, am endm ent of the 
s tan dard  w as necessary. F o rem o st’s proposal to am end the  evapo
rated  m ilk stan dard  w as filed w ith  the  Food and D ru g  A dm inistra tion  
on A u gu st 3, 1960. F ou r m onths elapsed before the  proposal w as first 
published in the  Federal Register. The first formal action w as received 
on A pril 5, 1962, and the  s tan dard  am ended as of Jun e  4, 1962. T hus, 
i t  took  22 m onths to' accom plish th is uncon tested  am endm ent to  a 
food standard .

Reddi-Sponge is one of our new  industria l products. I t  consists of 
a  m inute q u an tity  of L -cysteine, an am ino acid, carried in a m atrix  
of d ry  w hey. T h is p roduct is for use in m aking bread. T he w hey

1 79 Congressional Record, P a rt 4, 4262.
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supplies m ilk solids. T he  am ino acid has a functional capacity  merely. 
R eddi-Sponge serves to  hasten  the  leavening process and  can reduce- 
a 7-hour bread m aking process by  4 hours. L -cysteine is an approved 
food additive. In  nonstandard ized  foods it m ay be used indiscrim i
nately. I t  w as no t included in the  bread stan dard  as an optional 
ingred ien t and the  s tan dard  had to  be am ended. F o rem o st’s 'proposal 
to  am end the  bread stan dard  w as filed w ith  th e  A dm in istra tion  on 
M arch 16, 1961. Seven and one half m onths w en t by u n til on N ovem ber 
3, 1961, our proposal w as first published in the  Federal Register. T he  
C om m issioner’s form al o rder w as published on D ecem ber 2§, 1961, and 
the  am endm ent becam e effective on F eb ruary  26, 1962, w hich w as 
roughly  one year a fte r our original petition .

T hese tw o am endatory  proceedings serve to  illu stra te  th e  s itu a 
tion confron ting  industry . T he  backlog of s tan dards w ork w hich 
the A dm inistra tion  has and has had and is unable to  cope w ith  is 
w ell know n. I t  is agreed by all to  be deplorable.

T he Food and D rug  A dm in istra tion  is under-staffed. I u n derstan d  
th a t th ree  m en have been w ork ing on food standards. T h is staff is 
now  to be increased substan tia lly . T here  are som e correctives, how 
ever, th a t do no t depend on m anpow er. T here  are som e th ings w ith  
respect to  w hich we m ay be w orse off w ith  20 m en th an  w e are w ith 
three.

Pertinent Statute
I should like now  to  refer to  the  enabling  s ta tu te  w hich reads in 

p a r t:
W henever in the judgm ent of the Secre tary  such action will p rom ote honesty 

and fair dealing in the in te rest of consum ers, he shall p rom ulgate  regulations 
fixing and establish ing for any food, under its com m on or usual nam e so far 
as practicable, a reasonable definition and s tandard  of identity , a reasonable 
standard  of quality, a n d /o r  reasonable s tandard s of fill of container: . . /

T his provision w as enacted by  C ongress sho rtly  a fte r the Panama 
Refining Company 2 3 and Schechter Poultry Corporation 4 cases. I t  must 
have raised a judicial eyebrow  or two, though  no one today  w ould 
question  its constitu tional sufficiency. W hile the adm in istra to rs  seem  to 
be conscious of the  necessity  of g iv ing  heed to  the stan dard  prescribed 
by Congress in its  delegation of legislative pow er, th ey  appear to 
m isapprehend w h at the legislative s tandard  is. T he leg islative s tan d 
ard  for a food standard  is one of reasonableness only— n o th in g  more.

2 21 U nited  S tates C ode 341. 4 Schechter Poultry Corporation v.
3 Panama Refining Company v. Ryan, United States, 295 U. S 495 55 S Ct 

293 U. S. 388, 55 S. Ct. 241, 79 L. Ed. 837, 79 L. Ed. 1570 (1935)
446 (1935).
PAGE 56 FOOT» DRUG COSM ETIC LAW  JO U R N A L---- JA N U A R Y , 1963



P ro m oting  honesty  and fair dealing— suppressing  d ishonesty  and un 
fair dealing— is no t p a r t of the C ongressional stan dard  for the substance 
of a food standard .

A situation  in th e  m ark et place w here traffic in a food product 
is accom panied by d ishonesty  and un fair dealing provides the basis 
for ju risd ic tion  to  p rom ulgate  a food standard . T he ad m in is tra to r’s 
exercise of ju d g m en t th a t  conform ity  to a s tan dard  w ould prom ote 
honesty  and  fair dealing  tsv e lies  the  ju risd ic tion . Beyond th is, in the 
exercise of the ju risd ic tion , it is a question of reasonableness under all 
of the  circum stances of any given case.

Fish Flour Standards
T here  is p resen tly  pending  a proposed stan dard  for fish flour; th a t 

is, flour m ade from  fish. T he proposal, published Septem ber IS, 1961, 
sough t to  perm it the  inclusion of the  fish heads and viscera. T he  Com 
m issioner’s proposed order, published Jan u ary  25, 1962, set up  a 
standard , b u t perm itted  neither the heads nor the en trails. T he m a tte r  
w as se t for a  public hearing, b u t the  hearin g  has been postponed 
indefinitely.

H ave any  of you been confronted lately  w ith  d ishonesty  and unfair 
dealing in buying  fish flour? U nless I am  badly m istaken  in the facts, 
the  ju risd ic tional pred icate  for a s tan dard  for fish flour sim ply does 
no t exist. In  m y opinion, any  stan dard  resu lting  from  th is  proceeding 
could no t w ith stan d  any  w ell d irected  opposition.

T he  bread stan dards w ere prom ulgated  m any years ago. Forem ost 
w an ted  to  be able to  add a m inute q u an tity  of am ino acid to  bread 
so as to  reduce th e  tim e it takes to  m ake bread. In  ta lk in g  to  a high 
official of the  A dm in istra tion  he s a id ; “G ran tin g  the u tility , how can 
ure m ake a finding th a t it w ould prom ote honesty  and fa ir dealing?” 
T om m yro t! Y et, listen  to  th is  from  the C om m issioner’s o rder in th is 
p ro ceed in g :

“U pon consideration  of the views and com m ents subm itted  and o the r rele
van t inform ation, it is concluded th a t it will prom ote honesty and fair dealing in 
the in te rest of consum ers to  adopt the am endm ent as p roposed.” °

T he  A d m in is tra to r knew  th a t honesty  and fa ir dealing  w ere not 
involved. H e also knew  th a t it w ould be very  unreasonab le no t to 
am end the  standard . W h a t he app aren tly  did no t know  is th a t  com m on 
sense is an  en tire ly  sufficient basis for am ending an ex isting  stan dard  
or for th e  substance of a new  standard . H ow  m uch of the  very  con
siderable delay w e experienced in am ending the  bread stan dard  w as 5

5 26 Federal Register 12563.
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a ttrib u tab le  to th is m isapprehension? H ow  m uch of the laborious 
handling  of food stan dards could be avoided w ith  a m ore enlightened 
view of the responsib ility  involved? A read ing  of the findings of fact 
resu lting  from  som e of the hearings indicates th a t m uch could be 
simplified.

R eferring  to  the s ta tu to ry  provision again, you will note th a t the 
A dm in istra to r, hav ing invoked his jurisdio iion, is to  estab lish “a 
reasonable definition and standard  ot Tkfetftity, a reasonable s tan dard  
of quality , a n d /o r  reasonable standards of fill of con ta iner: . . T he  
definition and standard  of iden tity , identifies the product. O bviously 
th is m ust be done if you are going to  have e ither a s tandard  of quality 
or a standard of fill. T he “a n d /o r” m akes it clear th a t you m ay have 
e ither and need not have both. B u t can you have a definition and 
standard  of id en tity  s tan d in g  alone w ith ou t it being accom panied by 
either a quality  s tan dard  or a s tan dard  of fill? T he  language w ould 
seem to indicate th a t you m ay not. though  there  is o ther language in 
the section th a t confuses the m atter. In  any event, adm inistra tive  
practice has probably  foreclosed the issue.

T he consequence of a s tandard  of id en tity  differs from  th a t of a 
s tan dard  of fill or of a quality  standard . T he  stan dard  of id en tity  is 
abso lu te and unless it is m et, the product cannot be sold. A product 
m ay deviate from  a s tandard  of quality  or of fill if the label so specifies. 
T he difference can be im portan t, it seem s to  me. Y et the  A dm in istra
tion has no t prom ulgated  a qu ality  s tan dard  for m any vears. E v ery 
th ing  is iden tity . E v ery th in g  is iden tity  and m uch of the id en titv  looks 
like quality . In  the proposed stan dard  of id en tity  for fish flour some 
of the iden tify ing  characteristics are as fo llo w s: it shall have no m ore 
than a fain t fish odor and ta s te ; it shall show  no spoilage as judged  
by the developm ent of off-flavors, m old grow th , or bv  deterio ra tion  
in protein  q u a lity ; and, the product shall be free of Escherichia coli. 
Salmonella, and pathogenic anaerobes, and the to ta l bacteria l plate 
count shall not exceed 2,000 per gram ." Is th is iden tity  or quality?

T he concepts of identity  and quality  are not m utually  exclusive, 
of course. W hen the d istinction  is clear, however, the m a tte r  of 
quality  ou gh t tc be left e ither to a s tandard  of quality  or to the  general 
adu ltera tion  and m isbrand ing provisions of the law. I t  is the s tan dard  
of id en tity  th a t im pedes food technology.

0 27 Federal Register 740.
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Example of Ice Cream Standards
M oreover, s tan dards of iden tity  need no t be as particu larized  as 

they  are in m any standards. T hey  can be w ritten  in a m ore generalized 
w ay  com prehending varian ts  of ingred ien ts and ye t still do the job 
they  w ere m eant to  do. T he ice cream  stan dard  provides an exam ple. 
T he  perm issib le dairy  ingred ien ts are identified as fo llo w s: "Cream , 
dried cream , plastic cream  (som etim es know n as concentrated  m ilk 
fa t) , b u tte r, bu tte r  oil, «nilk, concen tra ted  milk, evaporated  milk, 
sweetened condensed milk, superheated condensed milk, dried milk, skim 
milk, concentrated  skim m ils, evaporated  skim  milk, condensed 
skim milk, superheated  condensed skim  milk, sw eetened condensed 
skim m ilk, sw eetened condensed part-skim  milk, nonfat dry milk, 
sw eet cream  bu tterm ilk , condensed sw eet cream  bu tterm ilk , dried 
sw eet cream  bu tterm ilk , and skim  m ilk th a t has been concentrated  
and from  w hich p a rt of the  lactose has been rem oved by crysta l
lization .” 7

Cheese w hey in its p resen tly  know n form s will be added to th is 
list. W h en  it is the  particu larized  s tan dard  will com prehend every 
source of m ilk solids th a t I know. W h y  isn 't the  specification sim ply 
“milk solids” ? If there  are exceptions as to source these could be 
specified and excluded. As it is, how ever, th is s tan dard  will inevitably  
have to be am ended and am ended again to accom m odate technological 
developm ents.

F rom  the A dm in istra tio n ’s po in t of view, confining stan dards to 
those of iden tity  and particu lariz ing  the id en tity  facilita tes enforce
m ent. H andcuff the prisoner and he is easier to handle. C onform ity 
is assured. Security  and o rder are g rea tly  enhanced. F reedom  and 
change are ignored and our society suffers accordingly.

I should like to  suggest th a t there should be no w o rk  undertaken  
in connection w ith  new stan dards so long as the  A dm inistra tion  is 
unable to  accom m odate procedures for the  am endm ent of existing  
standards. Y et, there  seem s to be as m uch effort pu t in to  the prom ul
gation of new  standards as there is in am endatory  proceedings. T h a t 
the  A dm inistra tion  undertakes to prom ulgate  new  stan dards under the 
circum stance th a t exists today seem s to  me to  indicate th a t they  have 
lost s ig h t of the public in terest. T he de trim en t from  fixed and u n 
changeable s tan dards surely ou tw eighs the benefit to be derived from  
new standards.

: 21 C. F. R. 20,1; 25 Federal Register 
7138.
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I i  the po in ts th a t I have raised have m erit, they  po in t a finger a t 
the  A dm inistra tion  and ask th a t  a b e tte r  job be done. If  any  fau lt.is t»  
be assessed, how ever, no t m uch of it can righ tly  be laid w ith  the  
A dm inistra tion .

T he  assigned purpose of the adm in istra to rs  in se ttin g  a s tandard  
is to  estab lish  o rder and foster security . T h is is and w ill Inevitab ly  
rem ain th e ir  principal m otivation and th e ir  bias I f  a  p rop er balance 
of freedom  and order, of security  and change, is to  be realized , if the 
an tith esis  is to  be reconciled, the values «f freedom  and change m ust 
have th e ir own cham pion.

O ur econom y is predicated  on the essential freedom  of th e  ind i
vidual and the un restra ined  in itia tive  of m anagem ent. O u r industria l 
p lan t and our record of efficiency, w hich are the  envy of the w orld, 
w ere bu ilt by  individuals w ork ing  ou t th e ir own destiny . T h is  is the 
keystone of our econom y. Y et, we have found it necessary  in some 
instances to  curb the freedom  allow ed in the  conduct of o rd inary  busi
ness. In  such cases regu la to ry  leg islation has resu lted . T he  adm in
is tra tive  agency has been chosen as th e  in s tru m en t for effectuating  
the  desired control. T he  econom ic organ ization  of th e  U nited  S ta tes 
today  is one of capitalism  accom panied by a m easure of governm ent 
control. T h is  is an accom plished political fact and is no  longer a 
m atte r of serious political con troversy . A system  of lim ited and 
enlightened regulation , it seem s to  me, is the  m ost im p o rtan t single 
bu lw ark  w hich w e have against the  th re a t of a com plete underm in ing  
of our free econom y. B y th is  m eans w e re ta in  the  advan tages of 
capitalism . A t the sam e tim e we avoid the  in ju rio us excesses of 
un fettered  econom ic conflict. T h is is the se ttin g  in w hich governm ent 
in business has becom e such an im p o rtan t sub ject to  us all.

Suggestions for Trade Regulation Field
E very  political corrective carries w ith  it th e  dan ger th a t  it w ill 

lead to  an opposite and equally harm ful extrem e. T he  food stan dards 
legislation is a corrective, the  adm inista tion  of w hich m ay lead to  an 
equally harm ful opposite extrem e. As I see it, it is left to  the regula ted  
in du stry  to  see th a t th is  does n o t occur. W ith  respect to  the  discharge 
of th is  responsib ility  I con ten t m yself w ith  a few D O ’s and D O N ’T ’s 
for con sid era tion 'by  those associated w ith  industry , all of w hich apply 
to  th e  field of trade  regulation  generally .

DO play a m ore affirmative part in the legislative process. W h en  a 
trade regulation  s ta tu te  is being considered by  C ongress o r a s ta te  
leg islature, th e  affected in du stry  usually  spends large sum s of m oney
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lobbying against th e  whole, or som e part. E ven w hen enactm ent 
becom es inevitable, little  if any  effort goes in to positive im provem ent 
of the  legislation or in to  assuring  th a t it provides for adequate  en
forcem ent. I know  of no instance w here in du stry  w ould no t be be tte r 
off to  have the  regu la to ry  m easures to w hich it is sub ject thoroughly , 
com prehsBsively and  vigorously enforced.

D O  com bat neffulitis. Regulitis is a disease that afflicts able, con
scientious adm in istra tive  officials I t manifests itself in an exaggerated  
sense of responsibility . G i ^ l^ a  s ta tu te  of lim ited application  to  ad 
m in ister, they  come to  feel th a t every facet of the  regu la ted  in du stry  
is th e ir  concern. T h is is in d u s try ’s fault, largely. T he agency reaches 
ou t in sm all, w ell-in tentioned w ays th a t are irksom e to  th e  industry , 
b u t no t of sufficient importance to any one member to  cause it to take 
a firm stand. O ccasion builds on occasion un til the orig inal lim ited 
purpose of the  agency is all bu t lost sig h t of.

D O N ’T  be afraid  to  take the  governm ent to  court. I t  is very  
im p ortan t in the adm in istra tive  regu la to ry  process th a t the  courts 
play th e ir full part. W hen a trade regulation  sta tu te  is enacted, it is 
an im perfect a ttem p t to  deal w ith  som e socio-econom ic problem . C ourt 
decisions dealing w ith  specific case s itua tions are necessary  to  beef 
up the  s ta tu te , chink up the gaps, resolve the  am biguities, and  to  o th e r
wise develop the  law  in to a m atu re  regu la to ry  m easure. Y et, too 
often, needed court decisions are no t ob ta ined—for a v arie ty  of reasons. 
T he  specific involved m ay no t be sufficiently im p ortan t to  ju stify  any 
one m em ber bearing  the expense. An idea prevails that challenging an 
agency will tu rn  the agency against the  challenger in the future. 
M anagem ent seem s to  feel th a t to  have the com pany’s nam e involved 
in a su it w ith  the governm ent has a  serious, adverse effect w ith  the 
public. I th in k  th is  is over-em phasized b u t it is no t w ith o u t some 
basis. Y ou often hear the  rem ark  th a t th ere  is no use su ing  the  gov
ernm ent because you will lose anyw ay. T h is isn ’t so, b u t the  govern
m ent does have an undue advantage. T h is is p a rtly  the  fau lt of the 
courts. T hey  are p resented  w ith  com plicated situations in  the  trade- 
regulation  field and too  often decide the  crucial issue w ith  th e  brom ide 
th a t the ad m in is tra to r is the  expert and the  cou rt should no t go behind 
his decision. A b e tte r  bench will help. T oday, m ost of the  judges 
s ittin g  have never had a course in adm in istra tive  law  o f  trade  regulation.

D O N ’T  use the  te rm  “b u reau c ra t” as a dam ning  g en era lity . T h is 
b igo try  has no justification  and has caused m any good m en to  leave 
governm ent service. I t  is unfair to  the good m en w ho rem ain! I spent 
some tim e as an a tto rn ey  in the  C alifornia D ep artm ent of Justice. I
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rem em ber runn in g  across a friend who, no t hav ing  seen me for som e 
tim e, inquired as to  w h eth er I were still eating out of the public trough. 
H e m eant no offense. Y et, the question, as put, is indicative of a g en 
eral a ttitu d e  th a t is m ore harm ful than  is the lack of adequate  pay

FDA Commended
I should like to  end on a personal note. L est t h e  m isunderstood. I 

should like to  say th a t I affirm food standards. Even m ore so do I 
affirm the Food and D ru g  A ct and the  people who adm in ister it. Of 
all of the adm in istra tive  agencies w ith  w hich I have dealt, w hich are 
m any. I ra te  the  Federal Food and D ru g  A dm inistra tion  as the best. 
T rib u te  to  the m en w ho m an th is agency is richly deserved, and I 
should reg re t to  have m y critique in terp reted  as o ther th an  an a ttem p t 
at constructive  co-operation in th e ir endeavor. I once had a Jew ish  
professor of legal philosophy who, in m aking a point, com m ented th a t 
it is m uch easier for a C atholic to forgive a pagan th an  a P ro testan t. 
T he reason given w as th a t in the C atholic’s m ind the  P ro te s ta n t has 
reason to  know  better. T his is the basis of m y rem arks about the 
adm in istra tion  of food stan dards— the agency, m anned as it is, has 
reason to  do b e tte r!  Of m en like John H arvey , w hom  I have adm ired 
over the  years, and of men like W illiam  Goodrich and M cK ay M c
K innon, w hom  I num ber am ong m y m ost respected friends, we m ay 
righ tfu lly  expect a g rea t deal. [The End]

RECOMMENDATION APPROVED FOR STUDY OF STATE 
AND LOCAL FOOD AND DRUG LAWS

S ecre tary  of H ealth , E ducation  and W elfare, A nthony  J . Celebrezze 
announced th a t he has approved a recom m endation from  George P. 
L arrick , C om m issioner of Food and D rugs, for a s tudy  of sta te  and 
local food and drug  laws and their adm inistration . T he s tudy  w as first 
suggested by the A ssociation of Food and D rug  Officials of the U nited  
States. I t  is m ade possible by a sum  of $300,000 included in the D ep art
m ent’s cu rren t appropriation  for this purpose.

S ecre tary  Celebrezze said the s tudy  was stro n g ly  supported  by 
tlie C itizens A dvisory  C om m ittee on the  Food and D rug  A dm inistra tion , 
w hich subm itted  its report last O ctober. H e  said it w ould be m ade by 
a qualified nonprofit organization, such as a foundation o r university  
opera ting  under con tract w ith the D epartm ent.

“T his sur\»ey will cover S tate and local activities w ith respect to 
foods, drugs, therapeutic  devices, cosm etics, and hazardous substances 
used in the hom e,” the S ecre tary  said.

“ I t  should’ bring  to ligh t any needed im provem ent in laws, o rgan i
zation, and siipport for F ed eral-S tate  coordination. T h e organization  
conducting  the  study will be requested  to  include in its report specific 
proposals for bring ing  about the im provem ents they recom m end.”
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WASHINGTON
A C T I O N  A N D  N E W S

In the Food and Drug Administration
January Food Seizures Report. —

C ontam inated  food seized during D e
cem ber to ta led  5,084,455 pounds (2,595 
tons). In  the danger-to -health  ca te
gory w ere 49 tons of soybeans con
tam inated  w ith poisonous crotalaria 
seeds, and 3.4 tons of ca rro ts  con tain
ing excessive pesticide residues. T he 
rem ainder was due to filth o r spoilage 
of food. In san ita ry  w arehouse condi
tions accounted for the largest quantity  
(4,475,943 pounds).

L abeling  and s tandard  violations re 
sulted in seizures of 51,063 pounds. 
A m ong these were inferior quality fish 
sold under the nam e of a higher quality 
product, swiss cheese w ith artificial 
“eyes” to  simulate the preferred variety, 
“country sorghum” made with saccharin 
and a sirup o th e r than  sorghum , a 
blended oil containing undeclared a rti
ficial olive oil flavor, canned vegetables 
below  quality  —  or fill-of-container 
.standards, and short-w eigh t relish.

Drugs and Device Seizures.— N ine
teen federal court actions w ere in sti
tuted against adulterated and misbranded 
drugs, six  against defective prophylac
tics, and 15 against therapeutic  devices 
charged with false and misleading claims 
for the diagnosis and trea tm en t of 
diseases.

Included w ere a num ber of d ietary  
supplem ents and drugs claim ing effec
tiveness in reducing, new  drugs w ith 
out safety  clearance, m edicated feeds 
containing antibiotics b u t no t p roperly  
certified, and antibiotics below their 
labeled strength .
W A SH IN G T O N ----ACTION AND N E W S

Hazardous Substances.— An extremely 
flam m able w a te r repellent form ula was 
seized because of failure to  bear w arn
ing labeling required  by the Federal 
H azardous Substances Labeling Act, 
including the signal w ord  “D anger,” a 
s tatem ent of the principal hazards, in
structions for handling and storage, 
and the sta tem en t “keep out of the 
reach of children.”

Cosmetics. —■ Toothp icks containing 
toxic oil of cinnamon.

Voluntary Actions by Industry.—
V olun tary  com pliance actions taken by 
the food industry  in D ecem ber resulted 
in the rem oval of 579,329 pounds (289 
tons) of food from  hum an consum ption 
channels. O f this total, the m ajor part 
w as converted into anim al feed or 
otherw ise reconditioned by salvage op
erations to  rem ove unfit portions of 
the lots. Som e of the largest vo lun tary  
food destructions included 20,000 ga l
lons of apple juice m ade from  partly  
from  decom posed apples, 21,250 pounds 
of flour tha t had becom e roden t-con
tam inated  in storage, and about 14,000 
bags of cabbage contain ing residues of 
endrin, a  pesticide for w hich no resi
dues are p en  fitted at harvest.

T he drug  ldustry , physicians, and 
o ther health  p rac titioners w ithdrew  
$74,240 w orth  of d rugs and devices 
from  the m arket or from  use. A pproxi
m ately $19,000 of this represen ts the 
original retail price for 30 m ore of the 
M icrodynam eter diagnostic m achines 
w hich were held w orth less and po ten
tially dangerous by the U nited  S tates
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Circuit C ourt of A ppeals last M arch. 
T he rem ainder included antibiotics 
which had lost the ir potency due to 
unrefrigera ted  s to rage or w hich had 
passed the expiration date; repackaged 
physicians’ sam ples w hich did not con
tain required labeling inform ation; old 
stock drugs and vitam ins; a m edicated 
feed contain ing an uncertified an ti
biotic; stilbestro l originally  intended 
for trea tm en t of pou ltry  but no longer 
perm itted  for this use; a counterfeit 
d rug ; new  drugs m arketed  w ithout the 
required safety clearance; a large lot 
of drugs dam aged during a fire; and 
quantities of a d rug  tha t had been re 
called by the m anufactu re r earlier be
cause of side effects not anticipated 
w hen it was m arketed .

An Ohio soup m anufactu rer spent 
$400,000 on new heat processing equip
m ent and on sprays and a h igh -p res
sure water pump to improve the washing 
of raw  tom atoes received at the plant. 
A T exas food p lan t rebuilt its kitchen, 
installing tiled floors and walls and 
new conveyors, pum ps, stainless steel 
steam  cooking vats, a new  air filtering 
system , and o th e r equipm ent. T he 
costs totaled $181,700.

A  G eorgia peanut com pany has spent 
$122,000 over a period of two years 
in changing from  w ooden to m etal 
equipm ent and floors, and the instal
lation of a pneum atic conveyor system . 
A  cotton oil and peanut corporation  in 
O klahom a invested $80,000 on new 
construction  and repairs in its shelling 
plant, oil mill, and w arehouses. N ew  
m etal conveyors and elevators are de
signed to prevent contam ination by 
insects and rodents. T w o o the r cotton 
oil plants, in C alifornia and Texas, 
spent $63,500 and $42,200, respectively, 
on cleanup operations to raise san itary  
s tandard s in the ir mills.

•A M ichigan grain  elevator com pany 
spent $50,000 to im prove sto rage con
ditions by installing a new  dryer and 
ventilating  system  and m etal grain 
bins. A  M innesota m acaroni m anufac
tu re r  installed pneum atic flour storage, 
handling  and m ixing equipm ent a t a

cost of $35,000 to p ro tec t against insect 
infestation.

F D A ’s Busiest Year.—A t the end of
1962 the Food and D ru g  Administrra- 
tion had com pleted its busiest year. 
H ere  are the final tab u lations: M ore 
than 56,000 inspections tftere m ade of 
food, drug  and tawfitetic establishm ents 
during th^ year, com pared w ith 36,000 
dtlsál^ calendar year 1961.

Inspecto rs collected 86,500 sam ples 
and F D A  field chem ists analyzed 
72,500 sam ples to determ ine their com 
pliance w ith the federal Food, D ru g  
and Cosm etic Act. C om parable figures 
for 1961 were 67,000 and 46,000 respect
fully. Foods seized in 753 federal court 
actions totaled m ore than  43,341 tons, 
in com parison w ith 703 actions and 
9,880 tons in 1961. T h e sharp  increase 
in tonnage was the resu lt of the seizure 
of m ore than  33,804 tons of insect-in
fested cocoa beans in s to rage under 
insanitary conditions at two warehouses.

T he food and drug  industries of the 
coun try  also played an im portan t p a rt 
in p ro tec ting  the public from  unfit 
products. O ver 2,762 tons of deterio 
ra ted  o r contam inated food com m od
ities and products w ere voluntarily  
destroyed or converted to  anim al feed 
in over 980 such actions reported  by 
F D A  inspectors. A du ltera ted  drugs 
and devices originally priced at $545,316 
w ere disposed of in 478 individual ac-, 
tions. A nd F D A  inspectors reported  a 
to tal of 260 plant im provem ents to 
p revent fu ture violations of the law  at 
a cost of $9,658,463, up from  $8,^86,000 
last year.

Crim inal prosecu tions filed in the 
federal courts in 1962 to ta led  287. O f 
these, 93 involved ad u ltera ted  o r m is
branded  foods; 184 w ere concerned 
with defective or dangerous drugs and 
m edical devices. Of the la tte r, 133 
charged illegal sales of dangerous drugs 
w ithout prescription . T w en ty -fo u r in
junctions w ere requested  from  the fed
eral courts during the sam e period— 
11 to proh ib it sh ipm ent of illegal food 
item s and 13 involving drugs and 
devices.
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Your Expense Account Q uestions—  
All Answered -  All Explained!

HOW TO HANDLE E X P E N S E  ACCO UN TS  
IN 1963 — N ew  Record-K eeping Regulations 

— Sample Form s — Explanation — H ere’s the ideal 
“taxman’s guide” to complete understanding of the 
^complicated new expense account Regulations—just 
released by the IR S. Your 1963 plans must be set 
up immediately so that you can live with these im
portant new Regulations. They must be clearly 
understood and properly interpreted to support de
ductions for 1963. This essential booklet does the 
work for you. I t contains the full text of the new  
travel, expense and business gift record-keeping 
Regulations — includes sample forms — plus an au
thoritative, helpful CCH explanation. This is infor
mation you m u s t  have if you have anything to do 
with expense account records . . . information you 
ca n  have for a fraction of what you can save 
through quick use of this handy, fact-packed book
let. Topical index, 80 pages, heavy paper covers, 6" 
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$1.50.

E X P E N S E  A CCO UN TS —  1963  —  This is 
th e  booklet for salesmen, executives or em

ployees who incur travel and entertainment ex
penses. If you fit this description, you must keep 
stiff, new records, and these 32 information-packed 
pages tell you just when, how, and why to do it. 
If you must set up your own records, substantiate 
claims on your own return, you’re sure to need the 
helpful assistance offered in this invaluable but in
expensive booklet authoritatively written by CC H ’s 
tax experts. W rite for special low prices for large 
quantities—ready for prompt shipment for you to 
use for effective good will distribution to friends 
and clients. Topical index, heavy paper covers, 6” x  
9”. Price $1.00.
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