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REPORTS
TO T H E  R E A D E R

A bout T his Issue.— T he concluding 
papers of the S ixteenth  A nnual M eet
ing of the Section on Food, D rug  and 
Cosm etic L aw  of the N ew  Y ork  S tate 
B ar A ssociation are published in this 
issue of the Journal. Papers delivered 
at the m orning session of the Jan uary  
25 m eeting  w ere presented  last m onth; 
the concluding papers are from  the 
afternoon  session.

T he first speaker w as W illia m  J. 
C ondon , a tto rney  for Sw ift & C om 
pany, w ho spoke on the developm ents 
w ith respect to p roduct liability laws, 
followed by G eorge M . B u r d i t t , a 
Chicago a tto rney , w hose subject was 
“T h e In terre la tio n  of Food  S tandards 
and F ood A dditives P rovisions of the 
Federal Food, D rug, and Cosm etic 
A ct.”

Continuing the speeches were V in ce n t  
A . K le in fe ld ,  a W ashington D. C., a t
torney, whose subject was the legisla
tive h isto ry  of the H ale A m endm ents, 
and T h o m a s  W . C h r is to p h er , a tto rney  
for the Corn P rodu cts  Com pany, who 
spoke on “Conflicts B etw een S tate and 
Federal F ood and D rug  L aw s.”

F ra n k lin  M . D ep ew , president of The 
Food  L aw  In stitu te , Inc., concluded 
the speeches w ith an address on the 
need for uniform ity  in food legislation.

Also included in this issue of the 
Journal is a paper by A la n  G. K itc h e ll  
on the regulations concerning food ad 
ditives in the U nited  K ingdom . T he 
au thor serves as liaison officer for food 
research and development of the British 
Defence Staffs in W ash ington , D. C.

F oo d  L aw  In s titu te  B oard.— Lee S.
Bickm ore, presiden t and chief execu

tive officer of N ational B iscuit Com 
pany, and F ran k  R. A rm our, Jr., 
presiden t of H , J. H einz Company, 
have been elected to the board  of 
trustees of T h e Food L aw  Institu te , 
it was announced by F rank lin  M. D e
pew, presiden t of the institute.

Mr. B ickm ore w as born in U tah  and 
began his career w ith his com pany in 
1933 at N abisco’s sales branch at P oca
tello, Idaho. In  1959 he w as elected 
executive vice presiden t and a m em ber 
of the board  of directors. H e was 
elected presiden t in A pril of 1960 and 
becam e chief executive officer in J a n 
uary  of this year. M r. B ickm ore is a 
m em ber of the m arke ting  com m ittee 
of the N ational A ssociation of M anu
facturers, chairm an of the m arke ting  
committee of the Grocery M anufacturers 
of Am erica, and a m em ber of the m ar
keting  com m ittee of the A m erican 
M anagem ent Association.

A  native of P ittsburgh , M r. Arm our 
began his career w ith  the H einz com 
pany as a p lan t guide in F eb ru ary , 
1928, and was m ade presiden t of the 
com pany in January , 1959. In  N o 
vem ber, 1958 he was elected secretary  
of the Grocery M anufacturers of Am er
ica. H e has taken pa rt in the activities 
of the A m erican M anagem ent A sso
ciation, the N ational R estau ran t A sso
ciation, the National Canners Association, 
the B rand  N am es Foundation , the 
A m erican In s titu te  of F ood D istrib u 
tion and the A m erican H ospita l A sso
ciation. H e is a member of the executive 
committee of the Pennsylvania Economy 
League.
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Product Liability Cases-1960
By WILLIAM J. CONDON

This Annual Review of Reported Cases W as Presented Before the Section 
on Food, Drug and Cosmetic Law at the New York State Bar Association 
Meeting in New York City on January 25. This Study Indicates a Case 
Range Which Embraced Foods, Beverages, Bottles, Drugs and Cosmetics.

A  C A R E F U L  I’E R U S A I, of th is year's  list of cases will lead one 
to the shocking discovery th a t there w as a little  m ore than  a 

50 per cent decrease in the num ber of reported  cases in 1960 as com 
pared to 1959. T he cause of th is phenom enon com pletely escapes me. 
H ow ever, for reasons which will appear as we go on. 1 suggest th a t 
this fact alone should not be cause for any substan tia l celebration on 
the  part of those concerned w ith product liability m atters  on behalf 
of food, d ru g  or cosm etic com panies. T he list o:‘ cases, grouped 
according to sub ject m atter, follow s:

Foreign-Substance and Contaminated Food Cases
Adam s r. Great Atlantic & Pacific Tea Company, CCH F ood D ure, 

Cosm etic  L aw  R eports 22,639 (X . C .F
Eiscl r. Columbia Packing Company, CCH F ood D rcc  Cosm etic  

L aw  R eports 22.641 (D C  M ass.).
Polio r .  Royal Bakeries, Inc., CCH boon  D ruc, Cosm etic  L aw 

R eports ,r 22,043 ( X. 4'. C ity Ct.. X. Y. C o .).
p a c e  132 FOOD DRU( : COSMETIC I.AW JOURNAL----MARCH, 1961



Sullivan v. H . P. Hood & Sons, Inc., CCH F ood D rug  Cosm etic  
L aw  R eports f l22,651 (M ass.).

Kennedy v. Pcpsi-Cola Metropolitan Bottling Company, Inc., CCH 
F ood D rug C o sm etic  L aw  R eports f\ 22,652 (N. Y . S. Ct. App. T erm  
1st Dept.').

Foreign-Substance Beverage Cases
Macon Coca-Cola Bottling Company v. Chancey, C C H  F ood D rug 

C osm etic  L aw R eports j[ 22,637 (Ga. CA) ; j[ 22,657 (G a.).
Ellcdge v. Pcpsi-Cola Bottling Company, CCH F ood D rug Cosm etic  

L aw  R eports U 22,647 (N. C.L
Mitchell v. Coca-Cola Bottling Company, CCH F ood D rug C osm etic  

L aw  R eports D 22,649 (N . Y. S. Ct. A pp. Div. 3d D ep t.).
Milligan v. Coca-Cola Bottling Company, CCFI F ood D rug Cosm etic  

L aw  R eports )[22,655 (U tah ).
Valdosta Coca-Cola Bottling W orks, Inc. v. M ontgomery, CCH F ood 

D rug C osm etic  L aw  R eports fl 22,660 (Ga. CA ).
Paul v. Rodgers Bottling Company, CCH F ood D rug  C osm etic  L aw  

R eports fl 22,661 (Calif. D ist. A pp.).

Exploding-Bottle Cases
Bash v. Hinsdale Bottling Corporation, CCH F ood D rug C osm etic  

L aw  R eports fl 22,636 (N . Y. C ity Ct., N. Y. Co.).
Braccia v. Coca-Cola Bottling Company o f Philadelphia, Inc., CCH 

F ood D rug Co sm etic  L aw  R eports fl 22,640 (P a .).
Canada D ry Bottling Company o f Florida, Inc. v. Shaw, CCH F ood 

D rug C osm etic  L aw  R eports 1)22,642 (Fla. D ist. CA ).
I  off re v. Canada D ry Ginger Ale, Inc., C C H  F ood D rug Co sm etic  

L aw  R eports fl 22.644 (Md. CA).
W o lf v. S. H . W hitman Company, CCH F ood D rug Co sm etic  L aw  

R eports 1)22,650 (R . L ).
W est v. B ur germeister Beer, Inc., CCH F ood D rug C osm etic  L aw  

R eports 1) 22,656 (Calif. Super. C t.).
M eglin v. H. P. Hood &  Sons, CCH F ood D rug Cosm etic  L aw  

R eports fl 22,662 (Conn. Ct. of Comm. P leas).
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Mr. Condon, a Member of the New York Bar, Is 
Attorney for Swift & Company, in New York City.

Cosmetic Cases
Rexall Drug Company, Inc. v. Nihill, CCH F ood D rug  Co sm etic  

L aw  R eports f  22,645 (CA-9).
Kennedy v. General Beauty Products, Inc., CCH F ood D rug  

C osm etic  L aw  R eports 22,648 (O hio CA ).
M cGuinness v. R oux Distributing Company, Inc., CCH F ood D rug  

Co sm etic  L aw  R eports f t22,653 (N . Y. S. Ct. App. T erm  1st D ep t.).
Bleacher v. Bristol-M yers Company, CCH F ood D rug C o sm etic  L aw  

R eports 22,658 (D el. Super. C t.) .

Drug Cases
Fine v. H offm an-La Roche, Inc., CCFI F ood D rug C o sm etic  L aw  

R eports 22,646 (P a. Ct. of Comm. P leas).
E x  Parte Laura H. Emerson, CCH F ood D rug  Cosm etic  L aw  

R eports ft 22,654 (A la.).
Gottsdanker v. Cutter Laboratories, C C H  F ood D rug Cosm etic  L aw  

R eports 22,659 (Calif. D ist. CA ).

Device Case
Orthopedic Equipm ent Company, Inc. v. Eutsler, CCH F ood D rug 

C osm etic  L aw  R eports ff 7601 (CA-4).
S trang ely  enough, in add ition  to  th e  paucity  of cases, th ere  is 

little  of a  s ta rtlin g  n a tu re  in th is y ea r’s list. I am sure it w ill come as 
a surprise to  no one th a t the  d is tric t court of appeals in California 
affirmed the  ju dgm en ts in th e  Cutter cases, holding th a t p riv ity  of con
tra c t is no t required  in C alifornia to  support an action for breach of 
im plied w arran ty  in th e  case of a deleterious drug.
p a g e  1 3 4 FOOD DRUG COSM ETIC LAW  JO U R N A L ----M A R CH , 196 1



T he only real departu re  in 1960 is to  be found in the case of 
Orthopedic Equipm ent Company v. Eutsler. T h is  case w as b rou gh t in 
a federal d is tric t court s ittin g  in V irg in ia  to  recover for in ju ries sus
tained th ro ug h  the  use of a surgical nail w hich w as not of proper size. 
P laintiff had broken his leg and his doctor sough t to  tre a t the fracture 
by m eans of the so-called K u n tsch er process. T h is involves driv ing 
a surgical nail in to the m edullary  canal of the th igh  bone in o rder to 
stabilize the broken fragm ents. T he  canal is cleaned of m arrow  by a 
ream er of app ropria te  size and the  nail is then inserted. In  th is 
instance the doctors used a ream er m ade by one m anufacturer and a 
nail m arked w ith  the sam e size as the  ream er, m anufactured  by the 
defendant. I t  developed th a t the nail w as som ew hat larger in d iam eter 
than  the m ark ings indicated and the doctors w ere unable to ge t it all 
the  w ay in to the  canal, even w ith  the  aid of a ham m er. T hey  were 
also unable to  get it out. T he upsho t of p lain tiff's experience is th a t 
he has lost the  use of his leg and u ltim ate ly  m ay lose the leg itself.

T he  essence of plain tiff's case w as th a t th is  surgical nail w as a 
device w ith in  the m eaning of the  F ederal Food. D rug , and Cosm etic 
A ct and, because of the incorrect labeling in the form of m easure
m ents, the  nail w as m isbranded. T he opinion we have is by  the 
U n ited  S ta tes C ourt of A ppeals for the F o u rth  C ircuit on appeal from 
a ju dg m en t in favor of the  plaintiff. T h is cou rt held th a t the num bers 
9 x  40 w ere m eant to  indicate a d iam eter of nine m illim eters by  a 
leng th  of 40 cen tim e te rs ; th a t th is  nail, w hose d iam eter varied betw een 
9.27 m illim eters and 10.12 m illim eters, w as m isbranded w ith in  the 
m eaning of the Federal Food. D rug, and Cosm etic A c t: and th a t th is 
m isbrand ing  con stitu ted  negligence per se under V irg in ia law. In 
reaching th is resu lt, the  court no ted  th a t the  V irg in ia  Suprem e C ourt 
of A ppeals had no t had occasion to  determ ine the  civil effect of a 
violation of V irg in ia 's  own food act or its  s ta tu te s  dealing w ith  m is
b rand in g  and adu ltera tion  of d rugs and cosm etics. H ow ever, the 
court of appeals pointed out th a t the V irg in ia  court had indicated th a t 
the violation of a m otor vehicle s ta tu te  con stitu ted  negligence per se. 
F rom  th is, it w as easy for the  court to  determ ine th a t the Suprem e 
C ourt of A ppeals of V irg in ia  w ould hold a violation of the federal 
s ta tu te  also to  be negligence per se.

T he  court of appeals apparen tly  w as no t concerned w ith  the  fact 
th a t no cases w ere cited to it in w hich any  sta te  court had found 
negligence per se in the  violation of a federal s ta tu te , nor w as it con
cerned w ith  the fact th a t p rio r to its adoption, the bill w hich becam e
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the  F ederal Food, D rug , and Cosm etic A ct had contained a specific 
provision for civil liability  a rising  ou t of violations, w hich provision 
failed to  survive the  legislative process. So far as I know , th is  is the 
only case w herein  it has been held th a t a m isbrand ing  under th e  F ed 
eral Food, D rug , and Cosm etic A ct constitu tes negligence per se.

W e could review  several of th is y ea r’s cases and po in t ou t the 
fanciful flights of som e of the courts in the aw kw ard appplications 
of tim ew orn doctrines, such as res ipsa loquitur. W e could also review 
the  departu res from  tim ew orn doctrines such as p riv ity  of con tract. 
F lowever, if we did, I w ould have the  feeling th a t I had said it all 
before, and you w ould begin to suspect th a t I w as using  the sam e 
m aterial over and over again. T herefore, w ith  your indulgence, m ay 
I em bark  upon a slight divergence from  our usual norm  and discuss 
w ith  you a couple of cases w hich arose in o ther fields.

F o r years, we in the food and d rug  fields, and m ore recen tly  in 
the  cosm etic field, have taken a certain  m asochistic pride in being the 
unw illing  g round  breakers in products liability. T h rou gh  our blood 
and our tears, w e tended to  boast a little  th a t our products liability  
problem s w ere m ore severe th an  anyone else's because the courts 
trea ted  us differently . P riv ity  of con trac t w as no t required  in negli
gence actions involving food and drugs long before McPherson v. Buick. 
T he abolu tion  in a lm ost half of our s ta tes  of the p riv ity  requirem ent 
in actions for breach of w arran ty  is generally  restric ted  to  food and 
drugs. A nd the benefits of inferences, presum ptions, extensions of 
res ipsa loquitur, liberalizations of the burden of proof, have been 
extended m ore freely by the  cou rts  in cases involving food and drugs 
th an  in o th e r cases. And. as I say, while we have com plained about 
these encroachm ents, we have been like the  little  boy w ith  a broken 
arm . W hile  he bem oans his inab ility  to  play ball w ith  his fellows, he 
enjoys the  a tten tion  he gets by being the  only one w earing  a cast.

I t, therefore, com es as som eth ing  of a blow  to  discover th a t the 
tw o m ost significant product liability  cases of 1960 have no th ing  to 
do w ith  food, d rugs or cosm etics. N evertheless, if these tw o cases 
m ean w h a t I th in k  th ey  m ean, and if th e ir  principles spread to  o ther 
ju risd ic tions, then we will aw aken som e day w ith  the  unhappy  feeling 
th a t we have exchanged the cast on our forearm  for a hospital bed.

T he first of these cases, Henningsen v. Bloomfield Motors, Inc., 161 
A. 2d 69 (N. J., 1960). arose in the S ta te  of N ew  Jersey. T he facts are 
sim ple. M r. H enningsen  purchased a new P lym outh  autom obile from
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the defendant Bloomfield M otors. W ith in  ten days, a fte r the  car had 
only been driven a few  hundred miles, M rs. H enningsen  w as driv ing 
on a N ew  Jersey  h ighw ay w hen she heard  a loud noise “from  the 
bo ttom  by the hood .’’ T he car tu rn ed  sharp ly  to  the  righ t, ran  in to 
a brick  wall, and M rs. H enningsen  w as severely in jured. She sued 
bo th  Bloomfield M otors and the C hrysler C orporation  for breach of 
im plied w arran ty . H er recovery  a t the hands of a ju ry  w as affirmed 
by  the  Suprem e C ourt of N ew  Jersey . T he case is significant for a 
num ber of th ings, a lthough  I propose to  dwell a t leng th  on only one. 
I t  is one of those cases th a t has som eth ing  for everyone. F o r those 
of you w ho are fond of disclaim ers and lim itations of liability  the 
cou rt held th a t the  s tan dard  new car w a rran ty  is ineffectual to  lim it 
e ither the  dealer's or the  m an u fac tu re r’s liability  for dam ages re su lt
ing  from  a breach of im plied w arran ty . F o r those of you w ho are 
studen ts of p riv ity , the court held th a t p riv ity  of con trac t will no 
longer be required  in N ew  Jersey  to sup po rt an action for personal 
in juries based on a breach of im plied w arran ty . T h is is ra re  because 
N ew  Jersey  had been one of our rem ain ing  bastions of p riv ity  and 
because the  b reak th rou gh  occurred in a case w hich did no t involve 
food or drugs. O rd inarily , these tw o facets w ould be sufficient to 
propel me in to  a passionate prelection of purp le prose. H ow ever, the 
th ird  aspect of th is  case is so s ta rtlin g  as to  render m e re latively  
unm oved by these tw o otherw ise rem arkable departures.

T he  th ird  aspect of the  case has to  do w ith  the  m a tte r  of proof. 
T he record discloses th a t the fron t end of th is  autom obile w as 
severely dam aged. P laintiff, of course, had th e  problem  of p rov ing 
th a t the car contained a defect w hich w as th e  cause of her in ju ry . 
F or th is  purpose, p lain tiff em ployed an expert w itness. T h is  “expert” 
w as a m an of 11 years experience, divided betw een being an au tom o
bile m echanic and being an app ra iser for insurance com panies. N ow , 
did he tes tify  as to  the  cause of th is  unusual behavior of the  au to 
m obile? On the con trary , he testified th a t the  fro n t of th e  car w as 
so bad ly  dam aged th a t it was im possible to  tell w h a t p a r t had been 
defective. H ow ever, based upon the  p la in tiff’s version of the  occur
rence, he gave as his opinion th a t som eth ing  definitely w en t “w ron g  
from  th e  steering  w heel down to the  fron t w heel” and th a t the  action 
of the car m ust have been due to  m echanical defect or failure. T h is, 
said th e  Suprem e C ourt of New Jersey , w as enough to  raise a question 
of fact for the  ju ry  as to  w h eth er or no t th ere  w as som eth ing  w ron g  
w ith  the  car. I t  is no tew orthy  th a t he lim ited  the  area of possible
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deficiency from the steering wheel down to the front wheel. Apparently, 
in his judgm en t, the  tw o feet or so im m ediately behind the s teering  
w heel could n o t have been the seat of the trouble.

O bserve, then, w h a t we h a v e : In stead  of hav ing an exam ination 
m ade of the  p a rts  of the car, and instead of iso la ting  in som e fashion 
the  area of the  defect, p lain tiff essentially  proved th a t she could no t 
prove w h at caused her in ju ry . N ot only w as there  no effort to  prove 
the  specific cause, or the particular defect, bu t also there was no effort 
to  elim inate any o ther possible causes of th is  happening. T he  court 
adm itted  th a t the  testim ony  of the  insurance app ra iser w as “not 
en titled  to  m uch probative force.’’ A ctually , it had ju s t enough proba
tive force to  w in the case for the  plaintiff. W e will re tu rn  to  a dis
cussion of the  significance of th is holding a fte r we have the  second 
case before us.

T h is second case to w hich I refer has to  do w ith  dynam ite. (O ne 
of m y associates has suggested  th a t it is dynam ite.) T he case is 
Dement v. Olin-Mathieson Chemical Corporation, 282 F. 2d 76 (CA-5, 
1960). T he plaintiff w as a d rille r’s helper involved in seism ic explora
tions in Texas. On the  day w hich gave rise to  th is u n fo rtuna te  saga, 
the charges being used for the creation of shock w aves w ere com posed 
of sticks of dynam ite m anufactured  by A tlas Pow der Com pany bu t 
sold by O lin-M athieson Chem ical C orporation under its tradem ark , a 
m etal cylinder booster m anufactured  by E. I. D u P o n t deN em ours & 
Company and an electrical blasting cap m anufactured by O lin-M athieson. 
All th ree  articles contained high explosives. P lain tiff bundled five 
sticks of dynam ite to gether and gave them  to the driller. T he driller 
punched a hole in one of the  dynam ite sticks p repara to ry  to  in se rt
ing the booster and a ttach ing  the cap. A t th is  point, plaintiff w alked 
from  the driller to a truck  som e 18 feet aw ay to get a drink  of w ater. 
W hile  he w as at the truck , the  charge exploded, the  driller w as killed, 
and plain tiff w as seriously in jured. As far as the  record discloses, no 
one know s any m ore about th is  occurrence than  that.

A t the  tria l, in the U n ited  S ta tes D istric t C ourt in Texas, the ju ry  
re tu rned  a verd ic t for all th ree  defendants: A tlas, O lin-M athieson and 
D uP on t. P lain tiff appealed, and the  C ourt of A ppeals for the  F ifth  
Circuit reversed and ordered a new trial as to Atlas and Olin-Mathieson. 
T he g round  for reversal w as th a t the  d istric t court had erred  in failing 
to charge the ju ry  on the applicability of the doctrine of res ipsa loquitur.

As the  cou rt said, “p lain tiff’s expert and lay w itnesses advanced 
several hypotheses as to  w h at p robably  happened."
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F or exam ple, it w as suggested  th a t if the  dynam ite had an oily 
exterior, th is  m igh t be due to  a leakage of n itroglycerine w hich could 
be set off w ith  a m inim um  am ount of friction. P la in tiff 's  testim ony 
th a t the dynam ite being used th a t m orning w as not oily w as discounted 
by the  court because plain tiff only had th ree  days experience. Another 
hypothesis w as th a t if the cap w ere m ade of a m ateria l th a t w as sub ject 
to  deterio ra tion  un der the ho t T exas sun, a m inim um  am ount of 
friction  m igh t have set its charge in m otion. T here  w as no evidence 
th a t th e  cap w as so constructed . T he  only claim  against the  booster 
appeared to  be th a t it w as negligence to  m anufacture and sell a booster 
know n to  require insertion  in to a hole in the end of dynam ite. T he 
hole, necessarily, had to  be enlarged to accom m odate the  booster. 
P la in tiff’s expert w as unable to  concoct any theory  concerning a 
defect in the  booster itself. A ccordingly, the court felt th a t D u P o n t 
should no t be held.

H ow ever, as to  A tlas and O lin-M athieson, the situation  w as quite 
different. T he  court seem s to  suggest th a t, on the  basis of the 
hypotheses indicated above, the ju ry  w ould have had a rig h t to infer, 
first, th a t these defective conditions, o r e ither of them , did e x is t ; and, 
second, th a t these defective conditions, or e ither of them , did in fact 
cause th e  explosion. All of th is  the  ju ry  m igh t have in ferred  if it had 
been properly  in s tru c ted  concern ing the doctrine of res ipsa loquitur.

N ow  to  some, th is  doctrine m igh t p resen t som e problem s in a 
situa tion  such as th is. B u t to the U n ited  S ta tes C ourt of A ppeals for 
the F ifth  C ircuit it w as easy. F irs t of all, one m ight w onder about 
the requ irem en t of exclusive control. A ccordingly, the court pointed 
ou t t h a t : “T he  critical po in t of tim e is not necessarily  the  precise
tim e of in ju ry . R ather, it obviously refers to  the  tim e the probable 
negligence in ferred  from  the occurrence of the event took place.’’ 
H ow ever, even if we accept th is  b it of judicial tail-chasing, we m ight 
inquire as to  w hen A tlas had control of the cap or the  booster. On 
th is, the  cou rt b lithely  s a id : “H ere  there  can be no doubt th a t the
com ponents of the  explosive charge w ere under the exclusive control 
of the  defendants a t the  critical m anu fac tu ring  stage .” D efendants 
contended th a t res ipsa loquitur w as not available to  aid plain tiff 
because no p a rticu la r cause could be severed ou t and identified. In  
o ther w ords, the application of res ipsa loquitur is precluded by the 
fact th a t, on th is record, the  explosion could have resu lted  from  any 
one of tw o or m ore causes, and  it w as no t m ore reasonab ly  probable 
th a t it w as due to one ra th e r  th an  another. T he court characterized
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th is as a “m usical chairs” argum en t. I t  w en t on to  s a y : “H ere  from  
a physical s tandpo in t the  in ju ry  w as caused by  a com bination of the 
th ree  products. W here  the  consequences are so dev asta ting  and the  
risk  to hum an life so grea t, m anufactu rers of p roducts w hich are 
com ponents designed to  be used w ith  o ther know n products m ay not 
th us evade the  responsib ility  to  come in and explain. T h a t is basically 
w h a t the res ipsa doctrine requires."

T hus, from  the  fact th a t an explosion occurred, plus o therw ise 
unsupported  hypo theses as to  the cause, th is  cou rt w ould perm it a 
ju ry  to  infer the existence of a defect in e ither the dynam ite, or the 
cap, or both.

T hese  hypo theses w ere advanced by plain tiff's expert w itness. 
H ere, as in Henningsen, the expert, in effect, was allowed to  speculate 
as to  the  cause of the accident. T his w ould seem to  be, a t best, a very  
dangerous and  unhealthy  practice w hich ou gh t not to  have any  place 
in the law. H ow ever, if it is to  be perm itted , a very  basic requirem ent 
should be th a t the  qualifications of the w itness be such as to  provide 
a p ractical safeguard  against irresponsible testim ony. In  th is con
nection, we have a lready alluded to  the m inim al qualifications of the 
m echanic w ho testified as an expert in Henningsen. By coincidence, 
ano ther 1960 federal decision involved a discussion of the qualifications 
of the  expert w ho testified in Dement. T h is w as the case of Sm ith v. 
Hobart M anufacturing Company, 185 F. Supp. 751. Tliis case involved 
in ju ries allegedly re su ltin g  from  the  defective design of a m eat g rin d 
ing m achine, and the cited opinion is on defendant's  m otion for a new 
tria l follow ing a  verd ic t for the  plaintiff. T he ground for the  m otion 
for a new tria l, w hich incidentally  w as gran ted , w as th a t the court 
erred  in p erm ittin g  th is particu lar w itness to  testify  as an expert. 
A fter carefully  review ing the w itness ' testim ony as to  his qualifica
tions, the d is tric t judge agreed th a t he had com m itted error. T he 
w itness described him self as “a consu lting  m aterials engineer and a 
consu lting  safe ty  eng ineer.” T he evidence disclosed th a t he had been 
g radu a ted  from  L on g  Island  U n iv ersity  in 1939 w ith the degree of 
B achelor of Science, m ajo ring  in h istory. T hereafter, he had pursued 
a course in m athem atics for p a rt of a year a t Colum bia U niversity . 
T h is  w as the full ex ten t of his form al education. The rest of his 
testim ony  concern ing qualifications w as general. F or exam ple, he 
“filed for application approxim ately  350 p a ten t d isclosures.” H e had 
w ritten  “approxim ately  150 technical articles on various sub jec ts.”
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N one of the  p a ten t app lications was identified, nor were any of the 
technical articles. T hen  the court said th is :

F urther, and reluctantly , we note that in his direct testim ony th a t he, 
at least in the early days of his activities following college, seemed to  change 
his em ploym ent alm ost yearly  and that thereafter his testim ony revealed working 
and associating w ith firms of such a vast num ber it is difficult for the C ourt 
w ithout m ore direct evidence to determ ine w hat, if any, was his association 
w ith these firms o r w h at type of o rgan izations they were. F or exam ple, he 
stated , “ I do w ork for our G overnm ent, various branches of the Governm ent; 
I do w ork for F rench  firms, Germ an firms, industrial m achine equipm ent firms 
here and ab road” and also, “W ell, a lot of m y safety consu ltant w ork is in 
utilities: Jersey  C entral P ow er and L ight C om pany uses m e; Public Service 
of N ew  Jersey  uses m e; the N ew  Jersey  N atural Gas Com pany uses me; 
F lorida Pow er & L igh t Com pany uses m e; various m anufacturing equipm ent 
m em bers of the A m erican Gas A ssociation use me in m anufacturing various 
industrial and dom estic appliances, gas consum ing equipm ent. Also industrial 
m achine tool equipm ent.”

O ne searches th is  opinion in vain for any reference to the w it
ness' experience w ith  dynam ite or o ther explosives. T he court, fol
low ing th is leng thy  quotation , indicated th a t it had difficulty ascrib ing 
a specific m eaning to  the phrase "uses me." O ne m ight w onder if 
they  used him  for the  sam e purposes for w hich the  tw o plaintiffs used 
him. I t  is m ore than a little  frigh ten ing  to  consider th a t the C ourt 
of A ppeals for the  F ifth  C ircuit is w illing to  perm it a ju ry  to speculate 
on the cause of plain tiff's in ju ry , w ith no th ing  m ore to  go on than  
hypotheses concocted by an “ex p ert” whose experience and qualifica
tions are such as we have ju s t reviewed.

L e t us now com pare th is Dement case with the Henningsen  case. 
Dement was negligence; Henningsen, breach of im plied w arran ty . Y et, 
both are concerned w ith  an elem ent com m on to all product liability 
cases— indeed, the  m ost im p ortan t elem ent—th a t of causation. In 
neither case w as there  any  proof as to  the existence of a defect in the 
product. In  both cases the existence of a defect w as essential to 
p lain tiff’s recovery. In  both cases, the courts perm itted  ju ries to 
speculate concerning the  cause of the difficulty on the basis of com 
pletely unsupported  opinions of w hat appeared to  be. at best, poorly 
qualified experts. A nd w hat is w orse, the courts perm itted  these 
so-called experts to  speculate as to causes concerning w hich they 
actually  knew  nothing.

Is it any w onder, then, th a t we call on all of you to  take heed.' 
Can we be blam ed for suggesting  th a t the insurance concept of lia
b ility  has come to  full flower? F or w hat these cases do is to  point the 
way to  a new standard  of proof—a standard  which differs v itally  and
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drastically  from  any th a t we have previously know n. In  th e  past, 
even in food cases, plain tiff has had to show  facts from  w hich could 
properly  be in ferred  som e neglect or default on the  p a rt of the  defend
an t w hich w as the  cause of p lain tiff’s in ju ry . Even w ith  the  aid of 
inferences, p resum ptions, res ipsa loquitur; even w ith  the relaxation  
of the  p riv ity  concept, plain tiff still carried th is  burden of p rov ing 
causation, and to  susta in  th is burden  he had to  have evidence w hich 
tended to  exclude o ther reasonably  probable causes for his in ju ry . I t 
is significant th a t th is  requ irem en t w as no t p resen t in e ither case.

All the  ju ry  really  knew  about the Henningsen  case was tha.t M rs. 
H enningsen , like a m agician, tu rn ed  a P ly m o uth  autom obile in to  a 
brick  wall. T he New Jersey  ju ry  th o u g h t th a t C hrysler and the  dealer 
should underw rite  th a t perform ance. All the ju ry  in the Dement case 
knew  w as th a t th ere  had been an explosion and th a t the only one who 
really had know ledge as to  w h at happened w as no t available to  testify . 
T h a t ju ry  did no t th ink  th a t the various com panies w ho had been 
invited  to  partic ipate  should bear the  loss. B u t the  court of appeals 
w an ts ano th er ju ry  to pass on th a t, arm ed w ith  the in struction  th a t 
th is  is the  kind of occurrence th a t does not norm ally happen w ithou t 
negligence on the  p a r t of som eone; and th a t th is  new ju ry  should 
decide w h eth er to  infer negligence on the  p a r t of either, or both, of 
the rem aining defendants. Ju s t a s ta tem en t of the facts of the occur
rence places on these m anufactu rers the responsib ility  to  explain.

T h is  principle could prove in te restin g  in food poisoning cases. 
N orm ally  today, plaintiffs select the m ain course in th e ir  m eal as the 
ta rg e t w hen th ey  becom e ill. Possib ly , we can look forw ard  to  a 
law suit arising  ou t of one illness w herein will be joined as defendants: 
a m eat packer, bread m anufacturer, frozen food packer, salad dressing 
m aker, b u tte r  m anufacturer, and even, perhaps, a spice m aker. W ill 
p lain tiff be perm itted  to  s a y : “I ate a com bination of food m anufac
tu red  by each of you and I becam e ill. N ow  each of you m ust come in 
and exp lain"? A nd if so, will the  ju ry  be perm itted  to  speculate as 
to w hich, or how  m any, of the  defendants failed to  live up to  th e ir 
w arran ties, or failed to  use reasonable care?

O ver the past several years, I have often urged defense counsel 
to approach products liability  cases as though  the  burden of proof 
w ere on the defendant. I now  have an uneasy feeling th a t, for all 
p ractical purposes, th is  suggestion  is not only tactically  valid, bu t 
also technically  accurate. [T he E nd]
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The Interrelation of Food Standards
and Food Additives Provisions
of the Federal Food, Drug, and Cosmetic Act
By GEORGE M. BURDITT

This Paper W as Given at the 1961 Meeting of the Section on Food, Drug 
and Cosmetic Law, New York State Bar Association. The Author Is a Mem
ber of the Chicago Law Firm of Snyder, Chadwell, Keck, Kayser & Ruggles.

A L E S S  H IG H -S O U N D IN G  and pom pous title  for th is paper 
w ould be “S tan dards and A dditives.” H ow ever, such a sim ple 

title  m ight lead you to  conclude th a t e ithe r the  sub ject or the au tho r 
was sim ple, neither of which a law yer likes to adm it! In any event. 
I have been asked to  discuss w ith  you the effect of the  Food A dditives 
A m en d m en t1 on standardized foods.

O ne w ho w ishes to  add a food additive to  a food w hich has been 
standard ized  under Section 401 of the F ederal Food, D rug , and Cos
m etic A c t2 m ust even tually  accom plish tw o th in g s : an am endm ent 
to  the  stan dard  in o rder to  satisfy  Sections 401, 403(g) and 701 of the 
A ct,3 and a food additives regulation  in order to  sa tisfy  Sections 402(a) 
(as am ended on S eptem ber 6, 1958) and Section 409.4 T he  petition  for 
an am endm ent to  the s tandard  m ust show th a t the am endm ent “will 
prom ote honesty  and fair dealing in the in terest of consum ers” as set 
forth  in Section 401, and the food additives petition  m ust follow the 
requirem ents of Section 40 9 (b ).5 T he Com m issioner has indicated

1 P. L. 85-929, 85th Cong., approved 3 21 U SC  Secs. 341, 343(g) and 371.
Septem ber 6, 1958. 4 21 C SC  Secs. 342(a) and 348.

3 21 U S C  Sec. 341. 5 21 U SC  Sec. 348(b).
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his w illingness to  accept one set of data, ra th e r than  tw o separate  
petitions, on the product for w hich a food additives regula tion  and a 
food stan dards am endm ent are requested. In  response to  such re
quests, F D A  will issue a jo in t publication covering bo th  the food 
additives regula tion  and the food stan dards am endm ent. T h is proce
dure w as recently  followed in connection w ith  azodicarbonam ide as a 
m atu rin g  agen t in flour.6

A fter the petitions are filed, notices of the petitions m ust be pub
lished w ith in 30 days. Section 121.8(a) of the regula tions 7 prov ides:

W here a petition is received for the issuance or am endm ent of a regulation 
establishing a definition and standard  of identity  for a food under section 401 
of the act, w hich proposes the inclusion of a food additive in such definition and 
standard  of identity , the provisions of the regulations in this p a rt shall apply 
w ith respect to the inform ation tha t m ust be subm itted w ith respect to the food 
additive. Since section 409 (b )(5 ) of the act requires th a t the S ecre tary  publish 
notice of a petition for the establishm ent of a food additive regulation w ith in 
30 days after filing, notice of a petition relating  to  a definition and s tandard  of 
identity  shall also be published w ith in tha t time lim itation if it includes a request, 
so designated, for the establishm ent of a regulation pertain ing to a food additive.

W ith  the stric t tim e lim its im posed by the Food A dditives Am end
m ent, and the  overw helm ing am ount of w ork  w hich has been th ru s t 
upon the Food S tandards Section of FD A , resu lting  in very  substan tia l 
delays, one can’t help bu t th ink  th a t perhaps the best w ay to  get a new 
standard , or an am endm ent to  an old standard , prom ulgated , is to 
include a food additive in the p ro p o sa l! T hen  all the proponent has 
to  do is p repare and successfully prosecu te a food additives petition. 
W ith  19^2 years betw een the first frozen desserts stan dards hearing  
and the issuance of a standard , and alm ost five years already passed 
since the  filing of the  m ozzarella cheese s tan dard  proposal and .2y 2 
years since th e  hearing, perhaps we should th ro w  a food additive 
in to the next proposal for a stan dard  so th a t th e  s tric t food additives 
tim e schedule will have to  be followed.

If the  petition  for a s tan dard  or for an am endm ent to  a s tandard  
contains a  proposal for a food add tives regulation , and the petition 
fails to  designate it as such, Section 121.8(b) of the re g u la tio n s8 
requires the Com m issioner to so notify  the  pe titioner and then  to  p ro 
ceed in accordance w ith  the food additives regulations. In  o ther words, 
if the Com m issioner concludes th a t one of the ingred ien ts of a  product 
for w hich a s tandard  is proposed is a food additive, even though  the 
petitioner th inks the ingred ien t is not a food additive, the  Commis-

6 25 F ed era l R e g is te r  10064 (O ctober 1 21 C F R  Sec. 121.8(a).
21,1960). 8 21 C F R  Sec. 121.8(b).
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sioner m erely advises the pe titioner th a t a food additive is involved 
and th a t clearance under the Food A dditives A m endm ent is required.

Several petitions for am endm ents to  stan dards to perm it the  use 
of food additives have been filed along w ith  food additives petitions. 
F o r exam ple, the cream  and neufchatel cheese stan dards have been 
amended to permit the use of propylene glycol alginate,9 and the French 
and salad dressing stan dards have been am ended to perm it the use of 
hydroxypropyl m ethylcellulose.10 A proposal has been m ade to am end 
the F rench  dressing and m ayonnaise stan dards to perm it the use of 
the food additive oxystearin .11 Several o ther proposals have been filed, 
and, of course, m any m ore sim ilar am endm ents m ay be anticipated.

One in te res tin g  situation  has arisen in connection w ith  hydrogen 
peroxide in various standard ized  cheeses. A petition  for an am end
m ent to  the Sw iss and cheddar-type cheese standards w as filed, asking 
th a t hydrogen peroxide and a catalase be perm itted  in the  m anufac
tu rin g  process.12 A proposed o rder w as issued 13 and duly objected to. 
and a hearing  held. O ne of the  grounds for the objection w as th a t 
hydrogen peroxide w as a food additive, since it affects the  ch arac ter
istics of the  food and is no t “generally  recognized as safe,” to use the 
w ords of Section 201 (s) of the A ct,14 and no food additives petition  
had been filed covering th is use. F D A  did not offer any  w itnesses at 
the hearing, and has not indicated w hether it will require a food add i
tives petition . P erhaps because the proponent alleged th a t none of 
the hydrogen peroxide rem ains in the finished product, a lthough  there 
is a t least some scientific evidence to the con trary , FD A  m ay conclude 
th a t no food additives petition is necessary.

Now  let's  tu rn  to ano ther in terestin g  standards and additives 
m atter. S im ultaneous publication  of the frozen desserts stan dards and 
a food additives order, the  effect of w hich w as apparen tly  to  am end 
the  frozen desserts standards, indicate bo th  the  reasonable a ttitu d e  of 
F D A  in considering the in terre la tion  of the food additives and food 
stan dards provisions of the  act, and the a lertness of counsel in m aking 
the proposal to  F D A .13 H earings on the frozen desserts standards 
w ere conducted in 1942 and again in 1952 and 1953, bu t at neither

“ 25 F ed era l R e g is te r  8947 (September 
17, 1960); 21 C F R  Sec. 19.515(b)(2) 
and 21 C F R  Sec. 19.520(b)(2).

10 25 F ed era l R e g is te r  8949 (September 
17, 1960); 21 C F R  Sec. 25.2(c)(1) and 
21 C F R  Sec. 25.3(d).

11 26 F ed era l R e g is te r , January , 1961.
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12 24 F ed era l R e g is te r  449.5 (June 2, 
1959).

I:125 F ed era l R e g is te r  1016 (F eb ru a ry  
5, 1960).

” 31 U SC  Sec. 32H(s). 
ir' 25 F ed era l R e g is te r  7099, 7126 (July 

27, 1960).
p a g e  145

uwunnB-muei nunm nwiiinj
fm v m q g fieS iH 'm n j



hearing  w as data  on the safe ty  of T w eens 65 and 80 sufficient, in the 
opinion of FD A , to  ju stify  inclusion of these em ulsifiers in the s tan d 
ards. B ut a fte r passage of the Food A dditives A m endm ent, a food 
additives petition  w as filed and the Food and D rug  A dm inistra tion  
w as convinced of the safe ty  of T w eens 65 and 80. T he  pe titioner then 
requested  FD A  not only to  issue a food add itives regula tion  au th o riz 
ing  the  use of these T w eens in frozen desserts, bu t also asked for an 
am endm ent to the standard . FD A  in response, being now convinced 
th a t both Section 401 and Section 409 10 w ere satisfied, issued a food 
additives regulation  perm ittin g  the use of T w eens 65 and 80 in frozen 
d esse rts ,17 and the regulation  appeared in the sam e Federal Register 
as the frozen desserts s tan d ard s .1'" T he regulation  sta tes th a t “ the 
C om m issioner has considered Section 401 of the A ct and has concluded 
th a t these additives in frozen desserts  will be in conform ity w ith that 
section of the act as well as Section 409.'' W hile  th is procedure is 
certain ly  expeditious, it is sub ject to  criticism  on the ground th a t tw o 
optional ingred ien ts w hich F D A  apparen tly  in tends to perm it are not 
listed in the standards. T he resu lt of F D A ’s convenient bu t perhaps 
confusing action— if the  in terp re ta tion  which has been generally  given 
to the action is co rrect—is th a t the standard  was am ended w ithout 
any notice of the proposed am endm ent.

T he frozen desserts  standards have since apparen tly  been further 
am ended to perm it the use of propylene glycol a lg inate as an em ul
sifier, s tab ilizer or th ickener, on substan tia lly  the sam e basis as the 
T w eens am endm en t.111

Xow let's  tu rn  to  ano ther very  in terestin g  aspect of standards and 
additives. U n til D ecem ber 4. 1959. Section 121.8(c) of the regu la
t io n s 21'' prov ided :

A  r e g u l a t io n  w il l  n o t  h e  i s s u e d  a l l o w in g  t h e  u s e  o f  a  fo o d  a d d i t i v e  in  a 'f o o d  
f o r  w h ic h  a  d e f in i t io n  a n d  s t a n d a r d  o f  i d e n t i t y  is  e s t a b l i s h e d  u n le s s  i ts  i s s u a n c e  
is in  c o n f o r m i t y  w i th  s e c t io n  401 o f  t h e  a c t .

T his takes no specific recognition of the possibility  of an appli
cation for an experim ental perm it, under Section 3.12 of the reg u 
lations,21 to perm it the tem porary  use in a standardized food of an 
ingred ien t no t perm itted  in the standards. Since experim ental perm its 
have been found to  prom ote honesty  and fair dealing in the in terest

"  21 U S C  S e c s .  341, 34«.
’’ 25  Federal Register 7 0 99  ( J u l y  27, 

1 9 6 0 ).
18 25 Federal Register 71 26  ( J u l y  27 , 

1 9 6 0 ).

15 25 Federal Register 9 5 3 2  ( O c to b e r  
5, 1 9 6 0 ).

20 21 C F R  S e c . 1 2 1 .3 (c ) .
2121 C F R  S e c . 3 .12 .
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of consum ers, and have been advantageous to  bo th  F D A  and to  
industry , it appears high ly desirable to  com bine a food additives reg u 
lation w ith  a tem porary  perm it in connection w ith  a standard ized  
product. T he C om m issioner corrected  th is  situation  by am ending 
Section 121.8(c) on D ecem ber 4. 1959 by  add ing the follow ing:

. . .  o r  w i th  t h e  t e r m s  o f  a  t e m p o r a r y  p e r m i t  i s s u e d  u n d e r  § 3 .1 2  o f  th is  
c h a p te r .  W h e r .  t h e  c o n t e m p l a t e d  u s e  o f  s u c h  a d d i t i v e  c o m p lie s  w i th  t h e  t e r m s  
o f  a  t e m p o r a r y  p e r m i t ,  t h e  fo o d  a d d i t i v e  r e g u l a t io n s  w il l  h e  c o n d i t i o n e d  o n  s u c h  
c o m p l ia n c e  a n d  w il l  e x p i r e  w i th  th e  e x p i r a t io n  o f  t h e  t e m p o r a r y  p e r m i t .2"

T his procedure has recen tly  been followed in connection w ith  
ethy lened iam inete traaceta te , w hich, I m igh t add w ith  a gentle needle 
to  the C om m issioner, is the chem ical nam e of a substance, the  common 
nam e of w hich is E D T A . T he calcium  disodium  form  has been 
approved for use under the  food additives am endm ent in several non- 
standardized foods, and a food additives petition  has been subm itted  
to FD A  for the disodium  dihvdrogen form.

T he calcium  disodiunr E D T A  petition  is no tew orthy  in a t least 
tw o ways. F irs t, the  food additives petition  was, of course, prepared 
prim arily  by the  m anufac tu rer of the  product. B ut custom ers of the 
m anufacturer, w ho w an ted  to  use E D T A  in such standard ized  prod
ucts as m argarine, salad dressing, F rench  dressing and m ayonnaise, 
cooperated closely w ith  the m anufac tu rer in p reparin g  data concern ing 
technical effect, norm al usage and o ther facts pecu liarly  w ith in the 
know ledge of the  m anufac tu rer of the standardized foods in w hich it 
w as desired to  use E D T A . T he m anufactu rers of the standard ized  
products subm itted  data to the m anufactu rer of E D T A , w ho in tu rn  
subm itted  th is data  to  FD A  as p a rt of its food additives petition . 
In o ther w ords, m anufactu rers a t tw o different levels of production  
cooperated closely in subm itting  data in support of a food additives 
petition.

T he second w ay  in w hich the E D T A  situation  is no tew orthy  is 
th a t the food additives regulation  au tho rizes use in a standardized 
product w ith ou t an am endm ent to  the  standard , in accordance w ith  
the am endm ent to  Section 121.8(c) of the regulations. T w o m anu
fac tu rers of these standard ized  products w ho are in terested  in E D T A  
chose to  subm it applications for tem porary  perm its under Section 3.12 
ra th e r than  apply  for an am endm ent to  the  standards, and F D A  has 22

22 21 C F R  S e c . 1 2 1 .8 ( c ) ;  2 4  Federal 
Register 9730 .
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now  issued a food add itives regu la tion  au tho riz ing  the use of calcium  
disodium  E D T A  in m argarine, salad dressing, F rench  dressing  and 
m ayonnaise,"'1 and has issued tem porary  perm its au tho riz ing  the use 
of E D T A  in specific b rands of these four standard ized  foods. T h is 
sam e procedure w as followed in connection w ith  the food additives 
petition  and an application for tem porary  perm it to  use acetone perox
ide in flour and b read .24

Such a s ituation  could conceivably lead to  tem porary  confusion. 
A m argarine m anufac tu rer w ho w an ts  to  use E D T A  can find a food 
additive regulation  w hich perm its calcium  disodium  E D T A  in m ar
garine in an am ount no t to  exceed 75 p arts  per m illion.21’ H e would 
also find, how ever, th a t E D T A  is no t perm itted  in the m argarine 
standard  as an optional ingredient. T he  apparen t dilem m a is, of 
course, solved w hen the m anufacturer finds th a t one of his com petitors 
holds a tem p orary  perm it to  use E D T A  in his b rand  of m argarine , and 
his recourse is obviously to  apply for his ow n tem porary  perm it, or 
for an am endm ent to  the standard .

N ote, how ever, the ra th e r in te restin g  com parison betw een these 
tw o s itu a tio n s: first, a food additives regulation  perm ittin g  E D T A  in 
salad dressing, bu t no provision in the salad dressing standard  per
m ittin g  E D T A  ; second, a food additive regula tion  perm ittin g  T w een 
65 in ice cream , b u t no provision in the ice cream  stan dard  p erm ittin g  
Tw een 65. T he tw o situations appear to  be id e n tic a l: bu t they  are not. 
Salad dressing  m anufactu rers m ay not use E D T A , bu t ice cream  
m anufacturers apparen tly  m ay use Tw een 65. T he  fault. I believe, 
lies in the sho rt-cu t m ethod used to perm it T w eens 65 and 80 in ice 
cream , bu t can easily be rem edied by a publication in the Federal 
Register.

A tem porary  perm it is norm ally valid for one year or until the 
standard  is am ended, w hichever occurs first. T hu s the m anufactu rer 
is enabled to  tes t his p roduct con tain ing  the food additive, under actual 
conditions of in te rs ta te  use, and can acquire inform ation necessary 
for a sound decision on w hether or no t to  petition  for an am endm ent 
to the standard . T he Com m issioner, I believe, deserves the thanks 
of the consum ing public and m anufac tu rers in his forw ard-looking 
decision to  allow  the use of tem porary  perm its to  deviate from a 
standard  by the addition of approved food additives. 23

"’ 26 F ed era l R e g is te r  25 (January  5, “ 25 F ed era l R e g is te r  10092 (O cto ber
1%1). ’ 22, 1960).

23 21 C F R  Sec. 121.1017.
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W hen a tem p orary  perm it expires bv v irtue  of the clock, w ithou t 
a petition for an am endm ent to  perm it the use of the food additive 
hav ing been died, it rem ains to  be seen w h at action if any the  Com 
m issioner m ay take. C onceivably he m ight leave un touched the food 
additives regulation  au tho riz ing  the use of the substance in the 
standardized food, even though  neith er the s tandard  nor a tem porary  
perm it authorized the use. O r he m ight conclude th a t since use of 
the  substance in the Standardized food is no t authorized, the food 
additives regulation  should be revoked. If the substance is one w hich 
is in g rea t dem and for o ther foods in w hich use has no t been authorized, 
because the Com m issioner feels th a t the to ta l quan tity  in the diet is 
a t the  desired m axim um , then I see no reason for not revok ing  the 
food additives regulation , at least as soon as a petition  for perm ission 
to  use the  additive in ano th er type of food is filed.

On the o ther hand, if the m axim um  am ount has not been 
approached for use in o th e r foods, no harm  w ould be done by leaving 
the  food additives regulation  in effect in case som eone w ishes to  file 
ano th er application for a tem porary  perm it err petition  for an am end
m ent to the standards.

A w ord should also be said about food stan dards and indirect 
additives, for exam ple, substances which m ay m igrate from  packaging 
m aterial. W hile , to  the best of m y know ledge, no official s ta tem en t 
has been issued by the C om m issioner, F D A  has app aren tly  taken w hat 
is obviously the correct position th a t indirect additives m ay occur in 
standard ized  foods as well as no nstandard ized  foods, w ith ou t any 
effect on the standards, as long as the indirect add itives are approved 
under the Food A dditives A m endm ent.

Conclusion
In  conclusion, it appears th a t the food additives and food standards 

provisions of the A ct have been adm inistered  well and liberally , if not 
w ith the g rea te s t a lacrity , by the  Food and D ru g  A dm inistra tion , and 
the absence of dispatch  is due to  the fact th a t if anyone a t F D A  is 
m ore overloaded than  the food additives section, it is the food standards 
section. T he beneficiaries of th is p roper adm inistra tion  are consum ers 
w ho will benefit by hav ing b e tte r standardized products available to 
them , additives m anufactu rers w ho will have w ider m arkets for th e ir 
products, and m anufac tu rers of standard ized  foods w ho will be able 
to im prove the  quality  of th e ir  products. [The End]
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The Hale Amendments—
A Pyrrhic Victory?

By VINCENT A. KLEINFELD

The Author, a Member of the Washington, D. C., Law Firm of Bernstein, 
Kleinfeld & Alper, Presented This Paper at the Afternoon Session of 
the Annual Meeting of the New York State Bar Association, January 25.

T H E  H A L E  A M E N D M E N T S  1 to  the  F ederal Food, D rug , and 
Cosm etic A ct, sponsored by the  affected industries, w ere enacted 
w ith the  b lessing of the  Food and D ru g  A dm inistra tion . I t  seem ed 

clear th a t the am endm ents w ere m ost advisable in order to  sim plify the 
procedure for am ending  regulations, p articuarly  by no t requ iring  a 
hearing  w here in d u stry  did no t object to  a  proposed regulation.

T h is aim w as accom plished by  the am endm ents, and the pro
cedure w ith  respect to m aking changes in definitions and standards 
of iden tity  under Section 401, for exam ple, w as considerably simplified. 
T he question rem ains w hether, by reason of the  D yestuffs and Chemi
cals case 2 and the  in terp re ta tion  placed upon it by the  governm ent, 
m ore w as lost by in d u stry  th an  gained.

In  th e  D yestuffs and Chemicals case, the Deputy Commissioner of 
Food and D rug s had published a notice of the  governm ent’s proposal 
to  am end the applicable regula tions by rem oving certain  coal-tar colors 
from  the  approved list for un restric ted  use. A fter receiving com m ents, 
the Com m issioner published an order rem oving the  colors from  th a t 
list because they  w ere no t “harm less and suitable for use” w ith in  the 
m eaning of Section 406(b), then  included in the  Act. T he  order was 
to  becom e effective 90 days a fte r publication  unless stayed by the  filing

1P . L. 335, 83d Cong., 2d Sess.; = D y e s tu f fs  and  C hem ica ls, In c . v. F lem -
P. L. 905, 84th Cong., 2d Sess. rn'mg, 271 F. 2d 281 (CA-8, 1959).
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of objections. T he pe titioner tiled objections w ith in the tim e provided 
by law. and requested  a hearing  pu rsu an t to  the provisions of Section 
701(e).

T he hearing  w as sought p rim arily  on the ground th a t, in issu ing 
the order, the governm ent had failed to  consider w hether the colors 
were harm less and suitable for use under the in tended conditions of 
use. and th a t the colors could so qualify w hen used w ith in  stated  
tolerances. O th e r ob jections w ere generally  to  the effect th a t the 
colors server, a useful pu rpose : th a t there  w ere no reports  of in ju ry  to 
hu m ans; th a t there w as no fear of such in ju ry  from  use by hu m ans; 
and th a t the  C om m issioner should bar only excessive concentrations. 
T he governm ent refused to  g ran t a hearing  and review  w as sought in 
the U n ited  S ta tes C ourt of A ppeals for the  E igh th  C ircuit.

A fter the objections had been filed, b u t before decision by the 
C ourt of A ppeals, the Suprem e C ourt handed down its decision in 
Flemming v. Florida Citrus Exchange.3 The Suprem e C ourt held th a t 
under the A ct, w hile the scientific tests  and stan dards upon w hich the 
governm ent had relied in p recluding the  use of ano ther coal-tar color 
w ere required  to  be “ toxicologically significan t” (a term  reeking w ith 
am bigu ity ), nevertheless, the te s ts  did not have to  depend upon a 
show ing th a t the color w as harm less w hen taken in a particu lar way, 
and in particu lar quantities, by hum ans. (W h e th e r the  Suprem e 
C ourt adopted in toto the late, un lam ented per se rule urged  by the 
governm ent is debatable, bu t th a t is not the sub ject of th is paper.)

U pon the basis of th is holding, the C ourt of A ppeals for the 
E ig h th  C ircuit concluded th a t it could not, of course, reverse the 
Suprem e C ourt, and th a t it w as now settled  law  th a t an o rder p roh ib it
ing  the use of coal-tar colors in foods w as not required  to  be based 
upon tests  show ing th a t the colors w ere harm ful to  hum ans in the 
con tex t of the particu lar in tended use. A ccordingly, the  court held 
th a t the ob jections of the pe tition er w ere w ithou t legal substance and 
th a t a hearing  w ould have been futile.

T he court of appeals, in reality , concluded th a t objections of an 
affected in d u stry  requesting  a hearing  m ust raise an issue w hich the 
Food and E ru g  A dm inistra tion  can legally  consider under the  s ta tu 
to ry  m andate. A fte r quo ting  from  the Suprem e C ourt's  opinion in the 
Florida Citrus Exchange case to the effect th a t a system  of to lerances

3 F le m m in g  v . F lo rid a  C itru s  E x c h a n g e , 
358 U. S. 153 (1958).
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and consideration of particu lar in tended use are no t p rerequ isites of 
te s tin g  basic to  the S ecre ta ry ’s order, and after declaring  th a t the 
in du stry  ob jections before it raised only th a t issue, the  court of ap 
peals s ta te d :

T he hearing  is solely for the purpose of receiving evidence "re levant and 
m aterial to  the issues raised by such objections”. C ertainly, then, the objections, 
in o rder to  be effective and necessita te the hearing requested, m ust be legally 
adequate so that, if true, the order com plained of could not prevail. T he objec
tions m ust raise issues. T he issues m ust be m aterial to the question involved; 
th a t is, the legality of the o rder attacked . T hey  m ay not be frivolous or incon
sequential. W h ere  the objections sta ted  and the issues raised thereby  are, even 
if true, legally insufficient, the ir effect is a nullity and no objections have been 
stated. C ongress did not in tend the governm ental agencies crea ted  by it to 
perform  useless or unfruitfu l tasks. If  it is perfectly  clear th a t pe titioner's  appeal 
for a hearing contains no th ing  m aterial and the objections s ta ted  do not abrogate  
the legality of the o rder attacked , no hearing is required by law.

T hus, bo th  in concept and language the court of appeals m erely 
held th a t w hile the A ct requires a hearing  upon objections, the  ob jec
tions m ust, in effect, s ta te  a cause of action no t sub ject to  dem urrer. 
Ju s t as a t com m on law  if the facts s ta ted  in a com plaint, assum ing  
th e ir  tru th , could no t w ith stand  a dem urrer, so too, if there  w as 
no th ing  w h atev er for the  S ecretary  to consider on the m erits, a  hearing  
w ould necessarily  be futile.

T he ho ld ing of the C ourt of A ppeals for the E ig h th  C ircuit is 
understandable. B u t the governm ent apparen tly  reads m uch m ore 
in to  the opinion than  seem s w arran ted . F o r the position subsequently  
taken by the governm ent in connection w ith  17 o ther coal-tar colors 
seem ed to  be th a t if a conclusion is reached by it on a scientific ques
tion, a h earin g  is no t required  even if there are factual allegations to 
th e  con trary  by the affected industries. In  o ther w ords, we know  we 
are correct and a hearing  w ould, therefore, be a futile gesture.

By o rder published in 24 Federal Register 8065, the D epu ty  Com 
m issioner of Food and D rugs proposed to  rem ove these colors, used 
w idely and for m any years in various drugs and cosm etics, from  the 
list of colors theretofore  perm itted  by the  Food and D ru g  A dm inis
tra tion  for un restric ted  use in such products. P rio r to  the order, the 
agency had inform ally advised th e  industries th a t its proposal to  delist 
these colors w ould be the  sub ject of a public hearing.

Im m ediate ly  a fte r the D yestuffs and Chemicals decision, however, 
it becam e clear th a t the governm ent now proposed to  change its m ind 
and issue, w ith ou t any hearings, a delisting  o rder v ita lly  affecting the 
regula ted  industries. T he reasoning  behind th is is no t en tire ly  clear,
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for th a t case did not, after all, estab lish  new law. I t  m erely held th a t 
the position w hich th e  Food and D ru g  A dm in istra tion  had taken, in 
the contex t of the facts p resen t in the case, w as correct.

T he governm ent proposed not to  g ran t a hearing  w ith  respect to  
the 17 colors, m any of w hich w ere v ita l to  the affected industries, and 
w hich the governm ent acknow ledged presen ted  no hazard ,4 n o tw ith 
stand ing  th a t the industries had subm itted  objections to  the  factual 
and scientific bases of the Com m ission 's proposed action. T he in
dustries asserted  th a t the C om m issioner’s order w as objectionable 
because, inter alia, the tests  upon the basis of w hich the order had 
issued w ere not scientifically proper. T he industries alleged th a t the  
evidence of any  po ten tial in ju ry  from  the  use of the colors w as entire ly  
inadequate from  a pharm acological and toxicological stan dp o in t be
cause the m ethod of tes tin g  relied upon by the governm ent w as not 
scientifically proper in the circum stances, and th a t reliable conclusions 
could only be draw n from  chronic tox ic ity  te s ts  a t levels w hich w ere 
pharm acologically  significant, and no t from  90-day sub-acute feeding 
tests. Affidavits of experts to  th a t effect w ere subm itted  by the 
industries.

W ith  the g rea te s t reluctance, a decision to  g ran t a hearing  w as 
reached by  the  governm ent. T h is m ay have been due to  the fact th a t 
in th e ir  objections the in du stries also pointed ou t th a t te s ts  had been 
conducted by the  Food and D ru g  A dm in istra tion  on only som e of th e  
colors, and th a t o thers had been ou tlaw ed w ith ou t any  te s tin g  w h a t
ever on the assum ption th a t they  w ere chem ically related  to  those 
w hich had been tested  so th a t the sam e resu lts could be assum ed. T he 
industries challenged th is assum ption, and subm itted  fu rth er affidavits 
of sc ien tists su p po rting  th is objection. A pparen tly  because of these 
objections, the governm ent then conducted tests  which disclosed th a t 
som e of these “re la ted” colors did not, in fact, have the sam e effects

4 See, for exam ple, the A n n u a l R e p o r t  
o f  th e  F o o d  and  D ru g  A d m in is tra tio n ,  
1959, w here the follow ing appears: 

“ Because of injury to test anim als, 
a proposal w as m ade to rem ove 17 
colors from  the list of those certifiable 
for use in d rugs and cosm etics, while 
continuing to certify  13 for use in ex
ternally  applied drugs and cosmetics. 
Som e of these colors are w idely used 
in lipsticks, w hich are not considered 
‘ex ternally  applied’ because they are

partia lly  ingested and absorbed through 
the m ucous m em branes. T he proposal 
has been opposed by d rug  and cos
m etic m anufactu rers w ho w ould be 
seriously affected by the delisting. A l
though there is no evidence th a t lip
sticks now  em ploying these colors are 
injurious, there is no au tho rity  under 
the act to establish tolerances for a 
coal-tar color found not ‘harm less’ in 
any concentra tion .”
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on test anim als as the colors w hich had been tested. T his, in itself, 
w ould seem to h igh ligh t the necessity  for hearings and the value of 
cross-exam ination .3 * 5 6

I t  is difficult to  un derstan d  the  reluctance to g ran t such hearings, 
particu larly  w here the effect of an order proposed by the  governm ent 
will often have a profound effect upon industry . T he language of 
Section 701 of the Act. as passed in 1938, w as clear and specific. It 
was m andatory  th a t a hearing be held upon ob jections to  an order 
proposed by  the Food and D rug  A dm inistra tion , th a t any  order issued 
a fte r the filing of ob jections be based upon substan tia l evidence of 
record at the hearing, and th a t the o rder be supported  by detailed 
findings of fact. T he  C ongressional purpose w as obvious. Because 
orders proposed by the Food and D rug  A dm inistra tion  are u n ila te r
ally conceived, and because such proposed orders generally  have 
serious and w idespread im pact upon in d u stry  as well as the consum er. 
C ongress created  a specific m echanism  to  test, by public hearing, by 
the production and evaluation of evidence, and by the  orderly  p ro 
cesses of exam ination  and cross-exam ination , w hether the o rder should 
properly  issue.8

T hus, the orig inal p ertinen t provisions of the  F ederal Food, D rug, 
and Cosm etic A ct, set forth below ,7 required  a hearing  upon any pro-

3 Cf. the recent case of C ertified  C olor  
in d u s tr y  C o m m itte e  e t al. v. F lem m in g , 
CCH F ood D rug C o s m e t ic  L a w  R e 
ports ff 7620, 283 F. 2d 622 (CA-2,
1960), w here the U nited  S tates Court 
of Appeals for the Second Circuit 
stated, w ith respect to the S ecre tary ’s 
o rder w ithdraw ing the ou tstan ding  cer
tificate approving the use of FD& C 
Red No. 1 :

“T he objections filed by the Com 
m ittee, quoted above, were certainly 
sufficient to raise the issue of the harm 
less o r non-harm less character of Red 
1, w hich is a question of fact. As no 
underly ing factual determ ination  of a 
sort sufficient to justify  w ithdraw al of 
certificates had been made, the objec
tions raised m ore than a ‘legal issue.’ ”

6 See, for exam ple, H. Rept. 2139,
75th Cong., 3d Sess., accom panying
S. 5. C ongressm an Lea, in charge of 
the bill on the floor of the H ouse of 
R epresentatives, said:

“T he regulation tha t is adopted in 
this bill in section (e) of 701, in m v 
opinion, is of more importance to orderly 
procedure and in aid of the gov ern
m ent departm en ts in passing regula
tions than the court review  section 
itself. T his provision in our bill was 
w ritten  before the Suprem e C ourt made 
its famous decision in the M o rg a n  case, 
bu t it, in substance, provides tha t the 
legislative agency shall do the very  
things tha t the Suprem e C ourt said 
they should do in the M o rg a n  case.” 
(83 C on g ressio na l R e c o rd  9096 (1938)).

' “T he A dm inistra tor, on his own 
initiative or upon an application of 
any in terested  industry  or substantial 
portion thereof stating reasonable grounds 
therefor, shall hold a public hearing 
upon a proposal to issue, am end, or 
repeal any regulation  contem plated by 
anv of the foregoing sections of this 
A ct: 401. 403(j ), 404(a), 406(a) and 
(b ). 501(b), 502(d), 505(h), 405 and
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pnsal in itia ted  by the S ecretary  to issue or a lte r  any regulation , even, 
apparen tly , w here there w as no dispute. C ongress chose to adopt 
an unusual approach by im posing on the rule-m aking pow ers of the 
S ecretary  the safeguards custom arily  applied in quasi-judicial p ro
ceedings. T hereto fo re, the adoption of general regulations by ad
m in istrative action, even w here penal consequences a ttached  to their 
violation, had no t been surrounded  by the safeguards th a t a tten d  a 
judicial proceeding or an adm in istra tive  proceeding of a quasi
judicial character. In  the A ct. the m ajo r requirem ents of quasi-jud i
cial proceedings, including the holding of a hearing, w ere explicitly 
incorporated in to  Section 701 (e I of the  A ct as passed .'

E xperience under the Act subsequent to  1938 dem onstra ted  that 
it was unnecessarily  burdensom e, tim e-consum ing and expensive to  
require a hearing  in every instance, since m any proposals w ere o u t
side the zone of con ten tion and w ere sa tisfac to ry  to both the S ecretarv  
and industry . A ccordingly, at the suggestion  of in du stry  and w ith  the 
support of the S ecretary , the A ct w as am ended to  require a hearing- 
only for those proposed regulations to  w hich in du stry  specifically 
objected. T he am endm ent has been converted  by the governm ent,
( I-oo tn o tc  7 co n tin u ed )
604. T he A dm in istra to r shall give ap 
propriate notice of the hearing, and 
the notice shall set forth  the proposal 
in general term s and specify the tim e 
and place for a public hearing to be 
held thereon not less than  th irty  days 
after the date of the notice, except that 
the public hearing on regulations under 
section 404(a) m ay be held w ithin a 
reasonable time, to  be fixed by the 
A d m inistra tor, after notice thereof. At 
the hearing any in terested  person m ay 
be heard  in person or by his rep re
sentative. As soon as practicable after 
com pletion of .lie hearing, the A dm in
is tra to r shall by order m ake public his 
action issuing, am ending, or repealing 
the regulation  or determ ining not to 
take such action. T he A dm in istra to r 
shall base his o rder only on substan 
tial evidence of record  at the hearing 
and shall set fo rth  as pa rt of the order 
detailed findings of fact on which the 
o rd er is based. No such o rder shall 
take effect prior to  the ninetieth day

after it is issued, except th a t if the 
Adm inistrator finds that emergency con
ditions exist necessita ting  an earlier 
effective date, then the A d m inistra tor 
shall specify in the order his findings 
as to such conditions and the order 
shall take effect at such earlier date as 
the A dm in istra to r shall specify therein 
to meet the em ergency.”

8 “H e a rin g s . — A proposal to issue, 
am end, or repeal any such regulation 
[listing of harm less coal-tar colors and 
certification of hatches thereof for foods, 
drugs, or cosm etics] is to be m ade by 
the S ecre tary  of A griculture on his 
own initiative, or by the in terested  in 
dustry  o r a substantial portion thereof, 
and the S ecre tary  is required  to set the 
proposal for hearing. T he proposal is 
to  be set fo rth  in general term s so tha t 
the S ecre tary  will be free to fram e the 
precise language of the regulation or 
am endm ent o r repeal in the light of 
the evidence developed at the hearing.” 
H. Rept. 2139, 75th Cong., 3d Sess. 
(1938).
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however, in to an au tho rization  for the S ecretary  to  g ran t or w ithhold  
a public hearing at his absolute discretion. T h is w as no t the  in ten t 
of Congress.

Legislative History of Administrative Hearings Provisions of 
Federal Food, Drug, and Cosmetic Act, as Amended

T he legislative h isto ry  of Section 701 of the A ct reveals in the 
clearest and m ost unam biguous language th a t C ongress m eant w hat 
it said in explicitly  requiring  a hearing  w here ob jection is taken to 
action in s titu ted  by the S ecretary  to issue, m odify or repeal an order. 
In  view of this, it is difficult to  understand  the position taken by the 
governm ent th a t am endm ents of the section, proposed by industry  
and recom m ended by  the  governm ent for the specific purpose of not 
requiring  hearings w here ob jections are no t raised, rem oved the righ t 
to  a hearing  w here factual ob jections are asserted.

Legislative History of Section 701 of Act as Enacted in 1938
T he m ost hotly contested provisions of the m any bills w hich were 

in troduced and debated  during  the five years it took to  pass the 
original 1938 A ct w ere those perta in in g  to adm inistra tive  proceedings 
and judicial review. As sta ted , the in ten t w as clearly expressed th a t 
Congress w as going to  see to  it th a t the procedures trad itionally  
encom passed only in judicial and quasi-judicial doctrines were to ap 
ply to  the ru le-m aking pow ers gran ted  to  the Secretary .9

T he F ederal Food, D rug, and Cosm etic A ct consequently  em 
bodied the grow ing  tendency on the part of Congress to  im pose strict 
procedural requ irem ents upon regu la to ry  agencies in the exercise of 
rule-m aking powers. U nder the Federal Food, D rug, and Cosmetic 
Act, as passed in 1938, the S ecretary  was required to  observe a careful 
procedure in p rom ulgating  regulations. T he resu lting  process re 
sem bled the previous m achinery for p rescrib ing  public u tility  rates, 
ra th e r than  th a t em ployed in devising health  and safety regu la tions.111 
T here was no dispute w hatever th a t w here indu stry  objected to  a 
proposed order of the  Secretary , Congress had insisted th a t fair plav 
and ju stice necessitated  a hearing. In  fact, Congress felt so strongly  
about the necessity  for p reven ting  a rb itra ry  action and provid ing for 
a record based on the trad itional concepts of exam ination and cross- 3

3 See 83 C on g ressio na l R e c o rd  11830 '"F u ch s, “ P rocedure in A dm inistra- 
(June 13, 1938). five R ule-M aking,” 52 H a r v a r d  L a ic

R e v ie w  259, 276-280 (1938).
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exam ination , th a t it apparen tly  required  a public hearing  even w here 
there w as no objection by in du stry  to  a proposed o rder of the 
Secretary .

History of First Amendment of Administrative 
Provisions of Act

T he first am endm ent w as designed to  revise Section 701 of the 
orig inal Act. 21 U SC  371. only w ith respect to  regulations dealing w ith 
definitions and stan dards of iden tity  for foods (Section 401, 21 USC 
341). T he legislative h isto ry  is explicit in exp lain ing  th a t the am end
m ent w as designed m erely to  rem ove the necessity  for a hearin g  w here 
there are no objections.

O nly tw o w itnesses testified at the H earin g  Before a Subcom 
m ittee of the C om m ittee On In te rs ta te  and F oreign Com m erce, H ouse 
of R epresen tatives, E ig h ty -th ird  Congress, F irs t Session, on H . R. 
5055, “A bill to  am end Sections 401 and 701 of the F ederal Food, D rug, 
and Cosm etic A ct so as to sim plify the procedures govern ing  the es
tab lishm ent of food stan dards.” M r. M ichael M arkel, appearing  on 
behalf of the Food, D rug  and Cosm etic law section of the N ew  Y ork 
S ta te  B ar A ssociation , testified as follow s :

P. 7. In  brief, C ongressm an H a le’s bill would do two th ings:
(1) I t w o rld  elim inate the requirem ent that food standards be prom ulgated  

on the basis of evidence of record at a form al hearing unless such a hearing  is 
desired by any p a rty  wdio w ishes to  m ake a form al record for the purpose of 
possible judicial review. T his change would greatly  reduce the tim e and cost 
to  both  G overnm ent and industry  involved in issuing food standards.

P. 9. T he law [the original A ct] requires that all regulations, w hether chal
lenged or not, be based “only on substantial evidence of record a t the hearing”.
. . . H ow ever, all th a t can be done about th is has been done by liberalizing the 
procedures as m uch as possible in the presence of s ta tu to ry  m andate tha t a regu
lation m ust be based “only on substan tia l evidence of record at the hearing” , 
w hether the regulations be controversial o r not. . . .

P. 11. P arag raph  (b )(2 )  of the bill serves to preserve the present safeguards 
by provid ing that anyone dissatisfied w ith the proposal as issued under (b )(1 )  
m y [m ay] file objections and. by so doing, invoke the full form al procedures 
now available under the law. In o ther w ords, the present provisions would 
rem ain in full force and effect in favor of any dissatisfied party  who would be 
adversely affected by a regulation.

T he follow ing colloquy occurred  w ith  regard  to  the situation  
w here objections are filed :

P. 14. M r. Springer (read in g):
Shall, by order, act upon such proposal and m ake such order public.
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M r. M arkel. Yes sir. T h a t o rder would then include the proposed regu la
tion, tha t m ay be identical in w ord ing w ith the proposal but its sta tus now w ould 
be th a t of a proposed regulation.

Mr. Springer. B ut she [the Secre tary] does issue the order?
Mr. M arkel. Yes.
Mr. Springer. Is tha t t ie effect of a regulation 1
Mr. M arkel. If no objections are filed w ith in the specified time.
M r. Springer. I have not gotten to that point. A t this point, she issues a 

regulation if she w ants to.
M r. M arkel. Yes.
Mr. Springer. B ut it cannot becom e effective for 30 days.
M r. M arkel. R ight.
Mr. Springer. A t that point, is there a stay  of all proceedings?
Mr. M arkel. C orrect.
M r. Springer. T hen  she m ust call a public hearing?
Mr. M arkel. Right.
Mr. Springer. A w itness or anyone can be heard?
Mr. M arkel. Yes.
M r. Springer. N ow  at tha t point it" she issues an order “such o rder shall 

be based only on substan tia l evidence at such hearing.” Now in th a t kind of 
a case she m ust base her o rder only on the record?1

Mr. M arkel. R ight.
M r. C harles \Y. Craw ford, then Com m issioner of the Food and 

D rug  A dm inistra tion , w as the only o ther w itness. H e sta ted  at 
page 16:

I would like to say m erely tha t the D epartm en t endorses this legislation, 
ft believes th a t it will sim plify the proceedings, speed them  up; it will sacrifice 
no rights, public or private, and will save the G overnm ent a lot of m oney in 
m y judgm ent.

The House Report, 934, E ighty-third Congress, F irst Session, accom
panying H. R. 6434, “A m ending Sections 401 and 701 of the Federal 
Food, D rug , and Cosm etic A ct W ith  R espect T o E stab lish m en t of 
Food S tan dards,” w as equally  clear in po in ting  ou t that the righ t to  a 
hearing  w as preserved w here con troversy  exists :

Pp. 2, 3. T he consensus of opinion, as expressed in these com m unications 
and by the w itnesses appearing before the com m ittee m ay be fairly sta ted  to 
be tha t (a) the procedural requirem ents of the present law are unnecessarily  
burdensom e in tha t they  require form al hearings and all tha t this implies, w hether 
a proposed regulation is controversial or not, w ith the resu ltan t unless expenditure 
of tim e and m oney by botii the G overnm ent and the interested industry , even 
w hen all are in agreem ent as to  the proposed regulation; and (b) the proposed 
legislation is favored by them  because it should provide the needed relief from 
these, unnecessary  burdens by elim inating the requirem ent for form al hearings 
except in instances w here such a hearing is desired for the purpose of provid ing 
a basis for the judicial review  as now provided in the act, should the objecting  
party  find the ultim ate regulation still objectionable.

PAGE 158 FOOD DRUG COSM ETIC LAW  JO U R N A L ----M ARCH, 1961



A ppended to  the report w as ;i le tte r dated  Ju ly  13, 1953, tran s
m itted to  the com m ittee by the S ecretary  of H ealth , E ducation , and 
W elfare. T h a t le tte r sta ted , in p ertinen t p a rt :

T he bill would provide for issuing, am ending, or repealing food standards 
regulations by a procedure com parable to tha t specified by section 507(f) of 
the act for regulations concerning the certification of certain  antibiotic drugs. 
T his bill would greatly  facilitate noil-controversial changes in food standards 
regulations. I t  would elim inate the necessity  for public hearings and the estab 
lishm ent of a record of testim ony and exhibits where, after due notice, it 
developed no one opposed the change. A fu rther advantage would be to simplify 
hearings on regulations containing both  controversial and non-controversial 
issues by separa ting  and elim inating the non-controversial.

T he sam e explanation of the purpose of the bill was m ade by  the 
Senate Com m ittee on L abor and Public W elfare. T he com m ittee 
declared :

The consensus of opinion among all the leading food producers, as well as Food 
and D rug Administration officials, is that the existing standard-m aking procedures are 
slow and cumbersome. The procedural requirements of the present law are unneces
sarily burdensome in that they require formal hearings and all that this implies, 
whether a proposed regulation is controversial or not, with the resultant useless exjiend- 
iture of time and money by both the Government and the interested industry, even 
when all are in agreement as to the proposed regulation. Enactment of this bill would 
provide needed relief from  these unnecessary  burdens by elim inating the require
m ent for form al hearings except in instances w here such a hearing is desired 
for the purpose of providing a basis for the judicial review  as now provided in 
the act, should the objecting party  find the u ltim ate regulation still objectionable.

T h e  C om m issioner of Food and D rugs, toge ther with counsel representing  
the in terest of leading food producers, appeared before m em bers of the Subcom 
m ittee on H ealth  of this com m ittee and strong ly  urged  the early  enactm ent of 
this legislation. All com m unications received by the com m ittee concerning this 
m easure have been unanim ous in favor of the bill’s enactm ent and the com m ittee 
know s of no opposition there to  (S. Rept. 1060, 83d Cong., 2d Sess.).

T he brief debate on the door of the Senate on the bill again h igh
ligh ted  the clear in ten t of C ongress to  preserve the m andato ry  righ t 
to  a hearing  w here objections w ere asserted  to a proposed order 
( pages 4287-4288, Congressional Record, April 5, 1954) :

Mr. P u rte ll: M r. Presiden t, the main purpose of the bill is to facilitate the 
m aking of noncontroversial changes in food standard s regulations. T he bill 
is designed to—

F irst. Simplify the procedures governing the issuing, am ending, or repealing 
of regulations fixing and establish ing definitions and standards of identity, 
s tandards of quality, or s tandard s of fill of container for foods as au thorized by 
section 401 of the Federal Food, D rug , and Cosm etic Act by restric ting  the 
requirem ents for the form al type of hearings, as now prescribed in section 701(e) 
of that Act, to  instances w here this procedure is desired by a party  w ho would 
be adverselv  affected if the regulation, as proposed, were to be effective. . . .
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M r. Gore. T he distinguished Senator from  C onnecticut has m ade an able 
explanation of the bill. Does be consider it in the public in te rest th a t form al 
hearings be waived, even though no direct controversy  is involved? W ould  not 
it be in the public in terest to have available to the public the reasons form ally 
stated , for such regulations?

Mr. P urtell. Public hearings are not to be waived, in the sense th a t there 
are to be no public hearings, when anyone at all objects to the proposed reg u 
lations. T he bill provides that tim e for the filing of objections will be allowed, 
and then a hearing will be held before any such regulation on the p a rt of the 
Food and D rug  A dm inistra tion  will becom e binding on the public.

(T he  bill passed the H ouse w ith ou t debate (page 10753. Congres
sional Record, Ju ly  20. 1953).)

History of Subsequent Amendment of Section 701 of Act
T he experience under the first am endm ent w as g ra tify ing  to  both 

the S ecretary  and industry . I t  w as determ ined, therefore, to  extend 
to all the types of regula tions specified in Section 701(e), and not 
m erely to  food stan dards regulations, the procedure w hereby hearings 
would not be required because ob jections had no t been raised. A gain, 
the legislative h is to ry  of th is  subsequent am endm ent (p u ttin g  the 
adm inistra tive  proceedings provisions of the F ederal Food, D rug, and 
Cosm etic A ct in th e ir p resen t form ) reveals clearly the  m andate of 
Congress to  do aw ay w ith  hearings w here there w as no objection, and 
to retain  them  w hen there was controversy.

T he rep o rt of the H ouse C om m ittee on In te rs ta te  and Foreign 
Com m erce (H . R cpt. 2623, E igh ty -fou rth  C ongress, Second Session) 
accom panying H . R. 9547, w hich becam e law, and the S ecretary 's  le tte r 
to  the com m ittee w ith respect to  the am endm ent, w ere explicit. T he 
report pointed o u t :

T h e purpose of the bill is to sim plify the procedures followed by the Food 
and D rug  A dm inistra tion  in m aking regulations under certain provisions of the 
I 'ederal Food, D rug, and Cosm etic Act. T he bill would rem ove in specified 
situations, w here the proposed regulations arc not controversial, the m andato ry  
requirem ent of follow ing form al ru lem aking procedures.

T he legislation would extend the procedural sim plification provisions of 
Public I.aw  335, 83d Congress. Public Law  335 was lim ited in its application 
to  regulations establish ing standard s of identity, s tandard s of quality, or s tandards 
of fill of container, for food products. The experience under Public Law  335 
has been so gratify ing  to both industry  and governm ent that all concerned desire 
to  have this simplified procedure apply to all regu la tory  procedures referred  to 
in section 701 of the P'ederal Food, D rug, and Cosm etic Act. T hese include 
labeling for special d ietary  foods, tolerances for necessary  and unavoidable 
poisonous and deleterious substances in foods, listing of coal-tar colors which 
m ay be certified for use in food, drugs, and cosm etics, and o ther provisions 
calling for rulem aking by the Food and D rug  A dm inistration.
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T he procedural requirem ents of the p resen t law arc unnecessarily  burden
some. T hey  require form al hearings, w hether a proposed regulation is co n tro 
versial o r not. T his results in useless expenditures of tim e and m oney by both 
the G overnm ent and the in terested  industry .

T he com m unication directed to  the com m ittee by the S ecretary  
of H ealth , E ducation , and W elfare  (pages 2 and  3 of the repo rt)  was 
equally  specific. T he S ecre tary  s ta ted  :

T he bill w ould greatly  facilitate the establishm ent of regulations insofar as 
they are noncontroversial. I t  would also sim plify hearings on regulations con
taining both controversial and noncontroversial issues by separa ting  and elim i
nating  the noncontroversial. O n the narrow  issues about w hich there is 
controversy , any in terested  person affected by a proposed regulation could, by 
tiling a petition, initiate the form al procedure, including a public hearing, estab 
lishm ent of the public record on which our action would he based, and review 
of our action in the U nited  S tates C ourt of Appeals. T hus, no substantial rights 
of any person would be relieved of protection, while governm ent, the public, and 
indu stry  are relieved of the costs and expenditure of tim e in holding hearings 
on points about which all agree.

Y our com m ittee 's report on H . R. 6434 (w hich becom es Public Law 335) 
sta ted  in regard  to the proposal to  sim plify the procedure for food standards 
issued under section 401 of the act:

“All of the com m unications received by the com m ittee, including m any not 
a part of the record, and both of the w itnesses appearing before the com m ittee, 
favored the proposed legislation and urged its early  enactm ent. T here  is no 
known opposition.

“T he consensus of opinion as expressed in these com m unications and by 
w itnesses appearing before the com m ittee m ay be fairly stated  to be th a t (a) the 
procedural requirem ents of the present law are unnecessarily  burdensom e in that 
they require form al hearings and all tha t this implies, w hether a proposed reg u 
lation is controversial or not, w ith the resu ltan t useless expenditure of tim e and 
m oney by both the G overnm ent and the in terested  industry , even when all are 
in agreem ent as to the proposed regulation; and (b ) the proposed legislation is 
favored by them  because it should provide the needed relief from  these unneces
sary  burdens by elim inating the requirem ent for form al hearings except in 
instances w here such a hearing is desired for the purpose of providing a basis 
for the judicial review as now provided in the act, should the objecting  party  
find the ultim ate regulation still objectionable (H . Rept. 934, 83d Cong., 1st sess.)."

W e believe th a t the am endm ent of section 701(e) contained in the  bill, which 
m akes the sim plification effected by Public Law  335 applicable to the procedure 
for the o ther regulations governed by section 701(e), will prove as non contro
versial in its extension to  o the r regulations as was the p rio r am endm ent affecting 
only the food standards procedure.

T he ex isting law is unnecessarily  burdensom e, and the proposed bill would 
afford the required  relief. W e recom m end tha t it be considered favorably by 
your com m ittee.

In  a com m unication to  the com m ittee from  the D epu ty  A tto rney  
General, a ttached  to  the report, the D epartm ent of Justice  pointed out. 
sim ilarly  ;
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T he purpose of the bill would be accom plished by elim inating the p resen t 
requirem ent of the Federal Food, D rug, and Cosm etic A ct th a t hearings be 
conducted in certain  cases although  no controversy  exists.

T he act now provides lo r tw o separa te  procedures perta in ing  to  the issuance 
of regulations. Section 401(b) relates to regulations pertain ing to s tand ard s of 
identity , quality, and fill of container for food. Section 701(e) relates to regu
lations issued pursuan t to  eight o ther sections of the act. U n der this la tte r 
provision a public hearing is required as a condition precedent to the issuance, 
am endm ent, or repeal of any regulation covered. U n d er section 401(b) a public 
hearing need be held only w hen requested  by a person adversely affected by 
a proposed ru lem aking action.

T he bill would establish a uniform  procedure for the issuance of regulations 
under the listed sections, and would adopt the provisions of section 401(h) w ith  
respect to public hearing as applicable to all of the sections.

T he testim ony  a t the H earings Before a  Subcom m ittee of the 
Com m ittee on In te rs ta te  and F oreign Com m erce. H ouse of R ep re
sentatives, E ig h ty -fo u rth  Congress, Second Session, on H . R. 4785, 
H . R. 9547 (the  bill in qu estio n), H . R. 9725 and FI. R. 10519, had 
specifically set fo rth  the sam e views. C ongressm an H ale, the  sponsor 
of the bill, m ade the follow ing explanation  of the bill to  the  co m m ittee :

T he bill would am end the Federal Food, D rug, and Cosm etic A ct so as to 
sim plify the procedures required to be followed und er the act in prom ulgating  
form al regulations. Specifically, the bill would do only one th ing ; it would 
elim inate the requirem ent for form al procedure and a form al record w hen all 
concerned are in agreem ent, bu t would preserve the present procedure w here a 
hearing is desired by any disagreeing party . T hus there would be no need for 
expensive and costly hearings except in instances which involved controversial 
questions w here any adversely  affected p a rty  w ishes to m ake a form al record 
as the basis for adm inistrative action and judicial review. . . .

T he bill has been prepared  by M r. A llen Pcrlev , our legislative counsel, 
after collaboration w ith both  G overnm ent and industry  representatives. T o  the 
best of my know ledge, there is no objection to  it.

T he fact th a t the S ecretary  no t only did no t object to  the bill and 
its purposes, bu t favored it, w as b rou gh t ou t in a le tte r from  the 
S ecretary , dated  Jun e  6, 1956, to  the  P res id en t of the Senate, a copv 
of w hich w as a ttached  to the  record of the  hearings a t page 16. The 
S ecretary  d ec la red ;

T he bill w ould g rea tly  facilitate the establishm ent of regulations insofar as 
they are noncontroversial. I t  would also sim plify hearings on regulations con
taining both controversial and noncontroversial issues by separating and eliminating 
the noncontroversial. O n the narrow ' issues about which there is controversy, 
any in terested  person affected by a proposed regulation could, by  filing a petition, 
initiate the form al procedure, including a public hearing, establishm ent of the 
public record on w hich our record would be based, and review of our action in 
the U nited  S tates C ourt of Appeals. T hus, no substantial righ ts of any person 
v 'ould be relieved of protection, while G overnm ent, the public and indu stry  are 
relieved of the costs and expenditure of tim e in holding hearings on points about 
which all agree.
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T he D epu ty  C om m issioner of Food and D rugs testified before 
the com m ittee. H e did no t ob ject to  the  bill or to  the  explicit ex
planation  th a t th ere  w as no desire to  rem ove the  requirem ent for a 
public hearing  w here there  w ere ob jections to  a  proposed regulation  
by the Secretary . R ather, the  D epu ty  Com m issioner s ta ted  briefly 
a t page 38:

I would like to  have the record show that we have had experience w ith a 
sim ilar provision applicable to food standards alone, and th a t experience has 
convinced us th a t ex tending it to  o ther form s of rulem aking is highly desirable. 
W e are very  m uch in favor of that piece of legislation.

Conclusion
I t  is no t too frequent th a t explicit s ta tu to ry  language is b u t

tressed  by equally clear language in the applicable debates. C ongres
sional hearings and reports. T he m andato ry  provisions for a hearing 
in advance of adm in istra tive  action affecting personal or p rop erty  
rig h ts  is the  s ta tu to ry  em bodim ent of a legal concept of fair play 
fundam ental to  our system  of ju risp rudence .11 T h is concent w as 
specifically in sisted  upon by C ongress in connection w ith  the  rule- 
m aking au tho riza tio n  vested  in the  S ecretary  by Section 701(e) of the 
Act, and C ongress reasserted  its in ten t in the  legislative h is to ry  of the 
H ale A m endm ents of the  section. I t  w ould appear abundan tly  clear, 
therefore, th a t if any  factual issue w h atev er is raised w ith  respect to  
an o rder proposed by the S ecretary  under Section 701, a hearin g  is 
required  as a m a tte r  of law. [The End]

CHICKEN VACCINE MANUFACTURER SUED
An action b ro ug h t against the m aker of a dust vaccine for the 

im m unization of chickens was dism issed by the N ew  Y ork  Suprem e 
C ourt for w ant of p riv ity  betw een the plaintiff and the defendant. T he 
plaintiff alleged th a t certain  w arran ties  contained in the defendant’s 
advertising  litera tu re  w ere untrue, and th a t dam age had resu lted  from 
the  plaintiff’s reliance on them . T he court said:

“ It is clearly established as the law  of this S tate th a t an action for 
breach of w arran ty , express o r implied, does no t lie in the absence of 
a contractual relationship. . . . E ven if such a course w ere desirable 
it is not w ithin the province of this court to change ex isting law or 
to m ake a determ ination  co n tra ry  to b ind ing precedents.”— C an ter  v. 
A m e ric a n  C ya n a m id  C om p a ny , N ew  Y o rk  Suprem e Court. D ecem ber 2, 
1960. 12 N eg lig en ce  C a ses  (2d) 53.

11 See, for example. S ta n d a rd  A ir lin e s ,
Inc. v. C iv il A e ro n a u tic s  B o a rd , 177 F.
2d 18, 21 (CA  of DC, 1949).
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Conflicts
Between State and Federal 
Food and Drug Laws
By THOMAS W . CHRISTOPHER

This Paper W as Presented at the Afternoon Session of the Annual Meeting of 
the Section on Food, Drug and Cosmetic Law, New York State Bar Association. 
The Author Is an Attorney for the Corn Products Company in New York City.

T H E R E  A R E  A N U M B E R  of concepts for dealing w ith  situations 
w here bo th  th e  s ta te  and the federal governm ent have sta tu te s  
on the sam e subject. Some areas are reserved exclusively to the 

national governm ent, the  issuance of m oney being an exam ple. Some 
areas w hich norm ally  are open to  s ta te  regulation  have been p re
em pted by federal legislation and th us closed to  sta te  controls, aspects 
of labor problem s being exam ples.

A th ird  concept perm its s ta te  regulation  in areas w here C ongress 
has not acted or w here it has acted so long as there is no conflict, and 
th is is the concept th a t generally  applies to  s ta te  food and drug  leg is
lation. T hus, ba rring  questions such as due process and equal p ro tec
tion, so long as there is no conflict, the federal C onstitu tion  does not 
in terfere  w ith  s ta te  s ta tu te s  dealing w ith  narcotics and o ther drugs 
and w ith  foods ; the im portant federal question in these cases is whether 
there  is conflict. T here  are several landm ark decisions by the  U nited  
S ta tes Suprem e C ourt on the  conflicts problem  and these lay down 
fairly  clear guides.

Conflicts in Fact
T he first of these is Savage v. Jones,1 decided by the Suprem e 

C ourt in 1912. T here , an Ind iana  s ta tu te  required  a tag  on com m ercial
1 S a v a g e  v. Jo n es , 225 U. S. 501 (1912),
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anim al feeds g iving the  ingred ien ts and the  m inim um  percentages of 
crude fa t and crude protein : th is in form ation w as no t required  by the 
Federal Food and D rug  Act. W e th u s  have a situation  w here a state  
law  requires additional in form ation on the  labeling.

In  its decision upho ld ing  the  Ind iana  requirem ent, the  Suprem e 
C ourt po in ts ou t th a t the federal s ta tu te  does no t p roh ib it the  giving 
of the inform ation in question, and, fu rther, th a t requ iring  this inform a
tion does no t in terfere  w ith  the federal control. So. the s ta te  is free 
to  act. T h is decision is very m uch in po in t in considering state  
requirem ents w hich call for additional inform ation.

A n other decision on th is issue is Corn Products Company v. Eddy - 
L nlike the federal law. a s ta te  s ta tu te  required th a t the label of syrup 
disclose the  ingred ien ts and proportions, th u s  add ing to the federal 
requirem ents. As in the Sarvgc case, the Suprem e C ourt had no trouble 
upholding th is s ta tu te  as no t v io lating  federal prohibitions.

T hese  decisions p re tty  well se ttle  th is issue. T oday, we have 
exam ples of additional s ta te  requirem ents in the m argarine field when 
several states demand special labeling in addition to the federal specifica
tions, and such dem ands do no t raise serious legal questions so long 
as th ey  are m erely additive in nature.

A som ew hat sim ilar issue arises w hen a sta te  ou tlaw s an ingredient 
or a p roduct w hich is not p roh ib ited  by the federal s ta tu tes. For 
exam ple, m ay a leg islature proscribe colored m argarine, or plain unen
riched flour, or c igarettes, or coal ta r  dyes in food ?

The W eigh  2 3 * case in 1919 involved a sta te  s ta tu te  w hich banned 
foods con tain ing  benzoic acid—an ingred ien t not illegal under the 
federal acts. T he plaintiff shipped fru it p roducts con tain ing  benzoic 
acid in in te rs ta te  com m erce in to  the sta te  in question. T he  local p ro
hibition applied only to  retail sales in single ja rs  or bo ttles. T he 
Suprem e C ourt upheld the sta tu te , say ing  th a t it applied only to  retail 
sales within the state and. thus, did not interfere with interstate commerce.

On a sligh t variation , ano ther s ta te  s ta tu te  w as upheld w hich p ro 
hibited the  retail sale of lard o therw ise than  in bulk or in one-, three- 
or five-pound packages or pa ils .1 T he C ourt also held th a t the s ta tu te  
does no t v io late the due process or equal p rotection  clauses of the 
F ou rteen th  A m endm ent.

2 C o rn  P ro d u c ts  C o m p a n y  v. E d d y , 249 * A r m o u r  &  C o m p a n y  v . N o r th  D a k o ta ,
U. S. 427 (1919). '  240 U. S. 510 (1916).

3 U'Teig lc v. C u r tice  B ro th e r s  C om p a ny ,
248 U. S. 285 (1919).
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In  the narcotic  field a sta te  act required physicians to  tre a t d rug  
addicts by prescrip tion  and no t from  the physician’s ow n supply  of 
narcotics, the federal regu lation  perm ittin g  trea tm en t e ither way. 
T h is cu ttin g  down by the  sta te  w as upheld.3

T hese decisions po in t to  the  in terestin g  question  arising  w here a 
s ta te  law proh ib its an ingred ien t w hich is positively perm itted  un der a 
federal regulaton. A required  or optional ingred ien t in a standardized 
food w ould be an exam ple. An opinion by the A tto rn ey  G eneral of 
W isconsin  c indicates th a t such a s ta te  act is void on federal grounds. 
M y own feeling is th a t the m ere fact of conflict in th is m anner is not 
enough to  invalidate the  s ta te  regulation . T hus, unless C ongress has 
occupied the field, as in certain  labor m atters, or has clearly  said th a t 
no sta te  can in terfere, I see no reason w hy a sta te  cannot p roh ib it an 
article regard less of its accep tab ility  under federal rules. I w ould 
suppose th a t a s ta te  could com pletely proscribe unenriched bread, for 
exam ple. T he F o u rteen th  A m endm ent, of course, m ay ac t as a 
restra in t here bu t th is is a different issue and I am ta lk in g  only of the  
conflict doctrine.

Conflict of Enforcement
So far we have dealt w ith  conflicts in fact— one perm its, the o ther 

restric ts  or proh ib its. T here  is ano th er aspect of the  conflict doctrine. 
T h is  is th a t a s ta te  s ta tu te  m ay fall because it in terferes w ith  the 
enforcement of the federal act. T he classic decision on th is po in t is 
M cDermott v. W isconsin,' a 1913 Suprem e C ourt case. In  th is case, a 
W isconsin  s ta tu te  required  th a t the product a t hand be labeled 
“Glucose flavored w ith  R efiner's S yrup .” By the  federal law  the 
product could be labeled as “ Corn S yrup w ith  Cane F lav or.” T he  
resu lt w as th a t a re ta iler in W isconsin  w as required  to  rem ove an 
in te rsta te  label and sub stitu te  a local one. T he Suprem e C ourt cites 
the Savage decision w ith approval bu t holds the W isconsin  s ta tu te  to 
be void. T he crux  of the ho ld ing is th a t the  s ta te  requirem ent unduly 
in terferes w ith  the enforcem ent of the federal act. By the rem oval of 
the in te rsta te  label p rio r to the last retail sale, the federal au tho rities 
are lim ited to  inspection prior to th a t t im e ; ye t the  federal ac t con
tem plates inspections down th rough  the last retail sale. T he C ourt 
says th a t the “real oppo rtun ity  of G overnm ent inspection m ay only 5 6

5 M in n e so ta  v. M a rtin so n , 256 U. S. 41 'M c D e r m o t t  v. W isco n s in , 228 U. S.
(1921). 115 (1913).

6 O pinion of A tto rn ey  General, W is.,
Dec. 5, 1950, CCH  F ood Drug and 
Cosmetic L aw Reports, f  85,127.
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arise w hen . . . the goods as packed have been rem oved from the o u t
side box in which they  w ere shipped." s

T he lesson of the M cDerm ott decision is. then, th a t a s ta te  regu la
tion m ay fall by reason of its conflicting w ith  the  enforcem ent of a 
federal law, r.s well as by reason of a conflict in requirem ents.

A nother decision on th is  po in t is Cloverleaf Butter Company v. 
Patterson'' There, a federal statute au thorized  seizure of the finished 
product m ade from  packing stock b u tte r  b u t no t the original packing 
stock bu tter. An A labam a s ta tu te  au tho rized  the seizure of the pack
ing stock b u tte r  itself, even in the p lant. T hu s, the A labam a regu la
tion applied to  an area of the m anu fac tu ring  process not covered by 
the federal enactm ent.

A divided C ourt s truck  down the A labam a s ta tu te  on the  theory  
of in terference w ith  the federal enforcem ent. T he m ajo rity  said th a t 
A labam a could seize the  product before it arrived  at the p lant, bu t 
s ta te  in terven tion  at the p lan t in terferes w ith  federal discretion regard
ing ingredients. T hus, we have the M cD erm ott situation .

Conflict with Federal Directive
U p to  th is po in t we have considered the “add to ” and the “ interfere 

w ith enforcem ent” problem s. In  the background of bo th  these facets 
is the situation  w here the s ta te  rule is in clear conflict w ith  a federal 
directive. An exam ple w ould be w here the federal regu lation  requires 
th a t all ing red ien ts on the  label be in type of the  sam e size and bold
ness, and  a s ta te  s ta tu te  specifies th a t certain  ingred ien ts shall be 
p rin ted  on the  label in la rger or bolder type than  others. As to  in te r
s ta te  com m erce, you have here a clear conflict and the sta te  requ ire
m ent m ust give w ay. T h is is true  even though  the sta te  perhaps could 
p roh ib it the  product altogether.

A n other situation  when sta te  s ta tu te s  m ay run afoul of the federal 
courts is w here the restric tion  in terferes w ith  in te rs ta te  com m erce. 
T h e  best decisions on th is po in t involve milk. In  the m uch discussed 
Dean 10 case, a city  ordinance required  th a t m ilk be pasteurized w ith in  
five m iles of the city, and th is w as s truck  down as in terfering  w ith  
perfectly  goed m ilk in in te rs ta te  com m erce. T he lesson of such deci
sions as Dean is that intrastate and in te rs ta te  com m erce m ust receive 
equal trea tm en t. * 8

8 Case cited at footno te 7, a t p. 136. 10 D ea n  M ilk  C o m p a n y  v. C ity  o f
8 C lo v e r le a f B u t te r  C o m p a n y  r . P a t-  M a d iso n , 340 L . S. 349 (1951). 

terson , 315 U. S. 148 (1942).
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Fourteenth Amendment
Finally , we m ay spend a m om ent on the  F o u rteen th  A m endm ent, 

for it places som e restric tion  on w h at a s ta te  m ay do in the food and 
drug- fields. In  sim ple term s, the  rule here is th a t a s ta te  m ay not 
act a rb itra rily  to  p roh ib it a perfectly  good product. T here  m ust be 
som e reason founded in health  or public w e lfa re ; w elfare here m ay 
include econom ic considerations, such as fraud or consum er deception. 
T he filled m ilk acts are exam ples of valid proh ib itions.11

Of course, in th is  connection, a valid s ta tu te  today m ay become 
invalid in a decade due to  advances in scientific know ledge. Normally, 
a leg isla ture  cannot ou tlaw  a product w ith o u t rhym e or reason ; there 
has to  be som e basis— health , economic, fraud, and the like. Scientific 
advances, thus, m ay supply a basis for a law  w here there w as none in 
the p a s t ; and it is likely th a t in the nex t half cen tu ry  w e will have 
valid regu la to ry  action— even prohib itions— as to  certain  foods we 
now com m only eat. T hus, so far as the F o u rteen th  A m endm ent and 
sim ilar s ta te  constitu tional provisions are concerned, there  is in terp lay  
betw een science and constitu tional law. Sim ple exam ples are d rugs 
w hich are found to  be harm ful and foods w hich are found to cause 
disease.

N ot to  be overlooked as a possible w ay around the F ou rteen th  
A m endm ent question  is the  tax in g  pow er. T h is  item  is an effective 
device for regula tion  of a p roduct and its use m ay avoid the health  or 
public w elfare requirem ent. [The End]

• MISREPRESENTATION— COSMETICS •
Colognes . . .  A  Com m ission hearing exam iner issued an order 

w hich w ould require a m ail-order d is tribu to r of m iscellaneous m er
chandise in A tlan tic  City, N ew  Jersey, to stop m isrepresenting  colognes 
as perfum es, as charged in the com plaint.

A cting  on the F T C ’s com plaint of last A ugust 25, the exam iner 
found th a t the concern’s advertising  for A rpege and Chanel No. 5 
colognes falsely represen ted  tha t the products offered w ere the perfum es 
of the sam e nam es. A lthough the com pany did not use the w ord 
"perfum e” in its advertising, it did use the b rand  nam es w ithout dis
closing tha t the p roducts offered w ere colognes.

F urtherm ore, the exam iner asserted, the fact th a t A rpege and 
Chanel No. 5 colognes, unlike the perfum es of the sam e names, are 
not norm ally  sold in units as sm all as one dram , “leads to the conclu
sion th a t m any buyers could easily be led into believing tha t the p ro d 
ucts offered w ere perfum es.” (R eleased M arch 1, 1961.)— C C H  T rade 
R e g u l a tio n s  R eports H 29,409.

11 S e e  H e b e  C om p a ny  v. S h a w , 248 
U. S. 297 (1919).
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The Need for Uniformity 
in Food Legislation
By FRANKLIN M. DEPEW

This Paper, Presented by the President of the Food Law Institute 
at the Recent Meeting of the Section on Food, Drug and Cosmetic 
Law of the New York State Bar Association, Stresses the Need for 
Uniformity Between State and Federal Regulations of Food Products.

I N R E C E N T  Y E A R S  there  has been a  w idespread in te rest in a 
m odern izing  revision of the ex isting  food laws, regula tions and 

standards of m any countries th ro u g h o u t the world. In te res ted  of
ficials and in ternational governm ental and nongovernm ental o rgan i
zations and national associations of the  various professions and 
industries concerned, regard  th is as desirable in o rder to  p ro tec t the 
consum er’s health , to  assure  high quality  and to  elim inate ob jection
able trade  barriers. T he  ex isting  d iversity  in these law s has created 
serious im pedim ents in the developm ent of in ternational trade in food 
products. W hen these barrie rs have not com pletely banned the m ove
m ent of a particu la r food product, they  have added a burden of ex 
pense to  th e  u ltim ate  consum er in the cost of special labeling, 
packaging, etc.

In addition to old-tim e barriers, m any of w hich w ere created  by 
selfish in terests , is the re latively  new  barrie r created  by the chaos of 
legislation re la ting  to  food additives. In  a  recent article  by C. L. 
H in ton  ( Food Processing and Packaging, Ju ly  1960, p. 247), the  fol
low ing com m ent w as m ade, relative to  food additives and the European 
F ree T rad e  A ssociation :

In  regard  to the legally perm issible use or prohibition of m any fcod ad d i
tives, such as chem ical preservatives, alkalisers, colouring m atters, an titoxidants. 
em ulsifiers, etc., the seven countries afford a good random  sam ple of the ex trao r
dinary  diverse ways in w hich this question is dealt w ith the w orld over. And
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as for the quantitative tolerances allowed for particu lar additives, the diversity  
becom es so w ide as to  suggest tha t they have often been fixed on the basis of 
suspected health  hazards w ith no supporting  evidence w orth  talk ing about.

T he au th o r reports  th a t the to lerance lim it for benzoic acid varies 
from  320 p.p.m . in Sw itzerland to 2000 p.p.m. in D enm ark.

Such diversity  of tox icity  to lerances has seriously im peded in te r
national trade in the  past, and will continue to  do so unless corrected. 
If these barrie rs  are no t abolished, and if new  to lerances are not m ade 
on a sound and reasonable basis, it is the  considered opinion of n u 
tritional sc ien tists  th a t they  will hasten  the day of food shortages and 
the h igher cost of food for all of us.

T hese reasons have brough t about a m ovem ent tow ard un i
form ity  of food stan dards and the d raftin g  of uniform  in ternational 
food codes which could even tually  be adopted on a regional or in te r
national scale.

In the in terna tion al field the follow ing developm ents tow ard  th is 
end can be reported  for the year 1960:

T he Official R evised Spanish E dition of the L atin-A m erican Food 
Code as adopted  by the Seventh L atin -A m erican  Chemical Congress 
on April 3, 1959, w as published in Spanish in A ugust, 1960. Dr. 
Carlos A. Grau, chairm an of the d raftin g  com m ission of th is code, 
has advised th a t the earlier d istribu tion  of a p relim inary  draft of the 
code b rou gh t forth  som e 400 com m ents th ro ug h  T he  Food L aw  In s ti
tu te  and the U nited  S ta tes D ep artm ent of Com m erce, and th a t some 
300 changes had been m ade in the code to conform  to these com m ents. 
Dr. G rau fu rth er sta ted  th a t the balance of the com m ents are still 
under consideration . T he latest revised copy of the code will be 
subm itted  to  the E ig h th  L atin -A m erican  Chem ical C ongress which 
will be held in 1962; a t which tim e it is expected th a t a fu rth er revision 
of the code will be m ade to  accom m odate additional com m ents and 
suggestions.

In N ovem ber. 1960, Dr. G rau review ed th is code w ith the Pan- 
A m erican Federation  of P harm acy  and B io-chem istrv at its m eeting 
held in San D iego. Chile. I t  is our un derstan d in g  th a t the code was 
approved in principle, and th a t it w as suggested  th a t th is code m ight 
well be m ade the basis for a Pan-A m erican food code.

In Septem ber of 1960 the F ifth  In te rna tion a l Congress on N u tr i
tion w as held in W ash ing ton , D. C.. under the auspices of the In te r 
national LTnion of N utritional Scientists. Dr. Charles Glen K ing, 
president of the congress, reports  th a t these nu tritional sc ien tists feel
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th a t unless the to lerances for food additives are estab lished on a sound 
and reasonable basis, conditions will be created  w hich will g reatly  
increase the difficulties of feeding our w orld  population. W hile  th is 
particu lar sub ject w as not discussed in any of the papers read a t the 
congress, it w as a source of considerable inform al discussion am ong 
the m em bers in attendance.

L a te r  in Septem ber the  B ritish  P u re  Food C en tenary  w as held in 
L ondon, England. T h is cen tenary  conference w as form ally opened 
by the R t. H on. T he E arl W aldeg rave, T . D., P arliam en tary  S ecretary  
(L o rd s), M in istry  of A gricu ltu re , F isheries and Food. L ord  W alde
grave in his opening rem arks strong ly  recom m ended the adoption of 
universal s tan dards of food p u rity  th ro ug hou t the world. In addition 
a num ber of papers read at the  cen tenary  stressed the desirab ility  of 
un iform ity  in food legislation. T he paper of Dr. N orm an C. W rig h t, 
D eputy  D irector-G eneral of the Food and A gricu ltu re  O rgan ization  
of the U nited  N ations (F A O ). in particu lar, m entioned the progress 
th a t w as being m ade in respect to  the  E uropean and L atin-A m erican 
food codes and reported  th a t the F A O -W orld  H ea lth  O rgan ization  
(W H O ) jo in t program  on food additives w as an exam ple of w ork 
along these lines on a w orld-w ide basis.

E arly  in O ctober, Dr. H ans F renzel, president of the Council for 
the E uropean Food Code, reported  at the Convention of Officials held 
at K lagen fu r:, A ustria , th a t it appeared th a t the best w ay of fu rth e r
ing acceptance of the  code w as to  w ork in cooperation w ith  W H O  
and FA O . L a te r  th a t m onth at the F A O  E uropean  R egional Con
ference the question of cooperation w ith  the  Council for the  E uropean  
Food Code w as review ed, and it w as noted th a t certain  E uropean 
countries hac. tried  to  estab lish  a E uropean  Food Code. A fter some 
discussion the follow ing proposal w as a d o p te d :

O n the proposal of a num ber of delegations, the Conference considered the 
problem  of coordination presented  by the grow ing num ber of food standards 
p rogram s undertaken  by m any organizations. T he desirability  of in ternational 
agreem ent on m inim um  food standards and related questions (including labelling 
requirem ents, m ethods of analysis, etc.) was recognised as an im portan t m eans 
of p ro tec ting  the consum er’s health , of ensuring quality  and of reducing trade 
barriers, particu larly  in the rapidly in teg ra ting  m arke t of Europe.

T he position was clearly reflected in the in te rest show n in such activities 
as the jo in t F A O /W H O  P ro g ram  on Food A dditives, the jo in t F A O /E C E  pro
gram s on standards for perishable foodstuffs, and the F A O  code of Princip les 
on milk and m ilk products. T he recent form ation of the E uropean Council of the 
C o d e x  A lim e n ta r iu s  w ith a valuable and farseeing program  in w hich som e tw enty  
countries cooperated, w as a fu rther exam ple of this trend.

T h e advantages to be obtained by in teg ra ting  and sim plifying the various 
pro jects under w ay and by avoiding the creation of new independent bodies were
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recognised, both as a m easure of enconom y and as an effective m echanism  for 
covering o ther food products as and when required. In view of the prim ary role 
of F A O  in such program s and the need for collaboration w ith W H O  w here the 
health aspect is concerned, it w as felt th a t a valuable step forw ard w ould be 
achieved if the D irector-G eneral of FA O , in collaboration w ith the D irector- 
General of W H O  and after consultation w ith the in ternational governm ental and 
non-governm ental organ izations active in this field, could subm it to  the 11th 
Session of the Conference (in O ctober 1961) proposals for a jo in t F A O /W H O  
program  on food standards and associated requirem ents, w ith particu lar re fe r
ence in the first instance to the principal foodstuffs offered for sale on the 
European M arket.

From  the foregoing we can safely conclude th a t the K A O -W H O  
will w ork w ith the Council for the E uropean Food Code in fu rtherin g  
the adoption of uniform  laws, stan dards and regulations th ro ug hou t 
E urope. In  the m eantim e there tire four in tergovernm ental o rgan iza
tions w ork ing  in the food stan dards field. T hey  are FA O , W H O , the 
Econom ic Com m ission for E urope of the  U nited  N ations (E C E ) and 
the O rgan ization  for E uropean Econom ic C ooperation (O E E C  and 
E A P ), All four o rgan izations w ork closely together. In some cases 
FA O  program m es tire actually  jo in t F A O /W H O  undertak ings (for 
exam ple, food additives and m ilk hyg iene), w hilst the E C E  is in close 
con tact w ith  its fellow E uropean  organization , O E E C . T he earlier 
difficulties, due to  the fact th a t eastern  E uropean countries were not 
included in some of these organizations, now belong very  largely to 
the past. T he stan dards now being w orked on by these o rgan izations 
are as fo llo w s:

F A O —M ilk and M ilk P roducts. Food A dditives (w ith  W H O ). 
M ilk H ygiene. Rice, Cocoa, C itrus F r u i t ;

E C E — F ru it and V egetab les (about a dozen already  issued).
E ggs, c ra tin g  and p ack ag in g :
O E E C — F ru it and V egetab les (w ith E C E ), M eat and M eat 

Inspection . F ish (w ith  E C E ).
In  addition , the E uropean  Com m on M arket is w ork ing  on new 

food stan dards and there is a considerable q u an tity  of nongovern
m ental or sem igovernm ental o rgan izations active in the field. In all 
im p ortan t cases they  have an un derstan d in g  w ith FA O  on a coopera
tive exchange of docum ents, etc.

From  the foregoing, we can conclude th a t the countries in the 
principal foreign m arkets of the w orld have recognized the need for 
un iform ity  in food law s and tire seriously endeavoring to  achieve 
th is goal.
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On the home front, w hile our situation  is by no m eans as grave 
as th a t ex isting  in foreign countries, it is necessary th a t we should 
avoid falling in to  the erro rs exem plified by the  situations discussed 
above. A5 ith  the sta tesm anlike  efforts th a t are being exerted tow ard 
correction of these barrie rs in the in ternational field, it is even m ore 
im portan t th a t we should not take a parochial view point here in the 
U nited  S tates. W e m ust avoid B alkanizing our local trade in food 
products, by renew ing our efforts tow ard  the goal of uniform ity . 
U niform  sta te  laws, adequately  enforced and uniform lv in terpreted , 
are of prim e im portance to  the citizens of the several sta tes and to 
the operation  of in du stry  as a whole.

W e have had one strik ing  exam ple of ill-considered legislation 
in the law  recently  enacted in F lorida. T h a t s ta tu te  perm its the 
com m issioner of ag ricu ltu re  to  require the  reg istra tion  of foods and 
their labels, and the sta te  board of health  to  require the reg istra tion  
of d rugs and cosm etics and th e ir labels, upon the paym ent of specified 
reg istra tio n  fees. (L aw s of 1959. H. B. 1093, approved Jun e  15, 1959, 
effective Jan u ary  15, 1961.) T he  com m issioner of ag ricu ltu re  has 
not yet im plem ented the s ta tu te . T he  enforcem ent of the food and 
drug law s has h isto rically  been carried out by the use of funds raised 
by general taxation , w hich w ere not in any w ay earm arked for th a t 
specific purpose. T he d istribu tion  of food and drugs, so vital to our 
consum ing public, should not be m ade a source of special revenue. 
F urth erm ore , it is difficult to see w hat enforcem ent purpose th is 
required reg istra tion  will achieve. Tts cost to industry  appears to be 
out of all proportion  to  any possible aid in enforcem ent, and it is 
bound to  be reflected in higher costs to  the consum er.

In  our search for the goal of un iform ity  we m ust recognize th a t 
the federal Act only applies to  foods, drugs, therapeu tic  devices and 
cosm etics th a t have m oved in in te rs ta te  com m erce. Also, the  sta tes 
na tu ra lly  have a g rea t in terest in p ro tec tin g  the health  of th e ir  citizens 
and feel the need to have freedom of action to  handle problem s peculiar 
to th e ir  states.

M r. T im o thy  E. Sullivan. D irector, Division of Food and D rugs. 
Indiana S tate  Board of H ealth , and a long-tim e advocate of uniform ity , 
in his paper delivered at the 1960 Jo in t N ational Conference of the 
Food and D rug  A dm inistra tion  and T he Food L aw  In stitu te , pointed 
out the difficulties facing the sta tes  in connection w ith  the adoption 
of uniform  food laws. Tn the course of th a t paper he s ta ted :
U N IFO R M IT Y  X FOOD LF.GISLATION PACE 1 7 3



S tate  regula tory  agencies, sta te  legislators and state a tto rneys feel th a t the 
p rerogative of sta tes to act for them selves when the need arises m ust he p re 
served in any am endm ents to  state laws which seek to prom ote the un iform ity  
we all agree to be desirable.

M r. S ullivan’s com m ents reflect the position taken by the Com 
m ittee on R evision of the U niform  Food, Drus? and Cosm etic Bill 
in its R eport to  the S ix ty-fourth  A nnual Conference of the Association 
of Food and D ru g  Officials of the  U nited  States, last June. This report 
s ta ted  in p a rt :

T he C om m ittee has reviewed the proposed am endm ents to  the U niform  
Food. D rug  and Cosm etic Bill which has been subm itted to the Council of S tate 
G overnm ents by  the D epartm en t of H ealth , E ducation, and W elfare, and the 
S tate m em bers of the com m ittee believe tha t a num ber of the proposals are  not 
com patible w ith  S tate  law s and w ould be objected to by state atto rneys.

At the sam e conference the C om m ittee on Chemical A dditives 
and D ie tary  F oods m ade the  follow ing sta tem en t as part of its rep o rt:

T he C om m ittee also had requests for m odel legislation to bring the U niform  
Bill up to  date w ith  respect to Chem ical A dditives and D ie tary  Foods. Some 
of the requests dealt w ith enabling legislation and w ere referred  to the “ Com 
m ittee to s tudy  P roposed Revisions of the U niform  Food, D rug , and Cosm etic 
Bill recom m ended by A F D O U S .”

T his Com m ittee w holehearted ly  supports the efforts of this A ssociation to 
obtain uniform  laws, increased appropriations, adequate m odern facilities and 
equipm ent, and im proved sta tu s  for enforcem ent agencies and personnel p a r
ticu larly  in the  areas of chem ical additives and special d ietary  foods.

From  the foregoing it can be safely concluded th a t the Association 
of Food and D ru g  Officials of the U n ited  S ta tes  is w holehearted ly  in 
favor of the doctrine of un iform ity , b u t th a t there arc certain  problem s 
of legal d raftm anship  which m ust be solved in o rder to m ake th is 
doctrine w ork as a practical proposition.

I th ink  th a t law yers and o ther rep resen ta tives of in du stry  have 
m ade it clear th a t they  favor uniform  food legislation. A dditionally , 
it is in th e  public in te res t th a t such legislation should be uniform  from 
the view point of consisten t enforcem ent and from the view point of the 
consum er’s pocketbook. If we had differing label packaging require
m ents in each state , the  cost of com plying therew ith  w ould have to  
be passed on to  the  consum er. T he  sam e is tru e  of reg istra tion  fees 
and any o ther cost. I t  m ust be recognized th a t these are all added 
costs to  the consum er. T he Food and D rug  A dm inistra tion  has long- 
favored un iform ity . As a m a tte r  of fact, it w ould be difficult to  find 
anyone w ho ob jects to  the principle of uniform ity . So long as the 
F ederal A ct safeguards the health  and pocketbook of the consum er, 
no sound reason exists for ob jecting  to  un iform ity . T here appears 
to  be no constitu tional reason w hy  a s ta te  leg islature m ay no t m ake
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appropriate  findings of the need for un iform ity  in the area and require 
the sta te  agency to seek th is un iform ity  w here practicable. (See 
C hristopher, “M ay a S ta te  A dopt F ederal R egu la tions?” 15 F ood 
D rug C osm etic  L aw  J ournal  373-381.) T he adoption of such a gen
eral policy by a s ta te  w ould no t seem to, in any way. deprive the 
sta te  agency of its  freedom  of action to  handle as it sees fit any prob
lem s re la ting  to  local p roducts, if it should be necessary to  do so.

As everyone w ho is in terested  in th is problem  is seeking the  sam e 
objective, I am  confident a solution will soon be found w ith  respect 
to  language appropria te  to  securing th a t objective. W e have delayed 
too long in the past. (See M ensor, “Snafu in S tate  Food L aw s,” 12 
F ood D rug C osm etic  L aw  J ournal  690. F ortu na te ly , to  date, the 
good sense of the s ta te  officials has p revented  the occurrence of any 
m ajor difficulty. X ow. the changes in the F ederal Act m ake it im pera
tive th a t the U niform  Food. D ru g  and Cosm etic Bill be b rou gh t up 
to  date and th a t the  sta te  leg isla tures be encouraged to  adopt it.

In an effort to  m eet these ob jectives I suggest th a t the chairm en 
of the s tand ing  C om m ittees for U niform  S tate  Food. D rug  and Cos
m etic L aw s of the A m erican B ar A ssociation and the N ew  Y ork S tate  
B ar A ssociation appoint subcom m ittees to  w ork closely w ith  the 
C om m ittee on Revision of the U niform  Food, D rug  and Cosm etic Bill 
of the A ssociation of Food and D ru g  Officials in d rafting  language 
which will accom plish basic un iform ity  w ith ou t sacrificing the princi
ples of sta te  sovereign ty. I advance th is proposal in the hope th a t 
it m ay be w orthy  of consideration by the A ssociation of Food and 
D rug  Officials of the U nited  S tates. I am confident th a t if these com 
m ittees w ork to g e th e r they  will be able to  d raft language which will 
provide a sa tisfacto ry  solution.

T he  basic need for sta te  law s w hich are uniform  in principle w ith 
the Federal, Food. D rug, and Cosm etic Act is a general one which 
u rg en tly  requires prom pt a tten tio n  by the s ta te  legislatures. If the 
foregoing proposal should in any w ay aid in the d ra ftin g  of language 
w hich is acceptable to  the s ta te  leg isla tures it will have served its 
purpose.

In  closing I w ould like to  quote from  Dr. N orm an C. W rig h t’s 
paper presen ted  a t the B ritish P u re  Food C en tenary  last Septem ber. 
W hile  th is com m ent related  to  m utual un derstan d in g  betw een nations, 
it is m y belief th a t the concept is equally applicable to  a m utual un der
stan d in g  of ou r s ta tes  and w ith  the  federal governm ent as it rela tes to 
un iform ity  in food legislation. H is s ta tem en t w as as follow s:
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W e live in an in ternational age; it m ust he our responsibility, as well as our 
privilege, to  fu rther in the field of pure food legislation the m utual u n d erstan d 
ing betw een nations, w hich is one of the ou tstand ing  concepts of the tw entieth  
century , and w hich I firm ly believe will he ranked as one of its g rea test and 
m ost beneficient achievem ents.

I cannot let th is  occasion pass w ithou t com m enting on a related 
sub ject— the need for an extension of the Food A dditives A m endm ent 
of 1958, as it re lates to  food additives which w ere in use before 
Jan u ary  1, 1958. Such an extension is needed in behalf of the con
sum er so th a t he will not be deprived of the food additives which have 
con tribu ted  to  his pleasure and convenience; or w hich have decreased 
his food costs. Such extension is needed by in d u stry  to  avoid the 
forced rem oval of p roducts from  the m arket and the later s trug g le  
to  re-en ter them  in the m arket if the food additive is finally approved. 
I t  w ould be m ost un fo rtuna te  if hardsh ips w ere im posed on the con
sum er and industry , unless a real question  of public safe ty  were 
involved. Such extension should be allow ed w ith ou t circum scrib ing 
the au th o rity  of the Food and D rug  A dm inistra tion  beyond the 
requirem ent th a t adequate safeguards be provided to p ro tect the public 
health  and th a t fu tu re  action be taken w ith  reasonable prom ptness.

R ecent legislation has placed an enorm ous responsib ility  on the 
Food and D ru g  A dm inistra tion . T hey  have used th is responsib ility  
w isely to  assist in d u stry  in solving m any of the perplexing problem s 
th a t have been created by th is legislation. Such jo in t action has been 
in the  public in terest as it has m ade foods available to  the consum er 
in accordance w ith his needs. T hus, it is only app ropria te  th a t the 
A dm inistra tion  should exercise th is  responsib ility  w ith ou t any  crip 
pling  restric tions w hich m ight resu lt in depriv ing  the consum er of 
desirable foods ju s t because of a lack of diligence in the past on the 
part of the supplier. [The End]

PHYSICAL AND EMOTIONAL INJURY INSEPARABLE
Tlie K ansas Suprem e C ourt sustained verdicts for tw o plaintiffs 

whose injuries arose en tire ly  from an em otional revulsion and nausea 
at finding a decom posed centipede in the soft drink  they were sharing.
T h e  plaintiffs, w ho were sisters, had obtained the drink  from  a vending 
m achine in a hospital. As a consequence of their qualm ish experience, 
both plaintiffs suffered m ental and physical reactions requiring a doc
to r's  a ttention . O ne of them  lost a w eek’s work.

P lead ings in the trial court relied upon a theory  of the insepara
bility of m ental anguish of this kind from  its concom itant physical 
reaction. T he sta te  suprem e court approved the plaintiffs’ theory  and 
held th a t a bo ttle r of beverages is an insurer that its p roduct will cause 
no h a rm .— C on n ell t \  X o r to n  C oca-C ola  B o ttlin g  C om p a ny , In c ., Kansas 
Suprem e C ourt. D ecem ber 10, 1960. 12 X f.gi.igf.ncf. C a ses  (2d) 39.
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Control of the Use 
of Food Additives 
in the United Kingdom
By ALAN G . KITCHELL, M.A., B.Sc., Ph.D.

This Article Discusses the British Food and Drug Regulations and the Various 
Governmental Agencies. A Comparison Is Made Between the British Food Laws 
and Our Food Additives Amendment with Respective Methods of Enforcement.

r r  H E  F O O D  L A W S  w hich have evolved since the first Adulteration
A ct of 1860 are couched in general term s in tended to em brace all 

foods. C larification of the s ta tu s  of d istinct groups of add itives— 
preservatives, an tiox idan ts, colours, em ulsify ing agents, m etals, etc.— 
has been achieved by regulations m ade du ring  the past 35 years.

Food and Drugs Act
T he Food and D rugs Act of 1955 contains some 135 sections deal

ing, inter alia, w ith  food hygiene, regu lation  of m arkets and s lau g h te r
houses, and :he designation of milk. T he first nine of these sections 
contain all the w eapons of the enforcing au tho rities for con tro lling  the 
com position of foods. Section 1 deals w ith  the sale of, or preparation  
of, foods, and proh ib its  "the addition of any substance to food and the 
abstrac tion  of any con stituen t from  food so as to  render the  food 
in ju rious to  health ." Section 2 concerns the general pro tection  of the 
pu rchaser and sta tes  th a t “ if a person sells to  the  prejudice of the 
p u rch aser any  food or d rug  which is not of the nature, or not of the sub
stance, or no t of the quality , of the food or d rug  dem anded by the 
purchaser, he shall be gu ilty  of an offence.“ T he  w ide scope of these 
sections constitu tes a de te rren t to  the haphazard  or w anton in trodu c
tion of add itives in to  food.
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Section 4 confers on the responsible M inisters wide pow ers w hich 
can be used to  m ake regu lations w hen th is appears necessary or ex
pedient to  them  in the in te rests  of public health  or o therw ise for the 
protection  of the purchaser. T he regulations can require, p roh ib it or 
regulate  the addition of any  substance to  any food, any ingred ien t in 
the preparation  of food, any  process o r trea tm en t in the p reparation  
of food and p roh ib it or control the sale or possession of any food. In 
o rder to  acquire the in form ation to  fram e regulations, the M inisters 
m ay m ake orders under Section 5 of the act requ iring  th a t the particu 
lars of the  chem ical com position of any additive w hich has been 
selected for control, the  m anner in w hich it is to be used, and details 
of any investigations as to  tox icity  or its effect on health  be u trn ished 
by any person w ho proposes to  use it. Sections 6 and 7 deal w ith false 
labelling and adv ertis in g  of food, and Sections 8 and 9 deal w ith food 
unfit for hum an consum ption.

Regulations Made Under Act
R egulations m ade under Section 4 of the act render m ore precise 

certain  aspects still covered by the m ore general clauses of the act, 
and enable a w hole class of functional additives to  be controlled. 
Foods con tain ing  preservatives m ay come w ith in  the scope of Section 
1 or Section 2, according to  the chem ical na tu re  of the  preservative 
added, bu t it is obviously an adm in istra tive  advantage to  define “a 
p reserv ative” and then control the use of all those substances falling 
w ith in  the definition. T h is  schem e of control o rig inated  in 1925 when 
the Public H ea lth  (preservatives, etc., in food) R egulations were is
sued. T h e  “etc.” included colouring m atte rs  in food and th ickening  
agen ts in cream  and, hence, w as our first a ttem p t at the control of
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food additives. T he m atte rs  dealt w ith  under the orig inal regulations 
have now been split up. T hu s we have the  an tiox idan ts in food reg u 
lations, the  colouring m atte rs  in food regulations, and there are likely 
to  be new preservatives in food regulations if the recom m endations 
m ade in N ovem ber. 1959, in the R eport of the Food S tandards Com 
m ittee {vide infra  ) are followed. T here  are also regu la tions covering 
m ineral oil, fluorine, artificial sw eeteners, and arsenic in food.

In  addition , there  are a num ber of foods covered by standards 
of com position w hich are published in the  Food S tandards (G eneral 
P rov isions) O rders, such as m argarine (v itam in isa tion), soft drinks, 
preserves, m eat and fish pastes, etc. T he F lo ur (C om position) R egu
lations of 19a6 under w hich we add calcium  carbonate to all except 
w holew heat flours ( for nu tritional reasons and not to  dilu te the 
S tron tium  90) are cu rren tly  under review.

A dvances in p articu lar legislation designed to pro tect the con
sum er usually  follow consideration of the sub ject by the Food 
S tandards C om m ittee w hich the responsible M inisters have created for 
the sole purpose of adv ising them . T his is a com pletely independent 
body. I t  does no t include m em bers rep resen ta tive  of the M inistries 
concerned, though  the G overnm ent C hem ist's D epartm en t w hich has 
special responsibilities un der the  Food and D rugs A ct is represented . 
T he com m ittee, un der an independent chairm an, is m ade up cf three 
trade m em bers, th ree  scientific m em bers (includ ing  the G overnm ent 
C hem ist) and th ree  independent m em bers. A p art from  th is com 
m ittee, advice on related  sub jects is given by the A dvisory C om m ittee 
on Poisonous S ubstances used in agricu ltu re , and the  M inistry  of 
H ea lth 's  Com m ittee on the M edical and N u trition al A spects of Food 
Policy which deals w ith  m edical questions, including carcinogenicity .

A brief com m ent on the w ay th a t flour im provers w ere dealt w ith  
will serve to  exem plify the general procedure adopted  in th e  U nited  
K ingdom  w hen review ing the use of additives. T he Food S tandards 
Com m ittee, a t an app ropria te  stage in its general deliberations on 
bread and flour, referred  the m a tte r  of flour im provers to  a subcom 
m ittee. T h is  group, w hich includes pharm aco log ists and nu trition ists , 
appointed as assessors the D irecto rs of the  R esearch A ssociation of 
B ritish  F lour-M illers and the  B ritish  B aking In d u stries  R esearch 
A ssociation. T o g e th e r they  review ed the  field, m aking w ide con tact 
w ith  curren t com m ercial p ractices and research , and prepared  a d raft 
report. A questionnaire w as then  form ulated  to  provide answ ers to  
those aspects of th e ir  report w hich w ere th o u g h t still to  be unsatisfac-
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tory, and it w as sent to  appropria te  com m ercial in terests . An in v ita 
tion w as also extended to  the  recipients of the questionnaire to p resen t 
oral evidence to  the  subcom m ittee ; these w ere no t public hearings. In  
the ligh t of these discussions, and a fte r fu rth e r deliberation in com m it
tee. the repo rt on flour im provers w as revised and subm itted  to  the 
m ain com m ittee. T hese recom m endations w ere included in the m ain 
com m ittee 's R eport on B read and F lour w hich has been subm itted  
to the M inister for use as a basis for any revision of the regu la tions 
w hich he m av w ish to  make.

Enforcement
The enforcem ent r>f the  act. and regulations m ade under the act. 

is the  du ty  of Food and D rugs A uthorities. T hese include county  and 
m etropo litan  boroughs and those boroughs or d istric ts  hav ing  a 
population of 40,000 or m ore. T hu s the C ounty of L ancash ire  is itself 
a food and drugs au tho rity , as is each of the big cities w ith in  the 
county, for exam ple, M anchester. L iverpool, etc., each being independ
ent of the other. E ach au th o rity  appoints a m edical officer, a public 
analyst, and one or m ore sam pling officers and is responsible for the 
quality  of the  food and drugs sold w ith in its boundaries. In E ngland 
and W ales there  are 308 au thorities.

Sam ples of foods and drugs taken by the sam pling officer are sub
m itted  by the au th o rity  to its public analyst for exam ination . If it is 
decided th a t the seller or m anufactu rer shall be proceeded against, a 
sum m ons is issued and the case m ay be heard  in the courts before lav 
m ag istra tes and sum m arily  dealt w ith. A lthough appeals to  higher 
courts m ay be m ade by either party , in m ost cases the local verdict is 
accepted.

T he sam pling officer m ust subdivide the purchased article into 
th ree equal portions, one is given back to  the vendor, one is sent for 
analysis by the public analyst and the th ird  is retained by the sam pling 
officer. T h is last sam ple m ust be produced in court and, in the case of 
a dispu te on scientific or analytical grounds, e ither p arty  can request 
the m ag istra te  to d irect the th ird  sam ple to be sent for analysis to  the 
G overnm ent Chem ist w hose decision is norm ally accepted as final.

If the G overnm ent Chem ist is not involved, the opinion of the 
public analyst is considered by the court. H is opinion will be based 
on any official pronouncem ent m ade on the issue in question, fo r  
exam ple, Food S tandards O rders or any o ther pertinen t regulation . 
W here, how ever, no such pronouncem ent exists, the public analyst
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bases his opinion on experience and form ulates, for the benefit of the 
m agistrates, a s tandard  w hich is tem p orary  and only valid for th a t 
court at th a t time.

I t  does no t follow th a t an ‘‘opinion” successful in one court will 
be accepted by ano ther, or th a t the  opinion of one public analyst will 
be identical w ith  th a t form ulated  by the public analyst of ano ther 
au tho rity . lr. theory , because of the num erous au tho rities  and the 
changing  com position of the m ag istra te s ’ benches, there could be great 
d iversity  of opinion of w h at should be the characteristics of a genuine 
article of food. In practice, th is  is no t so. T he public analysts reach 
agreem ent w ith in  th e ir  professional association. Also, one bench of 
m ag istra tes  usually  takes note of the  decision m ade by another. N ever
theless, aw kw ard situations can arise. A gainst th is  background of 
enforcem ent of the  act, m anufacturers are chary of em ploying novel 
m anufactu ring  aids or uncom m on ingred ien ts of food, unless they  can 
secure an opinion from  a public analyst or em inent consu ltan t th a t the 
use of such substances is w ith in the  law.

Comment on Future
Y ou will now  appreciate some of the differences betw een our food 

law s and your own Food A dditives A m endm ent of 1958, and betw een 
our respective m ethods of enforcem ent. T he m ost im p ortan t are per
haps th a t we have no t laid dow n to lerance levels for chance contam i
nants, .such as pesticide residues ; we have a system  of perm itted  lists 
w hich is not com p reh ensiv e ; and th a t enforcem ent in the  U nited  
K ingdom  is in the hands of local au tho rities, th ro ug h  the local courts, 
and is not the responsib ility  of the governm ent departm ents w hich 
p rom ulgate  the s ta tu to ry  in strum ents, nam ely, the M inistry  of A g ri
culture, F isheries and Food and the M inistry  of Flealth. T hu s it is 
th a t the M inistry  of A griculture, F isheries and Food is no t alw ays 
able to  answ er questions about the accep tability  in the U n ited  K ing 
dom of certain  food additives since in terp re ta tion  of the act and the 
regu la tions is a m a tte r  for the courts.

Are we satisfied w ith  the cu rren t Food and D rugs A ct and our 
m ethods of enforcem ent? In  a ttem p tin g  to  answ er th is  question, I 
will, of course, be expressing m y own personal opinions and m y com 
m ents do no t rep resen t official th ink ing  on the subject. In  general, 
I w ould say th a t the m anner of enforcem ent, though  odd in your eyes, 
is considered by us to  be satisfactory . In  the U nited  K ingdom  there
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is alw ays s tro n g  resistance to the transfer of au tho rity  ou t of local 
hands in to  those of a governm ent departm ent.

As to  the law itself, it is recognized th a t the review ing of g roups 
of food add itives m ust continue, no t only w ith  a view  to em bracing  
m ore classes of add itives bu t also to  reconsider, in th e  ligh t of fu rther 
technological and pharm acological developm ents, com pounds already 
covered by regulations. F o r exam ple, the F lo ur (C om position) R egu
lations of 1956 are, as I m entioned, under revision and it has recently  
been announced th a t the  A n tiox idan t R egulations of 1958 are to  be 
review ed. A dvisory  com m ittees, such as the Food .Standards Com 
m ittee. do a good job.

T he regulations, based on their recom m endations, are usually  
sound, and fair to  bo th  trade and public in terests. F u rth er, all in te r
ested parties have, by the  term s of the  Food and D rugs A ct, to  be 
consulted on proposals for regulations. H ow ever, p rogress is very 
slow. F or exam ple, in the  case of the  subcom m ittee 's review  of flour 
im provers, the first approach w as m ade by the  p aren t com m ittee in 
M arch 1959. In spite of m eeting  alm ost every m onth , the subcom 
m ittee 's repo rt w as no t available to  the m ain group un til Jun e  1960. 
Such delay m ust m ean th a t it will be a long tim e before w e can adopt 
a com prehensive system  of perm itted  lists w hich are held under 
continuous review.

Also, the requirem ent for biological te s tin g  of new  additives and 
also of som e of long standing, w ill becom e m ore acute in the  U n ited  
K ingdom . A t presen t, w ith in  our cu rren t fram ew ork of regu la tions 
and the m anner of th e ir enforcem ent, facilities m ay  perhaps be ade
quate  and the costs, a lthough  high, are less than  in the U nited  S tates. 
N evertheless, it is clear th a t to  im plem ent a system  of perm itted  lists 
w ould require m uch additional biological te s tin g  and for such a pro
gram m e new facilities w ould alm ost certa in ly  be required.

Principle of Permitted Lists
E arlie r th is year the  C om m ittee on M edical and N u tritional 

A spects of Food Policy came out in support of the  principle of per
m itted  lists as advocated by the  F A O /W H O  Com m ittee on Food 
A dditives. T hey  consider, therefore, th a t all substances proposed for 
use as food add itives should be sub jected to tests for carcinogenicity. 
T h ey  outline in th e ir report a schem e for such tests . T hey  propose
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the use of m ales and fem ales of tw o  species of te s t anim als in groups 
sufficiently large to  perm it survival of 12 anim als for 80 w eeks and at 
least ano th er 12 for tw o years. H istolog ical reports  will be required 
on all anim als. T he preferred  rou te  of adm in istra tion  is oral.

Final Recommendations
T h eir final recom m endations, how ever, do no t add up to  a D elaney 

clause. T hey  are as follow s:
(a) As a general principle, no substance shown to be a carcinogen 

w hen adm inistered  orally to anim als should be added to  or allowed to 
contam inate  food.

(b) If a substance is show n to be a carcinogen to  anim als by any 
o ther rou te  cf adm inistra tion , or if it a ttra c ts  suspicion of carcino
genicity  solely on clinical grounds, the scientific s tan d in g  com m ittee 
should decide w hether, as a food additive or con tam inant, it consti
tu tes a carcinogenic hazard  to  man.

(c) S upport should be given to research studies in th is  field w hich 
m ay have a te a r in g  on the prevention  of cancer.

T hus, P ro fesso r F razer, w ho is a m em ber of th a t m edical com 
m ittee, has recen tly  m ade a plea for the bu ild ing of a national bio
logical te s tin g  sta tion  on the  lines of a research  association supported  
bo th  by public and industrial funds. Such a facility  has been under 
discussion for m any years in the DTnited  K ingdom  but, under the  
stim ulus of the  changing  p a tte rn  of our food laws, it is possible th a t 
action w ill soon be taken.*

[The End]
D epartm en t of Scientific and Industria l 
Research has agreed to m atch industry’s 
contribution  dollar for dollar up to  a 
total g ran t of $131,000 per year.

T he A ssociation’s m ain object will 
be the investigation of chemical com 
pounds added to  food in processing or 
contam inating  the food th roug h  con
tact w ith agricultural sprays, packag
ing m aterials, etc. F u rth e r  develop
ment of tests using experimental animals 
is seen to  be needed. An advisory and 
inform ation service will m ake available 
to m em bers the results of related re 
search in o ther establishm ents th rou g h 
out the world. [T h e  E n d ]

* Since this paper was read to the 
D ivision of A gricu ltu ral and Food 
C hem istry, A m erican Chem ical Society, 
in Septem ber, it has been announced 
by the D epartm en t of Scientific and 
Industrial R esearch { T h e  L o n d o n  T im e s ,  
N ovem ber 22, 1960) th a t a new re 
search body, the B ritish Industria l 
Biological R esearch A ssociation, has 
been form ed. I t  will have facilities at 
L eatherhead , Surrey, near the B ritish 
Food M anufacturing Industries Research 
A ssociation and should be operational 
by mid-1962. N inety  com panies have 
pledged support for a  to ta l of $64,000 a 
year for five years. In  addition, the
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WASHINGTON-
A C T I O N  A N D  N E W S

In the Food and Drug Administration
F eb ru a ry  R eport of F ood  Seizures.—

A total of 749 tons of contam inated 
food was seized in 62 federal court 
actions during  January . O f this total, 
144 tons becam e contam inated  in w are
houses while the food was being held 
for sale after shipm ent in in terstate  
com m erce.

Frozen seafood com prised the largest 
tonnage involved in seizure actions. 
A pproxim ately 364 tons of con tam i
nated seafood was seized in six court 
actions. In  three of the cases 340 tons 
of shrim p contam inated w ith dirt and 
sm oke during a fire were seized.

T he second largest category  was 
soybeans contam inated  w ith crotalaria 
seeds. O ver 103 tons of soybeans were 
seized in two federal court actions.

An unusual food seizure w as m ade 
this m onth  of 2J4 tons of kangaroo 
m eat im ported from  A ustralia . T he 
m eat, intended for use in pet food, was 
found to contain insect fragm ents, 
anim al hairs and decom posed m eat.

A pproxim ately  33 tons of food seized 
in 15 federal court actions w ere found 
to be econom ic cheats because the 
products contained less w eight than 
declared on the label, fell below s tan d 
ards of quality, o r w ere no t as rep re
sented on the labels.

D rug  and Device Seizures.— Twenty- 
four federal court actions w ere taken 
against drugs and devices in the m onth 
of January .

V itam in preparations w ere involved 
in six of the 24 actions. One vitam in 
preparation  asked of the consum er in 
its brochure, “ Can you banish those 
w eary blues caused by a nu tritional

deficiency?” I t  claimed to treat middle- 
age decline, p rem ature aging and de
pression, poor eyesight and teeth and 
bones, and to “boost the blood” and 
revitalize the system .

V o luntary  A ctions by In d u s try .—A 
candy com pany in Chicago, which had 
serious roden t infestation, destroyed 
and converted to anim al feed over 80 
tons of candy, nuts and sugar, and im 
proved plant sanitation practices at an 
annual cost of over $25,000.

W heat becam e contam inated with 
rodent excreta in storage at Lewiston, 
Idaho. T he com pany skim m ed ap 
proxim ately 52 tons of w heat off the 
top  of the bin and converted it to an i
mal feed. In  addition, the storage bin 
was destroyed and a new concrete 
elevator was erected at a cost of 
$201,500.

All told, during the m onth, over
1.794 tons of adulterated  food w ere 
destroyed o r converted to  anim al feed 
in 147 actions by industries vo luntarily  
seeking to avoid violations of the law.

D rug  firms vo luntarily  destroyed 
$13,374 w orth  of adu lterated  drugs in 
14 separa te actions. T he largest of 
these involved the destruction  of $7,000 
w orth of drugs. A fire broke out in the 
prescription area of an Omaha, Nebraska, 
drugstore. P rescrip tion  and n on pre
scription drugs and vitamin preparations 
were badly dam aged by heat, fire, 
sm oke and w ater. M any d rug  bottles 
were broken, labels burned off and 
drugs m elted. All the dam aged goods 
were destroyed by burning.

Voluntary plant improvements totaled 
$583,104 in value at 28 establishm ents.
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Use This Check List to Add to Your 
Permanent Food and Drug Law Library

W herever th ings happen of im portance to Food and D rug  Men. yo u ’ll 
find CCH there w ith handy desk helps on food, drug and cosm etic law. 
Each of these books w as w ritten  by an ou tstan d ing  au tho rity  in the field 
and published by Comm erce C learing H ouse, Inc., for The Food L aw  In s ti
tu te. T hey  serve as a chronicle of the developm ent of food law, including 
the associated d rug  and cosm etic la w s ; provide an adequate library  for 
everyone concerned.

Some BOOKS IN  T H E  FOOD LA W  IN S T IT U T E  S E R IE S : *
*/ G eneral S tate  F ood  and D rug  L aw s—A nnotated , by David H .

V ernon  and F rank lin  M. Depew. T able of con ten ts; 816 pages.
P rice : $17.50 a copy.

^  C onstitu tional Q uestions in F ood  and D rug  L aw s, by T hom as 
W . C hristopher. Topical index; 128 pages, 6" x 9", heavy paper 
covers. P rice : $3.50 a copy.

J  F ederal Food, D rug , and Cosm etic A ct—Judicial and A dm in
istra tive R ecord, by V incent A. K leinfeld and C harles W esley 
D unn. All these publications include indexes and case tables.

1953-1957, 1,444 pages. P rice : $25.00 a copy.
1951-1952, 588 pages. P rice : $12.00 a copy.
1949-1950, 543 pages. P rice : $10.25 a copy.
1938-1949, 922 pages. P rice : $17.50 a copy.

\J  Legislative R ecord of 1958 F ood  A dditives A m endm ent to 
F ed era l F ood, D rug, and Cosm etic Act. Topical index; 160 
pages, 6" x 9", heavy paper covers. P rice : $3 a copy.

\ !  P ro d u c t L iability  Cases, by  F ran k  T . D ierson and Charles 
W esley  Dunn. T able of con ten ts; 1,182 pages. P rice : $12 a 
copy.
C anada’s F ood  and D rug  L aw s, by  R ob ert E . C urran , Q. C.
Topical index, case tab le; 1,138 pages. P rice : $19.50 a copy.

* Unless otherzeise noted, books come in hard bound covers, red and black with gold 
stamping, sloe 6?f< ,r 9% inches.

YOURS—FO R 15 DAYS’ F R E E  EX A M IN A TIO N
Any of these au tho rita tive  books can be yours for 15 days' free exam i

nation. Just fill out the handy tear-off O rder Card at the right. If not 
com pletely satisfied after looking them  over, return the books for full credit.

C  C  II P r o d u c t s , Co m p a n y ,
4 0 2 5  W.  P E T E R S O N  A V E . ,  C H I C A G O  4 6 ,  I L L .
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