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create a be tte r know ledge and understand ing  
of food, d rug  and cosm etic law. (2) to  p ro
m ote its due operation and developm ent and 
thus (3) to effectuate its g reat rem edial p u r
poses, In short: While this law receives normal 
legal, adm in istra tive  and judicial considera
tion, there remains a basic need for its appro
priate  study  as a fundamental law of the land : 
the Jo u r n a l  is designed to satisfy th a t need. 
T he editorial poliev also is to allow frank 
discussion of food-drug-cosm etic issues. T he 
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REPORTS
TO THE R E AD E R

Twenty-Third Annual M eeting of 
the Section on Food, Drug and Cos
metic Law of the N ew  York State Bar 
Association. — T he concluding papers 
presented  a t the m eeting  are featured 
in this issue of the J ournal. The pre
vious papers p resented  a t the m eeting 
were published in the F eb ruary  issue.

W esley E. Forte, in his article “The 
Fair P ackaging and L abeling  Act—The 
Problem s and Effects of D iscretionary  
Regulations,” examines the implications 
of regulations on package size, cents- 
off labeling and non-functional slack fill. 
The article begins on page 109.

In his article, “P rodu ct Liability '— 
1967,” W illiam J. Condon discusses sev
eral cases of product liability and com
pares the decisions of the courts. He 
concludes that there is increasing espous
al by the courts of the strict liability 
concept. A t the end of the article, which 
begins on page 114, M r. Condon has com
piled a list of product liability cases for 
1967.

/ .  Kenneth K irk  in “Developments at 
FD A," beginning on page 126, discusses 
recent changes made to insure a higher 
level of compliance with the Food, Drug 
and Cosmetic Act.

In the article, “Separation of Functions 
in FD A  Administrative Proceedings,” be
ginning on page 132, Selma M. Levine 
exam ines the adm inistra tive processes 
employed by the FD A  in questions of 
adjudication and rulemaking and urges 
that fair standards of procedure be estab
lished for both types of cases.

Pesticide Laws and Legal Im plica
tions of Pesticide U se (Part I ) .—T his 
article by Douglass F. Rohrman, a  mem
ber of the Illinois Bar, exam ines the 
danger of environmental contamination

posed by the use of pesticides, and dis
cusses the ways in which the U nited  
S tates has a ttem pted  to alleviate this 
health hazard. He concludes that while 
pesticide laws are reasonably  adequate, 
there is room  for m uch im provem ent 
in the adm inistration  of controls.

P a r t I of Mr. R ohrm an’s tw o-part 
article appears in this issue of the 
J ournal beginning on page 142. Federal 
and state pesticide laws are discussed in 
this first part. Part II, which will be 
published in the April issue of the J our
nal, examines pesticide use liability.

Address by H is H oliness Paul V I  
to Representatives of the Food Stan
dards Commission.—In his address to a 
group  of delegates to the M eeting of 
the Jo in t Food S tandards Com m ission 
of the Food and A gricu ltu re O rg an i
zation and the W orld H ealth O rganiza
tion held in Rome February 20 to M arch 
1, 1968, Pope Paul V I  praised the o r
ganization’s efforts in establishing world
wide food standards. These standards, he 
believes, will bring about closer com
munication between the less developed 
and more highly developed nations of the 
world. The address begins on page 162. 
Its  F rench  pa rt has been transla ted  
by A nn M. W olf, of New York City.

The Salmonellae— A Current Chal
lenge.—Franklin M. Depew, author of 
the article beginning on page 164, p re 
sented this paper before The American 
Association of Candy Technologists at a 
meeting in New York City on February 
8, 1968. Mr. Depew, President of the 
Food and D rug Law Institute, analyzes 
the nature and increasing incidence of the 
food-borne infection, Salmonellosis, and 
discusses the various methods of detect
ing the organism.
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The Fair Packaging 
and Labeling Act—

The Problems and Effects 
of Discretionary Regulations

By WESLEY E. FORTE

This Article and the Following Three Were Presented at the 
Twenty-Third Annual Meeting of the Section on Food, Drug and 
Cosmetic Law of the New York State Bar Association at the New 
York Hilton Hotel on Jan. 23, 1968. Mr. Forte Is a Member of the 
Pennsylvania Bar and Is an Attorney with the Borden Company.

I P L A N  T O  D ISC U SS D IS C R E T IO N A R Y  R E G U L A T IO N S  
under the F a ir P ackag ing  and L abeling  A ct (F P L A ). The d is

cre tionary  regula tions are au thorized  by Section 5(c) of the  s ta tu te  
and these regu la tions will (1) define package size descrip tions (as 
“sm all,” “m edium ” and “large” ), (2) regula te  cents-off labeling, and
(3) p reven t non-functional slack fill. Since it w as clear du ring  the 
leg islative hearings th a t a substan tia l num ber of Congressm en be
lieved these regu la tions w ere desirable, it m ay well be “m an d a to ry ” 
for the Food and D ru g  A dm in istra tion  (F D A ) and the F ederal T rade 
Com m ission (F T C ) to issue these “d isc re tion ary” regulations and 
we can expect th a t they  will do so soon.
T H E  FAIR PACKAGING AND LA BELIN G  ACT PAGE 109



The Broad Interpretation of Administrative Authority
D espite the fact th a t the  d iscre tionary  regula tions are un issued 

yet, we can m ake one safe generalization  concern ing them . T he 
d iscre tionary  regula tions will be based upon a broad in te rp re ta tio n  of 
F D A ’s and F T C ’s au tho rity . T here  is a clear trend  in W ash ing ton  
today  to  view every s ta tu te  as conferring  alm ost lim itless au th o rity  
on the agency appointed  to adm inister it. T hus, those w ho insist 
upon m aking an early  s ta r t on their com m ents on the d iscre tionary  
regu la tions can safely begin w ith  a sentence sta ting , “T he regulations 
prom ulgated  by the C om m issioner of Food and D rugs exceed the 
au th o rity  delegatee to  him by Congress in the  follow ing respects . . .” 
T he rem ainder of th a t paragraph  can be com pleted after the regu la
tions are issued.

Characterization of Package Sizes
U nder Section 5 (c )(1 )  of the F P L A , regulations can be p rom ul

gated  govern ing  package size characterizations, for exam ple, “sm all,” 
“m edium ” and “ large .” T hese regulations will probably have to be 
issued individually  for different p roduct lines. F or exam ple, a “ m e
dium ” tube of to o thpaste  m igh t contain 2 ozs.. w hile a “sm all” pack
age of soap pow der m ight contain 10 ozs. In  short, w hat is “sm all,” 
“m edium ” or “ la rg e” is relative to product identity . I t is not clear yet 
w hether the designations, “sm all,” “m edium ” and “ la rg e” will encom 
pass a range of ne t w eigh ts or m erely a single net w eight. T he H ouse 
R eport indicates th a t e ither approach can be followed by FD A  and 
FT C .

R egulations defining package size characterizations will often 
resu lt in a change in the sizes of consum er com m odities now packed 
by m any m anufacturers. If the regu la tions prescribe a single size of 
the  com m odity as “ large.” (for exam ple, 8 oz.) the m anufactu rer will 
have to pack th a t qu an tity  to  use the designation. If the regulations 
perm it the characterizations to  be applied to a range of sizes, they  will 
still have a s tan dard iz ing  effect. M anufactu rers will probably w ant 
to  pack the sm allest size in th a t range so th a t they can b e tte r com 
pete in price. T hose m anufactu rers w ho resist or are unable to change 
to  the m inim um  in each w eigh t category  will probably om it these 
characterizations entirely . As M rs. P eterson  indicated in H ouse
p a g e  1 1 0 FOOD DRUG COSM ETIC LAW  JO U R N A L — M A R CH , 1 9 6 8



H earings, the A ct does not require any m anufactu rer to  use size 
characterizations (1966 H earings a t 199).

R egulations defining package sizes m ay also decrease the num ber 
of w ords now used for package size characterizations. A m ong the 
w ords now used for package sizes are “sm all,” “m edium ,” “large," 
“king-sized,” “g ia n t” and “jum bo.” F T C  and F D A  m ay define only 
a few of these term s and reason th a t all o ther characterizations are 
m isleading. A lternatively , the  undefined term s m ay be considered 
supplem ental s ta tem en ts  ( th a t is, ano th er accurate m ethod of s ta tin g  
m andato ry  in form ation) and be ban ished from  the principal display 
panel. E ith e r approach will destroy  the good-w ill created in these 
term s by the m anufacturer and m ay resu lt in a  conflict w ith  those 
m anufacturers hav ing an investm ent in th e ir p resen t term inology.

Cents-Off Labeling
Section 5 (c )(2 ) of the A ct au thorizes regulations govern ing  

cents-off labeling and “econom y size” packages. T he new regulations 
will be in tended to preven t “fictitious b a rg a in s” and their antecedents 
are the F T C ’s Guides A gainst D eceptive P ric ing  and its investigation  
into alleged abuses of cents-off labeling in coffee. F D A  and F T C  
cannot p roh ib it the use of cents-off labe ling ; th e ir responsib ility  is 
only to insure th a t these prom otions are m eaningful.

In te llig en t regula tions govern ing  cents-off labeling and other 
prom otions will necessarily  focus upon the  regional ra th e r th an  the 
national m arket. If perpetual use of cents-off labeling  is w rong, it 
would be m eaningless to  perm it a com pany to sell forever w ith  a 
cents-off label in Los A ngeles m erely because it never used such a 
label in Boston.

T he lim itations on cents-off prom otions can focus e ither upon 
tim e or volum e. F o r exam ple. F D A  and F T C  could proh ib it the  sale 
of over 51% of a p roduct in any m arket w ith  cents-off labeling  in any 
six-m onth period. A lternatively , F D A  and F T C  could sim ply require 
th a t for every th ree  m onths of prom otion, there  m ust be a t least 
th ree  m onths du ring  w hich the product is sold w ith ou t such a prom o
tion. R egulations prem ised on volum e favor the larger seller while 
regula tions prem ised on tim e are m ore favorable to  the  sm aller seller.
T H E  FA IR  PACKAGING AND LABELING ACT PAGE 111



H ence, large and sm all com petitors m ay differ on the substan tive  
con ten t of the regulations.

Q uestions will also arise concern ing the  proof of a violation. T he  
m ost convenient source of in form ation m ay be the m anu fac tu rer w ho 
m ay have a file of announcem ents of prom otions and records of sh ip 
m ent of p rom otional con tainers. H ow ever, F D A  has no clear r ig h t of 
com pulsory access to  th is  inform ation.

Tw ice d u ring  the  1965 hearings on th e  F P L A , F D A  officials 
s ta ted  th a t if cents-off labeling w ere m ade d iscretionary , F D A  w ould 
need au th o rity  to  g e t cost and  p ric ing  in fo rm ation to  effectively ad
m in ister th e  A ct (pp. 27 and 8 ). T he  s ta tu te  w as no t changed to 
g ra n t F D A  access to  th is  in form ation and, as Mr. G oodrich no ted  in 
the  1966 hearings, F D A  has no subpoena pow ers to  enforce re stric 
tions on cents-off labeling  (p. 197). T he H ouse R eport on the F P L A  
does s ta te  th a t regu la tions m ay require “ . . . a  show ing on th e  p a r t of 
the  m anufac tu rer th a t the  w holesale price has been reduced in an 
am ount sufficient to  enable re ta ilers to  pass on the app ropria te  ‘cents- 
off’ to  the  consum er.” H ow ever, th is  p robably  m eans only th a t the 
regula tions m ay require  the  m anufac tu rer to prove he has given such 
price reductions to  prevail in a law su it based upon alleged m isuse of 
cents-off labeling. A ny o ther in te rp re ta tion  is negated  by the  fact 
th a t Mr. Cohen, M r. L arrick  and Mr. G oodrich all to ld  C ongress th a t 
F D A  had no m ethod of securing  such in form ation and th a t, despite 
such testim ony, Congress did no t give F D A  the r ig h t of com pulsory 
access to  th is inform ation.

Non-Functional Slack Fill
T he regu lations au thorized  under Section 5 (c )(4 ) of the  A ct are 

in tended  to  preven t non-functional slack fill. “N on-functional slack 
fill” is unnecessary  slack fill, or slack fill w hich is not required  for the 
p ro tection  of the con ten ts of the  package or the  requirem ents of the  
m achines used for closing the  package. R egulations govern ing  non
functional slack fill will a lm ost certa in ly  have to be issued on a 
p roduct by  p rod uct basis if these regu la tions are to  be m ore th an  
generalities since the id en tity  of th e  p rod uc t affects the ex ten t of 
se ttlin g  or the need for p rotective packaging m aterials. T he  form u
lation of specific regula tions will, how ever, require substan tia l p ro 
duction  expertise. Since F D A  app aren tly  had g rea t difficulty in
PAGE 1 1 2  FOOD DRUG COSM ETIC LAW  JO U R N A L---- M A R C H , 1 9 6 8



form ulating  specific stan dards of fill under the Food, D ru g  and 
Cosm etic A ct, it is difficult to  un derstan d  how it can b e tte r form ulate 
specific requirem ents for fill under the F P L A .

As F D A  and F T C  approach the  slack-fill problem , they  will 
undoubtedly  find th a t there  are significant varia tions in the efficiency 
of m achines and equ ipm ent used by industry . Som e m achines and 
equipm ent can fill and close packages w ith  less w asted  space than  
o ther m achines and equipm ent. I can discern no in ten tion  in the 
F P L A  to com pel m anufactu rers to purchase new m achinery. Indeed, 
I discern a co n tra ry  in ten tion  from  the deletion of the com pulsory 
package stan dard iza tio n  aspects of the bill.

T he F T C  and F D A  regulations will therefore probably have to 
recognize a s tan dard  of fill w hich can be used by m anufacturers w ith  
reasonable bu t less m odern equipm ent than  their com petitors. T his 
s tandard  of fill is likely to  be low er th an  the  actual fill now packed 
by m any m anufacturers. Some com panies will probably  drop their 
ex istin g  fill to  the level of the  stan dards prom ulgated  by the govern
m ent w ith ou t m aking a corresponding price reduction. T he slack-fill 
regulations will therefore be no bargain  for industry , governm ent, 
or consum ers.

F or those who, how ever, insist upon seeing som e note of cheer in 
everything, I suggest th a t a tim e m ay come w hen governm ent will 
take over one task  w hich we in in du stry  have apparen tly  handled 
unsuccessfully. F o r years, m any reputab le  food com panies have 
received occasional le tte rs  from  ira te  housew ives who refuse to 
believe th a t the com pany cannot fit m ore product in to the package for 
technological reasons. H ow ever, w hen the  F D A  puts ou t its slack-fill 
regu lations, in du stry  will have an answ er to  th a t problem . I t  will 
then  be able to  say  th a t the q u an tity  in the  package (even if it is 
reduced) is the q u an tity  se t by the  governm ent. I t  m ay even be 
possible to send these le tte rs  to W ash in g to n  to  have them  answ ered 
by those  in governm ent who have so long believed th a t they  w ere 
the  real experts in runn in g  business. T his prospect m ay provide a 
little  cheer for som e of our clients as they  face the difficult and 
com plex problem s of the d iscre tionary  regula tions under the  F P L A .

[The End]
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Product Liability—1967

By WILLIAM J. CONDON
Mr. Condon Is a New York Attorney for Swift and Company.

Y E A R  A G O, our repo rt w as principally  concerned w ith the
spread of strict liability across the nation.1 Inevitably, this deceptively 

sim ple doctrine m ust give rise to som e in te restin g  and, at tim es, dif
ficult problem s. Its  rapid acceptance around the coun try  can also be 
expected to  spaw n second th ou gh ts  am ong some of our courts. I t  is 
w ith  these problem s, second though ts, and some other in terestin g  
developm ents th a t we will be prim arily  concerned in th is report.

The C ourt of A ppeals of New Y ork handed down a decision in 
May which can have far reaching consequences. The case is Rooney 
v. S. A . Hcaly Company, CCH P roducts L ia b il it y  R eports 5775. 
P la in tiff’s decedent was an engineer em ployed by the B ureau of 
Sewage D isposal of the D ep artm ent of Public W orks of New Y ork 
City. O n the  day of his death, he entered a sew er to ascerta in  the 
cause of an accum ulation of w ater. Before en tering  the sew er he put 
on and tested  a gas m ask, m anufactured  by one of the defendants. 
A fter finding and correcting  the trouble in the sew er, R ooney and his 
com panions s ta rted  out. R ooney collapsed and died of asphyxiation .

T he gas m ask w orn by R ooney was m anufactured  by one of the 
defendants and purchased in a used condition, a fter being in c ircula
tion for four years, by the  C ity from  the o ther defendant. In  an action 
based upon stric t liability , the com plaint alleged defective design. 
A lthough  there w ere problem s of proof, the C ourt held th a t there was 
enough in the record from w hich the ju ry  could find a design defect. 
A ccordingly, a verdict for the plain tiff was affirmed.

T he significant pa rt of th is holding is th a t it defines an app ar
en tly  lim itless exposure to liability  on the p a rt of a m anufacturer. 
One postu la te  of design defect offered by p lain tiff’s expert was th a t

1 W illiam  J. Condon, “ P roduct L ia
bility— 1966,” 22 F ood D rug Cosmetic 
L aw J ournal 125 (February, 1967).
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the plunger required  to activate  the m ask p ro truded  and th us was 
sub ject to dam age. A nother was th a t the p lunger m ight becom e loose 
and fall ou t and therefore no t be available to  perform  its function. 
The C ourt never m entioned the four years of life of th is m ask prior 
to its acquisition by the C ity and it is reasonable to assum e from  the 
C o urt’s trea tm en t th a t tw en ty  years w ould no t have m ade any dif
ference. Inasm uch as the fact of a design defect is a ju ry  question, 
m anufacturers m ay be perm itted  a sligh t shiver in contem plation 
of th is case.

A ra th e r unusual tw ist in th is area was announced by the  F lorida 
D istric t C ourt of A ppeal in the case of Gay v. Kelly, CCH P roducts 
L ia b il it y  R eports jj 5803. The case arose out of the purchase by p lain
tiff of a six-pack of a soft drink. As the plain tiff was leaving the retail 
store, the bo ttom  of the carton  broke and one of the bo ttles fell on 
her foot and broke it. T he issue before th is C ourt was the  sufficiency 
of the com plain t to sta te  a cause of action against the b o ttle r w here
in plaintiff apparen tly  alleged th a t the defendant m anufactured  the 
carton  as well as the contents. On th is in te rp re ta tion  of the com 
plain t. the C ourt of Appeal reversed an order of the low er court dis
m issing the com plaint. T he ho ld ing was th a t, in these circum stances, 
p riv ity  of con tract w as no t required  to susta in  a cause of action. 
H ow ever, in its opinion, the C ourt m ade it clear th a t if plaintiff failed 
to prove th a t defendant did in fact m anufacture  the carton , she m ust 
fail. As you might suspect, there was a vigorous dissent to this holding.

A nother in terestin g  developm ent occurred in a case of first im 
pression in M aine. In  Kobeckis v. Budzko, CCH P roducts L ia b il it y  
R eports 5679. plaintiff complained that he contracted trich inosis from  
fresh pork w hich he had purchased from  the defendant. H e claim ed 
th a t defendant knew  th a t he w as pu rchasing  the pork for the purpose 
of m aking Polish  sausage and th a t defendant w as well aw are th a t, in 
th is process, it is custom ary  to taste  the raw  sausage from  tim e to 
tim e in order to determ ine w hether and when it has been properly  
flavored. H e, therefore, relied upon the skill and ju dg m en t of the 
defendant to provide him w ith  fresh pork suitable for th is purpose. 
D isdain ing  to decide th is case w ith  reference to  the ra th er obvious 
vo lu n tary  exposure by the plaintiff, the Suprem e Judicial C ourt of 
M aine preferred  to rest its decision on a broader ground. A ccord
ingly, the C ourt held th a t the w arran ty  accom panying the sale of 
fresh pork is th a t it w ill be w holesom e and fit for hum an consum ption 
if it is properly  cooked. I t  w ent on to  say. “P ro per cooking as used
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in th is case m eans ra ising  the tem p era tu re  th ro ug hou t the m eat or 
m eat p roduct to  a m inim um  of 137 degrees F ah ren h e it,”

Drug Cases Predominate
D rugs have taken over the position of pre-em inence in product 

liability . One reason for th is is th a t the drug  com panies have been 
exposed to extensive m ultip le litigation  arising  ou t of the side effects 
of various drug  products, w hich in tu rn  have provided us w ith  
num erous reported  decisions. Several of these, w hich came dow n in 
1967, are of m ore than  passing in terest. Yarrow v. Sterling Drug, Inc., 
CCH P roducts L ia b il it y  R eports |f 5709, and Krug v. Sterling Drug, 
Inc., CCH P roducts L ia b il it y  R eports 5789, involve the drug manu
fac tu re r’s du ty  to w arn physicians of the harm ful effects from  its 
d rug  which come to its atten tion . In  Yarrozv, the United States Dis
tr ic t C ourt for the D istric t of South D akota seem ed to feel th a t de
fendant had done a fairly good job w ith  respect to  lite ra tu re  and 
le tte rs  to  physicians as in form ation becam e available. H ow ever, th is 
C ourt believed th a t the m ost effective w ay to b rin g  in form ation of 
th is kind to the a tten tion  of busy physicians is th ro ug h  personal 
con tacts by detail men. T his the defendant apparen tly  had not done. 
A ccordingly, the C ourt held the m anufactu rer's  w arn ing  to be inade
quate and found for the plain tiff in the sum  of $180,000.00.

In Krug, the Supreme Court of Missouri reached the sam e resu lt by 
finding the sam e conduct of the sam e defendant to be w holly inade
quate in all respects. In th is case, there  was an in te restin g  side issue. 
P lain tiff had sued both the m anufactu rer and the retail d rug g ist who 
had filled her prescription . T he reta iler w as found not liable by the 
ju ry . H e now seeks indem nity from  the  m anufactu rer for his a t
to rn ey s’ fees and expenses. T he C ourt found considerable m erit in 
his claim  bu t u ltim ately  disallow ed it because the allegations in the 
com plain t against the re ta iler w ere of p rim ary  negligence. T hese 
allegations w ere th a t the re ta iler “failed to  inform  itself by lite ra tu re  
or by any other m eans of the dangerous qualities of said drugs and of 
the  reasonable likelihood of said drugs causing in ju ry  to persons 
using the  sam e” and th a t it “failed to  inform  itself of the in juries 
being caused by said drugs and failed to  w arn  the m edical profession 
or the  public th rough  advertisem ents or in any o ther m anner of the 
danger of the fu rth er use of said p roducts.”

T he m ost p ro liferated  of the m ultip le litigation  drug  series has 
been com plicated by claim s for punitive dam ages. Some ju ries have 
been m oved to  honor such claims and appellate decisions resu lting
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therefrom  are beg inning to appear. Tw o very in te restin g  opinions, 
reaching opposite conclusions, are to  be found in Roginsky v. Richard- 
son-Merrell, Inc., CCH P roducts L ia b il ity  R eports Tf 5729, and Toole 
v. Richard son-M  err ell, Inc., CCH P roducts L ia b il it y  R eports J[ 5814. 
In  the trial court Roginsky  had a verdict of $17,500.00 in com pensatory 
dam ages and $100,000.00 in punitive dam ages. Toole recovered a ver
dict of $175,000.00 general damages and $500,000.00 punitive damages. 
T his la tte r was reduced by the trial court to  $250,000.00. On appeal, 
the U nited  S tates C ourt of A ppeals for the Second C ircuit, speaking 
th rough  Judge Friendly , affirmed Roginsky's award for compensatory 
dam ages, bu t disallowed an)' recovery for punitive dam ages. T he 
California C ourt of Appeal, speak ing th ro ug h  Judge Salsm an, approved 
Mr. Toole's award, both as to general and punitive dam ages. M uch can 
be said, and. undoubtedly , m uch will be said with respect to  the 
propriety and desirability of awarding punitive damages in civil actions 
of th is type. I t  w ould be inappropriate , if not im possible, to give 
proper coverage to the question in th is brief report. I t is, perhaps, 
enough to note th a t the tw o courts w ere considering substan tia lly  
the sam e evidence in reach ing  th e ir opposite conclusions. Judge 
F riendly  was obviously concerned w ith  the overall econom ic effect 
th a t punitive dam age aw ards can have in m ultip le litigation  of this 
type. Judge Salsm an. equally obviously, was not.

T he Sterling Drug  cases involved a failure to  give adequate w arn 
ing, w hereas the Richardson-M err ell cases are principally concerned with 
a failure to provide adequate inform ation or, in the alternative , 
w ith w ithhold ing  inform ation. T he case of Love v. W olf, CCH P rod
ucts L ia b il it y  R eports 5754, arose out of a som ew hat different tw ist. 
L iab ility  was im posed on the m anufac tu rer of a drug, in the face of 
full disclosure and adequate w arning , on the g round  th a t its over
prom otion of its p roduct tended to  cancel out the efficacy of the 
w arning. H ere, again, the  case is in te res tin g  because of tw o secon
dary  issues. T he appeal is from  a second trial. A n earlier verd ict for 
the plaintiff had been reversed because of extensive m isconduct at 
the  tria l by p lain tiff’s counsel. One of the issues on appeal a fte r the 
second verdict for the p lain tiff was m isconduct of the tria l judge. A 
recital of a few instances of the alleged m isconduct will perhaps 
explain -why defendant com plained. F irs t, a t the conclusion of p lain
tiff’s testim ony, the  judge said, “All righ t, M rs. Love, then  you will 
be excused. T han k  you very  m uch, and I w ish you good luck.”

D u ring  cross-exam ination of p lain tiff’s doctor, counsel for defend
an t asked if plain tiff had had a surgical procedure a t th a t tim e w ith 
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out any adverse hemorrhaging effects. T he C ourt answ ered the ques
tion  by saying, “Yes, w ith  his exp lanation .” Counsel said, “ W ell, 
your H onor, m ay I please continue w ith  th is cross-exam ination?” T he 
C ourt: “Yes, you m ay, bu t I don 't w an t you to try  to destroy  his 
testim ony .” L ater, on red irect exam ination , defendant’s counsel ob
jected  to  a lead ing question, as p u ttin g  w ords in the docto r’s m outh. 
A t th is point, the C ourt observed: “Y ou can’t pu t any w ords in th is 
doctor’s m outh. H e know s m ore th an  all of you a tto rn ey s.” L ater, 
the C ourt said, “T h an k  you very  m uch for the in form ation you w ere 
able to  im part. H e was less d istu rbed  by cross-exam ination th an  a 
good m any doctors.”

T he A ppellate C ourt characterized  the  ju dg e 's  rem arks as “u n 
fo rtun a te ,” b u t found th a t in the volum inous record considered as a 
whole they  could no t have been prejudicial. T he A ppellate C ourt was 
apparen tly  very  m uch im pressed by the fact th a t the judge inform ed 
the ju ry  th a t he did no t favor e ither party  and was try in g  the  case 
fairly^ and im partially .

On the first tria l of th is action the ju ry  had re tu rn ed  a verdict 
against bo th  the  m anufac tu rer and the prescrib ing  physician in the 
sum  of $334,000.00. T hereafter, the docto r’s insurance carrier paid 
plaintiff som eth ing  over $100,000.00 “in partia l sa tisfaction” of the 
judgm ent w ith ou t w aiver of its r ig h t to appeal. As indicated, th a t 
judgm en t was subsequen tly  reversed and on th is tria l the ju ry  found 
for the physician. Now, th is C ourt has reversed again and aw arded 
the plaintiff a new  tria l as to  the doctor. W ith  respect to the  partial 
satisfaction , the C ourt found, for technical reasons, th a t the issue 
had not been fairly p resented  on appeal and, hence, it w as no t called 
upon to m ake any decision. H ow ever, th is ra th e r unusual procedure 
does give rise to som e ra th er in terestin g  questions, particu larly  if the 
doctor should eventually  prevail.

In  tw o cases decided on the  sam e day, T exas joined the ranks 
of those s ta tes  espousing s tric t liability . In  so doing, the T exas 
Suprem e C ourt exposed ano ther problem  area. T he tw o cases are 
M cKisson v. Sales Affiliates, Inc., CCH P roducts L ia b il it y  R eports 
jj 5780, and Shamrock Fuel and Oil Sales Co. v. Tunks, CCH P roducts 
L ia b il it y  R eports j[ 5796. The problem is the effect of the plaintiff’s 
con tribu to ry  negligence on the liability  of the defendant in a s tric t 
liability  action. T he T exas court held th a t w here the negligence of 
the plaintiff consists of a failure to discover the defect in defendant’s 
product, or to  guard  against the possibility  of its existence, such 
conduct will no t b a r his recovery. H ow ever, if the conduct of the
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plain tiff am ounts to  a vo lun tary  exposure to a know n risk, th is  will 
constitu te  a defense. T h is la tte r  is com m only referred  to as “assum p
tion of risk ,” b u t som e courts  are re luc tan t to use th is phrase, since 
a t com m on law  it was ra th e r narrow ly  confined to  certain  specific 
situations. T hus, in the view of th is C ourt, w hich finds considerable 
support am ong the  com m entators, failure to discover the defect will 
no t bar recovery, bu t con tinu ing  to use the product after the defect 
is know n, does. T he  follow ing quotation  from the opinion represen ts 
the  un derly ing  justification  for the C o urt’s view :

U nder m odern conditions of advertising  and m arketing , there exists a 
stro ng  consum er reliance upon the in teg rity  of the m anufactu rer and vendor 
of a product. T he rep resen ta tion  of safety in use is not restric ted  to  those 
consum ers of the reasonably  pruden t variety. I t  would be incongruous to  hold 
th a t one could no t recover upon the rep resen ta tion  tha t a p rod u c t w as safe 
because he had failed to  m eet the test of the reasonably p rudent m an in 
discovering th a t :he represen ta tion  was not true.

Causation the Key Issue
W e are constan tly  rem inded th a t causation  rem ains the key issue 

in product liability . A good exam ple of th is is found in the case of 
M atthews v. Clairol. Inc.. CCH P roducts L ia b il it y  R eports fl 5691. 
Plaintiff suffered an inflammation of her head and the loss of most of 
her hair follow ing the use of defend an t’s hair coloring product. T he 
evidence show ed th a t plaintiff w as given a patch test in accordance 
w ith defendan t’s directions and re tu rned  a fte r the prescribed 24 hours 
for her trea tm en t. Tt w as after th is trea tm en t th a t her difficulty 
developed. Plaintiff’s claim was that defendant was neg ligent in not 
prescrib ing  a 72 hour w aitin g  period after the patch  test, w hich was 
based upon the testim ony of her expert. H ow ever, she failed because 
the evidence show ed th a t, even a fte r 72 hours, plaintiff exhibited no 
reaction at the sites of the patch test. T herefo re, the failu re of defen
dan t to  p rescribe a 72 hour w aitin g  period was not the cause of 
p lain tiff’s in jury.

Solom on could not have done b e tte r than the Suprem e C ourt 
of M ichigan in balancing  the adm issib ility  of c ircum stan tia l proof 
betw een bo th  parties to  an action involving a claim  of adu ltera ted  
m ink feed. F irs t of all, in Savage v. Peterson Distributing Company, 
hie.. CCH P roducts L ia b il it y  R eports 11 5791, the Court approved 
the adm ission by the trial cou rt of evidence on behalf of plaintiff 
th a t o ther m ink ranchers had sim ilar trouble  w ith  m ink food con
ta in in g  products of the  defendant, even though  there w as no evidence 
th a t any of them  used the sam e product. T he C ourt said th is evidence
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w as adm issible to  show  a p a tte rn  of causally connected carelessness 
a t defendant’s plant. On the o ther hand, it w as held th a t the  tria l 
cou rt erred  in exclud ing defendan t’s offered testim ony relative to 
lack of com plain ts by users of its p roduct produced a t the sam e p lant 
w ith  the sam e com m on ingredients a t the sam e re levan t tim es as the 
product involved in th is case. F u rth e r, the  C ourt held th a t it w as 
prejudic ial e rro r to  exclude testim ony of m andato ry  F ederal Food & 
D rug  A dm in istra tion  inspections of defendan t’s p lan t to show  the 
absence of any  im proper practices du ring  the  tim e re levan t to  th is  
law suit. T hus, if we are go ing to  let the  ju ry  speculate, it is ap
propriate  th a t it be allow ed to speculate on both sides.

W hile  we are on th is sub ject, le t me call your a tten tion  to  an 
opinion w ritten  by the U nited  S tates C ourt of A ppeals for the F ifth  
C ircuit, w herein the  C ourt s ta r ts  ou t by ask ing  the question, “H ow  
far is the C ourt w illing  to  let the ju ry  specu la te?” T h is m arks the 
beg inning of a m ost fascinating , in -depth discussion of the proof re 
qu ired to  su p p o rt an action based upon s tr ic t liability . T he facts in 
Helene Curtis Industries. Inc. v. Pruitt, CCH P roducts L ia b il it y  R e
ports 5851, w ere essentially  th ese : P lain tiff suffered th ird  degree 
burns on her scalp and rig h t ear resu lting  from  the application to 
her hair of a m ix ture  of tw o products designed for bleaching purposes. 
The products were manufactured by the two defendants involved. They 
w ere purchased  from  a beau ty  parlo r by a friend w ho applied them  
to p lain tiff’s hair a t the  friend’s home. B oth products were in tended 
for m ark etin g  to  beau ty  shops only, and bo th  carried  label in s tru c
tions w hich lim ited th e ir m ix ture  to p roducts m anufactured  by each 
defendant separately . A fter a verd ic t for the p lain tiff aga inst both 
defendants, the C ourt of A ppeals was faced w ith  the issue as to 
whether or not plaintiff had proved a cause of action in strict liability.

T o paraph rase  the opinion will not do it justice. H ow ever, we 
m ay w ith profit note a few of its h igh ligh ts. F irs t of all, not all 
law yers or com m entato rs will applaud the co u rt’s adap ta tion  of res 
ipsa loquitur to s tric t liability. T h is is accom plished by  the  sim ple 
expedien t of su b s titu tin g  the w ord “defect” w here the w ord “neg li
gence” trad itionally  appeared. One m ight question w hether any use
ful purpose will be served by c lu tte rin g  up an already difficult 
problem  w ith  the  obfuscato ry  proclivities of a L a tin  m axim . T his, 
how ever, is m y last criticism  of th is very lucid opinion.
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Doctrine of Intended Use
T he C ourt noted th a t the doctrine of s tr ic t liability  is not in

tended to  m ake a m anufactu rer an absolute in surer and th us liable 
for any  harm  th a t m ay befall a user of his product. In  o rder to 
delineate the scope of the m anu fac tu re r’s liability , it applied w hat 
it called the doctrine of in tended use. T h is in tended use. according 
to the C ourt, is broken down in to tw o facets, the m ark etin g  schem e 
of the maker and the foreseeability  of harm . A pplying this doctrine 
to the case a t bar, the  C ourt pointed out th a t the m ark etin g  schem e 
of both defendants here was d irected en tire ly  to  professional users. 
All the in struc tions and all the w arn ings accom panying both products 
which w ere m ixed to ge ther w ere beam ed at the know ledge and 
expertise  of trained beau ticians. F urth erm ore , both products carried 
in structions th a t they should be m ixed only w ith  o ther p roducts of 
the sam e m anufac tu rer or w ith  a pure hydrogen peroxide, w ith  which 
each m anufac tu rer w as fam iliar and th us able to m ake a judgm ent. 
F rom  th is, the C ourt was able to  conclude th a t plain tiff was no t an 
in tended user of these products and th a t the use m ade of them  
was not an in tended use.

F ollow ing th is the C ourt used the sam e facts and factors to 
elim inate the in ju ry  to  the plain tiff as being w ith in  the o rb it of fore
seeability  of harm . Based again on the m anner in w hich these 
products w ere m arketed , the  in structions and w arn ings w hich ac
com panied them , and the lack of p rio r problem s, the C ourt concluded 
th a t the in ju ry  to  p lain tiff w as no t foreseeable. I t  is in te res tin g  and 
significant th a t in reach ing  th is conclusion the C ourt relied heavily 
upon policy considerations in balancing  the in terests  betw een the 
need for adequate recovery and viable enterprises. In m aking this 
balance, the  C ourt m ade tw o significant sta tem en ts. F irs t it said, 
■ 'Furthermore, if the judicial opinions are in conflict on w hether the 
public will be w illing  to  absorb the cost of in juries to innocent by
standers, there  can be no doubt th a t the public will be unw illing  to 
pay h igher prices for p roducts w hen the in ju red  plain tiff is an u n 
foreseen and unauthorized  user." Secondly, the C ourt said, ‘‘A lte rn a
tive w ays existed  for M rs. P ru it t  to  sa tisfy  her desire to  be a blonde 
* * * She could have sim ply gone to  a qualified beau tic ian .”

F inally , let me quote one m ore significant o b se rv a tio n : “Con
fining th e  m aker’s responsib ility  to  harm  by use of the products in 
a beau ty  shop is no t a revival of the doctrine of p riv ity  of con tract. 
I t  is sim ply an a ttem p t to  confine the scope of liability  to  the  zone
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of danger which could reasonably have been foreseen before these 
products w ere sold.”

Concept of Fault
If one conclusion can be draw n from the review of the cases 

in 1967, it is th a t the concept of fault is very  m uch alive. W hile  we 
m ay have m oved aw ay to  an appreciable degree from  the idea of 
negligence, one cannot read a large num ber of m odern cases w ith ou t 
recognizing th a t the courts still cling to  a fault requirem ent. R unn ing  
th ro ug h  all these cases is a com m on thread . E ith e r the defendant 
failed to inform  or over-represen ted , or was gu ilty  of some o ther 
conduct or failure which can be equated  w ith  fault, even though 
sho rt of negligence. T his th ou gh t is in the trich inosis case w here the 
court lim its the w arran ty  to one th a t the product will be safe to  
ea t if properly  cooked. I t even exists in the equ ipm ent cases, w here 
the fault m ay be said to be th a t the m an u fac tu re r’s foresigh t w asn ’t 
as good as the ju ry ’s h indsigh t. W e are still only at the th reshold  
of s tric t liability . Based upon our con tinu ing  experience, one can only 
speculate th a t as tim e goes on. the differences betw een s tr ic t liability  
and negligence will be m ore app aren t in proof th an  in doctrine.

PRODUCT LIABILITY CASES FOR 1967
T he list of cases for 1967. grouped according to  classification, 

is as follows :

FOREIGN SUBSTANCE AND CONTAMINATED FOOD CASES
DiOrio v. Hirschheimer, CCH P roducts L ia b il it y  R eports If 5698 

(N . Y. Sup. Ct., Nassau Co.)
Franks v. National Dairy Products Corp.. CCH P roducts L ia b il it y  

R eports IT 5750 (U . S. D. C , W . D„ Tex.)
R yttcr  7’. Parthcnides, CCH P rodl’Cts L ia b il it y  R eports If 5752 

(Civ. Ct. of City of N. Y.)
N ugent v. Popular Markets, Inc., CCH P roducts L ia b il ity  R eports 

1f5797 (M ass.)
Deris v. Finest Foods, Inc., CCH P roducts L ia b il ity  R eports 

If 5800 (La. Ct. App. 4th Cir.)
Anderson v. Sw ift & Company, CCH P roducts L ia b il it y  R eports 

If 5804 (U . S. C. A .-6)
Zaimer v. Howard Johnsons, Inc., CCH P roducts L ia b il ity  R eports 

1f 5833 (Dist. Ct. App., Fla., 4th Dist.)
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FOREIGN SUBSTANCE BEVERAGE CASES -
Burns v. Delaware Coca-Cola Bottling Co., CCH P roducts L ia b il ity  

R eports 5670 (Del. Super. Ct., New Castle Co.)
Tedder v. Pepsi-Cola Bottling Co. of Raleigh, CCH P roducts L ia 

b il it y  R eports 5788 (N . C.)
Olney v. Beaman Bottling Co., CCH P roducts L ia b il it y  R eports 

II 5793 (Term .)
BURSTING BEVERAGE BOTTLE CASES

Ballou v. B litz-W  einhard Company, CCH P roducts L ia b il it y  R e
ports 5723 (O re.)

Lafleur v. Coca-Cola Bottling Co. of Lake Charles, Inc., CCH P rod
ucts L ia b il it y  R eports 5764 (La. Ct. App. 3rd D ist.). Rehearing 
If 5802.

DRUG CASES
Yarrow v. Sterling Drug, Inc., CCH P roducts L ia b il it y  R eports 

f  5709 (U . S. D. C„ So. Dakota)
Community Blood Bank, Inc. v. Russel, CCH P roducts L ia b il it y  

R eports j[ 5710 (F la.)
Hoder v. Sayet, CCH P roducts L ia b il it y  R eports jj 5718 (Dist. Ct. 

App. Fla.)
Roginsky v. Richardson-Merr ell', Inc.. CCH P roducts L ia b il it y  R e

ports 5729 (CA -2) ; rehearing  denied |f 5763.
Chandler v. Anchor Serum  Co.. CCH P roducts L ia b il ity  R eports 

*1 5734 (K ans.)
Basko v. W inthrop Laboratories, Inc., CCH P roducts L ia b il it y  R e 

ports I) 5736 (U . S. D. C , Conn.)
Bristol M yers Co. v. The District Court, CCH P roducts L ia b il ity  

R eports 5743 (Colo.)
Love v. W olf. CCH P roducts L ia b il it y  R eports 5754 (Cal. Ct. 

App. 3rd Dist.)
K rug v. Sterling Drug, Inc., CCH P roducts L ia b il it y  R eports 

If 5789 (M o.)
F rits v. Parke-Davis & Co., CCH P roducts L ia b il it y  R eports 

*15799 (M inn.)
O’Hara v. M erck & Co., Inc., CCH P roducts L ia b il it y  R eports 

H 5813 (U . S. C. A .-8) ; rehearing denied 5841.
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Toole v. Richardson-Merrell, Inc., CCH P roducts L ia b il ity  R eports 
1f 5814 (Cal. Ct. App., 1st Dist.)

Jackson v. Muhlenberg Hospital, CCH P roducts L ia b il ity  R eports 
If 5832 (N . J. Super. Ct.. U nion Co.)

0 . M. Franklin Serum Company v. Hoover, CCH P roducts L ia b il ity  
R eports 1f 5834 (Tex. Ct. Civ. App.) ; 1f 5835 (T ex .)

Lovett v. Em ory University, Inc., CCH P roducts L ia b il ity  R eports 
r  5836 (Ga. Ct. App.)

Blum v. Richardson-M errell. Inc., CCH P roducts L ia b il it y  R eports 
r  5839 ( U .  S. D. C„ Md.)

Breaux v. Aetna Casualty & Surety Co., CCH P roducts L ia b il ity  
R eports fl 5864 (U . S. D. C.. E. D. La.)

Jacobs Pharmacy Co., Inc. v. Gipson, CCH P roducts L ia b il ity  
R eports r  5868 (Ga. Ct. A pp.)

COSMETIC CASES
Shahade v. Clairol, Inc., CCH P roducts L ia b il it y  R eports If 5673 

(U . S. D. C„ Conn.)
Sales Affiliates, Inc. v. McKisson, CCH P roducts L ia b il it y  R eports 

1| 5681 (Tex. Civ. App.)
M atthews v. Clairol, Inc., CCH P roducts L ia b il it y  R eports 1f 5691 

(C. A. 3)
Matthias v. Lehn & Fink Products Corp. CCH P roducts L ia b il ity  

R eports I1 5711 (W ash.)
Davidson v. W ee, CCH P roducts L ia b il it y  R eports IT 5717 (Ct. 

App. A riz .)
McKisson v. Sales Affiliates, Inc., CCH P roducts L ia b il it y  R eports 

If 5780 (T ex .)
Webb v. The Fuller Brush Company. CCH P roducts L ia b ility  R e

ports 1f 5822 (U . S. C. A.-3)
Helene Curtis Industries, Inc. v. Pruitt, CCH P roducts L ia b ility  

R eports V 5851 (U . S. C. A.-5)

ANIMAL FEED CASE
Savage v. Peterson Distributing Co., Inc., CCH P roducts L ia b il it y  

R eports 1f 5791 (M ich.)
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DEFECTIVE CONTAINER CASES
Schutter Candy Co. v. Stein Bros. Paper B ox Co.. CCH P roducts 

L ia b il it y  R eports fl 5666 (C . A .-2)
The Kroger Co. v. Bowman. CCH P roducts L ia b il it y  R eports 

fl 5695 (K y.)
Cusumano v. Pepsi-Cola■ Bottling Co.. CCH P roducts L ia b il it y  R e

ports fl 5702 (Ohio Ct. App., Cuyahoga Co. )
Gay v. Kelly. CCH P roducts L ia b il it y  R eports fl 5803 (Fia. Dist. 

Ct. App., 1st Dist. )
DEVICE CASES

Mocrey v. Superior Artificial Limb Co., CCH P roducts L ia b ility  
R eports fl 5668 (N . Y. Sup. Ct., Kings Co.)

Cheshire v. Southampton Hospital Assn.. CCH P roducts L ia b il ity  
R eports fl 5741 (N . Y. Sup. Ct., Nassau Co.)

Cutler v. General Electric Co., CCH P roducts L ia b il it y  R eports 
fl 5749 (N . Y. Sup. C t, Kings Co.)

Texas State Optical. Inc. v. Barbee. CCH P roducts L ia b il it y  
R eports fl 5837 (Tex. Civ. App.)

ECONOMIC POISON CASES
Skogcn v. Dow Chemical Co.. CCH P roducts L ia b il ity  R eports 

fl 5732 (CA-8)
Holozvka v. York Farm Bureau, CCH P roducts L ia b il it y  R eports 

fl 5855 (Pa. Ct. of Common Pleas, York Co.)
Corprezv v. Geigy Chemical Corp.. CCH P roducts L ia b il ity  R eports 

fl 5858 (N .C .)
FERTILIZER CASE

Larance v. PM C Corp., CCH P r o d u c t s  L i a b i l i t y  R e p o r t s  fl 5703 
(La. Ct. App. 2nd Cir.)

TRICHINOSIS CASE
K obeckisv. Budzko, CCH P roducts L ia b il it y  R eports fl 5679 (M e.)

CIGARETTE CANCER CASE
Zagurski v. The American Tobacco Company. CCH P roducts L ia 

b il it y  R eports fl 5809 (U . S. D. C., Conn.) [The End]
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Developments at FDA

By J. KENNETH KIRK

Mr. Kirk Is Associate Commissioner for 
Compliance, Food and Drug Administration.

MY C O M M E N T S  A B O U T  N E W  D E V E L O P M E N T S  in the 
Food and D ru g  A dm in istra tion  (F D A ) will be, in a sense, 

an addendum  to those of D epu ty  C om m issioner R ankin  in the  article  
p resented  in the J o u r n a l  for December 1967.1

T here is no question bu t th a t there has been a substan tia l num 
ber of changes in the way F D A  is operating , bu t I hasten  to add th a t 
these are all designed for the objective w hich Dr. Goddard has set 
forth , th a t is, to insure the g rea tes t level of com pliance w ith  the Food, 
D rug  and Cosm etic A ct and the o ther s ta tu tes , the  adm inistra tion  of 
w hich is assigned to FD A .

T he decentralization  process w hich s ta rted  sho rtly  after Dr. G od
dard becam e C om m issioner is well on its w ay and, in our judgm en t, 
is w ork ing  out splendidly. The D istric t D irectors are fundam entally  
responsible for seeing th a t com pliance is achieved in their own areas. 
E xperience has dem onstra ted  th a t they  can do a b e tte r job now th a t 
we have given them  m ore au th o rity  to m ake decisions as to w hat 
should be done and w hat has to  be deferred in the m any, m any 
instances w here the dem ands on th e ir inspectional and analytical tim e 
far exceed the resources available to  them .

T he D istric t D irectors m ake th e ir own plans, guided only by the 
general policies ou tlined by the Com m issioner. T hey  have much 
g rea te r au th o rity  to  decide w hat th e ir particu lar d istric ts  need in the 
area of inspectional, analytical, clerical and top m anagem ent people, 
sub ject only to the overall budget restric tions of personnel ceilings 
and available funds. T hey  can try  new th ings as long as they  are 
d irected tow ards the u ltim ate  objective, real com pliance.

1 W inton B. Rankin, <:F D A ’s O rgan- Food D rug Cosmetic L aw J ournal 660 
ization: T he R easons for C hange,” 22 (D ecem ber, 1967).
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A nother innovation w hich has proven to  Ire desirable is to give 
the D istric t D irector g rea te r la titude  in determ in ing  w hat should be 
done when violations of the  s ta tu te s  are encountered.

I don’t  have to tell you of the various sanctions in the law : 
seizure, prosecution, in junction , and, of course, the hearing  procedure, 
w hich does no t resu lt in crim inal action or the le tte r of w arning. 
A dditionally , how ever, we have em ployed the recall procedures which 
resu lt, in m any cases, in much g rea ter consum er protection than  
w ould be achieved had we proceeded only, or at least in itially , by 
try in g  to  rem ove illegal m aterial from  the m arket under the seizure 
provisions of the law.

W h a t we have to ld the D istric t D irectors is th a t in th is area we 
expect them  to m ake a considered evaluation of each such situation  
as it arises and to give us their recom m endation, justified in each 
case, as to which procedure or com bination of procedures should be 
the action or actions of choice. W e are g e ttin g  excellent recom m en
dations from the D istric t D irectors in th is  categorj- and. by and large, 
they  are being approved ju s t as we ge t them .

An in te restin g  side observation  here is th a t frequently  tw o s itu a 
tions which in itially  m ay appear to  be identical can ~esult in the use 
of different sanctions to  achieve protection , w ith a sound basis for 
the difference.

Federal-State Relations
I 11 the  field of federal-state  relations, there  have been m any very 

prom ising  developm ents. As you know, we have a new Office of 
L egislative and G overnm ental Services headed by Mr. P au l Pum pian. 
A dditionally , each of the  H ealth , E ducation  and W elfa~e D epartm ent 
regions now has an F D A  R egional A ssistan t Com m issioner to deal 
w ith  federal-sta te  m atters.

T his does not. of course, elim inate the day-to-day cooperation 
betw een our D istric t offices and the  s ta te  people. All concerned are 
actively  w ork ing  to  the end th a t the  consum er gets b e tte r  protection 
per dollar w hether th is is from the F ederal G overnm ent or the sta te  
or local people.

O ne new developm ent very recen tly  has been the form ation of a 
task  force m ade up of top  FD A  officials and responsible m em bers of 
the N ational A ssociation of S ta te  D ep artm en ts  of A griculture.
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Voluntary Compliance Programs
W e have sub stan tia lly  stepped up our vo lun tary  com pliance 

program s, bo th  in W ash in g to n  and in the field. G eneral D elm ore and 
his group  in the ju s t reorganized B ureau of V o lu n tary  Com pliance 
are p rov id ing real leadersh ip  to  th is program  and we are g e ttin g  feed
back w hich indicates th a t the m aterials we are issuing, the sem inars, 
the w orkshops, and the like, are m ore than w orthw hile.

W e have learned th a t these kinds of p rogram s a ren 't w orth  too 
m uch if they  are set up so th a t the FD A  people tell indu stry  w hat 
needs to  be done. R ather, we find the best resu lts come from the 
kinds of w orkshops and sem inars which are jo in tly  planned and 
jo in tly  operated  w ith the affected industries, so this is really a tw o- 
w ay street.

T here  has been a very substan tia l am ount of in terest in the so- 
called self-certification program  which we are try in g  out on lim ited 
basis w ith  one of the G eneral Foods C orporation’s plants.

T he In d u s try  Self-Certification Q uality  A ssurance P rogram  is 
aim ed at producing  the h ighest consum er protection possible w ith 
the given resource allotted F D A  th rough  increased cooperation lie- 
tw een the agency and industry . T his involves the sharing  of in form a
tion betw een F D A  and industry , and the estab lishm ent of a Q uality  
A ssurance P rogram  in the p lant which w ould be a prerequisite  for a 
firm ’s acceptance in to the program . A plant quality  assurance p ro
gram  would be based on F D A  regulations and standards and consist 
of th ree basic e lem en ts : good m anufac tu ring  p rac tic e s ; self-inspec
tion ; and a s ta tis tica lly  valid sam pling and analysis program .

In itia lly  we have set som e basic criteria  to be considered in 
selecting  p lants for the program , which really boils down to a s itu a 
tion w here the p lan t m ust e ither process or repack a “critica l” product. 
T his is defined as a product hav ing  a significant po ten tial health  
hazard  to  the consum er.

W e are prepared to discuss th is in detail w ith  any firm which 
desires to partic ipate , bu t the situa tion  should encom pass a t le a s t :

(1) a desire by the p lant to partic ipate  in the program  ;
(2) a p lan t a lready hav ing  good m anufactu ring  practices in

general and possessing the ab ility  to  im plem ent the basic ele
m ents of a quality  assurance p ro g ra m ;
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(3) An acceptable past record, th a t is, num ber and serious
ness of violative inspections and consideration of its legal history : 
num ber of recalls, seizures, prosecu tions, in ju nctions;

(4) Such additional factors as the quality  of its m anagem ent, 
the  size of the p lan t and its “critical p ro d u c t” production.

Drug Area
In  the d rug  area, you have all heard  of the estab lishm ent of our 

N ational C enter for D rug  A nalysis in St. Louis. T his has been p a r
ticu larly  valuable to  us in several “crash”program s to evaluate the 
quality  of the drugs on the m arket, bu t even aside from  th a t the inno
vation  is p rov ing every day th a t we did not m ake a m istake in se ttin g  
up th is kind of facility. W hen the center reaches its full po ten tial, 
we will be able to  do far m ore in th is area of d rug  analyses than  has 
ever been possible in the past.

M eanw hile, it is no secret th a t we are not satisfied w ith the 
quality  of som e of the drugs on the m arket and we are p lann ing  add i
tional m easures which will enable us to  get m ore basic inform ation 
looking to com pliance.

O ne im p ortan t feature  here is to  find out as precisely as possible 
w hy certain  deviations have occurred or are occurring, and a plan 
w hich we are w ork ing  on now involves w hat m ight be called an in ten 
sified drug  inspection concept of operations. W h a t th is m eans is th a t 
the F D A  inspector will be called upon to  m ake a far m ore com pre
hensive in-depth review  of the  m anufac tu ring  and quality  control 
p ractices of the m anufacturer of p rescrip tion  legend drugs w ith 
respect to  each product produced by th a t m anufacturer.

W e hope to  be able to  identify  the practices and procedures 
w hich con tribu te  to the m ark etin g  of d rugs which are either clearly 
illegal or, shall we say, of uncerta in  quality.

T h is is go ing to m ean th a t in the  p lan ts selected by the D istric t 
Office for th is in -depth coverage, our inspector will undoub tedly  have 
to  spend far m ore tim e than  has been the  case in the past. W e are 
extrem ely  hopeful, how ever, th a t the program  as it w orks ou t will 
tu rn  out to  be of ju s t as m uch benefit to  the  m anufactu rer as we 
believe it will be to the consum er.

T he reorganization  of our D ivision of A ntib io tic  and Insu lin  C er
tification was announced form ally earlier th is m onth. U nder the new
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reorganization , the laborato ry  functions will be separate. T he m edical 
and v e terinary  m edical operations will be conducted in the B ureaus 
of M edicine and V eterinary  M edicine and the o ther certification ser
vices, including the g ran tin g  of exem ptions and exceptions in the 
Office of the A ssociate C om m issioner for Compliance.

I have not had d irect responsib ility  for th is operation long 
enough to  tell you ju s t exactly  how it is going to  w ork out. b u t I 
can assure you th a t we are looking for it to provide the best job 
possible in seeing to  it th a t the  certification service w orks precisely 
as con tem plated  in the sta tu te . I hope to  have m ore to  say on this 
po in t at a la te r date.

Development of Regulations
A very  substan tia l am ount of our tim e has been devoted du ring  

the  past year to the developm ent of regula tions for the F air P ack
ag ing  and L abeling  Act. which was enacted in 1966.

F ollow ing very extensive discussions w ith m anufacturers, label 
producers, association represen ta tives, and follow ing our study of 
literally  thousands of labels cu rren tly  on the m arket, we issued p ro 
posals for the food regulations in M arch of 1967.

W e know  there were those a tto rney s who felt we should not have 
tried  to com bine the basic Food, D rug  and Cosm etic Act regulations 
w ith the regula tions under the F air P ackag ing  and L abeling  Act, but, 
as we have explained before, we felt th a t one set would be be tte r 
than tw o, and we w ent th a t route.

W e w ere extrem ely pleased w ith  the com m ents which we had 
invited and which we received in response to the original publication. 
W e d idn’t get very m uch “ I object, period” type of com m ents. R ather, 
we got a g reat deal of though tfu l evaluation  of w hat we had proposed, 
w ith  suggestions of how we could do a be tte r job. As you know, we 
cam e out in Ju ly  w ith  so-called final regulations which reflected the 
very  substan tia l com m ent we received.

T hen  we received the form al objections, some of which called 
for a hearing, and in our Septem ber publication we explained w hat 
we had done as a resu lt of the  objections, and concluded th a t there 
had not been set up a sound basis for staying the regulations and hold
ing a public hearing.
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Personally , I have been told by several a tto rney s for food firms 
that they disagree v io lently  w ith  our reasoning  in re jec ting  the  h ea r
ing request on a t least one of the item s, b u t they  also added th a t they  
did have to  agree there  was little , if any, hope th a t an extensive hear
ing w ould have produced a different resu lt in the face of the s ta tu te .

W e w ere glad to  see th a t the  food in du stry  generally  recognized 
th a t th is w as a law  w hich w ould have to  be m et and the best w ay to 
deal w ith  it w as to  ge t the regu la tions se ttled  and to get dow n to 
business and com ply.

I have seen a good m any labels w hich have been redone to  m eet 
the new  law  and regulations, and they  have been excellent jobs.

W e do know  th a t w ith  the m any labels w hich have to be changed, 
the available facilities of the p late  m anufacturers, lithographers, and 
o ther label m anufactu rers ju s t cannot m eet the dem ands of the effec
tive date of Ju ly  1, 1968. In  July , Dr. G oddard published a s ta tem en t 
of policy under Section 3.57 w hich recognized th is situation  and set 
up a procedure w hereby  we can consider problem s involving those 
labels w hich, while no t in com plete com pliance, could no t be changed 
before the effective date.

AVhile we do no t have the au th o rity  to form ally set a new date, 
we can exercise adm inistra tive  discretion , as outlined in th a t policy 
sta tem en t. W hile  it is a little  early to  be g e ttin g  them , we a lready 
have several dozen le tte rs  from  firms who feel they  will no t be able 
to  m eet the deadline, b u t we know  th a t as the sp ring  w ears on we 
will be g e ttin g  a g rea t m any more.

I t  should be recognized th a t any such request for adm inistra tive  
discretion should be based on good faith  in a ttem p tin g  to  com ply and 
should involve labels w hich w ere no t them selves in conflict w ith the 
basic provisions of the F ederal Food, D ru g  and Cosm etic Act, includ
ing the conspicuousness feature of Section 403(f ).

I have tried  to  give you a b ird ’s eye view of w h at we believe to 
be significant changes in our operations. As Mr. Goodrich has said 
on many occasions, however, none of these procedures are written on a 
block of g ran ite  w ith  a tongue of fire and we w an t to  continue to 
m ake im provem ents in our operations in any case w here it can be 
shown that they are directed towards the ultimate objective, compliance.

In  th is respect, we welcom e your suggestions alw ays. [T h e  E n d ] 
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Separation of Functions in 
FDA Administrative Proceedings

By SELMA M. LEVINE

Selma M. Levine Is with W ald, Hark- 
rader and Rockefeller, Washington, D. C.

IN T H E  C O U R S E  of adm in istra tive  proceedings before the Food 
and D rug  A dm inistra tion  (F D A ), law yers have encountered  confu

sion about the applicability  both of the procedural requ irem en ts of 
the A dm inistra tive  P rocedure A ct (A P A ) and of the elem ents of 
adm inistra tive  due process.

In  an earlier day, th is m ay not have been too significant a p rob 
lem, as problem s go. B u t recent years have w itnessed a dram atic 
surge of regu la to ry  activ ity  by the agency, and th ings will get worse, 
no t better. F o r exam ple, F D A  has sharp ly  increased its use of rule- 
m aking au th o rity  to  p rom ulgate food s tan d ard s ,1 to regula te  d rug  
labeling and adv ertis in g ,2 3 and to  control the m ark etin g  of products 
ca terin g  to the A m erican obsession w ith  slim ness and v ita lity .8 New 
sta tu te s  have b rou gh t FD A  into the field of d rug  abuse contro l.4 Ju s t 
the o ther day Com m issioner G oddard predicted th a t the K efauver- 
H arris  D rug  A m endm ents of 1962'r> will be applied to rem ove from  
the  m arket a broad spectrum  of ineffective drugs which w ere ap
proved by F D A  for safety betw een 1938 and 1962.6 I t  is likely that, 
in g rea t m easure, New D ru g  A pplication (N D A ) revocation proce
dures will be followed.

All these regu la to ry  actions have evoked or will soon evoke a 
contest from adversely affected m em bers of the industry . T his w ould 
seem  to be an appropria te  tim e to  evaluate the adequacy of the

1 F o r exam ple, 32 Fed. Reg. 15116 of 1965, P. L. 89-74, 79 S tat. 227. 
(C h erry  P ie). 5 P . L. 87-781, 76 Stat. 780.

2 32 Fed. Reg. 7533. 0 F D C  R eports (T he P ink  Sheet),
3 31 Fed. Reg. 15730, 15746. Jan uary  8, 1968, p. 15.
4 D rug  Abuse C ontrol A m endm ents
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administrative process employed by FD A  to safeguard hearing rights, and 
thus to  ensure th a t F D A ’s decisions are fair and well-founded.

I reg re t to say th a t, by th is s tan dard , a t least one aspect of F D A ’s 
version of the adm in istra tive  process can only be regarded  as inade
quate, and m ay well be illegal or even unconstitu tional. L et us look 
a t the rela tionsh ip  betw een F D A  officials who prosecu te or advocate 
and officials w ho decide contested issues, not only in ad jud ication  bu t 
also in ru lem aking  actions.

General Requirements of the Administrative Procedure Act
T he A dm inistra tive  P rocedure A ct of 19467 is the fundam ental 

guide to procedure in form al proceedings before federal ad m in istra 
tive agencies. I t  divides these proceedings in to two principal c la sse s : 
ru lem aking  and adjud ication . “ R ulem aking” is “agency process for 
form ulating , am ending or repealing  a ru le ,”8 and a “ru le” is “an 
agency s ta tem en t of general or particu lar applicability  and fu ture 
effect designed to  im plem ent, in terp re t, or prescribe law  or policy.”9 
An “order,” on the o ther hand, is a “ final d isposition” in any other 
“m a tte r ,” including “licensing,”10 and “ad jud ica tion” is “agency p ro 
cess for the form ulation of an order.”11

T he fundam ental hearing  and decision procedure to  be followed 
by adm in istra tive  agencies is set forth  in Sections 712 and 813 of the 
A PA . (T he follow ing descrip tion ignores some aspects not relevant 
to FD A .)

Section 7 requires hearings to be conducted by e ithe r the agency 
itself (or one or m ore of its m em bers ) or by an independent hearing 
exam iner.14 T he proponent in such hearings is assigned the burden 
of proof, and decisions m ust be “in accordance w ith the reliable, 
probative, and substan tia l evidence.” 15 * T he “exclusive record for 
decision” is the transcrip t, exhibits, and o ther papers filed.10

Section 8 of the A PA  provides th a t the  officer w ho presided a t 
the hearing  or ano th er qualified hearing  officer “shall in itially  decide 
the case” unless the  procedure established by the agency requires him 
to certify  the record to  it for decision. In  th a t case, the hearing  
officer m ust “first recom m end a decision,” except that, in ru lem aking 
or in itial licensing (the  procedure for first g ran tin g  a license), “ the

7 5 U. S. C. § 551 and following. 13 5 U. S. C. § 556.
8 5 U. S. C. §551(5). 
“ 5 U. S. C. § 551(4).
10 5 U. S. C. §551(6).
11 5 U. S. C. §551(7).

13 5 U. S. C. § 557.
14 5 U. S. C. § 556(b).
15 5 U. S. C. § 556(d).
13 5 U. S. C. § 556(e).

SEPARATION OF FU N C T IO N S PAGE 1 3 3



agency m ay issue a ten ta tive  decision” in stead .17 All initial, recom 
m ended and ten ta tive  decisions ‘‘are a part of the  record ,” and parties 
are en titled  to subm it proposed findings and conclusions before initial, 
recom m ended and ten ta tive  decisions, as well as exceptions thereto  
before final agency decision.18

All ad jud ication  (except, in lim ited respects, in itial licensing) 
m ust be conducted in accord w ith these prov isions.19 Sections 7 and 
8 are also applicable to ru lem aking  w hen the “rules are required by 
s ta tu te  to  be m ade on the record after opportun ity  for agency h ea r
ing.”20 As the A tto rney  G eneral’s M anual on the A P A  points out, 
the  F ederal Food, D rug , and  Cosm etic A ct is “alm ost un ique” in 
specifically directing , in Section 701.21 th a t certain  substan tive  rules 
m ay be issued only after notice and hearing— “on the record .”22 T hus, 
the  m ore form al directions for hearin g  and decision em bodied in the 
A P A ’s Sections 7 and 8 are applicable to the regula tions issued under 
the Section 701(e) procedure—food standards, special d ie tary  regu la
tions, pesticide to lerances, and the like. O ther rules, how ever, includ
ing F D A  regulations no t governed by Section 701(e), m ay be m ade 
sim ply after g iv ing  “in terested  persons an op po rtun ity  to participate 
in the ru lem ak ing  th ro u g h  subm ission of w ritten  data, views or 
a rgum en ts .”23

F or adjud ications “required  by s ta tu te  to  be determ ined on the 
record after op po rtun ity  for an agency hearing ,”24 (again except 
initial licensing),25 Section 5 of the A P A  im poses additional require
m ents. T he  officer w ho conducted the hearing  “shall make the recom 
m ended decision or initial decision.”20 T he presid ing officer shall not 
consult anyone “ on a fact in issue” except on notice to the parties 
w ith  an “opportun ity  . . .  to  partic ipa te ,”27 nor shall he be a sub
ordinate of any agency em ployee engaged in “ investigative or prose
cuting functions.”28 No agency employee who investigates or prosecutes 
in any case shall, “ in th a t or a factually  re lated  case, partic ipate  or 
advise in the decision, recom m ended decision, or agency review  . . . 
except as w itness or counsel in public proceedings.”29

Flow does the F D A  version of the adm in istra tive  process stack 
up against som e of the elem ents of th is  basic charter?

17 5 U . S. C. §5S 7(ld .
18 5 U. S. C. § 557(c).
10 Section 5 (c ), 5 U. S. C. § 554(c) (2).
20 Section 4 (b ), 5 U. S. C. § 553(c).
21 21 U. S. C. § 371(e).
22 U. S. D ept, of Justice, Attorney

General’s Manual on the Administrative
Procedure A ct, 32-33 (1947).

23 Section 4 (b ), 5 U. S. C. § 553(c).
24 5 U. S. C. § 554(a).
25 5 U. S. C. § 554(d) (A ).
26 5 U. S. C. § 554(d).
27 S U. S. C. § 554(d )(1).
28 5 U. S. C. § 554(d) (2).
20 5 U. S. C. § 554(d).
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Adjudications
In  cases of ad jud ication , the  A P A ’s Section 5(c) clearly  directs 

th a t officials w ho hear and decide shall be iso lated from  those offi
cials who investigate  or prosecute. T he  policy behind th is separation  
rule w as no ted  by  th e  A tto rney  G eneral’s A dm inistra tive  P rocedure 
Com m ittee in 1941 :

A  m an who has buried him self in one side of an issue is disabled from  
bringing to its decision th a t d ispassionate judgm ent which A nglo-A m erican 
tradition dem ands of officials who decide questions.30
T his concept is so basic th a t it is read in to the  D ue Process 
C lause of the C onstitu tion  as an essential elem ent of adm inistra tive  
due process.31

If any F D A  proceeding is unquestionab ly  “ad jud ication ,” it is 
a proceeding32 to withdrazv approval of a New D rug  A pplication .33 
Y et, in tw o of the few N D A  revocation  actions w hich have gone as 
far as the form al hearing  stage, F D A  has a ttem p ted  to avoid the full 
im plications of the APA .

In 1964. in a proceeding to w ithdraw  N D A ’s for s tilbestro l-treated  
po u ltry ,34 the D epu ty  Com m issioner of Food and D rugs copied alm ost 
verbatim , and adopted  as his final decision, findings of fact proposed 
to  the H earin g  E xam iner by the F D A  staff. On appeal, the D istric t 
Court, in Goldhaft v. Larrick ,35 * declared th is procedure to  violate 
Section 5 (c ) 's  ban against “partic ipation  or advice” by an agency 
p rosecu ting  staff in an agency decision. F D A  asserted  th a t the 
obvious m ingling  of functions was sanctioned by the Section 5 exem p
tion from  ad jud ication  requirem ents for proceedings in w hich “deci
sions re st solely on inspections, tests, or elections.”86 B ut, the  court 
held, a “form al, adversary  hearing, involving the  issue of w hether 
New D ru g  au tho riza tions should be continued in force or suspended ,” 
was not one to  w hich the exem ption was in tended to apply.37 T he

30 A tto rney  G eneral’s C om m ittee on 
A dm inistrative Procedure, Adm inistra
tive Procedure in Government Agencies, 
S. Doc. No. 8, 77th Cong. 1st Sess. 56 
(1941).

31 In  re Murchison, 349 U. S. 133, 137 
(1955); Morgan v. United States, 304 
U. S. 1, 16, 22 (1938).

32 21 U. S. C. § 355(e).
33 See N otes 10 and 11 and accom 

panying tex t; A dm inistrative P roce
dure Act, Section 2(e), 5 U. S. C.
§§551(8) ( “ ‘license’ includes the whole

or a part of an agency perm it, certifi
cate, approval, . . .  or o ther form  of 
perm ission”), 551(9) ( “ ‘licensing’ in
cludes agency process respecting  the 
. . . revocation, suspension, annulm ent, 
w ithdraw al . . .  of a license” ).

34 H E W  D ocket Nos. FD C-D -49, 
FD C-D-55.

35 Civ. No. 122-62, D. N. J., A ugust 
20, 1964 (unreported).

38 5 U. S. C. § 554(a)(3).
3; Cited in footno te 35; p. 5.
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order of revocation was reversed and rem anded for a decision made 
in com plete accord w ith  the A PA .

T he events of the recent M easurin N D A  revocation proceed ings“’8 
against C hesebrough-P ond’s, Inc., dem onstra te  m ost dram atically  
F D A ’s d isregard  of w hat seem to be the plain requirem ents of proper 
procedure in such an action. T here  the A ssistan t General Counsel. 
Food and D ru g  D ivision, D ep artm en t of H ealth . E ducation  and W e l
fare, filed briefs as a p rosecu to r opposing the m anufac tu rer's  m otion 
to  dism iss. T he C om m issioner’s covering le tte r to the com pany 
denying the m otion to dism iss sta ted  th a t “our legal staff has con
sidered carefully  the m otion to d ism iss” (em phasis added), and th a t 
counsel had “been supplied w ith  the m em orandum  ou tlin ing  the 
considerations which led to th is decision.”39 Now. the C om m issioner 
has no o ther legal staff than  the F D A  A ssistan t G eneral Counsel ;40 
so it was clear th a t the A ssistan t G eneral C ounsel’s office had acted 
bo th  as p rosecu to r in opposing the dism issal m otion and as advisor to 
the C om m issioner in deciding it.

T he  A tto rney  G eneral’s M anual on the A P A  m akes perfectly  
clear th a t ‘‘if the agency’s General Counsel . . . engages in the per
form ance . . .  of p rosecu ting  functions in a case, he becomes unavail
able to  the agency for consultation  on the decision of th a t or a 
factually  related  case.”41 C hesebrough-P ond’s filed a m otion to d is
qualify the Assistant General Counsel from participating in or advising 
in the form ulation of any ten ta tive  or final order, or in the decision of 
any m otion in the case, on the g round  th a t the proceeding involved 
licensing, licensing (o ther than  initial licensing) was adjudication . 
Section 5 of the A PA  required separation of prosecuting and deciding 
functions, and th a t th is principle had been and obviously w ould be 
disregarded. B ut the m otion w as denied by the Com m issioner on 
the g round  th a t “neither the A ssistan t G eneral Counsel nor the a t
to rneys in his office partic ipate  in the decision-m aking process th a t

:is H E W  D ocket No. FD C-D-94.
F e tte r  from  Com m issioner God

dard to Jerome A. Straka, (unreported) 
Janu ary  9, 1967.

T he Office of the D epartm en t’s 
General Counsel is charged w ith “fu r
n ishing all legal services and advice 
to . . . all office, branches or units of 
the D epartm en t in connection w ith 
the operations and A dm inistra tion  of

the Department" (Statem ent of Organi
zation, Sec. 2-300.30(1), 22 Fed. Reg. 
1048), and “legal services in connec
tion w ith the adm inistration  of the 
Federal Food, D rug, and Cosmetic 
A ct” are perform ed by the Food and 
D rug  Division (Sec. 2-320.40(2), 30 
Fed. Reg. 14225).

41 Manual, cited in footnote 22, a t 57.
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occurs in d ra ftin g  these [revocation] orders after the evidence and 
argum en t have been sub m itted .”42

A t least im plicit in th is ru ling  was the recognition , absen t in 
Goldhaft, th a t the  A P A  requirem ents for ad jud ication  do apply to 
some degree in N D A  revocation proceedings. B u t it is fair to  say th a t 
so restric tive  a concept of w h at the  separation  of functions requires 
is far ou t of the m ainstream  of adm in istra tive  law. In  F D A ’s view, 
decisions on in terlocu to ry  m otions (including m otions to  dism iss, 
perhaps?), ev iden tiary  ru lings, and all o ther m atters arising  prio r 
to final subm ission of a case after tria l are exem pt from  either s ta tu 
to ry  or C onstitu tional proh ib itions against m aking the prosecu to r 
th e  judge or the ju d g e’s legal advisor.

T he valid ity  of F D A ’s position w as never judicially  determ ined 
because the Measnrin proceeding was resolved sho rt of hearing. B u t 
if th is  is the  position F D A  seriously in tends to  adopt in N D A  revoca
tion  proceedings, then  I w ould pred ic t there  will be m uch litigation  
and som e far-reach ing  revisions in F D A  adm inistra tive  procedure. 
T he D ep artm en t m ay well have to  face up to the need to provide 
legal assistance to  the  Com m issioner independent of th a t provided by 
the A ssistan t G eneral Counsel w hen he acts as prosecutor.

Rulemaking
By its own term s, Section 5(c) of the A P A  requ iring  separation  

of functions applies to  “ad jud ica tion” only. R ulem aking, the  o ther 
principal type of form al F D A  proceeding, is left to  Section 4 of the 
A P A  or to  Sections 7 and 8, as the case m ay be, and is no t sub ject 
to  the additional procedural stan dards of Section 5. T he teach ing  of 
Willapoint Oysters, Inc. v. E w ing43 is th a t F D A  need not separate  
p rosecu ting  and decision-m aking functions in proceedings properly  
characterized  as rulem aking.

B u t th a t does no t end the inquiry . F irs t, it is necessary to decide 
w hat is and w h at is no t properly characterized  as ru lem ak ing ; for, 
as the court in Willapoint itself recognized, the dividing line betw een 
ru lem ak ing  and adjud ication  is no t alw ays clear. Second, even w here 
the p rim ary  na tu re  of a proceeding is rulem aking, the overrid ing  
C onstitu tional im perative of a fair and im partial decision m ay require 
F D A  to observe the  requirem ents p rincipally  applicable to ad jud ica
tion. Indeed, w hen the  A P A  was pending in Congress, the Senate

42 L e tte r from  C om m issioner God- 43 174 F. 2d 676 (CA-9 1949), Cert,
dard to W ald, H a rk rad er & Rockefel- denied, 338 U. S. 860 (U. S. Sup. Ct. 
ler, F eb ruary  6, 1967 (unrepo rted ). 1949).
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Ju d ic ia ry  Com m ittee expressed po in ted  concern about the exem ption 
of ru lem aking  from  Section 5 and w arned th a t “w here cases p resen t 
sharp ly  contested issues of fact, agencies should no t as a m atte r of 
good practice take advantage of the exem ptions.”44 45

T o recap for a m om ent, certain  substan tive  FD A  regu la tio ns— 
food standards, special d ie tary  regulations, and so forth— are re
qu ired  by Section 701(e) of the Food, D rug  and Cosm etic Act to be 
issued only on the basis of an eviden tiary  record after notice and 
hearing. T hese proceedings look to the issuance of so-called “regu la
tion s” and th us at first blush are “ru lem ak ing” m atters  in w hich Sec
tion 5 of the A P A  is inapplicable.

T he fact th a t these proceedings involve eviden tiary  hearings, 
how ever, and th a t the  resu lting  “regu la tio ns” m ust be supported  by 
evidence in the record, m akes them  in som e respects suspiciously like 
“ad jud ications.” T he sim ilarity  is streng then ed  by the highly adv er
sary  character of the proceedings, w hich find not only sharply dif
fering views of in du stry  m em bers, bu t in m ost cases an F D A  position 
which m any or m ost industry  m em bers violently oppose. T he pro
ceedings on the peanut bu tte r  s tan d ard 43 provide a s trik ing  exam ple. 
FD A  strong ly  advocated a 90% m inim um  peanut content while the 
entire in du stry  urged 87% as the proper rule.

O ther so-called “ru lem ak ing” m atters are of a sort which m akes 
their classification as "ru lem ak in g” even m ore suspect. T ake the 
D rug  Abuse C ontrol Act of 1965.46 T h a t s ta tu te  im poses a s trin gen t 
regulator} ' schem e on the m anufacture, d istribu tion  and possession of 
“depressan t and stim u lan t d rug s"47 designated as such “by regu la
tio n ” of F D A .48 “R eg u la tio ns” listing  drugs for th is purpose are 
required  to  be issued in conform ity w ith  the on-the-record rulem aking 
procedure of Section 701 of the Food, D rug  and Cosmetic Act.

T he question th is schem e presents on its face is w hether p ro
ceedings to  list d rugs are tru ly  “ru lem ak ing” or w hether they are in 
fact “ad jud ica tion s.” T he principal judicial au th o rity  on the d istinc
tion betw een adjud ication  and ru lem aking is Philadelphia Co. v. SB C .4'-’ 
T he Securities and E xchange Com m ission (SE C ) had issued a so- 
called “ru le” p u rp o rtin g  to  revoke the exem ption of a certain  class 
of holding com pany from  certain  regu la to ry  requirem ents. T he Phil-

44 S. Rep. No. 752, 79th Cong. 1st 
Sess. 50 (1945), reprin ted  in S. Doc. 
248, 79th Cong., 1st Sess. 216 (1946).

45 H E W  D ocket No. FDC-76.
*" See footnote 4.

47 21 U. S. C. § 360a.
48 21 U. S. C. §§ 321 (v) (2) (c),— (3).
48 175 F. 2d 808 (D. C. C ir.), vacated 

on other grounds, 337 U. S. 901 (1949).
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adelphia C om pany was concededly the only holding com pany in the 
cou n try  to  w hich the  exem ption, or the revocation, applied.

T he  C ourt of A ppeals held th a t the SEC could no t revoke the 
exem ption in ru lem aking  proceedings b u t w as required  to  follow 
adjud icative procedures. T o d ifferen tia te  betw een the  proper sub jects 
of ru lem aking  and ad jud ication , th e  C ourt decided th a t “the action of 
an adm in istra tive  trib unal is ad jud ica to ry  in ch arac ter if it is pa rtic 
u lar and im m ediate ra th e r than , as in the case of legislative or rule- 
m aking action, general and  fu tu re  in effect.”50 T his w ould seem to 
m ean m uch the sam e th in g  as the s ta tem en t in Willapoint th a t “ the 
legislative process, i.e., ru lem aking , is norm ally directed prim arily  at 
‘situa tion s,’ ra th e r than  particu lar persons.”30 31 *

T he w ell-know n analogy (or even id en tity ) betw een ru lem aking 
and legislation, relied upon by bo th  courts of appeals in Philadelphia 
Co. and Willapoint, suggests th a t m ore precise guidance in draw ing  
the line betw een ru lem aking  and ad jud ication  can be found in the 
division betw een C ongress’ and the C o urts’ proper function. T he 
principal discussion of th a t separation  of pow ers has arisen under 
the Bill of A tta in der Clause of the C o nstitu tion .52 T he Suprem e 
C ourt has lately  form ulated  the  s tan dard  in United States v. B row n ;33 
“A leg isla ture  can provide th a t persons possessing certain  charac teris
tics m ust abstain  from  certain  activities, b u t m ust leave to o ther 
tribunals [i.e., the  courts] the task  of deciding w ho possesses those 
charac teristics.” T h a t is, the leg islature cannot “specify the  people 
upon w hom  the sanction it p rescribes is to  be levied.” ’4

I t  can forcefully be argued  th a t under Philadelphia Co., Willapoint, 
and Brown, drug-abuse listings are p roperly  classifiable as ad jud ica
tions ra th e r th an  rules. A listing  applies to a particu lar d ru g ; it 
affects only those w ho deal in th a t pa rticu la r d rug  ; it applies a set 
of C ongressionally  form ulated stan dards to a set of concrete facts 
and determ ines w hether a p articu lar d rug  possesses the characteristics 
selected by Congress to  control the  applicability  of the regu la to ry  
schem e. T he proceedings are h igh ly  adversary  in character, m ore
over, w ith  the F D A  staff ac ting  as p rosecu to r and u rg ing  th a t the 
d rug  in question  should be listed. T he resem blance to adjud ication  
is even m ore pronounced w hen only a lim ited num ber of com panies 
m anufacture the  drug  in question.

30 175 F. 2d at 816. 53 381 U. S. 437, 454 n 29 (1965).
51 Willapoint Oysters, Inc. v. Ewing, 04 381 U. S. a t 451.

cited in footno te 43, 174 F. 2d a t  693.
33 A rt. I, § 9, line 3.
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Did C ongress decide to the con trary  in 1965 when it described 
listings as “regulations" to  be prom ulgated  p u rsu an t to  Section 701 ? 
P u t differently , did Congress decide in 1965 that, no tw ith s tan d in g  the 
enactm ent of the A P A  alm ost tw en ty  years previously, D ru g  Abuse 
Control listings were not to follow the procedures of Section 5, even 
though they  m ight be “ad jud ica tions” w ith in  the m eaning of the 
A PA  ? A realistic inqu iry  would lead to the conclusion th a t C ongress 
had no in ten t to do any such th ing. T he D epartm ent of H ealth , E d u 
cation and W elfare had urged th a t listings be p rom ulgated  in non
record ru lem ak ing  proceedings under Section 4 of the A P A .‘,a T he 
H ouse Com m erce C om m ittee nevertheless concluded th a t listings 
should be prom ulgated  "on a case-by-case basis" and “after oppor
tu n ity  for hearing .” 36

Congress' concern thus seems to have been with strengthening the pro
cedural rights of manufacturers, not cutting them hack. It is likely that 
Congress gave no particular thought either to the additional requirements 
of Section 5 not found in Section 701, as amplified by Sections 7 and 8 of 
the A PA , or to the possibility that a drug whose listing was proposed might 
be manufactured by only one company.

Of course, no th ing  in the Food. D rug  and Cosm etic Act or in the 
A PA . as the Senate Jud ic iary  Com m ittee noted in 1945. precludes an 
agency from giving g rea te r procedural p rotection  to a part}’ than the 
le tte r of those s ta tu te s  requires, even if it w ere conceded th a t there is 
no com pulsion to do so. B ut FD A  has not chosen so m agnanim ous a 
course. For exam ple, an a ttack  upon off-the-record consu lta tions 
betw een the H earin g  E xam iner and FD A  staff in the peanut bu tte r  
proceeding was denied by the E xam iner upon the ground th a t rule- 
m aking ra th er than  ad jud ication  was involved.37

Sim ilarly, the D rug Abuse Control p roceed ing38 against L ibrium  
and V alium , tw o drugs m ade by a single m anufacturer only, were 
conducted s tric tly  in accordance with on-the-record ru lem aking 
procedures. T he m anufacturer, who was the only party  to the 
proceeding o ther than  the G overnm ent, m oved for an order disquali
fying the p rosecu ting  a tto rney s and their superv isor from  partic i
pa tin g  or adv ising in the C om m issioner’s decision, con tending th a t 
both Section 5 and basic fairness so required. Invoking Willapoint,

33 L etter from  A ssistan t H E W  Sec
re tary  Cohen to H on. O ren H arris, 
Janu ary  27, 1965, reprin ted  at H. Rep. 
No. 1430,89th Cong., 1st Sess. 23 (1965).

6n H. Rep. No. 1430, cited in foo t
note 55; at 5.

T ran scrip t of Record of P reh ea r
ing Conference (O cto ber 20, 1965), 
pp. 307-308, H E W  D ocket No. F D C - 
76.

33 H E W  Docket No. ED C-D A C-2.

PAGE 1 4 0 FOOD DRUG COSM ETIC LAW  JO U R N A L ----M A R C H , 1 9 6 8



the C om m issioner denied the m otion w ith  the assertion  th a t Section 5 
was inapplicable because “ these proceedings are ru lem aking  in char
acter,” since a “final order will affect not only the R espondent bu t 
w holesalers, d is tribu to rs , pharm acies, and m edical doctors as well as 
any fu tu re  or po ten tia l p roducer” of the d rug s.39 In  his covering 
le tte r to  counsel for the  m anufacturer, the C om m issioner m ade clear 
his position th a t “ there  is no au th o rity  or reason to disqualify  the 
A ssistan t G eneral Counsel or any o ther a tto rn ey  from  advising me 
in fram ing  the ten ta tive  or final order in th is m a tte r .”58 * 60

Conclusion
In d u s try  and the B ar have becom e increasingly concerned about 

F D A ’s insistence on adhering  to  a procedural schem e which is ill- 
suited to  an im partial reso lu tion  of m any FD A  rulem aking proceed
ings w hich have som e of the hallm arks of ad jud ication .61 F or these 
proceedings, Congress saw  fit to  im pose a distinctive requirem ent of 
an “on -the-reco rd” hearing, and it w ould seem th a t an indispensable 
ingred ien t to a fair hearing  on the record is separation  of p rosecu ting  
and deciding functions. F o r the  th ru s t of the  separation  requirem ent 
is to  exclude the prejudices, com m itm ents, and one-sided view points 
of the advocate as factors underly ing  the decision, to  say no th ing  of 
the actual expressions of opinion on fact and law  w hich can otherw ise 
be p u t before the decision-m aker w ithou t going into the  public record 
—“the exclusive record for decision” even in on-the-record rule- 
m aking, according to Section 7(e) of the  Act.

As H. T hom as A ustern , one of the deans of the FD A  bar. ex
pressed it a t the A nnual E ducational Conference of the Food & D rug  
Law  In s titu te  and F D A  last N ovem ber:

T here  is also the desirability  th a t governm ental action not only be fair, but 
tha t, like C aesar’s wife, it alw ays appear to be w holly chaste. W here the same 
adm inistrative officer conducts the investigation, w rites the regulation, appears 
as the principal opinion w itness at the hearing, and then evaluates his own 
testim ony in p reparing  findings and a final order, both requirem ents suffer an 
inescapable credibility gap.62

Confidence in F D A , as well as the reliab ility  of its regu la to ry  
processes, dem and th a t the credib ility  gap be closed. [T h e  E n d ]

58 H E W  D ocket No. FD C -D A C -2,
O rder D enying R espondent’s M otion 
to Disqualify, A pril 28, 1967, p. 2.

60 L e tte r from  Com m issioner G od
dard  to  T hom as D. F inney, Jr., Esq., 
M ay 4, 1967.

61 F o r exam ple, E arl G. Spiker and
P. Gordon Stafford, “A Look at F D A ’s

New R ules of P ractice—and Problem s 
Still U nreso lved,” 21 F ood D rug Cos
metic L aw J ournal, 448, 455 (Septem 
ber, 1966).

62 H. T hom as A ustern , “Is G overn
m ent by E xh orta tio n  D esirable?,” 22 
F ood D rug Cosmetic L aw J ournal, 647, 
651 (D ecem ber, 1967).
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Pesticide Laws 
and Legal Implications 
of Pesticide Use—Part I

By DOUGLASS F. ROHRMAN

Mr. Rohrman, a Member of the Illinois Bar, Is an Associate of 
Spray, Price, Hough and Cushman, Chicago, on leave of ab
sence, 1967— 1968. He Is Currently Legal Co-ordinator, Pes
ticides Program, National Communicable Disease Center, Bu
reau of Disease Prevention and Environmental Control, Public 
Health Service, Department of Health, Education and Welfare.

MA N ’S P R IM A R Y  C O N C E R N S  have alw ays been survival and 
im provem ent cf his condition. As population increased, he 
a tta ined  g rea te r ability  to  m anipulate  and control his environm ent. 

In  the process, he has inevitably  inflicted dam age upon him self and 
his surroundings. A dvances in environm ental control have alw ays 
entailed a certain  degree of risk w hich society has been forced to 
w eigh and either accept, a lter or reject as the price of m aterial 
progress. One of c iv ilization’s m ajor steps has been the dom estica
tion of food plants. B eginn ing in the early 18th century , new scien
tific discoveries made possible a more increased agricultural production. 
L and area for ag ricu ltu ra l use increased vastly. H igher crop yields 
resu lted  from  the discovery of crop ro ta tion  principles and be tte r soil 
m anagem ent practices. C onsequently, g row th in food production and 
supply has con tribu ted  significantly to the population explosion of 
the last 200 years.

A m ore sub tle  and far m ore recen t historical developm ent has 
been the safeguard ing  of and concern over m an’s health  and safety. 
In fact, we have come to realize th a t the  fu tu re  w elfare of the hum an 
race depends upon vigorous program s to  safeguard  its health  and 
w elfare and m ain tain  a m ore intensified ag ricu ltu ra l ou tpu t. W ith  the
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inception of ag ricu ltu ra l o rgan ization  and the resu ltan t crop abu n
dance, the natural eventuality was the outbreak of pests. Even a casual 
observation of w orld h isto ry  reveals m any references to  pestilence 
and plague ; indeed, the course of c iv ilization’s developm ent has been 
m arkedly changed by these problem s. As a resu lt of pests, m an has 
had to cope w ith disease, discom fort and g rea t econom ic losses.1 P est 
Control has been and will continue to  be a very real necessity .2 This, 
in tu rn , m akes obvious the g rea t need for pesticides.3 “Pesticides have 
m ade a g rea t im pact [on society in the U nited  S tates] by facilita ting  
the production  and protection  of food, feed, and fiber in g rea te r qu an 
tity  and q u a lity ; by im prov ing h ea lth ; and by keeping in check m any 
kinds of nuisance insects and unw anted  p lan ts.”4 Pesticides have also 
m ade pest control a financially feasible activ ity , one w hich does not 
have to com pete w ith  o ther critical econom ic dem ands.3 R apid popu
lation grow th  and the resu lting  decrease in land available for agri-

' Sec especially, Zinsser, Rats, Lice 
and H istory  (1934); Metcalf, “How 
Many Insects Are There in the W orld?," 
51 Eut. N e v s  219-222, Oct. 1940; Sabro- 
sky, “How Many Insects Are There?,” 
The Yearbook of Agriculture 161-169, 
1952; the “1967 National Communicable 
Disease Center Report on Public Health 
Pesticides,” Pest Control 1-16, March 
1967; Horsfall. “A Socio-Economic Eval
uation," Research in Pesticides, 3-16, 
1965; and Protecting Our Food: The 
Yearbook of Agriculture, 1966.

2 Lylel, “Can Insects Be Eradicated?,” 
The Yearbook of Agriculture 197-199, 
1952; Bjornson and W right, “Control of 
Domestic Rats and Mice," United States 
Department of Health, Education, and 
W elfare Training Guide; Mallis, Hand
book of Pest Control, 1954; and P ratt 
and Eitig, “Insecticides for the Control 
of Insects of Public Health Importance,” 
U nited S tates D epartm en t of H ealth, 
Education, and W elfare Training Guide, 
1967. O nly in the past century  has 
there been a scientific approach in the 
control of pests. In  1888, the U. S. 
D epartm en t of A griculture im ported 
the ladybird beetle from  A ustralia  to 
contro l the co ttony cushion scale in 
citrus o rchards. Since tha t tim e, pest 
contro l activities have grow n to tre 
m endous capacities. See footnote 12. 
For an excellent overall view, see

Scientific Aspects of Pest Control, N a
tional A cadem y of Sciences, 1966.

■* T he dram atic effectiveness of new 
pesticides has som ew hat overshadow ed 
the continuing efforts tow ard non
chem ical pest control. For a short 
study of insect control by way of other 
insects see Burks, “Insects, Enemies of 
Insects,” The Yearbook of Agriculture, 
373-380, 1952 and Clausen, “Parasites 
and Predators,” The Yearbook of A g ri
culture, 380-388, 1952; insect resistant 
crops : Packard and Martin, “Resistant
Crops the Ideal W ay,” The Yearbook of 
Agriculture, 429-436, 1952; Painter, In 
sect Resistance in Crop Plants, 1951 and 
Snelling, “Resistance of Plants to Insect 
Attack,” 7 Rot. Rev. 543-586, 1941. Re
search is being conducted presently in 
the effects of parasites, insect diseases, 
predators, ecology, and physical force 
(gamma rays, radiant energy, high fre
quency sound) on insects. Other studies 
have included attractants and chemical 
communication as “bait” for insect traps. 
See also, Sailer, “Revival in Biological 
Control," 22 Ag. Chem. 5, May 1967 and 
Wilson, “Pheromones,” Scientific A m eri
can, May 1963.

1 “Use of Pesticides,” Report of the 
President's Science Advisory Committee, 
2, 1963.

s See footnote 4. p. 3. See also the 
charts on pesticide production, foo t
note 12.
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cu ltu re  necessitate  g rea te r crop yield per acre and reduction of losses 
and spoilage in sto red  foods. M oreover, m any com m odities m ust be 
protected during the manufacturing process and subsequent distribution.6

T here  is, how ever, am ple evidence of increasing environm ental 
con tam ination  by these com pounds. D u ring  the tw o decades of in ten 
sive advancem ent in th is field large am ounts of pesticides have been 
dispersed, both in ten tionally  and inadvertently . Pesticides are de tec t
able in m an and anim als, food and feed, our c lo th ing  and na tu ra l su r
roundings. A lthough  these com pounds persist usually  in only small 
quantities, their toxicity , varie ty , and persistence m ay eventually  
affect hum an health . W hile  the consequences of acute exposure are 
obvious, som e of the m ore sub tle  and po ten tia l risks m ust still be 
evaluated .7 “P recisely  because pesticide chem icals are designed to 
kill or m etabolically  upset some living ta rg e t organ ism , they  are 
po ten tially  dangerous to o ther liv ing organ ism s.“ 8 Some of them  
are h igh ly toxic in concentrated  am ounts, and in un fo rtuna te  in
stances they have caused illness and death of people and anim als. 
A lthough acute hum an poisoning is a m easurable and, ofttim es, a 
significant hazard , it is relatively  easy to identify  and control when 
com pared to po ten tial, low-level chronic toxicity  which has been ob
served in the lab o ra to ry .9

A long w ith  the  need for these m any and varied com pounds, th e re 
fore, are the concom itant hazards, both direct and indirect. I t  thus 
seem s inevitable that, as population increases, so do these hazards.

In  1910 the initial a ttem p t was in s titu ted  to control the sale of 
pesticides in the U nited  S tates. I t was not un til th irty -seven  years 
later, how ever, th a t technological innovations and expanded industrial 
capacity  presented  the necessity for fu rther legislation in th is  area. 
T he post-W orld  W a r  II  availab ility  of new chem icals of all kinds gave 
rise to an expanding ability  to produce dangerous substances which 
w ere ideal inhibitors of pests. T he necessities and dem ands of the 
w ar effort had led to  s ta rtlin g  developm ents in the chem ical industry . 
Com pounds and theories developed du ring  and after the 1940’s w ere 
applied to  new uses, and the post w ar dem and for such chem icals 
becam e im m ense.10 D u ring  W orld  W a r II , a g reat deal of effort

° See footnote 5. visory Committee, 1963. For the popu-
' See footnote 5. lar and controversial source of concern
" See footnote 5. over pesticide use, see Carson, Silent
" See footnote 5. Spring, 1963. See also Congressional
10 For an analysis of pesticides in Hearings: Interagency Coordination in

the econom y, see “Use of Pesticides," Environmental Hazards fPesticides), 
Report of the President’s Science A d - (Continued on next page.)
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was expended in producing  and perfecting  com pounds and m ethods 
to  control pests. In  the last tw en ty  years som e of the  detrim en ts 
w hich m ust be w eighed and assessed against the m erits of pesticides 
have been discovered. Some of the detrim en ts, it w as found, could be 
m et by w ay of legislative controls over bo th  the  sale and use of these 
chem icals.

F rom  this, we come to the w ays in w hich society in the  U n ited  
S ta tes has a ttem p ted  to  alleviate these po ten tia l health  and agricu l
tu ra l problem s. I t  has been m an’s experience th a t leaving contro l of 
dangers to individuals or group  self-help, while often beneficial, un 
fo rtun ate ly  leaves m uch to be desired. H um an failings and w eak
nesses are largely  the sub ject for w hich regu la to ry  m easures, rules 
and law s stand  as sub stitu tes . T he law , philosophically and  p rac ti
cally, is and has been the basis of a type of g u a ran ty  to  keep m an 
from  harm ing , m isusing or destroy ing  him self and his p roperty , and 
often m ore im portan t, the person and property  of others. T o  support 
th is gu aran ty , the law  has generally  developed a system  of rem edies 
applicable to  a varie ty  of in ju ries and legal w rongs. T herefore, w ith  
th is in m ind, the justification  for enactm ent of pesticide law s can be 
based upon the need to  provide th is g u a ran ty  to  individuals and 
society and to m ake available rem edies for in juries due to use, bo th  
w rongful and incidental, of these com pounds.

Legal control over the use of pesticides can be generally  classi
fied into two categories, indirect and direct. Indirect control is maintained 
by  federal and sta te  reg istra tion  or “ labeling” laws. Also, regulations 
on the federal and m ore rare ly  the s ta te  level indirectly  control pesti
cides by se ttin g  to lerances for residues on agricu ltu ra l com m odities. 
D irect control is accom plished by m eans of use and application law s 
such as app lica to r’s licensing sta tu tes . O ften, fu rth er d irect control 
m ay exist by w ay of specific regula tions p roh ib iting  the use of p ar
ticu la r pesticides in a p articu lar m anner.

Federal Pesticide Laws
In  1910, in order to  pro tect consum ers from sub stand ard  or 

fraudulen t products, Congress passed the F ederal Insecticide A ct.11
(Footnote 10 continued.)
1963-64, usually called the “Ribicoff 
R ep o rt;” Shepard, The Chemistry and 
Action of Pesticides, 1951; A rrington, 
W orld Survey of Pest Control Products. 
1956 and H eadley and Lewis, The 
Pesticide Problem: A n  Economic A p 
proach to Public Policy, 1967.

11 P arsed  on A pril 26, 1910, the orig 
inal Federal Insecticide Act, 36 Stat. 
335, U. S. C. 121 and following, was 
repealed by force of 61 Stat. 172 on 
June 26, 1948. For an exam ple of the 
administration of the old Act, see Parke, 
Davis & Co. v. U. S„ 225 F. 933 (C. C.

(Continued on next page.)
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T his legislation was the only step  the F ederal G overnm ent took to 
regulate  pesticide sale and use for som e 37 years. T he reasons for 
th is tim e lag are m ade m ore obvious after an  exam ination  of econom ic 
history. N either the dom estic dem and for new  and additional types 
of po ten tially  harm ful pesticides nor technological developm ent had 
reached a level to m erit add itional leg islation .12

D u ring  W orld  W ar II, large scale tests w ere run in a num ber ot
areas to control insect pests. T he know ledge gained from th is work 
and new -found industria l capacity  led to  orig inal and s ta rtlin g  de
velopm ents in the field of syn thetic  pesticide m anufactu re .13 H o w 
ever, until the post W orld  W ar II  era, there  w as no apparen t need for 
pesticide legislation o ther than  the som ew hat lim ited coverage of 
the 1910 Act, sim ply because dom estic pesticide developm ent was 
still on a relatively  sm all scale.

M eanw hile, ag ricu ltu ra l developm ent and  pesticide technology 
had reached a level at which leg islators realized the need for addi-
(  Footnote 11 continued.)
A. La. 1919) ; U. S. v. Sani-Pinc Corp., 
153 F. 2d 1015 (2 Cir„ 1946); U. S. v. 
P ow ers-W  cightman-Roscngarten Co., 211 
F. 169 (1913) and U. S. v. 6S1 Cases 
More or Less of “Kitchen K lenser” 63 
F. Supp. 286 (1945). In  addition it is 
well to note that “although in a few 
states, insecticide laws regula ting  the 
sale of paris green and lead arsenate 
were in effect prior to 1910, a num ber 
of o ther states by 1915 passed laws 
sim ilar in m any respects to the F ed
eral L aw ,” Shepard, The Chemistry 
and Action of Insecticides, 1951, p. 7.

12 “ From  1910 until W orld  W ar IT, 
the pesticide evolution in the chemical 
age was a very slow and deliberate 
process. New m eans of contro lling in
sects did not appear frequently  and 
even new fungicides were hard  for re 
search specialists to find." W ard , “A 
D ynam ic S tatu te  for Pesticides,” The 
Yearbook of Agriculture 271, 272, 1966. 
P rio r to W orld  W ar II, the m anu
facture of pesticides consisted largely 
of inorganic products such as calcium 
arsenate, lead arsenate, paris green, 
copper sulfate, fluorine com pounds, 
and ground sulfur, along with botanical 
insecticides: pyreth rum  dust and ex
tract, rotenone dust and nicotine sul-

fate. Since the advent of D D T , there 
has been a trend tow ard organic com 
pounds, and each year many' new pes
ticides enter the market. One advantage 
in the increased m anufacture of syn
thetic organic pesticides lies in the 
dom estic availability of basic m aterials 
needed for their production. The United 
S tates is dependent to some ex tent on 
im ports of arsenic and lead (for lead 
arsenate) and pyreth rum  and rotenone 
are entirely  of foreign origin. The 
Census of M anufacturers valued 1939 
production of all pesticides at $76 m il
lion. A ccording to the U nited S tates 
T ariff Com m ission, sales of synthetic 
organic pesticides alone to taled  $150 
million in 1951, $133 m illion in 1952, 
$118 million in 1953, $124 m illion in 
1954 and reached $302,955.000 in 1961 
and $346,441,000 in 1962. T hese figures 
do not include o ther pesticides, which 
am ounted to $160 million in 1953, $175 
million in 1954 and over S190 million 
in 1955. See A rrington, W orld Survey  
of Pest Control Products, 1956, pp. 1-2. 
T he same work is valuable for cov
erage of world pesticide production.

12 See K nipling, “T he Control of I n 
sects A ffecting M an,” The Yearbook of 
Agriculture, 486-496, 1952.
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tional p ro tection  of the  consum er and the  general public. T he use ol 
pesticides increased not only in volum e b u t also the  varie ty  and appli
cation of specialized products for specific con tro ls becam e m ore 
general.14 F rom  th is realization , the  F ederal Insecticide, Fungicide 
and R odenticide A ct (F IF R A ) was passed in 1947.15

T he F IF R A  com pletely supersedes the  1910 legislation. In  short, 
the A ct is designed as a regu la to ry  m easure.16 A ny product w hich 
can be term ed an “econom ic poison” and classed as an insecticide, 
fungicide or rodentic ide m ust be reg istered  w ith  the  U. S. D ep artm en t 
of A gricu ltu re  before it m ay be m arketed  in in te rs ta te  com m erce.17 
W hile  “econom ic poison” as used in the  A ct has been popularly  re 
defined to  m ean “pesticides,” the  law  defines an “econom ic poison” a s :

F or a short, but inform ative, pic
ture of trends in pesticide production 
see F rear, Pesticide Handbonk-Entoma, 
19th ed., 1967, pp. 27-29. F or a list of 
pesticide m anufactu rers and their prod
ucts see footnote 13, pp. 300-314 and 
39-299.

T he Federal Insecticide, Fungicide 
and Rodenticide Act, 61 Stat. 163; 
U. S. C. 135 and follow ing, or F IF R A  
as it is popularly  known, was passed 
in 1947 as H ouse Bill 1237. T he H ouse 
C om m ittee on A griculture concluded 
before passage of the 1947 Act tha t 
"since 1910 grea t changes have oc
curred in the field of econom ic poisons 
and the present law  is now inade
quate,” 1947 U. S. C. C ongressional 
Service 1200-1206. See also Reed, "T he 
Federal A ct of 1947,” The Yearbook of 
Agriculture, 310-314, 1952; A nderson, 
"Official R egistration  of Pesticides,” 
Scientific Aspects of Pest Control, 385- 
397, 1966; W ard , "The Functions of 
the Federal Insecticide, Fungicide and 
Rodenticide Act,” 55 A m . J. Pub. Health 
7, 1965 and H arris  and Cum m ings, 
"E n fo rcem en t of the Federal Insecti
cide, Fungicide and R odenticide A ct,” 
6 Residue Reviews, 104-135, 1964.

1,1 “I t  should be em phasized th a t the 
basic purpose of this law  is protection 
of the general public from  personal and 
econom ic injury, including not only 
the purchases of p roducts subject to 
the A ct bu t all individuals who m ay 
come into contact w ith them  or m a

terials which m ay have been treated  
w ith them .” H arris  and Cum m ings, 
“E nforcem ent of the Federal Insecti
cide, Fungicide and R odenticide A ct in 
the U nited S tates,” 6 Residue Reviews, 
104-135, 106, 1964.

“ See 7 U. S. C. 135b; also, reg is
tration  is good for five years and is 
renewable, 7 U. S. C. 135b (f) ; and 7 
C. F. R. 362.10, the reg istration  proc
ess takes around four to six weeks from 
the tim e of original subm ission, p ro
viding supportive data is adequate. 7 
U. S. C. 135b states tha t an econom ic 
poison "distributed, sold, or offered for 
sale in any T errito ry  or the D istric t 
of Columbia, or which is shipped or 
delivered for shipm ent from  any State, 
T errito ry , or the D istrict of Columbia, 
or which is received from  any foreign 
country  shall be registered  w ith the 
Secretary  . . . .” T his clause sets up 
the relevant com m ercial transactions 
to which F IF R A  applies, which are, 
generally  speaking, in te rsta te  in na
ture. I t  should be stressed th a t ex
ports are not subject to this Act. See 
7 U. S. C. 135a (b) and 7 C. F. R. 
362.31 if. W hile “econom ic poison” is 
defined in F IF R A , a m ore com plete 
definition is found in 7 C. F. R. 362, 
Int. 3, Rev. 1. I t  should also be und er
stood tha t professional applicators, 
carry ing econom ic poisons across state 
lines, are not subject to the Act. 7 
C. F. R. 362, In t. 1.
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(1) any substance o r m ixture of substances intended for preventing, de
stroying, repelling, o r m itiga ting  any insects, rodents, nem atodes, fungi, weeds, 
and o ther form s of p lant or anim al life or viruses, except viruses on o r in living 
m an o r o ther anim als, w hich the  S ecre tary  shall declare to be a  pest, and (2) 
any substance or m ixtu re of substances intended for use as a p lant regula tor, 
defoliant or desiccant.18

The Pesticides R egulation  D ivision of the U. S. D ep artm en t of 
A gricu ltu re  handles all reg istra tion s and requires s ta tem en ts  from 
the m anufac tu rer on the com position of the product, the nam es of the 
crops on which the product is to  be used and the specific conditions 
under w hich it is to  be applied.19 R eg istra tion , norm ally review ed by 
the Food and D ru g  A dm inistra tion  (F D A ) and the Public H ea lth  
Service, and the D ep artm en t of the In terio r, is usually gran ted  if 
these prerequisites are m et. if the proposal m eets the stan dards of 
good agricu ltu ra l practice and if the use of the product does not 
con stitu te  a public health  hazard. A ny m anufacturer, seller, shipper, 
or d is tribu to r m ay reg ister a substance under the Act, b u t the shipper 
is p rim arily  responsible for com pliance.20 T he shipper, how ever, m ay 
exem pt him self from  prim ary  com pliance requirem ents by w ay of 
specific gu aran ties  found in the A ct.21

T he 1947 A ct provides for seizures in cases w here pesticides are 
adu ltera ted , m isbranded, unreg istered , insufficiently labeled or w hen 
devices are m isbranded.22 O ther m eans and consequences of enforce-

18 7 U. S. C. 135(a).
10 Labeling  language to be used is 

set out iii 7 C. F. R. 362.5, 362.6 and 7
C. F. R. 362, Int. 4. Labels for large 
containers are governed by 7 C. F. R. 
362, Int. 10, Rev. 1. Ing red ien t s ta te 
m ents m ust follow the regulations un 
der 7 C. F. R. 362.7 and 7 C. F. R. 362, 
In t. 5. A dvertising  policies are found 
in 7 C. F. R. 362, In t. 9, Rev. 1. M ore 
com plicated and precise s tatem en ts  are 
necessary for those pesticides consid
ered highly toxic to man, 7 C. F. R. 
362.8. For in te rpre tations concerning 
statement of net contents, see 7 C. F. R. 
362, Int. 6. W arn ing  or caution s ta te 
m ents are covered in 7 C. F. R. 362.9 
and In t. 18, Rev. 2. In terp re ta tions 
concerning directions for use are found 
in 7 C. F. R. 362, In t. 7, Rev. 1. F or a 
case involving im proper labeling, see
IFisc z’. Hayes 58 W ash. 2d 106, 361 P. 
2d 171 (1961). T he Pesticide Control 
Act of 1967 or S. 2057 (1967), now in 
com m ittee, would require registration
PAGE 1 4 8

of pesticide m anufacturers, form ula- 
tors, etc., coupled w ith appropriate 
regulations designed to insure safety 
in these establishm ents. 7 C. F. R. 362, 
Int. 24 is an im portan t section to con
sider when dealing w ith safety claims 
and claims of non-toxicity.

20 T he section on prohibited acts, 7 
LT. S. C. 135a, deals w ith the shipping 
of goods.

21 Sec 7 L . S. C. 135e and 7 C. F. R.
362.11.

22 7 U. S. C. 135g. This section sanc
tions seizures for confiscation by a 
process of libel for condem nation in 
cases w here an econom ic poison is (a) 
adulterated  or m isbranded, (b) not reg 
istered pursuan t to 7 LT. S. C. 135b. 
(c) im properly labeled under 7 U. S. C. 
135- 135k, (d) a white pow der not p rop
erly colored under the sam e sections, 
or (e) in situations w here a device is 
m isbranded. Precise delineations of 
“adulteration" and “m isbrand ing” are

(Continued on next page.)
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m ent w ith in  the A ct are crim inal fines and prison te rm s.23 T he Act 
also requires all m anufacturers, d is tribu to rs , dealers and carriers who 
deal in these m aterials to  keep accurate  books and records.24

Inform ation  required  on the  label con stitu tes  as a practical m at
te r one of the  m ost im p ortan t considerations for the  m anufactu rer of 
pesticides. No nam e or s ta tem en t on the label of an econom ic poison 
m ay be false or m isleading w ith  resp ect to  usefulness, com position
(Footnote 22 continued.)
found in 7 C. F. R. 362.13 and 362.14. 
“ C oloration” is covered by 7 C. F. R.
362.12. A fter analysis of a pesticide 
and a finding of irregularities, a re
port is m ade to the D epartm en t of 
Justice which instructs a Federal m a r
shal to seize the com pounds. T h ere 
upon, the substances becom e the prop
erty  of the U. S. G overnm ent. From  
this, generally, one of four th ings hap
pens: (a) the ow ner of the seized pes
ticide agrees to condem nation by con
sent, a decree is issued to th a t effect 
and appropriate  action subsequently 
will be arrang ed  (usually d e s tru c tio n ) ;
(b) often, w hen goods are abandoned 
and no action is taken by the ow ner, 
the G overnm ent sim ply destroys them ;
(c) the ow ner files a claim and brings 
an appropriate action in the proper 
Federal D istric t C ourt to oppose the 
libel of condem nation or (d) the pes
ticides can be reclaim ed and recon
ditioned to m eet F IF R A  standards by 
consent to which both parties agree. This 
often involves a  m ere w ord change 
on the label or, in ra re r cases, a com 
plete reprocessing of the chemicals. 
P rocedures under F IF R A  are much 
the same as under the Federal Food, 
D rug  and Cosm etic Act (F D C A ), ex
cept the la tte r deals w ith condem nation 
of raw  agricu ltu ral com m odities which 
are contam inated, and rarely  can be 
reconditioned. U nder Sec. 408 of the 
F D C A , when a tolerance is violated, 
the food is considered “unsafe” w ithin 
the m eaning of Sec. 402(a) dealing 
w ith  adulterated  food. Adulterated food 
is subject to seizure under Sec. 304 
and ultim ate destruction  under Sec. 
304 (d).

23 7 U. S. C. 135f. T his section, 
am ended in 1964 by P. L. 88-305, de
leted certain  provisions of F IF R A . As 
it stands now, any person vio lating  7 
U. S. C. 135(a)(1), w hich deals w ith 
reg istration  and m isleading claims, is 
guilty  of a m isdem eanor and is subject 
to a fine of not m ore than  $1,000. P e r 
sons violating any provision o ther than 
135(a)(1) (tha t is, those who violate 
labeling provisions, special m ark ing  
provisions, adulteration  and m isbrand
ing sections, coloring provisions; those 
who alter, deface, detach or destroy  a 
label; those who refuse to supply the 
S ecre tary  w ith certain inform ation or 
give false guaran ty  [see 7 C. F. R. 
362.11 and 7 C. F. R. 362, In t. 11 for 
explanation of gu a ran ties]; o r those 
who wrongfully reveal formulas) may be 
subject to a misdemeanor fine of $500 for 
the first offense and a fine of not m ore 
than $1,000 or one year im prisonm ent 
for each subsequent offense. An of
fense five years after a p rior convic
tion is deem ed to be a first offense, 
how ever. E nforcem ent procedures are 
set out in 7 C. F. R. 362.15.

21 7 U. S. C. 135c. U n der this sec
tion any duly au thorized em ployee of 
the federal, sta te  or local au thorities 
m ust have reasonable access to and 
righ t to copy the books and records 
of any person relevantly  delineated un
der this section. T he evidence ob
tained under this section, however, can
not be used in a crim inal prosecution. 
F or exam ple and fu rth er inform ation, 
see U. S. Wcinreb, 99 F. Supp. 763 
(1951).
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and  o ther m aterial factors.25 W arn in g  and caution  sta tem en ts  are set 
ou t in detail under In te rp re ta tio n  18, Rev. 2.28 Ing red ien t s ta tem en ts  
m ust m eet the  s tan dards of good m anufac tu ring  practice and accu
racy .27 S ta tem en ts of ne t con ten ts m ust appear prom inently  on the 
label.28 D irections for use are essential add itions for all con ta iners.29

Classification of pesticide tox icity  leads to  o ther labeling com pli
cations. F ou r basic classes of econom ic poisons are delineated un der 
F IF R A . The first is comprised of those considered highly toxic to m a n ; 
these com pounds are sub jec t to  special labeling  regu lations.30 T he 
second class, w hich is com posed of som ew hat less toxic com pounds, 
is sub ject to  lesser requirem ents because the tox icity  is generally  one- 
ten th  th a t of the first class.81 T he th ird  class, w hich still requires 
caution on the p a rt of the user, is considered one-tenth  as po ten t as 
the second class.32 F inally , the fourth  class is considered safe and 
requires no p recau tionary  s ta tem en ts .33 All w arn ing  sta tem en ts  are 
required  to be concise and easily understood.

In  1959, w ith  industria l p roduction  and innovation a t a peak, 
C ongress included the N em atocide, P lan t R egulator, D efolian t and 
D esiccant A m endm ent to the 1947 A ct.34 Coverage of the  1947 Act, 
therefore, s ta rtin g  in 1960, was ex tended  to  those m aterials nam ed in

35 7 U. S. C. 135(2) defines such ac
tivity as “m isbranding.” See 7 C. F. R. 
362.14. I t is well to note that a name 
registered w ith the U. S. P a ten t O f
fice, if not fraudulent, will generally  
com ply w ith F IF R A  standards. Ac
cepted nam es are found in Acceptable 
Common Names and Chemical Names, 
U. S. D. A. (1967). F or fu rther in
form ation see H arris  and Cum m ings, 
w ork cited at footnote 16, pp. 108-111, 
footnote 13 and 7 C. F. R. 362, Int. 4.

26 In te rp re ta tion  of M arch, 1962, 7 
C. F. R. 362, In t. 18, Rev. 2.

27 7 C. F. R. 362, In t. 5.
3S 7 C. F. R. 362, Int. 6. T his in

terp reta tion , issued in F ebruary , 1965, 
is an obvious p recursor of today 's fair 
packaging legislation and the recent a t
tention being given to protection  of 
the consum er in the area of w eights 
and m easures. P u rity  of econom ic poi
sons and the violation of such standards 
(adulteration) are discussed in 7 C. F. R.
362.13.

2" 7 U. S. C. 135 (a ) (2 )(c )  and 7 
C. F. R. 362, Int. 7, Rev. 1.
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“ See 7 U. S. C. 135a(3), 7 C. F. R. 
362.8 and 7 C. F. R. 362, Int. 18, Rev. 
2(b) (2) (i).

31 7 C. F. R. 362, Int. 18, Rev. 2(b) 
(2) (ii).

33 7 C. F. R. 362. Int. 18. Rev. 2(b) 
(2) (iii).

33 7 C. F. R. 362, Int. 18, Rev. 2(b) 
(2) (iv).

Section 3 of P. L. 86-139, as amended 
by P. L. 87-10, M arch 29, 1961, 75 Stat. 
18; P. L. 87-19, §3, April 7, 1961, 75 
Stat. 42; and P. L. 88-625, § 3, O ctober 
3, 1964, 78 S tat. 1002. F urther, in 1962, 
the regulations were changed to in
clude an expanded definition of “pest” 
to b ring  under regulation  m ore m a
terials used in repelling birds, reptiles, 
predatory  anim als, certain fish, plant 
diseases and weeds. T his redefinition 
brought under U nited  S tates D ep art
m ent of A griculture (U S D A ) surveil
lance about 2,000 more products put out 
by some 800 firms. A nderson, “Official 
R egistration  of Pesticides,” Scientific 
Aspects of Pest Control, 385-386, 1966.
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the am endm ent and reg istra tion  requirem en ts have been applied to  
them  since.

In  1964, P ublic  L aw  88-305 w as added.35 36 T his am endm ent e lim 
inated the controversial “reg istra tio n  un der p ro te s t” section w hich 
allow ed the  sale of an un reg isterab le  p roduct w hen a p ro test was 
duly filed. T he Secretary  of A gricu ltu re  at the sam e tim e w as au th o r
ized to  require pesticide labels to bear a F ederal reg istra tion  num 
ber.88 Sim ultaneously, the regu la tions prom ulgated  under the 1947 
A ct w ere revised to  require p recau tionary  labeling  to  appear con
spicuously on the  labels of poisonous pesticides.37 M anufactu rers 
were also required  to  rem ove u n w arran ted  safe ty  claim s from  the 
labels.38

Besides the 1947 A ct and its am endm ents and regulations, the 
F ederal Food, D rug  and Cosm etic A ct of 193839 is an additional piece 
of legislation w hich places som e lim its on pesticide sale and use. T his 
A ct provides th a t to lerances be estab lished  for pesticide residues in 
foods w here these m ateria ls are necessary for the production  of a 
food supply. E xtensive hearings have been held over a period of 
years in an a ttem p t to estab lish such to le ra n c e s ; how ever, because of 
unclear procedural guidelines, d ivergent po in ts of view and the  ever- 
changing  m ethodology in the pesticide industry , a significant am ount 
of w ork has never produced a tru ly  com plete set of stan dards.40

T he so-called M iller A m endm ent to the  Food, D ru g  and Cos
m etic A ct was passed in 1954.41 T his am endm ent provides th a t any 
raw  agricu ltu ra l com m odity m ay be condem ned as adu ltera ted  if it 
contains a residue of any pesticide chem ical the safety of w hich has

35 Section 7 of P. L. 88-305, M ay 12,
1964, deleted the p ro test section in 7 
U. S. C. 135b. See Congressional Hear
ings: Interagency Coordination in E n
vironmental Hazards (Pesticides), Pt. 1, 
pp. 96-97, 1963 for list of pesticides 
th a t had been registered  under protest.

36 Subsection (z ) (2 )(b )  of P. L. 88- 
305, M ay 12, 1964, added to 7 U. S. C. 
135 the w o rd s: “other than the registra
tion num ber assigned to the econom ic 
poison” which revised the m isbranding 
regulations.

37 7 C. F. R. 362.9 (effective O ctober 
1, 1966).

38 7 C. F. R. 362.122 and 7 C. F. R.
362, In t. 24.

38 52 S tat. 1040, 21 U. S. C. 301, and
following. F or an older article, see

D unbar, "Insecticides and the Pure 
Food L aw ,” The Yearbook of A gricul
ture, 314-316, 1952

40 F or the tolerances and exem ptions 
from  tolerances for pesticides on or 
in raw  agricu ltu ral com m odities, see 
21 C. F. R. § 120 ff. T he basis for 
these regulations is 21 U. S. C. 346 
and 21 U. S. C. 346a. See also U. S. 
■ v. Bodinc Produce Co., CCF1 F ood Drug 
Cosmetic L aw R eports f[ 40,056, 206 F. 
Supp. 201 (1962), (D D T  tolerance on 
lettuce) and A tlas Pozoder Co. v. Ewing, 
201 F. 2d 347 (3 Cir., 1952).

11 21 U. S. C. 346a; 68 Stat. 411, as 
am ended A ugust 28, 1958, P. L. 85-791, 
72 S tat. 947.
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not been formally exempted, or which is present in excessive amounts.42 
I t  gives the S ecretary  of H ealth , E ducation  and W elfare the  pow er, 
previously handled unsuccessfully  by hearings, to  estab lish  residue 
to lerances and spells ou t in detail the procedure to be followed.43 T he 
m anufacturer, for exam ple, m ust subm it inform ation, w hich is kep t 
confidential, on the chem ical id en tity  of the  com pound, its to x ic ity  to 
lab o ra to ry  anim als and the am ount, frequency, and tim e of app lica
tion to  the specific crop or crops covered. H e m ust also subm it data  
to indicate the m agn itude of residues rem ain ing  follow ing the  recom 
m ended application, and finally, suppo rting  da ta  of the to lerance re
quested .44 T he D ep artm ent of A g ricu ltu re  then  m ust certify  th a t the 
chem ical is useful for the  production  of the crop or con trol of the 
pest in question .45 T he to lerance proposed by the petitioner m ust 
reflect the am ount of residue likely to  resu lt w hen the pesticide is 
used in the m anner proposed .46 On the  o ther hand, exem ptions from

12 21 U. S. C. 346a(a) refers to adulter
ated food, 21 U. S. C. 342 (a ) (2 )(B )  
which refers, in turn , to the prohibited 
acts section. 21 U. S. C. 331(b) and 
seizure, 21 U. S. C. 334. See also 
P o rte r and Fahey, “Residues on F ru its  
and V cgetables," The Yearbook of A g 
riculture, 297-301, 1952. F ind ing 23, 
Pesticide Chemical R egulations, 20 
Federal R egister 1473, 1493 explains 
tolerances on vegetables. Foods, it is 
generally agreed, ntay be adulterated  
regard less of w hether they are, in spe
cific cases, injurious to health w hen a 
tolerance has been set. If there is no 
tolerance, then the G overnm ent m ust 
prove a possibility of in jury  to hum an 
health  under the statute. See U. S. v. 
Bodinc Co., case cited at footnote 40. 
“R aw  agricultural com m odities” is de
fined in 21 C. F. R. 120.1 (e).

” 21 U. S. C. 346a (b). Such to le r
ances are subject to the prerequisite 
of shipm ent in in te rsta te  com m erce 
and the G overnm ent, in the case of 
adulteration  of a raw  agricu ltu ral com 
m odity, has the burden of proof that 
the goods were adulterated at the thres
hold of or during in te rsta te  commerce. 
Pasadena Research Laboratories, Inc. v. 
U. S., 169 F. 2d 375, cert, denied, 335 
U. S. 853 (1948). See also the regu la
tions concerning tolerances, 21 C. F. R. 
120 ff.

“ 21 U. S. C. 346a (cl). D ata sub
m itted in accordance w ith this section 
is guaranteed confidentiality as stated 
in 21 U. S. C. 346a (f). See R oark, 
“H ow  Insecticides are Developed,” 
The Yearbook of Agriculture, 200-202, 
1952 and H aller, “H ow  Insecticides 
are M ixed,” The Yearbook of Agricul
ture, 202-204, 1952.

” 21 U. S. C. 346a (b) (3 ), 21 C. F. R. 
120.4, and 7 C. F. R. 363. T esting  and 
analysis of economic poisons under 
F I FR A  is governed bv 7 C. F. R. 362. 
Int. 12.

u' See footnote 45. In some instances, 
because of the characteristics of the 
pesticide, the way it is likely to be 
used or because no studies have been 
m ade of the com pound, a zero to le r
ance (no residue allowable) has been 
set. Zero tolerances have come to be 
quite controversial and there is an in
dication tha t they m ay be deleted in 
favor of finite tolerances of a m inim al 
nature, 21 C. F. R. 120.5. See Con
gressional H earings: Interagency Coor
dination in Environmental Hazards 
(Pesticides), pt. 7, 1319-1334, 1963 for 
an account of Dow Chemical Com 
pany’s experim ents evaluating the safe
ty  of a pesticide chemical. See also 
F rear, Pesticide Handbook-Entoma, 19th 
ed., 1967, 33-57 for a com prehensive 
list of tolerances.
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to lerances also can be g ran ted  w hen no hazard  to  hum an health  is 
exhibited by the  use of a certa in  q u an tity  of pesticide on or in a 
certain  com m odity .47

T he tw o basic federal s ta tu te s , the  F IF R A  and the Food, D rug  
and Cosm etic A ct, as am ended supplem ent each o ther and are in te r
related  by law  and in p ractical operation .48 I t  has been the  policy of 
the D epartm ent of A gricu ltu re  not to  reg ister any  new  pesticide 
unless e ithe r a to lerance has been estab lished under the  M iller A m end
m ent or it has been show n adequate ly  th a t no residues will resu lt 
from  the proposed use of the product. Zero to lerances, how ever, have 
given w ay to  o u trig h t denial of reg istra tio n  for those pesticides con
sidered h igh ly  toxic to  m an and anim als. Conversely, a to lerance will 
norm ally  no t be g ran ted  by the  D ep artm en t of H ea lth , E ducation  
and W elfare un til an  application for reg istra tio n  has been filed w ith  
the D ep artm en t of A gricu ltu re. M ost m anufac tu rers file an app lica
tion for reg istra tion  and a t the sam e tim e petition  for a to lerance or 
an exem ption from  to lerance specification, so th a t the tw o applica
tions m ay be processed sim ultaneously .49

An add itional F ederal A ct w hich has an ind irect bearing  on th is  
general field of law  is the  W illiam s Bill, w hich w as passed in 1958.®° 
T his p a rt of the A ct regulates the additives in processed foods, and 
covers any m ateria l “ in ten tio nally” or “ inciden ta lly” added to  foods. 
Pesticides added to  foods m ight be covered by th is section in only 
rare cases. N orm ally, how ever, an exam ple of the form er w ould be
an em ulsifier added to  ice cream ;

47 See 21 C. F. R. 120.6 for exem p
tions. T hese exem ptions are only for 
p re-harvest applications.

48 I t  is well to note tha t since 1964 
a three-w ay agreem ent has existed be
tw een the D epartm en ts of A griculture, 
H ealth , E duca tion  and W elfare, and 
In terio r, providing for coordination in 
the review of pesticide reg istra tion  ap
plications. In  addition, the Federal 
Com m ittee on P es t C ontrol (F C P C ) 
coordinates federal pest contro l activ
ities to see th a t the to tal public in te r
est is served in term s of safety and 
effectiveness. See “F C P C , W hat I t  Is, 
W h at I t  Does,” U. S. Government Pam
phlet 0-250-459 ( 30), 1967; Congressional

the  la tte r  w ould include liners or
Hearings: Interagency Coordination in
Environmental Hazards (Pesticides), app. 
I l l  & IV  to pt. 1, 1963; and A nderson, 
“T he Federal Com m ittee on P est C on
tro l,” Scientific Aspects of Pest Control 
367, 1966. See also 32 Federal Register 
13202 (Sept. 16, 1967) for outline of 
F C P C  functions and procedures.

*° R eg istration  is specifically covered 
in F IF R A  under 7 U. S. C. 135b and 
in the regulation  under 7 C. F. R. 
362.10; petition for a tolerance or fo r 
an exem ption is covered in 21 C. F. R. 
120.7. O ther detailed provisions for re 
view of tolerances is found in 21 C. F. R. 
120.8 and following.

50 See 21 U. S. C. 348 ff.
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casing for packages w hich m ig h t dissolve in a food or beverage.51 
Also, as a m a tte r of cu rren t in terest, the so-called “D elaney C lause” 
in the FD C A  stipu la tes th a t no m ateria l w hich is capable of causing  
cancer under any  condition m ay be perm itted  in any food.52 T his 
again only sk irts  the area  of less im portan t, how ever related , pesticide 
law s.53 Such legislation as the ICC R ules and R egulations on tra n s 
po rt of dangerous articles, the F ederal C austic Poison A ct of 1927, 
the P ost Office D ep artm en t's  rules p roh ib iting  the m ailing of in 
ju rious m aterials, and the  F ederal H azardous S ubstances L abeling  
A ct, which specifically does not cover pesticides, are exam ples of 
o ther law s adm inistered  by the  F ederal G overnm ent to  p ro tec t the 
public from  hazards produced by w ay of dangerous com pounds.

F rom  tim e to  tim e, new regulations and in terp re ta tion s are p ro
m ulgated  under the au th o rity  of the  F IF R A  to facilitate effective 
coverage of th a t area duly delegated for U S D A  activ ity .54 Also, 
U S D A  sets up guidelines which, while lacking the force of law, 
delineate m atters  of policy.55

State Pesticide Legislation
G enerally, there are tw o types of s ta te  pesticide laws. F irs t, 

there  are reg istra tion  laws, requ iring  certain  controls over the d is tri
bution and sale of pesticides in in tra s ta te  com m erce. In addition , som e 
sta tes have set up pesticide to lerances for ag ricu ltu ra l com m odities 
sold w ith in  the particu lar ju risdiction . Secondly, there  is a group  of 
laws which are generally  considered peculiar to the s ta te s : those 
w hich regulate  the use and application of the substances them selves 
w ith in the state . T he  first set of laws has been generally  m odeled 
after the F IF R A  by w ay of the  Council of S ta te  G overnm ents’ “Uni-

F rear, Pesticide Handhook-Entoma, 
19th ed„ 1967, 32.

S321 U. S. C. 348 (c )(3 )(A ).
T here is a g reat diversity  of opin

ion as to carcinogenicity of some pes
ticides. For a discussion of this prob
lem see Congressional Hearings: In ter
agency Coordination in Environmental 
Hasards (Pesticides), P t. 3, 673-716, 
1963.

7 U. S. C. 135d em pow ers the 
Secretary  of A griculture to m ake rules

and regulations. F IF R A  regulations 
can be found in 7 C. F. R. 362 ff and 
U S D A  in te rpre tations are found in 7 
C. F. R. 362.100—362.122.

"" Guidelines are often supplem ents 
to in te rpre tations and rules and are 
inform ational in character, providing 
recom m endations as to the use, sale 
and shipment of pesticides. See U S D A ’s 
excellent Guide for the Use of Insecti
cides, 1967, and Safe Use of Agricultural 
and Household Pesticides, 1967.
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form  S ta te  Pesticide A ct.” T he  reg istra tio n  law s, dealing  w ith  pes
ticide m arketing  w ith in  s ta te  boundaries, have been adopted in m ore 
or less sim ilar form  by 47 of the  50 states. O nly Ind iana, D elaw are 
and A laska are w ith ou t s ta te  labeling  regu la tio ns.58

In actuality, the state registration laws are relatively uniform when 
com pared to  the use and application laws. T here  is a g rea t d iver
gence of coverage, unfortunately mostly inadequate, among the states’ 
use and application legislation. O ther than  the FA A  regulations, no 
applicable federal co u n terp art to these law s exists since they  regulate  
activities w hich are by their na tu re  norm ally in trasta te . Some sta tes 
have taken  significant steps to  insure generally  am ple licensing p ro
visions, specific regulations as to  the use of pesticides, inspection of 
equipm ent, etc., by w ay of custom  applicators acts, pest control oper
ators law s and aerial application regulations. O ther sta tes, how ever, 
e ither have no law s dealing w ith  pesticide use or have w h at m ight 
be considered only partia l coverage of the problem . W hile the lack 
of un iform ity  is d istu rb ing , such divergence can be explained in part 
by the  vary ing  needs and desires of the  people in different areas. 
H ow ever, certa in ly  the g rea te s t shortcom ing  in the field of pesticide 
law s today  is the  incom plete coverage w ith in  the s ta tes  over the  use 
and application of these po ten tia lly  harm ful substances, w hich have

50 A laska does, how ever, have an E n 
abling A ct which authorizes the regis
tration  of p roducts and the issuance of 
regula tions: A C L A , Sec. 33-1-2, 1949. 
Also, Indiana does contro l to some ex
ten t the use of pesticides by way of 
aeronautics regulations. Reg. No. 2, 
Ind. Aero. Comm. 1951, For a sum 
m ary of state activities see P etty , 
“ F unctions of S tate C om m ittees on 
P est C ontrol,” Scientific Aspects of Pest 
Control, 374, 1966. Also, of im portance 
is the federal disclaim er of jurisdiction 
over pest contro l opera tors except in 
cases of coloring of com pounds. T his 
opens for state contro l the activities of 
these businesses. 7 C. F. R. 362, Int. 
No. 1. T he Federal G overnm ent does 
in fact exercise some contro l over the 
use of pesticides by requiring  ag ricul
tu ra l a ircraft opera tors to obtain cer
tificates w hen they are engaged in

the sp ray ing  of econom ic poisons. Cer
tification is aw arded by the Federal 
Aviation A gency (F A A ) only when 
certain standards are m et by the pilot. 
No pilot may, under these regulations, 
dispense an econom ic poison th a t is 
registered  under F IF R A  (1) for a use 
o ther than  tha t for w hich it is reg is
tered, (2) con trary  to any safety in
structions or use lim itations on its 
label or (3) in violation of any federal 
law or regulation. See 14 C. F. R. 137 
and following. T hese rules do not re
lieve the agricu ltu ral a ircraft opera tor 
from  m ore s trin gen t state laws which 
m ay be in effect. A ssurance in the 
safety and efficacy of the use of pes
ticides in agriculture is the prim ary  
m otive for passage of these rules which 
w ent into effect on Jan u ary  1, 1966. 30 
Federal Register 8104 (June 24, 1965).
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been know n to cause in ju ry  in a varie ty  of ways. U ndoub ted ly , th is 
can be overcom e by som e centralized  effort w hich could be exerted  
against each individual s ta te  problem .57 H ow ever, m ore practically , 
a uniform  or guideline act, p resented  to  the sta tes as a basis from  
w hich they  m ay fill gaps ex isting  in cu rren t s ta te  codes or adop t as 
a whole or in part w ith  or w ith ou t variations to  su it pa rticu la r c ir
cum stances, seem s to be the  m ost desirable approach to  th is difficulty. 
It is noteworthy that uniformity was stressed by the House Committee 
on A gricu ltu re  before the passage of the F IF R A  in 1947 so as to  
m inim ize conflicts betw een sta te  law s.58

E nforcem ent of uniform  sta te  pesticide use and application acts 
varies from sta te  to state . P ragm atically , it is difficult from  a  tactical 
point of view to enforce licensing, inspections, exam inations and 
technical rules over the use of pesticides. Some sta tes a lready have 
adequate m eans by which surveillance is m aintained over custom  
applicators, pest control operators and the like. O ther s ta tes  have 
poorly enforced surveillance. S till o thers have no system  th ro ug h  
w hich control over these persons is m aintained. A licensing system  
would, in reality , reduce the apparen t th rea t to  public health  from  
pesticide contam ination. T he problem  is, how ever, how m uch of th is 
apparen t th rea t will be alleviated by a schem e of m ore s tr ic t control 
over those w ho use. handle and apply pesticides? S tates which now 
have controls over these persons have m et w ith  successes as varied as 
the laws them selves. H ow ever, one po in t is clear: a program  of 
enforcem ent is only as effective and vigorous as the agencies w ho ad
m in ister it. H av ing  w ell-w ritten  laws is one th ing, while adequate 
enforcem ent is quite ano ther.

T he g rea t num ber of s ta te  s ta tu tes , bo th  reg istra tion  and use and 
application, are listed below. T he list is a com pilation of the m ajor 
pieces of pesticide legislation now in force in the U nited  S ta tes.59

"T See C urran, “T he P repara tion  of 
S tate and Local H ealth  R egulations,” 
49 American Journal of Public Health 
314, 1959.

1947 U. S. C. Cong. Serv., 1201.
"" See also the excellent com pilations 

of laws in full tex t revised periodically
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by the Chemical Specialties M anufac
turers A ssociation: Economic Poisons 
fPesticides) Lazos (Rev. 1967) and the 
National Agricultural Chemicals Asso
ciation: Law Guide (Rev. 1967) and 
Manual of Pesticide Use and Application 
Laws ( Rev. 1967).
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State Pesticide law s

S T A T E  R E G IS T R A T IO N  L A W S  U S E  A N D  A P P L IC A T IO N  L A W S
A L A B A M A Insecticide, Fungicide and R odenticidc Act (1951)

1.

2.

A labam a P rofessional A pplicato rs Law (1953, as 
am ended)
R egula tions concerning P rofessional A pplications
(1953)

A L A S K A
A R IZ O N A Pesticide A ct (1956) w ith rules and 

regula tions
1. A rizona P es t C ontrol A pplicato rs A ct (1953, as 

am ended)
A R K A N S A S Econom ic P oisons Act (1947) w ith 

regula tions
1.
2.
3.
4.
5.

R egula tions on the C ontrol of 2.4-D&2, 4,5-T  (1959, 
as am ended) (am ended 1966)
A rkansas A g ricu ltu ra l A pplication Service L icensing  
L aw  (1961) (revised 1966)
P es t C ontrol L icense L aw  (1951)
P est C ontrol L aw  (1965)
R egula tions of S tate P lan t B oard

C A L IF O R N IA 1. Agricultural Code Sections 1061-1079 1. California Injurious M aterials Law (1949, as amended) w ith regulations
2. C alifornia A dm inistra tive Code 

( Econom ic P oisons)
2. Regulations pertaining to Injurious Herbicides (1962)

3. Departm ent of Agriculture Regulations: In ju rio us  M aterials
3. R egu la tions: A g ricu ltu ra l P es t C ontrol B usiness 

(1961, as am ended w ith  regula tions concern ing  A g ri
cu ltura l P es t C ontrol O p era to rs)

C O L O R A D O Insecticide, Fungicide and R odenticide 
Act (1947)

Custom  A pplicators L aw  (1961)
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S T A T E  R E G IS T R A T IO N  L A W S  U SE  A N D  A P P L IC A T IO N  L A W S
C O N N E C T IC U T Pesticide L aw  (1963) 1.

2.
3.
4.

Aerial A pplication of Insecticides, Fungicides, H e r
bicides and F ertilizers (1958)
C onnecticut T ree E x p ert L aw  (1949)
C onnecticut L aw  L im iting  the D iscard  of Pesticides 
(1961)
C ustom  A pplicato rs A ct (1963)

D E L A W A R E
F L O R ID A Pesticide Act (1953) (revised, 1966) 1.

2.
3.
4.

R egulations : Com m ercial S pray ing  of L aw ns and 
O rn am en ta ls  (1959)
R esidential Pesticide Spray ings
F lorida S tru c tu ra l P est C ontrol A ct (1959, as
am ended)
R egula tions of B oard of H ealth

G E O R G IA Econom ic P oisons A ct ( 1949) S tru c tu ra l P est C ontrol A ct (1955, as am ended) 
w ith  regula tions

H A W A II Econom ic P oisons A ct ( 1945) (revised. 
1966) H erb icide Sale and U se A ct (1949, as am ended) 

w ith regula tions
ID A H O E conom ic P oison A ct (1963) Idaho  C om m ercial S p ray er’s and or D u ste r’s Law (1951, as am ended w ith  regula tions)
I L L IN O IS Econom ic Poison L aw  (1962) 1.

2.
3.

Illinois H erb icide L aw  (1959)
Custom  A pplication  of P esticides ( 1965) 
Custom  Spray  L aw  (1966)

IN D IA N A Regulation No. 2 Aeronautics Commission of Indiana
IO W A Pesticide Act (1963) w ith  regula tions Section 5 and 6 of Pesticide Act (1963)
K A N S A S 1. A gricu ltu ral Chem ical Act (1947) 1. K ansas A erial S pray ing  L aw  (1953, as am ended)

2. L ivestock R em edy L aw 2.
3.

K ansas P est C ontrol Act (1953, as am ended) w ith 
regula tions
K ansas Chem ical Spray  L aw  (1963)
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S T A T E R E C IS T R A  T IO N  L A  M 'S U SE  A N D  A P  F  L IG A T IO N  L A W S
K E N T U C K Y 1. Econom ic P oisons L aw  (1956) K entucky  T erm ite  and P est C ontrol In d u s try  L aw

2. Food, D ru g  and C osm etic L aw (1960) (K en tu cky  S tru c tu ra l P es t C ontrol A ct)
L O U IS IA N A Pesticide A ct (1952) 1 . L ouisiana H erb icide L aw  (1954) wdth regu la tions

2. C ustom  A pplications of Pesticides (1964)
3. O rn am en ta l S pray ing  L aw  (1965)
4. S tru c tu ra l P est C ontrol Law  (1960)

M A IN E E conom ic P oisons L aw  (1958) R egula tion  of Pesticides (1963)
M A R Y L A N D Pesticide L aw  (1958)
M A S S A C H U S E T T S 1. Pesticide L aw  (1961) 1 . L aw  L icensing  P ersons A pplying Chem icals to

2. Labeling of D D T Preparations (1947) 2.
W ate rs  (1960)
Pesticide B oard  Rules and R egulations (1962)

M IC H IG A N Insecticide, Fungicide and R odenticide 1 . M ichigan 2, 4-D A ct (1959)
A ct (1949) 2. M ichigan Custom  A pplicators L aw  (1959)

3. E quipm ent O p era to r 's  A ct ( 1959)
M IN N E S O T A E conom ic P oisons and Devices L aw M innesota Custom  A pplicators L aw  (1953, as

(1945) am ended) (revised 1966)
M IS S IS S IP P I E conom ic P oisons A ct (1950) 1 . L aw  R egu la ting  A pplication  of H o rm one type H e rbicides by A ircraft (1952, as am ended) w ith  reg 

ulations
2. P rofessional P est C ontrol O perato rs  L aw  (1938) w ith regulations

M IS S O U R I E conom ic P oisons A ct (1955)
M O N T A N A Econom ic P oisons A ct (1947, as 

am ended)
N E B R A S K A E conom ic Poison L aw  (1961)
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S T A T E R E G IS T R A T IO N  L A W S U S E  A N D  A P P L IC A T IO N  L A W S
N E V A D A E conom ic Poison L aw  (1955) w ith N evada C ustom  P est C ontrol O p era to rs  L aw  (1955)regulations w ith  regulations
N E W  H A M P S H IR E Econom ic P oisons L aw  (1949) Pesticide C ontrol L aw  (1966)
N E W  IE R S E Y Econom ic Poison A ct (1951)
N E W  M E X IC O Econom ic P oisons A ct (1951) Pesticide A pplicato rs L aw  (1965)
N E W  Y O R K Pesticide L aw  (1960) 1. W a te r  Q uality  S tandards L aw2. Pesticides in Grape Vineyards Law (1963, as amended)
N O R T H  C A R O L IN A Insecticide, Fungicide and Rodentici.de l. N o rth  C arolina A erial C ro p-D usting  L aw  (1953)A ct (.1947)

2.
w ith regula tions
N o rth  C arolina S tru c tu ra l P e s t C ontrol A ct (1955)

N O R T H  D A K O T A 1. Insecticide, Fungicide and R odenti- 1. N o rth  D akota Pesticides D am age Claim A ct (1955)cide A ct (1947) 2. A erial S pray ing, D usting , F ertiliz ing  and Insect
2. L ivestock M edicine L aw  (1943)

3.
C ontrol L aw  (1957)
R egulations of the A eronautics Com m ission (1957)

O H IO 1. Econom ic P oisons A ct (1966)
2. L ivestock R em edies L aw  (1949)

O hio 2, 4-D L aw  1961

O K L A H O M A Pesticides L aw  (1955) 1. O klahom a Pesticide A pplicators L aw  1961 w ith  regula tions
2. O rnam enta l S pray ing  or P ru n in g  (1965)
3. P henoxy H erb icides (1965)
4. S tru c tu ra l P e s t and T erm ite  C ontrol L aw  (1955) w ith  regula tions

O R E G O N Econom ic Poisons A ct (1953) 1. C ontrol of A pplication of A g ricu ltu ra l H erb icides 
and Insectic ides L aw  (1953, as am ended)

2. H erb icide T ax  L aw  (1961)
P E N N S Y L V A N IA Pesticide Act (1957)
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S T A T E  R E G IS T R A T IO N  LAIR S  USE A N D  A P P L IC A T IO N  L A W S
R H O D E  IS L A N D E conom ic P oisons L aw  (1951) C ustom  A pplicato rs A ct (1963)
S O U T H  C A R O L IN A E conom ic Poison  L aw  (1953)
S O U T H  D A K O T A 1. Insecticide, Fungicide and R odenti- 

cide A ct (1947)2. Po ison  L aw  (1939)
South D ako ta  S pray ing  and D u stin g  L aw  (1953)

T E N N E S S E E Insecticide, Fungicide and R odenticide A ct (1951) T ennessee P es t C ontrol A ct (1955, as am ended) w ith regula tions
T E X A S 1. Insecticide, Fungicide and R oden ti

cide A ct (1963)2. L ivestock R em edy Act
T exas H erb icide L aw  (1953, as am ended) w ith regula tions

U T A H Insecticide, Fungicide and R odenticide A ct (1951) U tah  E conom ic Poison A pplication A ct (1951) w ith regulations
V E R M O N T Insecticide, Fungicide and R odenticide A ct (1947) Verm ont Aeronautic Commission Regulations (1949)

V IR G IN IA Insecticide, Fungicide and R odenticide A ct (1948)
W A S H IN G T O N A gricu ltu ral Pesticide A ct (1961) 1.

2.
3.4.

Pesticide A ct (1961)
Pesticide A pplication  A ct (1961) am ended, (1967) 
Regulations Relating to Commercial Applicators (1961) R egula tions: Lise of T oxic Insecticides (1952)

W E S T  V IR G IN IA E conom ic Poison  L aw  (1961)
W IS C O N S IN Econom ic Poison L aw  (1951) P es t C ontrol O p e ra to r’s L aw  (S. B. 172— Feb. 24, 1967) (P end in g )
W Y O M IN G E conom ic Poison L aw  (1943, as am ended)

A erial S pray ing  R eg istra tion  R egula tions (1951)

[To be continued in the April issue]



Address by His Holiness Paul VI 
to Representatives of the 

Food Standards Commission
The Following Remarks Were Addressed by Pope Paul VI io a 
Group of Delegates to the Meeting of the Joint Food Standards 
Commission of the Food and Agriculture Organization and the 
World Health Organization Held in Rome from February 20, 1968 
to March 1, 1968. The Article Appeared in the Vatican News
paper “ L’Osservatore Romano” (March 2, 1968), and Its French 
Part Has Been Translated by Ann M. Wolf, of New York City.

IT  G IV E S  U S G R E A T  P L E A S U R E  to g reet you as rep resen ta 
tives of the Jo in t Com m ission of the Food and A gricu ltu re  O rg an i

zation (F A O j and the W orld Health Organization (W H O ), assembled 
here to  perfect the standards of the Codex A lim entarius. W e are glad 
to  express to  you O ur h ighest esteem . O ur sincere encouragem ent and 
O ur cordial good wishes.

Y our difficult w ork m eets in fact the concern w hich W e expressed 
last y e a r : “Even if considerable, the efforts th a t are being m ade to 
help the developing countries on the financial and technical level 
w ould be illusive if p a rt of th e ir resu lts  were b rou gh t to  naugh t by the 
in terp lay  of com m ercial relations betw een rich countries and poor 
countries." (Popu lorum  progressio. paragraph  57.)

B ut, as W e realize fully, it is not enough to denounce the evil or, 
in a general manner, to  appeal to  the good w il l : w h at is necessary is 
a search for realistic w ays capable of leading to effective solutions. 
T his is w hy W e appealed to those w ho are able to  p u t the proper 
m eans into m otion : “In te rna tion a l conventions whose scope is suffi
ciently  vast w ould be h e lp fu l; they  w ould lay down general rules 
w ith  a view to regu la tin g  certain  prices, gu aran tee  certain  produc
tions, assist certain  new  in du stries .” (Popu lorum  progressio, p a ra 
g raph  61.)

I t  seem s to U s th a t your efforts fall w ith in these plans since they 
help the food-exporting  countries to p resen t their products in a m an
ner th a t m akes them  acceptable to  the im porting  countries. T hus, 
w hile the consum ers in the la tte r are given g rea te r satisfaction , the 
producers in the form er find m ore reliable m arkets and sources of 
income that assist them in balancing th e ir econom y. M ay these efforts
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towards establishing food standards, made with the collaboration of a grow
ing num ber of governm ents, con tribu te  to  re-estab lish ing  “a t  least a 
certain equality of chances among the partners,” (Populorum  progressio, 
paragraph  61). as W e called it in O ur wishes.

T his is indeed the goal to  be re a c h e d : not to  s treng then  the p riv 
ileges of nations th a t are a lready favored, b u t to  perm it all peoples 
to achieve m ore decorous living conditions, under w hich sufferings 
caused by hunger are no longer a redoubtable spectre, under which 
“ poor L azarus can sit dow n a t th e  sam e table as the rich m an.” (P o p u 
lorum  progressio, paragraph  47.)

W ith  th is goal in m ind, it is a pleasure for U s to  encourage the 
jo in t efforts of FA O  and W H O  in the service of the w orld com m unity , 
and from  the bo ttom  of O ur h eart to invoke the en lig h ten in g  graces 
of A lm ighty  God upon you and upon the work of your Commission.*

W hile b idd ing you a heartfe lt welcom e. W e w ish to  assure you 
of the high importance W e a ttrib u te  to  your discussions of alim en
ta ry  norm s in the M ixed Com m ission of the FAO. and of the W H O .

In  fact, by your efforts to estab lish  w orld-w ide stan dards for food 
preparation , labelling and grading , you con tribu te  tow ards closer 
com m unications and a m ore in tim ate  physical com m union betw een 
the peoples of the w orld, and particu larly  betw een the less developed 
and the  m ore developed nations.

The consequent w ider availab ility  and acceptance of foods will 
con stitu te  your achievem ent “to  m ultip ly  bread so th a t it suffices for 
the tab les of m ank ind” (U nited  N ations, Oct. 4, 1965). W e referred  
to such high purposes recently , in O ur Encyclical L e tte r  on the  D e
velopm ent of Peoples, assertin g  th a t “ E very  nation  m ust produce 
m ore and b e tte r quality  goods to give to  all its in hab itan ts a tru ly  
hum an stan dard  of living, and also to  con tribu te  to the com m on de
velopm ent of the hum an race” (parag raph  48). And W e noted further 
th a t “the present situation calls for concerted planning . . . (which) pre
supposes careful study , the selection of ends and the choice of m eans, 
as well as a reorganization  of efforts to  m eet the needs of the present, 
and the demands of the foreseeable future” (paragraph 50).

I t  is therefore a pleasure for Us to com m end and encourage the 
work of your Commission which so nobly responds to chose req u ire 
m ents ; w hile W e invoke upon you, your deliberations, your collabo
ra to rs  and your respective nations, richest divine graces and favours.^

[T he E nd]
Note of the T ran sla to r:
* T h is  part of the address of the

N ote of the T ran sla to r: 
t  T h is pa rt of the address of the

Pope was delivered in French. Pope was delivered in English.
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The Salmonellae— 
A Current Challenge

By FRANKLIN M. DEPEW

The Following Article W as Presented Before the American 
Association of Candy Technologists at The Chemists'
Club, New York City, on February 8, 1968. Mr. Depew 
Is the President of the Food and Drug Law Institute.

PR IO R  T O  W O R L D  W A R  II, salm onellosis w as no t recognized 
as a com m on food-borne infection. In  recent years, due to  im 
proved rep o rtin g  procedures, g rea te r fam iliarity  w ith the organism  

and be tte r m ethodology, the N ational C om m unicable D isease C enter 
receives reports  of over 20,000 isolations from hum an sources each 
year. T his com pares w ith reports  of 723 hum an cases of salm onellosis 
in the U nited  S ta tes in 1945. C ontem porary  ea ting  hab its and bulk 
p reparation  and m ass d istribu tion  of hum an and anim al foods on the 
national and in ternational level help spread any  con tam ination  w ith 
g rea t efficiency and m ay thus con tribu te  to  th is  s ta rtlin g  increase. 
O ver 1200 different species have been isolated from  m an and anim al, 
m any of w hich can cause salm onellosis in m an. T he first species of 
salm onella was isolated in 1885 by Dr. D. E . Salm on, for whom it was 
nam ed, then Chief of the B ureau of A nim al In d u s try  of the U nited 
S ta tes D ep artm ent of A gricu ltu re. T he na tu ra l hab ita t of salm onellae 
is the gastro -in testina l trac t of bo th  w arm  and cold blooded anim als 
as well as m an. Salm onellosis is, thus, p rim arily  a disease transm itted  
by the fecal-oral route. T he cycle of infection usually  involves the 
d irect and ind irect transfer of viable organism s from  one host to 
ano ther and finally to m an, w ith foods and beverages m ost frequently  
im plicated in ou tbreaks. Salm onellae can be picked up at any tim e 
du ring  the various stages of production , processing, sto rage or prep
aration  of foods for hum an or anim al consum ption. V iable salm o
nellae m ay be airborne for considerable distances.
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Sanitation: The Logical Control Measure
W ith  th is increased incidence of salm onellosis ar.d the increased 

know ledge about m ethods of grow th , tran sm itta l and detection  of the 
m icro-organism , san ita tion  becom es m ore and m ore im p ortan t as the 
logical con tro l m easure. T he im portance and influence of p lan t en
v ironm ental conditions, personal hygiene and san ita ry  practices of 
em ployees, separation  of raw  m aterial and finished goods processing 
areas and proper m ain tenance of equipm ent, including proper design 
to perm it adequate cleaning, have been repeated ly  dem onstrated . E f
fective contro l of food-borne salm onellosis entails a m uch higher and 
m ore rig id  level of san ita tion  than  has generally  beer, practiced or 
required  by industry , or by health  and regu la to ry  officials.

W e in the In s titu te  have alw ays urged th a t it is im p ortan t th a t 
industry  personnel be guided in th e ir actions by the concept th a t they 
have accepted a s ta tu s  of public tru s t. F rom  the tim e the  seed is 
p lanted  and th ro ug h  all stages of production  until the food finally 
reaches the consum er, every  w orker should realize th a t w hat he does 
m ay affect the health  of a fellow hum an being. T he presen t challenge 
of the salm onellae em phasizes the fact th a t th is  is a self-evident tru th . 
M anagem ent personnel have a responsib ility  to  tra in  th e ir em ployees 
to  recognize th e ir  duties as well as to m ain ta in  an effective bac terio 
logical con trol program  in th e ir p lants. As I see it, the best answ er to 
the  challenge of the salm onellae is a program  of good m anufac tu ring  
practices for every p lant including from  tim e to  tim e a surveillance 
sim ilar to th a t of a Food and D rug  A dm inistra tion  (F D A ) inspector.

As an aid to in du stry  in m eeting  th is problem , F D A  has, du ring  
the past year, held bacteriological con tam ination  w orkshops in respect 
of pecans, breaded and fresh shrim p, frozen eggs, dried m ilk, sm oked 
fish, C hinese noodles and a num ber of convenience foods. A dditional 
w orkshops on bacteriological con tam ination  of convenience foods are 
scheduled for th is m onth. T he N ational R en derers’ A ssociation held 
nine salm onella w orkshops th ro ug hou t the  U n ited  S ta tes to  which it 
invited o thers in terested  in the problem . In  addition , FD A  w orked 
w ith  the G rocery M anufactu rers of A m erica (G M A ) to develop a 
series of slides directed a t the food p lant em ployee ar.d superv isory  
levels, se ttin g  forth  the  basic principles of good hygiene and san ita 
tion. I t  is my u n derstan d in g  th a t as of about a m onth ago 173 sets 
of th is color slide presen ta tion  w ith  scrip t had been purchased and 23 
sets had been borrow ed from  GM A head qu arters  for show ings. In 
addition , I un derstan d  the  GM A Salm onella E ducation  T ask  Force 
has recom m ended, am ong o ther th ings, the estab lishm ent of a GMA
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C learing H ouse for Salm onella P revention . I cite all of the  foregoing 
as splendid exam ples of the cooperation and m anner in w hich in d u stry  
and  F D A  is a ttack ing  th is problem .

Salm onellae can be destroyed by proper heat trea tm en t. P a s te u ri
zation  kills the organism  in milk. Chem icals used in accordance w ith  
F D A  regulations are also effective. Salm onella on equipm ent can be 
destroyed  by using san itiz ing  com pounds after ho t w a te r and  d e te r
gen t scrubb ing  and rinsing. M ethods of destruction  are repo rted  in 
som e detail in the R eport of the W este rn  E xperim ent S tation  Collab
orato rs Conference of M arch 9-11, 1966, A R S 74-37, Ju ly  1966. H o w 
ever, I un derstan d  the  food processor generally  needs to know  m ore 
than  is yet available to him  as to  w h at he can do to preven t g row th  
of salm onella if it gets in to his product.

Problems of Detection and Control
A nother factor com plicating the  s itua tion  is the fact th a t m ethods 

norm ally  used for de tecting  salm onellae in foods are slow, cum ber
som e and expensive. A t least th ree days are required even to  dem on
s tra te  the absence of salm onellae. If there  are suspicious colonies 
th e ir identification requires ano th er th ree or four days. O ften these 
isolates prove not to be salm onellae. T hese non-official analytical 
m ethods are described in the B acteriological A naly tical M anual, U. S. 
Food and D rug  A dm inistra tion . T hese m ethods are alw ays sub ject 
to change and there is cu rren tly  a g rea t deal of technical w ork going 
on on im proved m ethods for the detection of salm onellae and o ther 
organism s. As these m ethods develop th ey  will be published as rev i
sions to  the M anual. If you do not have the M anual you m ay w ish to 
w rite F D A  and ask to be placed on th e ir m ailing  list. Because of the 
rapid developm ents th a t are being m ade in th is field, if you have any 
particu lar problem , I suggest you w rite  the D ivision of M icrobiology 
of FD A . R evisions in these m ethods are also published from  tim e to 
tim e in the A ssociation of Official A gricu ltu ra l C hem ists’ Journal.

A m ethod which is in use by a num ber of leading industria l labo
ra tories is the fluorescent antibody  (F -A ) m ethod. T his m ethod is 
reliable for negative resu lts w hich m ay be secured w ith in  48 hours. 
H ow ever, as now used, it m ay give false positive resu lts. In  addition  
to  th is draw back the  m ethod can only be used by a com petent m icro
biologist w ith  special tra in ing , using refined labora to ry  equipm ent. 
A n F D A -U n iv ers ity -In d u stry  m eeting  of m icrobiologists hav ing  ex
perience w ith  th is m ethod w as held in Jun e  1967 a t the  Food R esearch 
In s titu te  of the U n iv ersity  of W isconsin. F D A  hoped th a t th is m eeting
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by cooperative exchange of scientific experience w ould lead to  a rapid 
screening technique w hich w ould enable in du stry  to  increase its con
trol m easures. W hile th is has not happened as yet, it is the hope of 
F D A  th a t fu rth e r cooperative research will resu lt in debugging the 
m ethod to  the  e x ten t th a t it can be used as a routine check.

L ast Ju ly  the N ational A cadem y of Sciences undertook a broad
18-month study  of salm onella and its im pact on hum an health , food 
technology and anim al agricu ltu re . T he study  will seek to answ er 
such questions as :

(1) A t w hat point in the chain of transm ission  of the  organism  
can control m ethods be m ost effective in p reven ting  ou tb reaks of 
disease?

(2) H ow  can the com bined resources of governm ent, the ac
adem ic w orld and in du stry  be utilized m ost effectively to reduce the 
po ten tial salm onella th re a t to  public health?

A review  and evaluation of F D A ’s surveillance and enforcem ent 
activ ities to control salm onella will be part of the study.

In  addition , last A ugust the FD A  sponsored a 15-month study  by 
the M idw est R esearch In s titu te  w hich will analyze the  salm onella 
problem  in relation to  the to ta l env ironm ent, the food and d ru g  indus
tries, and the  consum er. T he stu dy  will a ttem p t to connect the m ass 
of available scientific data and m anagem ent approaches th a t m ay 
achieve effective contro l of the salm onella problem .

Contamination in Candy
As you are aw are, du ring  the past year a t least th ree m ajor 

chocolate candy producers encountered  Salmonellae con tam ination  in 
finished products. H ow  th is cam e about is as yet uncertain . I under
stan d  the low m oisture con ten t of the ingredients, in the  processing 
and in the  finished product, w ould no t seem to be sufficient to  support 
p ro lifera tion ; yet F D A  has found finished candy con tain ing  a level 
of con tam ination  th a t cannot be explained by presen t day know ledge. 
T he indu stry  has been p rom pt to  show  its concern and has show n a 
determ ination  to rem edy the  situation . T he Chocolate M anufactu rers 
A ssociation has engaged P ennsy lvan ia  S tate  U n iv ersity  to do research 
on po ten tia l con tam ination  and survival in candy processing and the 
N ational Confectioners A ssociation is hav ing research w ork done by 
the Food R esearch In s titu te . In  addition . I understand  the candy 
indu stry  has been active in w ork ing for the estab lishm ent of m ini
m um  san itation  guidelines.
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I am  sure you will be in terested  in the resu lts  of the  F D A  tests  
for salm onella m ade du ring  the  last year on candy ingredients. In  
g iv ing  them  to you I stress th a t they  cannot be considered as s ta t is 
tically  v a l id ; they  are as fo llo w s:

P e r io d T o ta l  S am p le s
Ccmdy— Chocolate Candy and 
Finished' Chocolate Coatings

P o s itiv e  S am p le s

A p r . / O c t . 182 13
N o v . / D e c . 251 10

433
Cocoa, Raiv Press Cake, etc.

23

A p r . / O c t . 143 2
N o v . / D e c . 33 0

176
N uts other than Coconut

2

A p r . / O c t . 88 2
N o v . / D e c . 4 7 1

135 3
1 s h e l le d  F i l b e r t  d o m e s t i c
1 s h e l le d  C a s h e w — im p o r t
1 s h e l le d  B r a z i l— im p o r t  

Coconut & Coconut Products
A p r . / O c t . 131 5
N o v . / D e c . 24 1

155 6
As I said, no conclusions can be draw n from  these figures. H o w 

ever, we m ay speculate  th a t the  con tam ination  in chocolate candy 
did not come from  the cocoa, raw  press cake or o ther cocoa source.

Guarantees
Before closing, I would like to  com m ent briefly on salm onella 

guaran tees and certificates. I t  is m y opinion th a t a salm onella g u a r
antee affords no m ore legal p rotection  th an  does the usual food and 
d rug  gu aran tee  provided for under the F ederal Food, D ru g  and Cos
m etic A ct and the  regulations thereunder. I understand  som e buyers 
are ask ing  for certification th a t the product has been prepared  under 
s tric t bacteriological con tro l and th a t represen ta tive  tests  have been 
made. Some suppliers feel th a t these are unnecessarily  burdensom e 
and  give no positive assurance of freedom  from  con tam ination  as 
contam ination  can occur a fte r the  product has left the supplier’s hands.

[The End]
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J u s t  O f f  P r e s s  . . .

NEW FEDERAL RULES OF APPELLATE PROCEDURE 
FOR U.S. COURTS OF APPEALS

Effective July 1, 1 968

Tlu- Supreme Court  has prescribed new and unifo-m Federal Rules of 
Appellate Procedure for the I ' .S. Courts of Appeals.  These new rules, 
scheduled to take effect on |ulv 1. 1908. will bring about Ion«' sought  uni
formity in Appellate Procedure for all Federal  Courts of Appeals.

This informative new CC11 book provides the full text of these new 
rules, together  with the explanatory notes of the Advisory Commit tee on 
Appellate Rules, to aid vim in obtaining a clear unders tanding  of the new 
rules. In addition, an historical summ ary of how these rules came into being 
and the principal organizat ions responsible for their development is given.

Other  helpful features include, the Report  of the Committee on Rules 
of Practice and Procedure of the Judicial Conference of the United Sta tes ;  
helpful paragraph cross-references for the new rides and the Advisory Com
mittee's explanatory notes;  footnotes referring to pertinent provisions of the 
United States s ta tu tory  law; and a complete topical index to round out the 
hook’s coverage. In all. 90 pages, 0" x 9", heavy paper covers. Price, $2 a copy.

FOR PROMPT DELIVERY 
MAIL HANDY COUPON BELOW TO

Co m m e r c e  Cl e a r in g , H o €SE , I n c .(s  \\\\XW \'.\'.\\\\X\\\X\\\\\X\\\VW .V> WWW W W W vWVWWWWWWW W 'W W VW W W SW  v\\S
P UBL I S HE RS  < f  TOPICAL- LAW R E P O R T S  

4 0 2 5  W .  P E T E R S O N  A V E . ,  C H I C A G O ,  i L L I N O I S  6 0 6 4 6

CCH :
Rush copies of "Xew Federal Rules of Appellate Procedure for U.S.
Courts of Appeals" (5281 i at the following prices : 1-4 copies. $2 ea. ; 5-9, $1.80 
ea. : 10-24. $1.70 ea. : 25-40. $1.50 ea. (Remittance with order saves postage, han
dling and billing (.barges. ) Include sales tax where required.

Signature
Firm
Attention
St. & Xo. 
Citv X State Zip

5281-2197
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