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REPORTS
TO THE R E AD E R

Pesticide Laws and Legal Implica
tions of Pesticide U se — Part I I . —
P a rt I of this article by Douglass F. 
Rohrman appeared in the M arch issue 
of the J ournal. P art II, which begins 
on page 172, examines pesticide use liabil
ity. Air. Rohrman, a member of the 
Illinois Ear, is an associate of Spray, 
Price, Hougli and Cushman, Chicago, on 
leave of absence, 1967-—1968. H e is cur
ren tly  Legal C o-ordinator, Pesticides 
P rogram , N ational Com m unicable D is
ease Center, Bureau of Disease Preven
tion and Environmental Control, Public 
H ealth Service.

Question and Answer Panel of the 
F D L I— F D A  Eleventh Annual Edu
cational Conference. — T he Q uestion 
and A nsw er Panel held during  the 
E leventh  A nnual E ducational C onfer
ence of the F D L I-F D A  is featured  on 
page 185 of this issue. The moderator 
was Fred J. Delmore, D irector of the 
B ureau of E ducation  and V oluntary  
Com pliance of the FD A .

M em bers of the panel w ere: Theo
dore E. Byers, D irector, D ivision of 
R egula tory  Com pliance, F D A ; M. L. 
Yakow its  of Sm ith, K line and F rench  
L aboratories in P h ilad e lp h ia ; R. K eith  
Carman, Special A ssistan t to the P res i
dent of the National Academy of Sci- 
ences-National Research Council; Vincent 
A . Kleinfcld, partner in the Washington,
D. C. law firm of Kleinfeld and K aplan ; 
Julius Hauser, Assistant for Regulations, 
Office of the Associate Commissioner for 
Compliance; R. W . Ballard, Executive 
Aiedical Director of McNeil Laboratories, 
In c .; Kenneth M. Endicott, Director of 
the National Cancer Institute.

Sampling and Testing of Drugs.—
B eginning on page 200, Theodore E. 
Byers, D irector of the Division of Case

Guidance, B ureau of R egula tory  Com 
pliance of the FDA, discusses the dif
ficulty of obtaining and testing adequately 
representa tive sam ples of drugs on the 
market. This article was a speech deliv
ered at the F D L I-F D A  Eleventh Annual 
Educational Conference.

A V iew  from the Top—The Phar
maceutical Manufacturer’s M ulti-Re
sponsibilities.—T he article by Dr. A u s
tin Sm ith, which begins on page 203, 
was originally  presented  at a m eeting 
of T he P rac tis in g  Law  In stitu te  on 
N ovem ber 17, 1967 in New Y ork City. 
T he au thor outlines the responsibilities 
of d rug  m anufacturers, and stresses 
the u rgen t need for restoration  of the 
industry 's  good public image.

Legal Aspects of Modified and V eg 
etable Fat Dairy Products.—T his was 
the topic of an address presented  by 
Charles M. Fistere a t the New P ro d 
ucts Sym posium  of the N o rth  C entral 
M ilk and Ice Cream  A ssociation at 
Alinneapolis on Jan uary  18, 1968. Mr. 
F istere , G eneral Counsel for the Aiilk 
In d u stry  Foundation , discusses federal 
law, state  law, the law of the N orth  
C entral states, and recent court cases 
which are applicable to modified dairy 
products. The article begins on page 209.

Voluntary Compliance Encouraged 
by Bureau Changes.— In  the article 
beginning on page 227, Fred J. Delmore 
discusses the recent reorganizations in 
the F D A  in ternal s tructure which il
lu stra te  the A gency’s com m itm ent to 
industry-assured  com pliance program s. 
Despite these changes, however, quality 
assurance m ay not be rapidly achieved, 
for m any firm s will have to m odernize 
the ir quality contro l system s. Mr. D el
m ore is D irector, B ureau of V o luntary  
Compliance. T he article is reprin ted  
from FD A Papers, February, 1968.
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Pesticide Laws 
and Legal Implications 

of Pesticide Use—Part II
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 
Absence, 1967— 1968. He Is Currently Legal Co-ordinator, 
Pesticides Program, National Communicable Disease Center, 
Bureau of Disease Prevention and Environmental Control, 
Public Health Service, Department of Health, Education and 
Welfare. The First Part of the Following Article Appeared in 
the March Issue of the Food Drug Cosmetic Law Journal.

Pesticide Use Liability

IN R E C E N T  Y E A R S  there  has been a very  rapid  advance in the 
discovery, syn thesis and m anufacture of pesticides. One of the 

m ore fam ous and spectacu lar of these is 2 ,4-D ichlorophenoxyacetic 
acid or 2,4-D. T his com pound w as first syn thesized in 1941 and  w as 
first used as a weed killer in 1944.60 2,4-D is a selective herbicide 
w hich, generally  speaking, will kill broad-leaved p lan ts b u t n o t m ost 
grasses w hen applied in proper quantities. I t  is ex trem ely  valuable 
in k illing  w eeds in grains, including w heat, rice, and corn, and in 
g rass  used as hay  or pasture. H ow ever, of g rea t im portance to a

60 See H ayes, Clinical Handbook on 
Economic Poisons, 1966, pp. 106-109 for 
fu rth er inform ation on the chlorophen- 
oxy herbicides such as 2,4-D and 2,4, 
5-T. See also 7 C. F. R. 362.115 for 
special 2,4-D; 2,4,5-T and M C PA  la
beling regulations. See B um s v. Vaughan,

216 Ark. 128, 224 S. W . 2d 365 (1949) 
for a case involving the rem arkable 
drifting  pow er of 2,4-D m entioned in 
text, below. See also Congressional Hear
ings: Interagency Coordination in E n
vironmental Hasards (Pesticides), pt. 10, 
2091-2182, 1964 for discussion of drift.
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legal analysis is the fact th a t it has the tendency  to  d rift very  
easily and, in som e cases, has been know n to d rift as far as tw en ty  
m iles w hen applied in w indy w ea ther by aircraft. A lso, considerable 
drift has been know n to  occur w hen 2,4-D is applied by g round  
equipm ent. D am age to  broad-leaved crops such as cotton, tom atoes, 
and o ther vegetab les has resu lted  from  drift. 2,4-D in dust and certain  
o ther form ulations is particu larly  likely to  drift, and application in 
th is form  by a ircraft has not been approved by the D ep artm ent 
of A gricu ltu re. T herefo re, the  use of th is com pound has presented  
a basic pesticide d ilem m a: w hen properly  applied, it has considerable 
ag ricu ltu ra l b en e fits ; how ever, w hen allow ed to  drift, it m ay cause 
significant p lan t or crop in ju ry . A pplication of such a substance 
sets up a definite legal du ty  on the p a rt of the custom  app licator 
or the  user to  apply 2,4-D and  sim ilar com pounds w ith  reasonable 
care. M any pesticides have characteristics analogous to  2,4-D, and 
are po ten tia lly  dangerous if used, applied, sto red  and disposed of in 
a neg ligent m anner. T he consequences of neg ligent use or w illful 
m isuse of such m ateria ls is obvious.

D D T  and o ther ch lorina ted  hydrocarbon pesticides also have 
ano th er characteristic  w hich m ay be im p ortan t from  a legal s tan d 
point. Some of these pesticides owe th e ir  effectiveness in p a r t to  th e ir  
long persistence a fte r application. Coupled w ith  m oderately  high 
toxicity , th is persistence of som e of the chlorinated  hydrocarbons 
m ay pose a serious problem  of causation  and, in tu rn , legal du ty  
w hen a poisoning takes place som e tim e a fter actual app lication .61 
P ersistence, or b ioconcentration , can also have a significant effect 
on low er organism s of h igh-sensitiv ity , th us th rea ten in g  the eco
logical balance and essential links in the food chain.

T he agricu ltu ra l dangers are, how ever, no t the only problem s 
th a t have and will occur again in connection w ith  the  careless use 
of pesticides. W hile  no t as clearly  docum ented as the possible in 
ju ries to  vegetation , the po ten tia l dangers of pesticide poisoning to 
m an, w hen a substance is not given proper p recau tionary  a tten tio n  
or is used im properly, are of g rea t concern to  m any.62 A sizeable

G1 See “W h at W e M ean by P e rs is 
tence of a Pesticide,” Congressional Hear
ings: Interagency Coordination in E n
vironmental Hasards (Pesticides), pt. 6, 
1167-1168, 1963; “Persistent Pesticides,” 
22 Ag. Chem. 30-23, 1967; and L ich t
enstein, “Persistence and D egradation 
of Pesticides in the E nv ironm ent,” 
Scientific Aspects of Pest Control 221, 
1966.

“  See L ehm an, Summaries of Pesti
cide Toxicity, 1965 fer an indication of 
the possible dangers to m an of m any 
pesticides used today. See also H ayes, 
“Toxicological P roblem s A ssociated 
w ith U se of Pesticides,” 5 Ind, Tropi
cal Health  118, 1964 and H ayes, Clini
cal Handbook on Economic Poisons. 1966.
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num ber of pesticide poisonings are know n to have occurred e ither 
th ro ug h  d irect application and  contact, im proper sto rage and dis
posal of con tainers, or acute occupational and environm ental ex
p o su re /’3 I t  m ay be th a t some num ber of pesticide in juries and deaths 
are not recognized, not reported  or incorrectly  diagnosed.04 One 
stu dy  in sou thern  F lo rida has show n th a t pesticides “are definitely 
the m ost significant causative agents in accidental death  by  poison
ing of child ren .”65 Also, as an illustra tion , in 1961 there w ere 119 
deaths in the U n ited  S tates due to  pesticides, w ith  m ost of them

fi'1 F o r exam ple, see H ayes and P ir- 
kle, “M ortality from Pesticides in 1961," 
43 Arch. Environ. Health. 1966, in which 
119 pesticide deaths in 1961 were analyzed. 
H ayes and P irkle attribu ted  58% of 
these deaths to com pounds in use be
fore the discovery of D D T , 34% to 
newer com pounds, and in 8% to no 
specific com pound. Fifty-one percent 
of the cases w ere children under ten. 
T his figure em phasizes the need for 
contro l over the storage and disposal 
of pesticides which m ay come into the 
hands of children unable to com pre
hend the danger of the substances. 
Geographically the Hayes study pointed 
ou t tha t the S ou thw estern  and m oun
tain regions of the United States showed 
a higher ratio of pesticide deaths. T he 
relatively small num ber of pesticide 
poisonings in California is noteworthy- 
in view of the extensive use of pesti
cides in tha t state. A sound explana
tion for this is the com prehensive and 
w ell-adm inistered set of laws in that 
state. In spite of this, however, a re
cent study reported  830 pesticide ac
cidents leading to personal injuries in 
California in 1965. Hillis, “T he P es ti
cide R egula tory  P rogram  in C alifor
nia,” Speech before the In terna tional 
C onference on E ducational A spects of 
Pesticide-Chemical Usage, July 10, 1967. 
See also Davies and others, “ D is tu r
bances of M etabolism  in O rganophos- 
phate Poisoning," Industrial Medicine 
and Surgery  58-62, 1967. T his study- 
analyzed the deaths in Dade County, 
F lorida, from  pesticide poisoning in 
the years 1959 to 1965. In  tha t period, 
72 people died of pesticide poisoning. 
Twenty-eight of the deaths were deemed

accidental, 19 involved children and 42 
of the to tal were attribu ted  to organo- 
phosphate pesticides (m ost notably). 
A nother report by Reich, The Char
acteristics of Pesticide Poisoning in South 
Texas. U. S. P. H. S., U npublished, 
1967, catalogued 129 non-fatal p esti
cide poisonings in C am eron County, 
T exas from  1961 th rough  1966. D erm al 
exposure was found responsible for 
98% of the cases. T his report, unlike 
o thers, studied poisonings of 126 adult 
m ales, one adult female and only tw o 
children. By occupation, 74 were workers 
for spray pilots, 38 were farm  laborers, 
eight were spray pilots, four were for- 
m ulators or w orkers in form ulating  
establishm ents, one was a farm er, two 
were children and two were unknown. 
O nly six of these cases had been p re 
viously- poisoned. E thyl an d /o r  m ethyl 
para th ion v-ere found responsible for 
96% of the reported poisonings. In  
addition, see also these excellent a r t i
cles: W olfe and D urham . “ E xposure 
of W ork ers  to Pesticides." 14 Arch. 
Environ. Health 622, 1967 and H ayes. 
“ M onitoring  Food and People for P es
ticide C ontent," Scientific Aspects of 
Pest Control 314, 1966.

04 This one factor minimizes the dra
m atic effect of pesticide death analyses. 
For fu rther reference, see Davis, “ Clin
ical Epidem iological and F orensic A s
pects of Pesticide Poisonings," Speech 
before the In ter-A m erican Conference 
on Toxicology and O ccupational M edi
cine, Aug. 1966.

05 See footnote 64 at 3. Davis states 
also th a t m any m ore pesticide poison
ings were very probably not discovered 
or diagnosed as such.
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ascribed to  identifiable m ateria ls.66 Since som e po ten tia lly  harm ful 
pesticides also have been found to  be absorbed readily  in to the 
fat of cattle  w hich feed upon vegeta tion  sprayed w ith  these com 
pounds, the  appearance of pesticides residues in m ilk m ay create 
ano ther field in pesticide liab ility .67 In  actuality , how ever, the  acute 
instances of pesticide poisoning, w hile pa ten tly  im p ortan t to  a legal 
analysis, are no t of g rea te r concern th an  the less obvious and m ore 
subtle po ten tia l effects of low level long-term  exposure of pesticide 
chem icals on m an.68

T he grow th  of custom  spray ing  and dusting , the rap id ity  of 
new discoveries, the possib ility  of in ju ry  to  m an’s health , p lants and 
anim als, including wildlife, and the possibility  of bo th  dangerous 
and fraudu len t practices m akes public regula tion  increasingly  neces
sa ry .6" C ognizant of these issues, the D ep artm ent of A gricu ltu re  
from  tim e to tim e lim its the use of specific pesticides on certain  
crops th ro ug h  certain  m eans of app lication, thereby  a llev ia ting  ob
vious hazards to the  food supply and m an’s hea lth .70 Also, s ta te  and 
local regulations, as well as federal laws, as m entioned above, have 
been designed to  m eet the need for public regulation  in some of the 
areas of concern.

T he foregoing leads to  several difficult problem s in connection 
w ith the application of pesticides. T he question of liability  for in ju ry  
to  persons, crops, and anim als resu lting  from drift of the m aterials

"" See footnote 63.
07 Clifford, “Pesticide Residues in Fluid 

M arket M ilk,” 72 Pub. Health Reports 
729, 1957. See allied articles of in te r
est: Dale and others, “S torage and E x 
cretion of D D T  in S tarved R ats ,” 4 
Toxicology and Applied Pharmacology 
80-106, 1962; Hayes and o thers, “S to r
age of D D T  and D D E  in People W ith  
Different Degrees of Exposure to D D T,” 
18 Arch. Ind. Health 398-406, 1957; and 
H ayes, “M onito ring  Food and People 
for Pesticide C ontact,” Scientific A s 
pects of Pest Control 314-342, 1966.

u8 K raybill, “Federal H ealth  A ctiv
ities in the Field of Pesticides,” Proc. 
Short Course on Pesticides 287-307, 1964.

A round 350 m illion pounds of in
secticides alone were used in the United 
S tates in 1962. T hey  are d istributed  
annually  over 90 m illion acres or m ore 
(1 acre out of 20 w ith in the 48 con

tiguous sta tes). H erbicides were used 
on ju s t about the sam e num ber of 
acres w ith some overlap. T hus, the 
land area treated  w ith pesticides is 
approximately one acre in twelve. About 
45 million pounds are used each year 
in addition in urban areas and around 
hom es, much of th is by m unicipal 
spraying operations and individual home 
owners. See Congressional Hearings: In 
teragency Coordination in Environmental 
Hazards (Pesticides), pt. 1, 41, 1963. 
See also footnote 100 for Federal A g
ricu ltu ra l A ircraft (F A A ) aerial sp ray
ing statistics.

70 For a list of pesticide uses for 
which reg istration  under the Federal 
Insecticide, Fungicide and Rodenticide 
A ct (F JF R A ) has been denied see
Congressional Hearings: Interagency Co
ordination in Environmental Hazards 
(Pesticides), pt. 3, 744-748, 1963.
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is the m ost dram atic  and one of the  m ost im p ortan t.71 D am age can 
be quite substan tia l and often there are significant eviden tiary  p rob 
lems. F irs t, there  is the question  of w ho, in fact, had the  responsi
b ility  of not allow ing pesticides to drift. T h is problem  is am plified 
seriously  w hen m ore than  one person is engaged in sp ray ing  in the 
locality  or, obviously, w hen the spray ing  takes place so far aw ay th a t 
the sp rayer is unknow n. S till ano ther problem  in th is area is th a t 
of causation. Is the negligence of the app licator the legal cause for 
the  in ju ry ?  O r, is there  som e in terven ing  cause such as a to ta lly  
unexpected g u st of w ind or a freak inversion layer? T o rt law, of 
course, requires th a t there  be som e link in the chain of causation  
w hich will logically join the breach of du ty  of the applicator to  the 
in ju ry  susta ined  by the  plaintiff.

T he  liability  problem s could be decreased by som e m easure if 
there w ere proper stan dards and regulations set up to  m inim ize the  
hum an erro r factor. As the H ouse C om m ittee on A g ricu ltu re  stressed  
in H ouse R eport No. 313 in 1947, in support of F IF R A : “a g rea t 
m easure of p rotection  can be accorded d irectly  th ro ug h  the p reven
tion of in ju ry , ra th e r than  hav ing to  reso rt solely to  the im position 
of sanctions for dam age a fte r in ju ry  has been done.”72 T here  is no 
w ay th a t an app licator of pesticides can an tic ipate  unforeseeable in 
te rven ing  or supersed ing  causes, acts of God and the like. In ju ries  
susta ined  due to  those conditions are, under our p resen t legal rea
soning, w ritten  off as the  price som e few m ust pay for liv ing in an 
organized society w hich is constan tly  a ttem p tin g  to  im prove its 
condition .73 H ow ever, experience has show n th a t s ta tu tes  and o r
dinances, w hen properly  and vigorously enforced, reduce or even 
elim inate a g rea t num ber of th e  in ju ries th a t m ight have occurred 
absen t any clearly defined legal gu idelines.74 W here  in juries still

71 See Chapman Chemical Co. v. Tay
lor. 215 Ark. 630, 222 S. W . 2d 820 
(1949) and Leni; v. Spezia, 95 Cal. App. 
2d 296, 213 P. 2d 47 (1949). See, also 
footno te 60.

72 1947 U. S. C , Cong. Scrv., 1200-1206.
73 O f grea t im portance to the pesti

cide cases involving spraying opera
tions is the principle th a t the defen
dant is to be held know ledgeable of 
w eather conditions in a particu lar area. 
P rosser, Lazo of Torts  (3d ed.), p. 312.

7,1 W hen in juries occur due to the 
use of a  pesticide in violation of a law

or ordinance, the negligence of the 
defendant may become irrebuttable and 
negligence per se liability m ay result. 
F o r instance, failure to label as re 
quired by law has resulted in negli
gence per se liability in at least two 
cases. Gonzalez z\ Virginia - Carolina 
Chemical Corp., CCH P roducts L iabil
ity R eports f  5448, 239 F. Supp. 567
(1965) and Perry Creek Cranberry Corp. 
7'. H opkins A gricultural Chemical Co., 
CCH P roducts L iability R eports 5489, 
29 W ise. 2d 429, 139 N. W . 2d 96
(1966) . See also P rosser, Laiv of Torts 
(3d ed.), p. 141 ff.
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occur in spite of s ta tu to ry  safeguards, com m on law  principles are 
sufficient to  deal w ith  m ost s itua tions w hich arise.

S till ano th er field of pesticide liability  has arisen. M anufactu rers 
and sellers m ay be liable for in ju ries which re su lt from  basically 
th ree m eans : defective products, failure to  w arn  adequately  of pos
sible harm ful effects to  hum ans, anim als or p lant life th a t m ay occur 
even w hen directions are followed, and fraudu len t or m isleading 
claim s.75 D efective products can cause serious in ju ry  to  those ap
plying a pesticide and  to  the  ne ighboring  area  w hich, absen t any 
negligence, should be norm ally free of harm . W hile s ta te  and 
federal laws generally  dem and accurate  and com prehensive s ta te 
m ents on the  labels and  prospectuses concern ing harm ful effects and 
con tra ind ica tion .7fi in the  case of a resu lting  in ju ry , a m anufac tu rer 
m ay still be liable under a com m on law  du ty  to w arn of possible 
hazards. A nd he m ost certa in ly  m ay be gu ilty  of a s ta tu to ry  viola
tion for m islabeling.77 F rau d u len t or m islead ing claim s can also 
cause dam age in a varie ty  of w ays. If the substance is m ore po ten t 
than indicated, harm fu l residues m ay occur, and, in som e cases, dam 
age from  over-application m ay resu lt. If, on the  o ther hand, a 
pesticide has a w eak dosage, it m ay cause in ju ry  by na tu re  of its  
ineffectiveness.

Specifics of Pesticide Use Liability
L iab ility  of a m anufac tu rer or seller of pesticides for in ju ry  to  

a person or p rop erty  allegedly caused by such com pounds is, and 
will probably rem ain for som e tim e, in a s ta te  of flux.78 G enerally, 
how ever, the principles of law  deducible from  various ju risd ictions 
m ay be s ta ted  briefly. A du ty  of care binds m anufactu rers and sellers

7r' P roducts  liability is cu rren tly  one 
of the m ost actively expanding fields 
of law. F or a com prehensive an no ta 
tion see 81 A L R  2d 138 ff. (liability 
of m anufactu rer c r  seller for injury 
caused by anim al feed o r medicines, 
crop sprays, fertilizers, insecticides, ro- 
denticides, and sim ilar products). As 
to a manufacturer's duty to w arn  gen
erally, see 76 A L R  2d 9. See also 
Jamieson v. Woodward & Lothrop, 247 
F. 2d 23; cert, denied, 355 LL S. 855 
(1957) (trees killed by spray) and 
Reasor-Hill Corp. v. Kennedy, 244 Ark. 
248, 272 S. W . 2d 685 (1954) (insecti-

cide m anufactu re r). Claims of fraud 
are the least used theory  upon which 
plaintiffs have based the ir cases. See, 
how ever. Kramer v. Carbolincum Wood 
Preserving Co., 105 W ash . 401, 177 P. 
771 (1919) (action against seller of 
insecticide).

78 See footnote 19, P a rt I of this a r ti
cle, 23 Food D rug Cosmetic Law J our
nal 148 (M arch, 1968).

77 See footnote 74; see also, for ex
am ple, 7 U. S. C. 135g (m islabeling on 
the federal level).

78 See 81 A L R  2d 138.
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of pesticides.79 T his du ty  includes a du ty  to  w arn of product-con
nected dangers,811 a du ty  on the part of the m anufactu rer to sub ject 
the com pound to  reasonable te s ts ,81 and a du ty  on the p a rt of the 
seller to  sub jec t the product to reasonable inspection .82 T he first 
and second duties are incorporated  in p a rt in F IF R A . the various 
s ta te  reg istra tion  law s, com m ercial law  and the law of to rts . T he 
third is a common law duty imposed as a m atter of law and practicality.

W hile a m anufactu rer can be held liable for an in ju ry  caused 
by a breach of these duties either by s ta tu to ry  violation or by com 
m on law negligence principles, the area of g rea test ac tiv ity  is the 
possible liability  under a breach of w arran ty  th eo ry .82 T here is a 
considerable au th o rity  to  the effect th a t m anufacturers and sellers of 
pesticides are bound by the im plied w arran ty  of fitness for a p a r
ticu la r purpose and the im plied w arran ty  of m erchantability . R oth 
of these w arran ties are covered in differing form  under the U niform  
Sales A ct or the  U niform  Com m ercial Code, e ither of which is the 
law  in all 50 s ta te s .84 M oreover, such a m anufactu rer or seller m ay 
bind him self by express w arran ties, the breach of which will give rise 
to  liability  for resu ltin g  in ju ries.85

7B M anufacturer's  du ty : E. I. DuPont 
de Xcm ours O  Co. r. Baridon, 73 F. 2d 
26 (8 Cir. ’34) (fungicide) : Rose v. B uf
falo A ir  Service, 170 Neb. 806, 104 N\V 
2d431 (1960) (insecticide). Seller's duty: 
Crouse r. W ilbur-Ellis Co.. 77 Ariz. 359, 
272 P. 2d 352 (1954) (insecticide).

M anufacturer’s duty  to w arn : Ja
mieson v. Woodzeard. case cited at foo t
note 75: Seller’s duty  to w arn : Crouse 
v. Willntr-EIlis Co., case cited at foo t
note 79.

M anufactu rer’s duty to tes t: Chap
man Chemical Co. ■ ;•. Taylor, case cited 
a t  footnote 71.

K" A m anufactu re r’s or seller's duty 
of inspection means that he will be held 
liable only when he sells products 
which contain im perfections discover
able by the exercise of the general duty 
of reasonable care im posed upon him. 
81 A L R  2d 149.

s:’ 81 A L R  2d 155-162. For cases in
volving implied w arran ties, see Burr r. 
Shcrzein W illiams Co., 42 Cal. 2d 682, 
286 P. 2d 1041 (1954): Diamond A lkali 
Co. z’. Godu’in, 100 Ga. App. 799, 112 
S. E. 2d 365 (1959); Gibson z’. Califor
nia Spray-Chemical Carp., 29 W ash. 2d

611, 188 P. 2d 316 (1948): Can A nt-  
zeerp-Aldridi/c Drug Co. r. Schzears:. 
363 Ala. 207, 82 So. 2d 209 ( 1955 ) ; and 
1 orinale z\ Farmers' Co-op. A ssn .  11
X. J. Super. 416, 78 A. 2d 421 (1951).

M T he implied w arran ty  of fitness for 
a particular purpose is found in U. C. C. 
§2-315 [V. S. A. §15 (1). (5 )]. The 
implied w arran ty  of m erchantability  
is found in l ' .  C. C. §2-314 [U. S. A. 
§ 15(a)],

E xpress w arran ties are governed 
by U. C. C. §2-313 (U. S. A. §§ 12, 14, 
16). See also Can Antzeerp-Aldridge 
Drug Co. z\ Schzearg, case cited at foo t
note 83: S uzea it, Inc. v. American Cvan- 
amid Co., 211 Ga. 764, 88 S. E. 2d’ 152 
(1955) (insecticide injured seed co rn ); 
Simpson ■ ;•. American Oil Co.. 217 X. C. 
e42, 8 S. E. 2d 813 (1940) (insecticide 
in ju ry ): Start r. Shell Oil Co.. 202 Ore. 
114, 273 P. 2d 225 (1954) (insecticide 
dam aged lily crop) : and Ingraham f.  
Associated Oil Co.. 166 W ash. 305, 6 
P. 2d 645 (1932). E xpress w arran ties 
which are breached generally  lead to 
absolute liability on the part of the de
fendant. Prosser, I.aze of Torts (3d ed.), 
p. 651.
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T he w arran ty  theories, w hile on the surface sim ple and easily 
applied, are frau gh t w ith  m any problem s. T rad itionally , w arran ty  
liability  could only be used by  a prospective plain tiff w ho could 
prove first th a t he w as in jured , secondly, th a t the in ju ry  resu lted  
from  the m an u fac tu re r’s negligence, and finally, th a t he w as in 
p riv ity  of con tract, th a t is, th a t there  w as a d irect con tractual 
relation  w ith  the  m anufac tu rer involving th e  sale of the p rod uct.86 
T he last problem  of proof, p riv ity  of con tract, has been an im p ortan t 
stum bling  block to  the plain tiff w ho w as in jured  due to  the m anu
fac tu re r’s negligence, ye t is unable to  prove it. U ndoub ted ly  the  
m ost significant legal factor in such litiga tion  is the view  th a t priv ity  
of contract is a prerequisite to  recovery  in a negligence action g row ing  
out of a product-caused injury. It is obvious in m ost ju risd ictions th a t, 
absen t an adequate show ing of p riv ity  or an adequate allegation  of 
the inheren t danger of pesticides, the plain tiff m ay no t recover w hen 
he or his p roperty  has been in ju red  by a pesticide seller’s or m anu
fac tu re r’s negligence. T he area  of priv ity , how ever, is in a s ta te  
of g rea t change. Some few ju risd ic tions have altered  th is requ ire
m ent or w holly ob litera ted  it. H ow ever, m any have re ta ined  th is 
doctrine .87 I t  is generally  agreed th a t in the  fu tu re  the  p riv ity  of 
con tract prerequisite  m ay be w holly elim inated  from  product liabil
ity  cases, especially w hen dangerous com pounds such as pesticides 
are involved. H ow ever, un til then, it m ay continue to  be an im 
p o rtan t factor in a case of pesticide in ju ry  and subsequent litigation  
against a m anu fac tu rer or seller.88 I t  is well to  note, how ever, th a t 
in a su it of th is sort, no form al prerequisites to  recovery m ay be 
required  if, as a m a tte r  of law, the pesticide involved can be consid
ered an inheren tly  dangerous p roduct.89

90 See generally  75 A L R  2d 39 and 
m ore specifically 81 A L R  2d 161.

97 See CCH P roducts L iability R e
ports H 1210. Of pa rticu lar signifi
cance is Henningscn v. Bloomfield M o
tors, Inc., CCH P roducts L iability R e
ports 1f4509, 32 N. T. 358, 161 A. 2d 69 
(1960), one of the first decisions re 
jec ting  o u trigh t the requirem ent of 
privity. O th er states besides New J e r 
sey which have rejected the rule re 
quiring  a  show ing of privity  by court 
decisions are Arkansas, California, Con
necticut, Illinois, Iowa, Kentucky, Michi
gan, M ississippi, M issouri, New Y ork, 
Ohio, Oklahoma, Oregon, Pennsylvania 
and Tennessee. A rkansas and V irginia

have sta tu tes  denying the lack of priv 
ity prerequisite as a defense available 
to a m anufactu rer or dealer of a de
fective product. O th er states are bor
derline or still require privity.

ss See footnote 86.
90 Generally, those who m arket an 

inheren tly  dangerous product are held 
to stric t liability. T h a t is, no allega
tion of negligence m ust be m ade p re
requisite to the plaintiff’s recovery. Strict 
liability will never be found unless the 
defendant is aw are of the danger and 
has vo luntarily  allowed the product 
to  be m arketed. M ere negligent failure 
to discover or prevent is not enough, 

(Continued on next page.)
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A nother som ew hat less significant theory  in the case of a  person 
in ju red  by a deficient pesticide is th a t of fraud and deceit.90 H ere 
again, if a plain tiff alleges fraud or deceit in the  sale of a pesticide 
in an effort to  recover for som e in ju ry  he has suffered, he m ay be 
forced to  prove th a t he was in p riv ity  of con trac t w ith  the m anufac
tu re r  or seller. As in w arran ty  theory , how ever, the  doctrine of p riv 
ity  in re la tion  to  fraud is also changing, although  the inheren t danger 
of the com pound has no th ing  to  do w ith  the  decline of the  p riv ity  
doctrine in these cases.91

An in te restin g  area in which the actual use of pesticides has 
created  a significant am ount of litigation  concerns aerial sp ray ing .92 
M ost of the  cases in th is field of law  have involved dam age to  crops 
or v eg e ta tio n ; how ever, th ere  are som e few w hich involve in ju ry  to
(Footnote 89 continued.) 
although  it may, of course, be an inde
pendent basis of liability once the de
fendant willfully m arkets the product 
which is inherently  dangerous, thus be
com ing an insurer against the con
sequences of his conduct. See gener
ally, P rosser, Law  of Torts (3d ed.), 
p. 519 ff. See also CCH P roducts L ia
bility R eports 4070.

Fraud , while not often alleged in 
pesticide cases, usually  comes about 
by w ay of express w arran ties m ade by 
the manufacturer or seller to the buyer. 
T h e  elem ents of fraud  (or its old com 
m on law  co unterpart, deceit) are first, 
a  m isrepresen ta tion ; second, know l
edge or belief on the pa rt of the de
fendant tha t the represen ta tion  is fa lse ; 
th ird , in tention  by the defendant to 
induce the plaintiff to rely upon the 
m isrepresen ta tion ; fourth, justifiable 
reliance on the part of the plaintiff; 
and fifth, dam age to the plaintiff, re 
sulting from such reliance. See Prosser, 
Lazo of Torts (3d ed.), p. 695 ff. for an 
excellent and detailed discussion. See 
also Kolbcnj z\ Sherzvin W illiams Co.. 
93 Cal. App. 609, 269 P. 975 (1928) 
(action  against m anufactu rer of prod
uct designed to destroy citrus tree scale).

See 75 A L R  2d 39 for com plete 
discussion. Inheren t danger will not 
en ter into a case of fraud since fraud 
is based upon a m isrepresenta tion  of 
the p rod u c t’s nature rather than the 
dangerous consequences of the prod-
PAGE 180

uct’s use. Both theories, of course, might 
be alleged sim ultaneously under the 
sam e set of circum stances.

ll= F or an excellent, although older, 
discussion see 12 A L R  2d 436 (liability  
for in jury  consequent upon spray ing  
or dusting  of crop). See also H am 
mond Ranch Corf. v. Dadson, 199 Ark. 
846, 136 S. W . 2d 484 (1940) (sp ray  
pilot killed cattle w ith arsenic sp ray ); 
S. A . Gcrrard Co. z>. Fricher, 42 Ariz. 
503, 27 P. 2d 678 (1933) (bees killed 
by aerial sp ray ing ); Miles v. A . Arena  
&■  Co.. 23 Cal. App. 2d 680, 73 P. 2d 
1260 (1937) (dusting  was done while 
wind blow ing tow ard plaintiff’s bees); 
Uherhill z'. Motes, 158 Kan. 173, 146 P. 
2d 374 (1944) (grasshopper poison spread 
in such a m anner tha t cattle on ad
jacen t farm  could reach i t) ;  Burns r. 
Vaughan. 216 A rk. 128, 224 S. W . 2d 
365 (1949) (dealt w ith drift of 2,4-D in 
w ind) ; Lenk v. Spezia, 95 Cal. App. 2d 
346, 213 P. 2d 47 (1949) (drift of 
arsenic killed bees); Brown v. S ioux  
City. 242 Iow a 1196, 49 N. W . 2d 853 
(1951) (loss of bees and honey due to 
pesticide sp ray ing ); Romero v. Chris 
Crosta Flying Service, 140 So. 2d 734 
(1962) (2,4-D dam age by w ay of
d r if t) ;  Trahan v. Bcarh. 138 So. 2d 420 
(1962) (dam age to co tton  field from  
weed spray used on neighboring rice 
field) ; Young v. Darter, 363 P. 2d 829 
(1961) (drift of pesticide); Pitchfork 
Land & Cattle Co. v. K ing. 162 Tex.

( Continued on next page.)
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anim als, including w ildlife.93 In  the case of aerial spraying, it  has 
been recognized th a t due care m ust be exercised by the  app licator 
to  see th a t w ea ther conditions are correct, the  tim e of day is r ig h t 
and the actual application is accom plished in such a w ay th a t the 
person or p roperty  of ano th er or wildlife is no t harm ed.94 T o insure 
safety, som e s ta te  laws require due notice of im pending sp ray  op
era tions.95

N orm ally, the  ow ner of the  prem ises being sprayed is liable for 
any dam age done to  persons, o ther persons’ p roperty , or wildlife 
caused by such ac tiv ities.90 I t  m ust be noted here th a t w hen a p rop 
e rty  ow ner hires a custom  app licator to sp ray  his fields, the  la tte r 
becom es the  agen t of the form er, and, therefore, the principal or 
m aster is liable for all the  to rts  of the agen t or servan t, especially 
w hen u ltrahazardo us or inheren tly  dangerous, and thus, nondele-
(Footnote 92 continued.)
331, 346 S. W . 2d 598 (1961) (spray 
co n tracto r held liab le); Rose v. Buffalo 
A ir  Service. 170 Neb. 806, 104 N. W . 
2d 431 (1960) (bee and crop destroyed 
bv insecticide) ; W ise v. Hayes, 58 W ash. 
2d 106, 361 P. 2d 171 (1961) (m anu
factu rer held liable — im proper la
beling); Cross v. Harris. 230 O re. 398, 
370 P. 2d 703 (1962) (sp rayer ruins 
crops w ith herbicide). See also H arp er 
& Jam es, Torts, Vol. 2, § 14.6. As a 
m atter of fu rther interest, when the 
U. S. G overnm ent conducted spraying 
operations in wildlife preserves, crop 
dam age sustained by adjoining land- 
ow ners was held non-com pensable un
der the “Dalchite rule," 346 U. S. 44. 
Harris v. U. S„  205 F. 2d 765 (10 Cir. 
1953) ; Bowden v. U. S., 200 F. 2d 176 
(4 Cir. 1952). See also, Q uinby, “T e t
raethyl P yrophosphate Poisoning F o l
low ing A irplane D usting ,” 191 J. A. 
M. A. 1 (1965), which concerned mild 
topical pulm onary poisoning of hum ans 
and fatal poisoning of some cattle.

See Congressional H earings: Inter
agency Coordination in Environmental 
Hasards /Pesticides), pt. 10, 2206 ff., 
1964 for discussion of in jury  to bees. 
See also T arzw ell, “H azards of P esti
cides to Fishes and the A quatic E n 
vironm ent," E xhib it 105, Congressional 
Hearings: Interagency Coordination in

Environmental Hazards (Pesticides). pt. 
9, 1811-1819, 1964; “ Effects of P e s ti
cides on Fish and W ildlife; A Review 
of Investigation  D uring  1960,” U. S. 
Fish and l I ’i/dlife Service Circular 143, 
1962, Congressional Hearings: Intera
gency Coordination in Environmental 
Hazards (Pesticides), appendix IV  to 
pt. 1, 985-987, 1963 and D ykstra , “P es 
ticides in R elation to W ildlife,” Speech 
Before Conference on Pesticides and 
Public H ealth  ( U. S P. H. S. M ay 
1967). T here  are num erous crim inal 
cases involving poisoning w ith p esti
cides, including several suicides. A re 
port from  Finland shows th a t deaths 
from  suicide due to parath ion rose 
from  one in 1952 to 94 in 1957. Toivo- 
nen. and o thers, Lancet, ii, 1959, 175.

"‘ See 3 Am. Jur. 2d 347. See also 
E xhib it 246, Congressional Hearings: 
Interagency Coordination in Environmen
tal Hazards (Pesticides), pt. 11, 2463- 
2466, 1964, and W eaver, “A rsenic P o i
soning in Cattle Follow ing P astu re  
C ontam ination by D rift of Spray ,” 74 
T he V eterinary  R ecord 249, 1962.

"r'Jcancs v. Holtz. 94 Cal. App. 2d 
826, 211 P. 2d 925 (1959), and Brown i 1. 
Sioux City, case cited at footno te 92.

See footnote 92 for appropriate 
cases. F or FA A  O perations see F A A  
Regulations. 14 C. F. R. 137 and fol
lowing.
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gable, ac tiv ity  is involved.0T T herefo re, the landow ner m ay be liable 
in dam ages if he should hire an app licator w ho neg ligen tly  sprays 
pesticides or allow s drift to  occur from  his operations. In  such a 
case, the  app licator also m ay be jo in tly  liable w ith  the property  
ow ner w ho hired him, and th is jo in t responsib ility  can be of im 
portance to a prospective plain tiff since the  landow ner m ay be 
ju dg m en t proof w hile the app licator m ay have or m ay be required  
under local laws to possess sufficient financial responsib ility .08 If, 
how ever, such ac tiv ity  can be considered u ltrahazardous or inher
en tly  dangerous, then the landow ner is liable even if the sp rayer is 
an independent con tracto r, since the du ty  of care in sp ray ing  high ly 
poisonous substances cannot be delegated or passed on from  the 
ow ner to  the sp ra y e r ."

As s ta ted  above, w hen an aerial sp rayer is app ly ing pesticides 
w hich are dangerous to hum an health , he m ay be considered in 
m ost ju risd ic tions to  be engaging  in so-called u ltrahazardous activ 
ities.100 Such activ ity  carries w ith  it the  burden of using  the h ighest 
degree of care and can im pose absolute liability  upon him  for any 
in ju ry  to  a person w hich is caused by the use of th a t so rt of pesti-

07 “T he ag ricu ltu ralist or farm er m ay 
not delegate the w ork of dusting or 
spraying a crop w ith poisonous insecti
cides to an independent co n tractor [or 
agent] and thus [com pletely] avoid lia
bility.” 3 Am. Jur. 2d §47, p. 814. See 
W alton v. Sherwin W illiams Co., 191 
F. 2d 227 (8 Cir. 1951); McKcnnon v. 
Jones, 219 Ark. 671, 244 S. W . 2d 138 
(1951); Pendergrass v. Lovelace, 57 N. 
M. 661, 262 P. 2d 231 (1953); Burke v. 
Thomas, (O kla.) 313 P. 2d 1082 (1957); 
Alexander v. Seaboard Airline R R . Co., 
221 S. C. 477 71 S. E. 2d 299 (1952).

1,8 See 12 A L R  2d 444. See also 
cases cited at footnote 92 and Parks 
v. A twood Crop Dusters, Inc., 118 Cal. 
App. 368, P. 2d 653 (1953); Sanders v. 
Beckwith, 79 Ariz. 67, 283 P. 2d 235 
(1955) (opera tor and landow ner lia
b le ); Aerial Sprayers, Inc., v. Yerger 
H ill and Son, 306 S. W . 2d 433 (1957) 
(operator and landowner liable) ; South
western Bell Tel. v. Sm ith, 220 Ark. 223, 
247 S. W . 2d 16 (1952) (opera tor and 
em ployer lia b le ) ; Kentucky Aerospray, 
Inc. v. Mays, 251 S. W . 2d 460 (1952) 
and Miller v. Maples, 278 S. W . 2d 385

(1954). M anufacturers m ay be joined 
as th ird  party  defendants under the 
U niform  C ontribution A m ong T o rt 
Feasors Act which is the law of m any 
states.

'’“ See H arp er & Jam es, Torts Vol. 2, 
§ 14.16, and footnote 97. See also 
McKcnnon v. Jones, 219 Ark. 671, 244 
S. W . 2d 138 (1951); Southwestern Bell 
Tel. Co. v. Sm ith, 220 Ark. 223, 247 
S. W . 2d 16 (1952); Alexander v. Sea
board Airline R R  Co., 221 S. C. 477, 71 
S. E. 2d 299 (1952).

100 See footnote 89. See also Yuill, 
“R esearch on Aerial Spraying," The 
Yearbook of Agriculture  252-258, 1952. 
To dem onstrate  the am ount of aerial 
application tak ing  place in the U nited 
S tates, consider the official FA A  aerial 
application flight hours logged in 1962; 
a. m onoplane: 476,966 hours; b. bi
plane: 444,377 hours; c. helicopter: 
22,973. T his gives a to tal in 1962 of 
944,316 hours flown. N ote also Con
gressional Hearings: Interagency Coor
dination in Environmental Hazards (Pes
ticides), pt. 10, 2171-2172, 1963. See 
also footnote 56.
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cide.101 In  such a case, the  in ju red  p a rty  m ay readily  recover dam 
ages w ith ou t a show ing of negligence w hen he him self is free of any 
con tribu to ry  neg ligence or did no t assum e the  risk  of pesticide 
exposu re .102 T he sam e legal consequences apparen tly  w ould follow 
in connection w ith  crops or vegeta tion  w hen an in ju rious herbicide is 
applied resu lting  in an in ju ry  or loss to the p lan t life on adjo in ing  or 
nearby p rop erty .103 T hese  so rts  of in ju ries can be prevented , of 
course, by in te lligen t use and application  of pesticides, w ith  an 
aw areness of the  possible in ju rious effects of those m aterials on the 
su rro un d in g  env ironm ent.104 * *

A n other area involving pesticide liability  deals d irectly  w ith  
the  question of an ex term in ato r or pest con tro l op era to r’s responsi
b ility  for personal in ju ry  or d ea th .103 W hile m ost of the cases hold 
th a t liab ility  in the  fum igation  or pest con trol business depends upon 
a show ing of negligence, several have held and still o thers have su g 
gested  th a t by  reason of the  inheren t danger of the  operations, the  
applicator is abso lu tely  liable w ith ou t proof of negligence.108 In  
some instances, such as the p lain tiff's con trib u to ry  negligence, his 
assum ption of risk  or even his trespassin g  upon fum igated  property , 
pest con tro l operators, o therw ise neg ligent, w ere no t found liable. 
H ow ever, bo th  the ow ner of the  p roperty  and the ex term inato r m ay 
be liable for a failure to  w arn  a ten an t or o ther person w ho has a

101 I t  is well to note the opinion of 
a t least two legal scholars: “as the 
sprays have become better known, their 
obvious utility  m ilita tes against im 
posing stric t liability while the ir high 
poten tial for harm  argues for it. I t  is 
not clear w hat the u ltim ate doctrine 
will be but it is likely tha t m ost p la in
tiffs will recover on one theory  o r an 
o ther . . . .” H arper & James, Torts, 
Vol. 2, § 14.16. See also P rosser, Lazo 
of Torts  (3d ed.), p. 519 ff. F or abso
lute liability in case involving toxa- 
phene in jury  to fish see Kentucky Aero- 
spray, Inc. v. M ays, case cited at foo t
note 98.

102 See P rosser, Law  of Torts (3d
ed.), p. 426 ff. and 450 ff. In  some
states co ntribu tory  negligence m ay not
be a defense to  u ltrahazardous activity,
while in m ost sta tes assum ption of risk
is available as a defense regard less of
the nature of the activity.

103 See Gotreaux v. Gary, 232 L a  373, 
94 So. 2d 293 (1957), and Trahan v. 
Bcarb, case cited at footno te 92.

104 See W olfe and D urham , “Safety- 
in the U se of Pesticides,’’ 2 Proc. E. 
Wash. Fcrt. & Pest. Conf. 14-21, 1966.

105 See Luthringer v. Moore, 31 Cal. 2d 
489, 190 P. 2d 1 (1948); Ellis v. Orkin 
Exterminating Co., 24 Tenn. App. 279, 
143 S. W . 2d“ 108 (1940) and Holland v. 
St. Paul Mercury Ins. Co., (La. App.) 
135 So. 2d 145 (1961). See also Chis
holm , “T he N ature and U ses of F um i
g an ts ,” The Yearbook of Agriculture 
331-339, 1952. A lthough not directly 
dealing w ith pest contro l operators, 
general household insecticide spray can 
in te rp re ta tions are found in 7 C. F. R. 
362, In t. 15, Rev. 1; In t. 22, Rev. 1; 
and In t. 23.

11W Luthringer v. Moore, cited a t foo t
note 105; see also 53 A L R  393; 72 
C. J. S. 168.
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r ig h t to  be on the  p rop erty  of the use of pesticides.107 E x te rm in a to rs  
are also required  in som e ju risd ic tions by s ta tu te  or com m on law  to 
know  the  na tu re  and effect of the  pesticides they  use. A show ing of 
the  lack of such know ledge coupled w ith  a resu ltan t in ju ry  m ay be 
sufficient to  con stitu te  negligence and ju stify  u ltim ate  recovery  for 
th e  plaintiff.

Conclusion
O ne can conclude th a t pesticide law s and com m on law  principles 

applicable to  the  use of pesticides do a reasonably  adequate job of 
p ro tec tin g  persons and p rop erty  from  in jury. H ow ever, we should 
no t be satisfied w ith  the  law s as they  stand. M uch im provem ent is 
necessary  in  the  adm in istra tion  of p resen t controls. T he develop
m ent of fu rth e r regulation  by w ay of s ta tu te s  and ru les is also neces
sa ry  in som e instances before adequate, useful and practical m eans 
are m ade available to  m inim ize pesticide accidents. S ta tu to ry  contro l 
should no t only regula te  and restric t, b u t should also serve as ed u 
cational tools to  delineate the  proper activ ities of users, sellers and 
applicators. S ta tu te s  w hich m erely proh ib it do serve a useful p u r
pose. H ow ever, in the  case of a law  lim iting  the  activ ities of indi
viduals, w hile the  reasons for the lim its m ay be obvious to law 
m akers, th is  is no t alw ays the  case w ith  the  affected or regu la ted  
parties. S ta tu to ry  language, w hile no t necessarily  exp lanatory  per 
se, should be detailed enough to po in t ou t the proper m eans of 
com pliance.

I t  will no doubt take years of hard  w ork on a num ber of fron ts 
to obtain rela tively  uniform  and com prehensive pesticide labeling 
and use and application legislation. H ow ever, liberal access to  the  
courts  and favorable decisions for plain tiffs indicate a fertile  area  
for extension of p resen t com m on law  rem edies. T herefo re, if any 
legal action, or even m ore, the in itia l in ju ries to  persons and p roperty  
by the  sale or use of pesticides, can be avoided by increased s ta tu to ry  
control, m ore sup po rt for th is leg islation  m u st be generated . N ot 
th a t we need or w ish to  over-legislate. I t  is only th a t we m u st con
fron t the  pesticide legal problem  in telligen tly  and vigorously.

[The End]

107 72 C. J. S. 168.
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Question and Answer Panel of the

The Following Material Is from the Question and Answer Panel 
Which W as a Highlight of the Drug Panel Workshop ct the Eleventh 
Annual Educational Conference of the Food and Drug Law Insti
tute and the Food and Drug Administration on November 27, 1967.

Mr. Byers
Q. Is there  any reason w hy the Food and D ru g  A dm inistra tion  

(F D A ) analysts can’t determ ine qu an tita tive ly  the  active as well as 
the inactive ingred ien ts on R x drugs, especially since they  have access 
to  the form ulae ?

A. T here is no reason w hy the analysts cannot get th is in fo rm a
tion. F or instance, the inspector could rev isit the p lant w hen we have 
an analytical problem . R ecently , a  re tu rn  v isit to  a p lan t by our 
inspecto r revealed th a t the firm was using  an inert ingred ien t th a t 
w as in terfering  w ith  the sam ple analysis.

T he firm changed the form ula to  rem ove the in te rfe ring  product. 
A ctually , the  firm ’s labora to ry  or its control labora to ry  is often in 
a be tte r position th an  the F D A  to  resolve analytical problem s. F or 
exam ple, the  firm already know s exactly  w h at the  inert ingredients 
are. Also, because of ready access to  house sam ples, the  firm is able 
to  m ake up a so-called product blank. T his task  w ould be extrem ely 
difficult for the  F D A  labora to ry  because we w ould have to  ga ther 
the  ingred ien ts from  all of the  suppliers, and then they  m ay not be 
from the sam e lot.
Mr. Yakowitz

T he m anufac tu rer of a d rug  product w ould do well to  stay  w ith  
one particu la r supplier of each of his raw  m aterials, a supplier th a t
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can be depended upon to  alw ays furn ish  raw  m aterial of the sam e 
quality , tim e a fte r time.
Mr. Byers

W e ha.ve found a num ber of firms th a t are adequately  te s tin g  th e ir 
active ingred ien t raw  m aterials, bu t are no t adequately  checking the 
so-called inert ingred ien ts— or do no t even have adequate specifica
tions for them .

Drug Efficacy Review
R. Keith Cannan, M. D.

Q. Do you know whether the Academy Research Council efficacy 
repo rt to  the F D A  will be rou tinely  m ade available to  the m anufac
tu re r  of the d rug  in question ?

A. T he reports of the A cadem y are m ade to  the FD A . I t  is the 
responsib ility  of the  F D A  to release in form ation as it sees fit to  the 
public and to  in terested  parties. There are conversations in progress 
betw een the A cadem y staff and the staff of the F D A  which have m ade 
it evident th a t it is the  desire of the  F D A  to release as m uch in fo rm a
tion as it can, as rapid ly  as possible. I t  is our understan d in g  th a t our 
reports  will be released verbatim  and not in abbrev iated  form.

O. M ay it be expected th a t the opinions and evaluations of the 
A cadem y R esearch Council's D ru g  Efficacy Review  will or possibly 
will be the basis of Dr. G oddard’s D ru g  Com pendium ?

A. I w ould th ink  th a t the reports  of the A cadem y will provide 
an important source of material for any compendium that may be devised.

Q. Can you tell us w hat your s tu d y  indicates as to  equivalent of 
brand name drugs of the same generic ingredient and generic d rug  to  
the  brand  nam e cou n terp art ?

A. T he study  has been based upon the assum ption of the  th e ra 
peu tic equivalence of generic drugs. Should a question on the th e ra 
peutic equivalence of any class of drugs arise in the fu ture, it m ay 
then be necessary to re-evaluate the p ertinen t reports rendered by 
the  Academ y.

Q. R ecent public s ta tem en ts  by Dr. A lfred Gilm an, w ho occupies 
a ra th e r stra teg ic  position in the D ru g  Efficacy S tudy, suggests th a t 
he m ay be biased in favor of estab lished  b rand  nam e drugs. W h a t 
p recautions w ere taken to  m ake sure th a t partic ipan ts in the stu dy  
w ere free of po ten tia l conflicts of in terest, specifically, w ere they  asked
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to  disassociate them selves from  considering products w hich they  had 
previously investigated for a manufacturer, or from considering products 
com petitive to those which they  had investigated  for a m anufacturer?

A. T here  are tw o p arts  to th is question. O ne is relative to  the 
testim ony of Dr. Gilm an at Senator N elson’s hearings, and the  second 
is in respect to  the possib ility  of conflict of in terest affecting the 
judgm en t of panels. W ith  respect to  D r. G ilm an’s s ta tem en ts, he was 
testify in g  as an individual scientist. H e did no t identify him self w ith  
the study , nor did he consult the  policy com m ittee of the study  prior 
to his testim ony.

Secondly, w ith in  the  m a tte r of conflict of in terest, w hen conversa
tions w ere first in itia ted  w ith  Com m issioner Goddard, we pointed out 
the obvious fact th a t if you w an ted  com petence of ju dg m en t you had 
to  have m en of experience, and m en of experience in th is field m eant 
men who w ere likely to  have associations of one sort or ano ther w ith  
industry . I t  w as agreed th a t the responsib ility  for surveillance of 
possible conflict of in te rest in the panel m em bers should be left e n 
tire ly  for the  A cadem y to determ ine. O ur rules have been very sim ple. 
W e said th a t if you have a suspicion of conflict w ith respect to any 
p articu lar d rug  or d rug  house, or any particu lar re lationsh ip  to the 
problem , you will disassociate yourself from  ju dg m en t on these 
issues. W e believe th a t panel m em bers have honored th is obligation.

Advertising— The Brief Summary
Mr. Kleinfeld

O. R epresen ta tives of the  F D A  persist in m aking the un ilateral 
claim th a t advertisem ents today are more informative and effective 
com m unications th an  they  w ere before the F D A  got into the adver
tis ing  act. In d u s try  is well aw are th a t regu la tions have increased 
costs in m any w ays, and th a t readersh ip  of the required  labeling in 
form ation is ex trem ely  low. P lease bu ry  the  FD A  m yth.

A. W ell, th a t’s no t easy. I personally  th ink  th a t m ost adv ertise
m ents are m ore inform ative th an  they  were. I th ink  the  trouble  is 
t h i s : if the governm ent construes full disclosure and brief sum m ary 
as to  v irtua lly  require the use of a package insert, th is will defeat 
the very purpose that Congress had in mind and presumably the FD A  
had in m ind, to  w it, g e ttin g  doctors to  read  full disclosure and brief 
sum m ary . If we m ake full disclosure and brief sum m ary  v irtua lly  
a package insert, I th ink  the m edical profession ju s t w on’t read them .
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Mr. Hauser
I t  is not the in ten t of the regula tions to  require full disclosure 

in p rescrip tion  drug  advertising . Full disclosure as defined in the 
proposed and the existing regulations, requires adequate in form ation 
for use of the d rug  under all conditions for which it is offered in any 
labeling or advertising . T his idea has not been included in the p ro 
posed adv ertis in g  regulations. T he advertisem ent, for exam ple, m ay 
be lim ited to  a selected indication for use. T he full disclosure concept 
in labeling requires adequate information for professional use includ
ing not only indications, b u t effects, dosages, routes, frequency, and 
duration of administration. None of the information concerning dosage, 
routes, frequency, or du ration  of adm in istra tion  is required  in adver
tising  e ither in the  curren t regulations or in the proposed regulations. 
T here is a substan tia l difference betw een full disclosure and the re 
qu irem ents of the proposed regulations. T hey  do require in the 
proposal th a t all of the adverse in form ation w hich m ust be disclosed 
in a package circular m ust also appear in the advertising.

Mr. Kleinfeld
I knew  there  w as a difference betw een full disclosure and brief 

sum m ary in advertising . W h a t I m eant to  po in t ou t was th a t very  
often there are sub jective in terp re ta tion s of w h at brief sum m ary is. 
Brief sum m ary  should m ean, “b rie f”, and a “sum m ary .” B u t w hen a 
p articu lar official or doctor construes “brief su m m ary ” so th a t it is 
v irtua lly  equated  no t only w ith  full disclosure bu t w ith  the  package 
in sert as well, then the very  purpose of Congress is perverted , and 
again I say the doctors in th a t case w on’t pay any a tten tion  to  the 
brief sum m ary. If we had a bonafide brief sum m ary , there would 
be no problem . M y point is th a t too often, it has been equated w ith  
som eth ing m uch m ore extensive.

Mr. Hauser
T he concept in the A ct concern ing a true  s ta tem en t of in form a

tion in brief sum m ary is used in connection w ith  the  effectiveness of 
the drug  quite as m uch as in relation  to in form ation concern ing side 
effects and contraindications. T he proposed regulations would not 
require m ore than  the  in form ation in brief sum m ary re la tin g  to side 
effects, con traind ications, and effectiveness. H ow ever, we find it is 
a com m on practice in the  in du stry  to  run  advertisem ents six to  ten  
pages in leng th  to  prom ote the sale of a drug. T h is is not a brief 
sum m ary . W e are no t rely ing on th is provision of the law  to p roh ib it
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extensive advertisements, ads of ten or a dozen pages. This is per
m itted. B u t w hen an advertisem ent, op tionally  on the part of the 
advertiser, runs that length, then our concept is that the meaning of a 
true statement of information w ith respect to side effects, con tra in d i
cations and effectiveness, requires that the adverse in form ation about 
the d rug  not be so subordinated , presen ted  in the u tm ost te legraphic 
style, as to subord inate  the adverse inform ation, w hen you have in
form ation presen ted  a t g rea t leng th  and w ith  g rea t c larity  in full 
sentences in regard  to  the advantages of the  drug. T his is w here the 
concept of fair balance com es in. T he option of using  m ore than  the 
in form ation in brief sum m ary re la ting  to  side effects, con traindications 
and effectiveness still lies w ith  the m anufac tu rer or the  advertiser.

Key Points in Drug Advertising Regulations
O. W ould you repeat the five or six key points which you are striving 

to  a tta in  in the proposed d rug  advertising  regulations and explain 
w hy these po in ts could not con stitu te  the regulations, instead of the  
34 points th a t have been proposed?

A. F irs t, le t me say th a t the five or six po in ts are no t a l l : we 
have a num ber of additional ones w hich I haven’t included because 
m y ta lk  w as lim ited. T o  answ er th is question  m ore specifically, po in t 
no. 5 reads, “A list of frequently  encountered  offensive advertising  
practices will be re ta ined  to  m ake the rules quite clear even to  those 
m ost persisten t in professing th e ir inability  to  un derstan d  the regu la
tions." Now. point 5 includes the o ther 34. As a m atte r of fact we 
m ay reduce th a t num ber. W e will rew ork them  w ith  the  help of the 
fine advice we received in the  w ritten  com m ents from  industry . A nd 
we will cooperate w ith  industria l rep resen ta tives to  clarify the lan 
guage of certain  points. If there are any po in ts th a t we cannot clarify 
adequately , we will drop them . So, there  m ay be less than  34 points.

Q. No m anufac tu rer can object to  g iv ing full in form ation on 
significant side effects, etc. T he requ irem en t to  feature  a rare side 
effect a t a level of visib ility  equal to  a claim  for efficacy established 
in a large number of patients and many studies is, however, ridiculous. 
W h en  will FD A  publish a regula tion  requ iring  adequate data  for in 
clusion of a side effect in labeling in order to  avoid prov id ing  false 
and m islead ing in form ation th ro ug h  inclusion of inadequately  su p 
ported side effects, precautions, warnings, etc.?
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A. T here  are tw o po in ts here. T he cu rren t and the proposed 
regulations w ould no t require the featuring of either a rare side effect 
or a frequently  occurring  one w ith  the sam e conspicuousness or the 
sam e size p rin t as is required  for the prom otional claim s in the adver
tisem ent. T h is question was the sub ject of correspondence betw een 
the  Com m issioner and represen ta tives of in du stry  w ho w ere involved 
in the  hearing  of 1963. T he exchange of correspondence m ade it clear 
th a t th is w as no t a requ irem en t of the regula tions proposed in 1963. 
Such requirem ents are not con tem plated  in the  proposed revised reg u 
lations either. T he  sam e size p rin t would not be required  w hether 
the  side effect is rare  o r frequent. W e do recognize th a t it is the m ain 
function of adv ertis in g  to prom ote the sale of an article  and to  a ttra c t 
a tten tion  so som eone looks at w h at the ad says in the first place. B u t 
the information concerning side effects, even w hat m ay be rare, m ust 
be disclosed in the ad.

T he second question  is w hen will we publish a regula tion  req u ir
ing adequate data  for inclusion of a side effect ra th e r th an  false and 
m isleading in form ation concern ing them . T his, I th ink, suggests that 
the  w rite r has expressed an idea we have seen in some w ritten  com 
m ents from  an association represen ting  advertising  agencies. T he 
idea here is th a t we should be very scientific and no t require dis
closure in an adv ertisem ent or labeling of any adverse experience 
about a d rug  un til there  is substan tia l evidence th a t the d rug  does, 
in fact, cause th is experience. I subm it th a t wdioever has th is  idea 
ou gh t to  discuss the s itua tion  w ith  responsible m edical people. I t  is 
tim e for all parts  of the pharm aceu tical industry , even those w ho are 
engaged in p reparin g  advertisem ents, to recognize th a t w e’re dealing 
w ith  drugs th a t m ay m ake the difference betw een life and death. W e 
do not require substan tia l evidence of the causal relationsh ip  betw een 
the  use of a d rug  and an adverse effect before m ention is m ade of the 
possib ility  th a t th is d rug  m ay cause the adverse effect. T his in fo rm a
tion  should be supplied to the physician w ho m ay use it, a t a possible 
risk, even thou gh  it has no t been definitely determ ined th a t the  drug  
is causally re lated  to  w hat m ight be a very serious adverse effect. A t 
least th is is the position of F D A  and we will m ain tain  it.

Q. Do antib io tic  d rug  advertisem ents alw ays need to  have p re 
clearance by F D A  or o ther governm ent agencies ?

A. No, F D A  m ay not require preclearance of advertisem ents for 
an tib io tic  drugs or any o ther p rescrip tion  d rug  except in ex trao rd i
nary  circum stances. T h a t’s w ritten  in to the law.
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O. W h a t changes w ould occur in the  type of perm issib le adv ertis
ing if su tu res had to  be considered “drugs" instead of devices?

A. O u r position is th a t su tu res are drugs, so they  are sub ject to 
the adv ertis in g  provision of the law. If they w ere devices instead of 
drugs, then they would not be subject to the advertising provision. I ’m 
assum ing  here th a t a su tu re  is a prescrip tion  drug.

Dr. Ballard
Q. My observation has been th a t the  journalistic  zealot is, more 

often than not, fed his material by the industrial represen ta tive  w ho is 
looking for com petitive advantage. D M SO . for exam ple.

A. I ’m glad w hoever w rote th is  picked D M SO . Because th is is a 
direct resu lt of public relations on the  part of the U n iversity  of Oregon 
and no t on the part of industry . T his w as a therapeutic , or w hat they  
th ou gh t was a therapeu tic  b reak th rou gh  in O regon, and th e ir  public 
relations office played th is th in g  up so big and for so long th a t finally 
in du stry  had to  get on the band w agon and s ta r t in vestiga ting  DM SO. 
B ut th is did not come out th rough  industry  originally . W h a t I was 
driv ing at w hen I m entioned the journalistic  zealot and the overly- 
am bitious politician, w ho take iso lated facts and play them  up out of 
proportion to reality, was such things as a recent article in the Ladies 
Home Journal about the  oral con traceptives. T his w as an article  th a t 
played up only the side effects and adverse reactions. If I read th is 
as a layman, not knowing about oral contraceptives, I would have been 
frigh tened  to death. Now, I th ink  th is  is irresponsible journalism . 
But we are treading on ground here that gets on to freedom of speech. 
I th ink  it is poor journalism  to play up the bad effects and m ake the 
drug  look w orse than  the benefits. I ju s t can’t buy th is sort of jo u r
nalism. On the part of politicians, I look a t iso lated instances. W ell, 
off the top of m y head I can go back to the orig inal Ivefauver H ea r
ings w here the d ru g  industry  w as accused of 4.000% and 5.000% m ark
ups. T h is is like say ing  steel costs $40 a ton, w hy does a 2-ton au to
m obile cost $5,000. A second answ er to  th a t is ano th er qu estion : how 
m uch does P icasso pay for his pa in t?

Q. Is there  any readily  available com pendium  listing  the ra te  for 
side effects and m orta lity  risks for available old and new drugs? T he 
need is for rapid availab ility  of in form ation which goes beyond the 
estim ates given in “P D R .”
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A. Sim ply, the answ er is no. T here  is no com pendium . T he rates 
given in P D R  usually  reflect those th a t the com pany picked up in 
its clinical trials and, somewhat, the rate that has occurred since it has 
been on the m arket. B ut all adverse effects th a t occur w ith  drugs are 
no t reported  to  the company concerned, so therefore they do not have 
the  true  incidence. I suppose th a t even tually  the adverse reaction 
program  of the F D A  m ay eventually  th row  som e ligh t on this. I 
hope that when they do compile statistics in th is  area, the FD A  will 
use only the side effects th a t are actually  proven as side effects and 
no t those alleged to the drug.

Human Experimentation
Q. Do you have any criticism  on presen t F D A  policy regard in g  

hum an experim entations and  are there m any abuses of responsible or 
ethical experim entation  on the part of the m edical profession ?

A. My com plain ts against the F D A  are usually  no t in the  area  of 
hum an experim entation . So I can say no to  th a t. As far as abuses 
of responsible or eth ical experim entation  on the part of the m edical 
profession are concerned, I personally  am  unaw are of very m uch of 
th is in the area  of drugs. B ut I am som ew hat alarm ed in the area of 
surgical experim entation , because here, I think, some of the investiga
to rs are tak in g  license th a t they sho u ldn ’t take on hum an beings. 
But, in the area of drugs, and I think we can thank  the New D rug  
R egulations for th is, the m onito ring  of d rug  studies is m uch more 
close now than  it used to  be before these regu la tions and, as such, 
abuses ju s t are no t occurring. A t least I 'm  not aw are of them . M ay
be som eone from  FD A  can m ake a s ta tem en t about it.
Mr. Hauser

I ’m sure I do n ’t have any s ta tis tics  on this. I do have the im pres
sion th a t general practices have been m uch im proved as a resu lt of 
the Investigational D rug  R egulations.

Anticancer Therapy
Dr. Endicott

Q. Do you have any com m ents on the com bination of irrad ia tion  
and anticancer d rugs?  Is th is a p rom ising th erap y?
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A. Yes, I have a com m ent. T here  are som e indications th a t it is 
possible to  do one of tw o th ings. E ith e r to  increase the radiation  
sensitiv ity  of a tum or by a d rug  w hich is selectively absorbed by 
the tum or, or conversely, to  reduce the rad ia ton  sensitiv ity  of norm al 
tissue. T h is is m ore theoretica l th an  real, however. W e do no t have 
adequate anim al te s t m odels to  explore th is sa tisfactorily . W h a t little  
we know  has fallen ou t m ore as a resu lt of accidental observations 
in m an th an  an y th in g  else. I th in k  m any people w ould agree th a t 
actinom ycin D and x -ray  offer som e advan tages over e ither one alone 
in the trea tm en t of certain  childhood tum ors. T his is an area of the 
fu tu re  though. W e don’t have m uch know ledge about it now.

O. In  view  of your s ta tem en ts  th a t both benefits and risks of 
cancer d rugs are low er th an  is com m only th ou gh t, how can one 
ju s tify  the  con tinu ing  h igh expend itu re of public funds for the sh o t
gun approach of the N ational C hem otherapy Screening P rogram  of 
the N ational Cancer In s titu te?

A. In  the first place, in the presen t schem e of governm ent ex
penditures for health research, the funds spent in screening anti-cancer 
drugs is no t high. I t ’s sm all. In view  of the consensus of the scien
tists  in the cancer field th a t w e've gone about as far as w e're go ing to  
go w ith  radiation  and w ith surgery , any  fu rth er im provem ents in the 
m anagem ent of cancer is go ing to be in the  d rug  field. I th ink  its 
sham efully  low. W ith  regard  to the reason for expend itu re of public 
funds, there  is a good reason. Cancer is really  a collection of re la
tively rare diseases, so the m arket for anti-cancer drugs, unless we g e t 
a panacea drug , will probably be quite sm all. M ost of the cancer 
drugs now on the m arket are no t profit item s. T he in du stry  is dis
inclined to  invest the kind of m oney, in th is  so rt of d rug  developm ent, 
th a t it takes to get the  job done. Based on m y experience, if we don’t  
use public funds for th is purpose, the  job w o n’t get done. Now w ith  
regard  to  the  sho tgun  part, I th ink  th a t d rug  developm ent in th e  
cancer field, like drug  developm ent in any field, has some scientific 
basis b u t to a considerable ex ten t has been, is now, and alw ays will 
be, sub stan tia lly  an em pirical tria l and erro r m ethod. W h eth er th is 
justifies the  funds or no t is a m atte r of opinion, bu t up to now I ’ve 
had good luck w ith  the Congress.
Q U ESTIO N  AND A NSW ER P A N E L ----FD LI-FD A  CO NFEREN CE PAGE 19.1



Dr. Carman
Q. W h a t precautions are used to be sure th a t in the d rug  efficacy 

stu dy  all the  panels are exercising  uniform  stan dards in ju dg ing  
the  drugs?

A. T his question  can be in terp re ted  in several ways. I th ink  we 
are alert to  ab erran t behavior in individual panels, a th erap eu tic  
n ih ilist point of view in one and a libertarian  view in ano ther group. 
T his is being effectively m onitored  by a professional staff of 15. 
M oreover, th is  is also a function of the policy advisory com m ittee. 
A n in te restin g  corollary of the question is the m atte r of com parative 
efficacy. F D A  has no t invited us to com m ent on the relative efficacy 
of different d rugs for the sam e indication. Y et a panel can not review  
the  claims for a series of drugs w ithou t m aking com parisons. A 
ju dg m en t is m ade against the background of re lated  judgm en ts. A n 
sw ering the question in ano th er way, one m ight say th a t there  cannot 
be uniform  stan dards over the whole fron t of therapeutics. You do 
no t judge a topical application for a skin disorder, or a nasal spray, 
by the sam e stan dards as you w ould an anti-neoplastic agent.

Inert Raw Materials
Mr. Yakowitz

Q. Do you really expect the d rug  form ulato r to exam ine the 
m anufacture  of inert ingredients by a supplier, if the firm is reason
ably well know n, and the product m eets the user's specifications 
(w hich essentially  is identity , checks etc .) ?

A. T h a t question  arose because of the s ta tem en t th a t I m ade in 
m y prepared ta lk :

In  developing the dosage form  the prudent m anufactu rer a ttem pts to 
re s tric t the o ther com ponents such as excipients and diluents, to those sub
stances for which he already has reliable suppliers. T o  the ex ten t tha t it is 
feasible to do so, the drug  m anufactu rer purchases such com ponents from  the 
prim ary  m anufacturer. In  m any cases, he will send his own inspector to the 
p lan t w here the m aterial is m ade in order to check on the m anufactu ring 
procedure and controls.

I 'd  certa in ly  agree th a t there is room  for judgm en t here. If the 
m aterial th a t w e're  ta lk in g  about is sugar from  a well know n refinery 
th a t’s tu rn in g  ou t hundreds of tons per day, I would th ink  it 's  reason
able for the drug  m anufactu rer to rely  only on the tests  m ade on 
the  product as received and the d rug  form u lato r w ould not have to
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send som ebody dow n to the sugar refinery to make sure they do their 
work properly. On the other hand, if it is a com plex organic m aterial 
supplied by only one or tw o firms and not m ade in large quan tity , the  
d rug  fo rm u la to r using th a t m ateria l m ay w ish to  send his inspector 
to  the  firm th a t m akes it, to  see how th ey  m ake it, to  be sure they 
can m ake uniform  batches and to  ascerta in  w hat tests  they  are apply
ing to  th is m aterial to  insure its p u rity  and uniform ity .

Mr. Byers
A m anufac tu rer should rou tinely  check his raw  m aterial specifi

cations, to  m ake certain  th a t they  are adequate to  assure him  th a t he 
will not get som e im purity  th a t will affect the p rod uc t’s stab ility . An 
exam ple of th is m igh t be liquid products w hich w ould be adversely 
affected by trace  am ounts of iron or o ther m etal.

O. Y ou m ention an incident concern ing the  m igration  of n itra te  
ester?  Does the F D A  in tend  to  m ake public the m ethodology used 
in th is case or o ther sim ilar instances?

A. I believe th a t Dr. B anes’s group  does plan to  m ake in fo rm a
tion available on such incidents.

T his m igration  problem  brings up an im portan t point. M any 
tim es we take stab ility  for g ran ted , especially  on a p roduct th a t has 
been on the m arket for aw hile, and one th a t already has, w h at we 
believe are adequate stab ility  studies.

T his can be an illusion, especially w hen we consider changes 
in packaging m aterial or techniques. F or instance, w hen a package 
is changed from  glass to  plastic, the product is in a new environm ent. 
T herefore, to  com ply w ith  the Good M anufactu ring  P ractice  (G M P ) 
R egulations a new s tab ility  study  should be made.

T he incident of the m ig ration  of the n itra te  ester is an exam ple 
of th is problem . T he product, as packaged in an unopened glass 
con ta iner was re latively  stable. Flowever, here wras a case w here the 
active ingred ien t was selectively rem oved from  the tab le t by being  
solubilized in a con tact cem ent betw een a plastic and a foil in the 
packaging  m aterial.

A good analytical chem ist w ho th inks for him self should come 
up w ith  the  answ er. If the active ingred ien t was in the tab le t w hen 
packaged and no t there  w hen analyzed, and tests  shew ed it d idn’t
QU ESTIO N  AND A NSW ER PA N E L----FD LI-FD A  CO NFEREN CE PAGE 1 9 5



m igrate to  the plastic or the alum inum  foil, then  it m ust be in the 
cem ent. A nalysis of the cem ent confirm ed the presence of the ester.

T his case also illustra tes ano ther salient point, th a t even w ith  all 
of the sophisticated  equipm ent available to the chem ist, the m ost 
im p ortan t in s tru m en t is still his brain.

O. D o you find th a t m ost Investigational New D rugs and New 
D ru g  A pplications (N D A ) have adequate standards in their an a ly ti
cal sections?

A. I don’t have the in form ation available to  answ er the first parts  
of the question. H ow ever, the guidelines for the adequacy of such 
sections are no different than  the guidelines in the cu rren t G M P 
regulations. T hey  are no different th an  good sound analytical p ro
cedures w hich characterize or determ ine the  na tu re  of the product 
and its s tren g th  and purity .

"Feature” and "Running Text”
Mr. Kleinield

Q. W h at is the m eaning of “ fea tu re” in the new generic nam e 
regulations?  I realize th a t these regula tions have not been discussed 
today, bu t they  are closely tied to  advertising . Also, w hat is “runn in g  
te x t” ?

A. W ell, as far as I ’m concerned there  is only one v irtue  to  these 
new  generic nam e regulations. C om plex and am biguous as they  are, 
they  are far b e tte r than the requirem ent th a t had been im posed th a t 
the  generic nam e appear each and every tim e a brand nam e w as used. 
T h a t position didn’t m ake sense and I don’t know  w hy it was taken 
except perhaps to  please a few congressm en. I doubt th a t the term s 
“ fea tu re” and “runn in g  te x t” can be enforced in court. T h ey ’re ty p 
ically vague and am biguous term s th a t are used, as I see it, for the 
purpose of being so am biguous th a t officials can say in a particu lar 
case th a t we have “runn in g  te x t” w hich isn 't com plied w ith  or we 
have a nam e th a t is “ fea tu red” and isn ’t com plied with.

I th ink  these term s are so vague and am biguous th a t I doubt 
th a t  any cou rt w ould enforce them .

Mr. Hauser
I don’t particu larly  agree w ith  you as to  how ridiculous the 

regu la tion  was. On the m atte r of “fea tu re” and “runn in g  te x t” , “fea
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tu re ” is headlined. I t  is given special prom inence as com pared to  the 
rest of the  copy. “R unn ing  te x t’’ is w h at you have in a colum n of 
discussion, w hich is a very  com m on th ing. T he “fea tu re ,’’ if any, is up 
a t the top. A nd there  m ay be som e portions w hich are headlined in 
larger type. T hose m ight be considered “fea tu re .’’ In package inserts 
for prescrip tion  drugs, w hich are one of the m ost im p ortan t areas 
affected by th is proposed regulation , it is not a t all uncom m on to 
have headlined m aterial and copy th a t is la rger th an  the  sentences 
th a t convey the  details of the m essage. P erhaps it will p resen t all 
the problem s you suggest. A pparen tly , th is is the  best in du stry  could 
come up w ith

“ Grandfather” Drugs
O. If, as s ta ted  th is m orning, it is the in ten t of FD A  to  inform  

physicians of the availab ility  and m erit of new  therapeu tic  agents by 
m eans of full disclosure or brief sum m ary  in all advertisem ents, w hy 
is it necessary to propose regula tions to  include th is sam e inform a
tion w ith  “g ran d fa th e r” products th a t the physician should be com 
pletely fam iliar w ith  th ro ug h  long use? W h a t will be the  rationale 
for determ in ing  new inform ation for “g ran d fa th e r” drugs?

A. I t  is true  th a t F D A  w ants to  have physicians inform ed of the 
availab ility  and m erit of new drugs, b u t th a t does no t exclude our 
desire to have physicians tru th fu lly  inform ed about old drugs. I t  is a 
m atte r of law  th a t advertisem ents for prescrip tion  drugs shall include 
a true  s ta tem en t of in form ation in brief sum m ary re la ting  to  side 
effects, con traind ications and effectiveness w ith  no d istinction  m ade 
betw een new drugs and old or “g ran d fa th e r” drugs.

On the second p a rt of the question  about the rationale  for d e te r
m in ing new inform ation for “g ran d fa th er"  drugs. I th ink  the answ er 
to th a t is clear. I t  is new experience th a t show s e ither new adverse 
experience, new side effects, new con traind ications, or of course there  
can be tim es w hen a new experience will suggest new uses for “g ran d 
fa th e r” drugs. Before the d rug  can be m arketed  w ith  labeling offering 
it for new uses, if it is no t generally  recognized as safe and effective 
for those new  uses, it would be considered a new d ru g  which would 
therefore require p rio r approval.

Q. I have been to ld  th a t one of the drug  com panies had been 
advised th a t unpublished clinical studies m ay no t be cited, sum m arized
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or referenced in advertising . (1) Is this the position of FD A ? ( 2 ) If so, 
w h at is the basis in law or regula tion  for such a p roh ib ition?

A. As a m a tte r of fact, I th ink  th a t frequently  a substan tia l part 
of advertisem ents are based on unpublished clinical studies. Some of 
these appear in N D A ’s and have been the principal basis of approval 
of a new drug, even though the studies have no t been published at 
the tim e th a t the approval has been made.

T h e re ’s no basis in law  for p roh ib iting  reference to unpublished 
studies, b u t I th ink  we should say in all fairness th a t m any physicians 
become angry and offended by references to unpublished studies, since 
they  cannot check out the basis for the claim s m ade in an adv ertise
m ent. In d u s try  certa in ly  w ould do be tte r to cite published references 
th a t can be read by  the physician, if th ey ’re in terested  in g e ttin g  a 
favorable reaction from  th e ir  custom er.

Q. A physician has reported  an adverse side reaction  from  use 
of a certain  d rug  in a recognized A m erican m edical journal bu t has 
no t com m unicated in any w ay w ith  the m anufactu rer of the drug. T he 
m anufacturer know s of no o ther sim ilar incident. Is the m anufactu rer 
required  under the cu rren t regula tions to m ake a form al repo rt to  the 
FD A  of this journal article on the new adverse reaction reporting form?

A. T he answ er to th a t is no. W e are in the process of publish ing 
an am endm ent to  the  regula tions th a t will m ake th is clear, am ong 
o ther revisions in the cu rren t regula tions hav ing to do w ith  reports  
of adverse experiences. A dverse experiences repo rted  in m edical 
lite ra tu re  and on which the m anufactu rer has no additional in fo rm a
tion will not have to  be reported  in the new adverse reaction reporting  
form.

Q. W ill you discuss the areas w here “F D A -in d u stry ” accord is 
likely to be achieved by redrafting , so in du stry  will no longer “m is
u n d e rs tan d '’ the m eaning  of the proposals?

A. I t ’s ra th e r easy  to m isunderstand  the  m eaning of th is question. 
If I can tran sla te  it, presum ably  the  question is w here do we feel 
th a t FD A  and in du stry  can reach agreem ent on the proposed adver
tis ing  regulations. In  general, I th ink  it m ay be fair to say th a t FD A  
will no t re trea t from  the in ten t of the significant concepts em bodied 
in the  published proposals as to  the adv ertis in g  regulations. T here  
is full w illingness to discuss the  language, to clarify the in ten t so
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th a t there  are no m isunderstandings. O bviously there have been some. 
W h ere  we cannot agree or cannot develop language th a t is clear in its 
m eaning, we m ay drop som e provision, for exam ple, ou t of the list 
of 34 practices th a t have been defined as offenses. I don’t know  
w h eth er F D A ’s position to adhere to  the basic concepts in these 
proposed regulations will be accepted by the industry . I t  is possible 
th a t we will get in to a hearin g  and litigation , b u t we will do the  best 
we can. W e are w ork ing  to g e th er to  m inim ize, if no : elim inate, areas 
of disagreem ent.

O. W h a t c rite ria  are used to  determ ine w hether or no t a so- 
called “device” is sub ject to  F D A  regulations?

A. T he term  “device” is no t fu rth e r defined in our regulations 
(you can correct me, C ounselor K leinfeld if I ’m in e rro r) than  in the 
tex t of the  A ct itself. If an article  is in tended for diagnosis, cure, 
m itigation , p revention , or trea tm en t of a disease, and is in the na tu re  
of w hat is com m only considered to  be a  device ra th e r than  a drug, 
th a t is, apparatus, con trivance, etc., then it w ould be considered a 
device and sub jec t to  the  provisions of the Food, D ru g  and Cosm etic 
A ct, and sub jec t to F D A  regulations.

Mr. Kleinfeld
O. F irs t, I w an t to  say this is one of the most unusual phenomena— 

th a t we rely en tire ly  on the  s ta tu to ry  definition of a device w ith ou t 
any  regulations. I t ’s hard  to  understand . I th ink  you suggest in your 
paper th a t the  contra ind ications, etc., m aterial in the ad be m ade m ore 
read ily  readable. H ow  do you feel th is w ould be greeted  by F D A  or 
the advertiser?

A. I th in k  w ith  enthusiasm . C ertain ly  the advertiser w ith  his 
skill and expertise, could very  well m ake the  con traind ications, etc., 
m ore readily  readable. As far as the  F D A  is concerned, if its position 
on w h at should be in the  brief sum m ary is pursued, I ’m sure the 
agency w ould no t ob ject to  m aking the con traind ications and side 
effects p arag raph  m ore readily  readable and perhaps m ore in teresting , 
so th a t the  doctor m ay be m ore likely to  read it th an  otherw ise.

[The End]
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Sampling and Testing of Drugs

By THEODORE E. BYERS
The Following Article W as Delivered at the FDLI-FDA 
Eleventh Annual Educational Conference in Washington,
D. C. on November 27, 1 967. Mr. Byers Is the Director 
of the Division of Case Guidance, Bureau of Regu
latory Compliance of the Food and Drug Administration.

TH E  S A M P L IN G  A N D  T E S T IN G  of d rugs is a challenging 
problem. It is an old axiom in analytical chemistry that the analysis 
of a product is no better than the validity and adequacy of the sample. 

O b ta in ing  a sam ple which is tru ly  represen ta tive  of a p roduction  lot 
and the analyses of which will give assurance th a t the product has the 
iden tity  and s tren g th  which it pu rp o rts  to  have is a com plex m atte r 
and often depends upon the natu re  of the particu lar product as well 
as its m anu fac tu ring  h istory. F or th is reason the regulations prom ul
gated  under the Food. D rug, and Cosm etic A ct. w ith  a few exceptions, 
give little  in the  w ay of specific sam pling instructions. F or instance, 
the Good M anufactu ring  P ractice  R egulations (§133.11 L aborato ry  
C ontrol) speak of tes tin g  adequately  represen ta tive  sam ples. The 
antib io tic  regula tions m ention (§ 146.2(a)) a sam pling ratio . In th is 
case sam ples of un it dosage form shall be collected by tak in g  single 
tab le ts  a t such in tervals th ro ug hou t the entire  tim e of the product 
batch  th a t the quan tities tab le ted  du ring  the  in tervals are approxi
m ately  equal. In  no case shall m ore than  5,000 tab le ts  have been ta b 
leted du ring  each in terval of sam pling. T he na tu re  of the production 
of a given batch  determ ines the m ethod of sam pling to obtain an 
“adequate ly  represen ta tive  sam ple.’’ F o r batches of tab le ts  th is 
adequately  represen ta tive  sam ple often consists of a com posite of the 
"check w eigh t" sam ples taken  by the pressm an du ring  a given com 
pression run. T his w ould superficially appear to  be adequate. H o w 
ever, th is procedure m ay contain a hidden hazard  which could resu lt 
in the “m ask ing” of un iform ity  in the batch. T herefore, the m anufac
tu re r  should determ ine the  adequacy of his sam pling by various m eans 
in the pilot batch  and in itial batch  s ta tu s of a given product, including 
tests  for un iform ity  of tab le ts, as set forth  in several m onographs in
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the official com pendia. T his problem  of un iform ity  has a very  d irect 
bearing  on sam pling.

In the case of the  collection of regu la to ry  sam ples by the  Food 
and D ru g  A dm inistra tion  (F D A ), we have often relied in the past 
upon the collection of a single sample of a given lot of a product. If 
the product were in fact uniform  th is w ould offer no oroblem  in as
certa in ing  th a t the  product did in fact m eet its labeled stren g th  and 
purity . Should a p roduct fail to  m eet its labeled s tren g th  or p u rity  
we still had a basis for legal action under section 501. W ith  the 
additional analy tical capability  provided by the recently  estab lished 
N ational C enter for D ru g  A nalyses in St. L ouis we shall even tually  
be able to  collect and analyze, on a sta tis tica l basis, the overall d rug  
supply. T hu s we can give g rea te r assurance, especially in the case 
of non-uniform  batches, th a t the consum er is adequately  pro tected  
from  adu ltera ted  drugs.

Good M anufactu ring  P ractice R egulations 133.11 has the fol
low ing in struc tions w ith  regard  to  the actual te s tin g  of d ru g s: “ L abo
ra to ry  controls shall include adequate specifications and tes t p ro 
cedures to  assure th a t com ponent d rug  preparations in the course of 
processing, and finished product conform  to app ropria te  stan dards of 
identity , s tren g th , quality  and p u rity .” T he regulations also m ention 
th a t lab o ra to ry  controls shall include “adequate provision to  check the 
reliab ility , accuracy and precision of any laborato ry  te s t procedures 
used .”

Giant Strides
From  m y personal experiences in d rug  analyses, beg inn ing  in 

1950, I have no ted  g ian t strides in analytical techniques and capabil
ity, especially in the field of in strum entation . O nly 20 years ago in 
the F D A  field laborato ries about the  only analytical in strum en t 
w orthy  of note (and it w as still new ) w as the U. V. spectrophotom 
eter. T oday  in our d is tric t laborato ries recording spectrophotom eters, 
including those in the  in frared  range, are com m onplace as are gas 
chrom atographs. In  addition , som e laborato ries are equipped w ith  
the nuclear m agnetic  resonance spectropho tom eter and the m ass spec
trog rap h . W ith  these advances it is im p ortan t th a t “adequate prov i
sion to  check the reliability , accuracy and precision cf any laborato ry  
te s t procedure be used .”

W hile  the  basic requirem ents and principles are the sam e w ith  
regard  to  adequate te s tin g  and tes tin g  m ethods for drugs, the  criteria  
for ju dg ing  the su itab ility  of a procedure for regu la to ry  drug  analyses 
may be quite different from those used by a manufacturer in choosing
SA M PLIN G  AND TESTIN G  OF DRUGS PAGE 2 0 1



a control m ethod. A m anufactu rer seeking a procedure to control a 
form ulation is free to select any rapid, convenient m ethod w hich af
fords a reliable analysis since he know s the com position of all the 
con stituen ts  in his p reparation  and the conditions to  w hich they  are 
sub jected  du ring  m anufacturing . H e can ascertain , for any  procedure, 
the in terference due to  the “ in e r t '’ ingredients. By app ly ing  the 
selected analytical procedure to  a “sam ple b lank” con tain ing  all the 
ingredients except the one being determ ined, he m ay com pensate for 
any error or interference and thus achieve an acceptable determ ination . 
G enerally speaking, lacking th is in form ation about the " ing red ien t" 
which does not appear on the label, the regu la to ry  agency m ust devise 
an assay m ethod which will give the desired accuracy and precision. 
O f course, in the  case of drugs which appear in the official com 
pendia we m ust first tu rn  to  the m ethods set forth  in them  for an a ly ti
cal procedures and, in fact, drugs appearing  in them  m ust be capable 
of being analyzed by the m ethods set forth  in those com pendia.

W ith  these g reat advances in the field of analytical chem istry , 
we would expect it to be a very rare occurrence to encounter a p roduct 
on the m arket w hich did not m eet its labeled specifications. U n fo rtu n 
ately, th is is no t the  case. T he reasons for th is are obvious and are 
as follow s: (1) F a ilu re  to  devise and apply adequate methods of anal
ysis to  each batch  produced ; (2) F ailu re  on the part of the m anu
facturer to assure un iform ity  of his p roduction ; (3) F ailure to ade
quately  sam ple his production to  assure th a t the analysis is tru ly  
represen ta tive  of the  quality  of the product ; (4) F ailure to  m eet 
cu rren t good m anu fac tu ring  practices w ith  regard  to assu rin g  stab ility  
of a p rod uct; (5) Lack of adequate provisions to  check reliability, 
accuracy and procedures of any laborato ry  te s t procedures used, in
cluding the reliab ility  of outside or consu lting  laborato ry  services.

I t is incum bent upon all m anufactu rers and d istribu to rs  of drugs 
to  assure them selves, and th us assure the consum ing public, th a t their 
products are of the  highest quality  and are of the s tren g th  and pu rity  
which they  are represen ted  to possess. T o  assure th a t the public will 
receive the h ighest quality  drugs, we in the  F D A  are continually  
s triv ing  to  im prove our ab ility  in the area of d rug  analyses and our 
capability  to analyze m ore and m ore sam ples of p roducts in the m ar
ketplace. I t  is, therefore, obvious th a t we have com m on goals, and 
we hope th a t we will be using com m on m ethods. T he m anufactu rer 
of a d rug  product can m ake no b e tte r investm ent to pro tect his fu tu re  
repu ta tio n  and financial standing, than  to  assure the quality  control 
of his product. [The End]
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A View from the Top—
The

Pharmaceutical Manufacturer’s 
Multi-Responsibilities

By AUSTIN SMITH, M.D.

The Following Article W as Presented at a Meet
ing of the Practising Law Institute Held at the 
Penn Garden Hotel in New York City on November 
17, 1967. Dr. Smith Is the Chairman of the Board 
of Parke, Davis & Company, Detroit, Michigan.

W H IL E  I AM G L A D  to a ttem p t to ou tline a t least som e of the 
m ultip le responsibilities involved in the m anagem ent of a 
pharm aceutical m anu fac tu ring  firm, I som ehow  feel th a t it m ight be 

m ore app ropria te  to  designate them  as a view from  the bo ttom  ra th e r 
than  from  the top, since the pharm aceu tical industry , in recen t years, 
has reached a new low position on the to tem  pole of public approval 
and acceptance, no t to  m ention the  con tinual harassm ent to  which it 
has been subjected by government agencies and congressional committees.

I t  is, how ever, neither m y purpose nor m y in ten tion  to appear 
here as a disciple of gloom  or as one w ho feels th a t there is no solu
tion to  the problem s w hich beset the industry . T o the con trary , I 
sincerely believe th a t we possess the ability  to solve these problem s 
and perhaps we m ay even benefit, in the long run, from  the harsh 
and often un justified  criticism s w hich have been leveled against us 
in congressional com m ittees, in books, pam phlets, new s m edia, and 
television.

In  briefly touch ing  upon som e of the m ultip le responsib ilities of a 
d rug  m anufactu rer, I m ust preface m y com m ents by recognition th a t
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m any of the  day-to-day responsib ilities we accept are those common 
to all w ell-run business organ izations. I t  is possible, how ever, be
cause of the p resen t public and legislative a ttitu d e  tow ard our busi
ness, th a t we have acquired responsibilities w hich are peculiar to  th is 
in du stry  and w hich are m uch m ore difficult to perform . Indeed, these 
problem s m ight well also be listed as responsibilities since they  m ust 
be resolved and  the solutions will becom e added responsibilities. In  
general, how ever, our responsibilities include the  follow ing:

1. A research  effort th a t is unceasing and constan tly  a lert to 
opportun ities for developm ent of new and b e tte r m edicines and 
health  care products. T his research m ust also continually  stu dy  pos
sible new applications and im provem ents in existing  products. W e 
m ust be a lert to  the  health  needs of our changing  society and utilize 
our very best resources for the developm ent and in troduction  of new 
products designed to m eet such needs. I t  has been said th a t the 
products of the pharm aceutical industry  face the h ighest ra te  of ob
solescence of any com m odity, and th is is probably  true. T his dictates 
a definite challenge and a m ost im p ortan t added responsib ility  to 
enhance, if possible, the life of ex isting  products and to keep well 
abreast of all developm ents in our field and even in those which m ight 
norm ally be considered som ew hat rem ote.

2. An adequate productive capacity  to  m eet the grow ing w orld
wide dem ands for b e tte r health  and freedom  from  disease. W ith  re 
spect to all products, w hether old or new, we m ust con tinue to 
develop and m ain tain  the h ighest possible production  and product 
standards, and the rig id  m ain tenance of to tal quality  control p ro 
cedures is a m ust.

3. Com plete and accurate inform ation regard ing  the use of our 
products m ust be conveyed to  those w ho are to  use them , w hether it 
be the physician, the den tist, the pharm acist, or the u ltim ate  consum er 
— and such inform ation m ust be conveyed in clear, concise, and un der
standable language.

4. A w ell-organized and aggressive selling force fully equipped 
w ith  the specialized know ledge essential to the proper prom otion of 
ethical products m ust be m ain tained, and they  m ust have a proper 
realization  of their role of keeping the m edical profession fully and 
accurately  inform ed on available m edication, its advantages and dis
advantages, and its proper application.

5. A financial policy w hich will provide an adequate re tu rn  to 
our shareholders, provide for the continuance and expansion of the
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business, and especially provide the enorm ous research  investm ent 
required  if m edicine is to progress in any th ing  approaching  the spec
tacu la r fashion w hich has characterized  the past 25 to  50 years.

6. T he ab ility  to  com pete and the  determ ination  to ju stify  its 
existence by continuous con tribu tions to  the physical be tte rm en t of 
m ankind. T h is involves the m ost effective use of the  abilities of all 
personnel and the  proper u tilization  of high ly specialized technical 
people.

7. T ru th fu l, non-m islead ing adv ertis in g  w hich should be con
ducted  not m erely because it is required  by law  bu t p rim arily  because 
such concepts are in the public in terest and are the only ones w hich 
deserve public acceptance.

8. W e m ust keep abreast of pending legislation affecting our 
in du stry  to  the ex ten t th a t if we support such legislation we m ust let 
it be know n. If, on the o ther hand, th ere  are any reasons w hy we are 
in d isagreem ent w ith  the purpose of the proposed legislation or the 
m eans by w hich the purposes are to  be accom plished, we m ust com 
m unicate our view s to our legislators. W e m ust not object to  p ro 
posed legislation sim ply because it m ay resu lt in added inconvenience 
or expense to  us. B ut unnecessary  expense m erits our im m ediate op
position. A fter all, such an ex tra  burden  is one w hich the  public 
should no t have to  bear. If th ere  is an overrid ing  public in terest to 
be served and w hich the legislation is designed to  accom plish, we 
should lend our support. W e m ust oppose leg islation prom pted by 
those w ho would seek only to  h inder private  en terp rise while p u rp o rt
ing to be acting  in the public in terest. W henever feasible, we should 
w ork tow ard  encouraging our leg islators to  be as specific as possible 
in se ttin g  forth  directions and stan dards and thereby  m inim ize the 
possib ility  of w ell-intended adm in istra tive  agencies m isin terp re ting  
the m eaning of the  legislation or expanding its au tho rity . O ur recen t 
experiences in the “generic-nam e-every-tim e” and the  m ore recent 
p rescrip tion  d rug  advertising  regulations are prim e exam ples of the 
difficulties th a t can arise because of im precise legislation.

As responsible m anufacturers, we should pledge our full coopera
tion to governm ental agencies, bu t a t the sam e tim e we should retain 
our righ t to  object to  unreasonable, ill-conceived or undu ly  restric tive  
leg islation, and we should stron g ly  resist unau thorized  exercise of 
legislative au th o rity  by governm ent agencies. W e m ust becom e m ore 
aggressive in legislative m atte rs  not only a t the federal level but, 
ju s t as im portan tly , a t the sta te  and local levels.
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Increased Need for Responsible Counsel
F or us as m anufactu rers to  fulfill these dedicated responsib ilities, 

we m ust be constan tly  aw are of the law and regulations th a t affect 
our in du stry  and our own individual com panies. And, so we look to 
you in the field of law for the  necessary guidance, along a som etim es 
rocky path , so th a t we can reach our goals w ith in  the guideline set 
forth.

T his m eeting  is replete w ith  topics w hich identify  som e of the 
m ultip le problem  areas which m ust concern the executives of d rug  
and cosm etic com panies, and the fact th a t these sub jects appear on 
your program  dem onstra tes th a t legal advice and guidance are be
com ing m ore than  ever im p ortan t in m anagem en t’s decisions in th is 
industry . T he scope of necessary counseling has becom e so wide th a t 
m eetings of th is type are no t only advisable b u t essential.

A decade ago, a m eeting  of th is type, w ith  its technical agenda, 
would have been neither possible nor necessary, since the problem s 
we now have sim ply did no t exist, or a t least they  w ere not so obvious. 
I t is not m y purpose to discuss e ither the legislative, the social, or 
political h isto ry  w hich have led to our p resen t situation , b u t I subm it 
th a t we have seen, in recent years, the developm ent in som e qu arte rs  
of a public and political a ttitu d e  w hich m igh t well be called ''con
sum erism ”— a basic and th rea ten in g  d issatisfaction  of the consum er 
w ith  A m erican business in general and specifically w ith those areas of 
indu stry  w hich personally  and directly  affect him. A m ong these 
certain ly  is the elem ent of medical care. I t  m ight be well for all of us 
to continually  reflect th a t illness is alw ays dreaded and th a t financial 
ou tlay  for m edication is alw ays resented . I t  m ight be said th a t the 
d rug  m anufactu rer is producing  a p roduct which nobody w an ts to 
buy or products which do no t appeal to  the buyer in the sam e w ay as 
do his purchases of c lo th ing  or autom obiles or any of the o ther 
num erous com m odities in w hich he can take pride and satisfaction . 
W e are, therefore, in a m ost vu lnerab le position w hen our in du stry  is 
a ttacked  w ith  accusations of high prices and especially w hen a llega
tions are m ade th a t our p roducts do not m easure up to  the public 
expectation  th a t all drugs are m iracle drugs.

F o r too  m any years th is in du stry  ignored too frequently  its 
opportun ities to  enhance its public p restige  and un derstan d in g  and 
failed to  take th e  steps, which w ould then  have been so m uch easier, 
to  ju s tify  its price s tru c tu re  and to convince the  public of the overall 
excellence of its technical perform ance and of its public responsibility .
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Since we failed to do these th ings, we are now  faced w ith  the necessity  
of “com ing from  beh ind” and a ttem p tin g  to  convince an an tagonistic  
audience of our com petence and our righ t to  exist w ith ou t harass
m ent and excessive legislative control.

Since, how ever, the s ituation  is as it is, we cannot ignore it w ith 
the hope th a t it is tem porary  or th a t the spo tligh t of criticism  will be 
shifted  to  som e o ther in du stry  or som e o ther subject. W e face, in m y 
opinion, a fu tu re  of m ore a ttem p ts  a t legislative control, since it is 
obvious that restrictive proposals affecting this industry are politically 
a ttrac tiv e  and m eet a ready public response. As P rofessor Joseph D. 
Cooper of H ow ard  U n iv ersity  recen tly  s a id : "T h is issue is not 
w hether regula tion  is needed. R ather, it is w h at the form  of regu la
tion  is to  be. Im p lic it in th is  is the  re la ted  question of how m uch 
regulation can be imposed before it becomes insufferably self-defeating.”

In  his com m ents, w hich w ere en titled  “D ecision-M aking in the 
R egulation  of D rug s,” P ro fessor Cooper, in discussing the present 
conduct of the  Food and D ru g  A dm inistra tion , said :

Its  m ission m ust undergo change consisten t w ith profound a ltera tions which 
have been tak ing place in the character of new drug  research  and developm ent. 
Above all, it is m ost im perative th a t fu ture decisions governing the availability 
and use of m edicines be reached th roug h  scientific dialogues in an environm ent 
free of the tem ptations of political opportunism .

I t  seem s to  me th a t governm ent agencies concerned w ith  the 
d rug  and cosm etic industries m ust fu rth e r develop a postu re  of d is
passionate responsib ility  tow ard  the righ ts  of bo th  the public and 
the  industry . In  such an atm osphere, necessary dialogue on im prove
m ent in industria l practices or governm ental regu la tion  can, and will, 
proceed w ith  good will on bo th  sides and w ith  far g rea te r u ltim ate  
benefit to the public we bo th  serve.

“ Generic Versus Trade Name”
People have becom e confused over th is “generic versus trade 

nam e” issue and have been led to assum e th a t any th ing  sold under a 
generic nam e will be less expensive th an  the sam e product sold under 
a b rand nam e. T his is a false assum ption because several studies over 
the past few years have show n th a t there is considerable varia tion  in 
p rice ; and th a t, som etim es, b rand  nam e products are available at 
low er prices than  generic counterparts.

U nfo rtunate ly , a t the sam e tim e, there has been generated , in a 
very m islead ing way, acceptance of the concept th a t there is equ iva
lency betw een all finished dosage form s w ith  the  sam e basic d rug
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ingredient. T h is too is a false assum ption. I m ight add, also, th a t the  
d rug  m anufactu rer does no t quarrel w ith  the  physician 's r ig h t to  
choose betw een a generic nam e and a b rand  nam e. H e only qu arre ls  
— as does a vast m ajo rity  of the m edical profession— w ith  a ttem p ts  
to force p rescrib ing  doctors to  use only generic nam es. N ot only 
w ould such restric tions be against the best in terests  of the pa tien t 
b u t also w ould represen t flagrant discrim ination  against an industry , 
a profession, yes, even the sick public, such as has never been seen 
before in th is  country .

Quality and Effectiveness
T here  is no quarre l on the part of responsible pharm aceutical 

m anufacturers w ith  the  absolute necessity  of rigid and to ta l quality  
control of th e ir products. Chem ical identity , un iform ity  of p roduction  
batches, accurate  and continuous surveillance of labora to ry  criteria  
and adherence to  all estab lished official com pendia is not only required  
b u t com pletely desirable. H ow ever, these procedures do no t and 
cannot predict the even tual physiological and pharm acological effect 
of m any d rug  form ulations w hen they  are adm inistered  to  an actual 
patien t, and they  w ere never in tended to  do so. T h is is the  serious 
discrepancy which is inescapable if to ta l dependency is placed on 
chem ical labora to ry  tests  alone. In  the final analysis, there is no o ther 
w ay to  estab lish the effectiveness of a d ru g  in hum ans th an  to  th o r
oughly te s t it in hum ans.

In  conclusion, m ay I say th a t while I regard  m yself as an op
tim istic  type of individual, I see a long, difficult road ahead du ring  
w hich the pharm aceu tical m anufac tu rer will continue to be the  ta rg e t 
of the politician, governm ent agencies, consum er groups, and crusad
ing w riters. W e have been living in an atm osphere of anx iety, uncer
ta in ty , and ho stility  for som e years, and we can an ticipate th a t it w ill 
con tinue for m ore years to  come. D espite un tirin g  efforts to  develop 
and supply the very  best d rug  products for the health  of the w orld 's 
peoples, we m ust a t every tu rn  engage in controversies w ith  those 
w ho w ould have the  public regard  th is in du stry  as run by d ishonest 
and irresponsible persons, seeking to  deal unfairly  w ith  th e ir custom 
ers. A reversal of th is onslaught of uncom plim entary , in flam m atory 
ind ictm ents is no sim ple undertak ing , bu t is one w hich m ust be 
accom plished if we are to  survive as one of th is g rea t na tio n ’s leading 
and reputab le  industries. A nd the  advice, counsel and guidance of 
the legal profession is v ita l if we are to  avoid m istakes of om ission 
or com m ission. T his is our m utual responsibility . [The End]
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Legal Aspects 
of Modified

and Vegetable Fat Dairy Products

By CHARLES M. FISTERE

The Following Article W as Presented at the New Products 
Symposium of the North Central Milk and Ice Cream As
sociation at Minneapolis on January 18, 1968. Mr. Fistere 
Is General Counsel for the Milk Industry Foundation.

The Federal Law

W H E N  W E  S P E A K  O F  T H E  F E D E R A L  L A W  applicable to 
modified dairy  products, we are  speak ing essen tially  of the  
F ederal Filled M ilk A ct (21 U. S. C., Secs. 61-64). T his s ta tu te , en

acted by C ongress in 1923, casts a long shadow  over the entire  field 
of dairy  product regulation.

T he Filled M ilk A ct, in Section 1, defines the term  “ filled m ilk” 
to  m ean any milk, cream , or skim m ed milk, w hether or no t condensed, 
evaporated , concentrated , pow dered, dried, or desiccated, to  w hich 
has been added, or w hich has been blended or com pounded w ith , any 
fat or oil o ther than  m ilk fat, so th a t the resu lting  product is in im ita
tion or sem blance of m ilk, cream , or skim m ed m ilk, w hether or not 
condensed, evaporated , concentrated , pow dered, dried, or desiccated.

Section 2 of the A ct declares th a t filled milk, as so defined, is an 
adu ltera ted  article  of food and is in ju rious to  the public health , and 
its sale con stitu tes  a fraud upon the  public. I t  is declared to  be un 
law ful for any person to  m anufacture  any filled m ilk w ith in  any te r r i
to ry  or possession, or w ith in  the D istric t of Colum bia, or to  deliver 
any  filled m ilk for sh ipm ent in in te rs ta te  or foreign com m erce.

T he constitu tion ality  of the A ct has been susta ined  by the 
Suprem e C ourt of the  U nited  S ta tes in tw o cases. T hese  tw o im 
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po rtan t cases are U nited  S ta tes  v. Carotene P roducts C om pany  (1938), 
304 U. S. 144, and Carotene P roducts C om pany v. U nited S ta tes  (1944), 
323 U. S. 18. T he sam e product w as involved in bo th  cases, except 
for the fact th a t in the second case the p rod uct had been fortified w ith  
v itam ins and m inerals so th a t it had v irtua lly  the  sam e nu tritive  
values as evaporated  milk. T he product w as essentially  a com pound 
of skim m ed evaporated  m ilk and coconut oil.

T he court held th a t it was w ith in  the province of C ongress to 
decide w hether these products should be perm itted  to  be sold in in te r
s ta te  com m erce and th a t the proh ib ition  of such sales was no t viola
tive of due process of law. Congress has p lenary  au tho rity , the court 
declared, to  exclude from  in te rs ta te  com m erce articles whose use it 
m ay reasonably  conceive to  be in jurious to  the public health , m orals, 
or welfare in the sta tes for which these articles are destined.

T he court found the danger of fraud to be m agnified w here the 
product in question is ind istinguishab le from  a valuable food of alm ost 
universal use, th us facilita ting  frau du len t d istribu tion  and renderin g  
the protection  of the consum er m ore difficult. W h eth er the  public 
would be adequately  p ro tected  by the  proh ib ition  of false labels and 
m isbranding, and w hether it was necessary to  p roh ib it the su b stitu te  
product a ltogether when the tw o products are no t d istinguishable is 
a m atte r of legislative judgm ent.

In  the sam e year in w hich the Suprem e C ourt decided the second 
Carotene case, it also upheld as valid under the U nited  S ta tes C onsti
tu tion  a s ta te  law  regu la tin g  filled milk. T his w as in the  case of 
Sage S to res v. S ta te  oj K ansas (1944), 323 U. S. 32.

In  d iscussing the federal law , the fact th a t there  is a federal 
s ta tu te  specifically dealing w ith filled m ilk m ay tend to  m ake us 
unm indfu l of federal law s of m ore general application. H ere  I have 
m ost particu larly  in m ind Section 403 of the  F ederal Food, D rug  and 
Cosm etic Act, and especially the provisions of Subsections (c) and
(g) thereof.

Subsection 403 (c) prescribes th a t a food shall be deem ed to be 
m isbranded if it is an im ita tion  of ano th er food, unless its label bears, 
in type of uniform  size and prom inence, the w ord “ im ita tio n” and, 
im m ediately  thereafter, the nam e of the food im itated.

Subsection 403 (g) declares that a food shall be deemed to be mis
branded if it p u rp o rts  to  be, or is represen ted  as, a food for w hich a 
definition and standard  of id en tity  has been prescribed by regu lations 
as provided by  Section 401 of the A ct, unless (1) it conform s to  such
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definition and stan dard , and (2) its label bears the nam e of the food 
specified in the  definition and stan dard , and insofar as m ay be required 
by such regulations, the com m on nam es of optional ingredients present 
in such food.

In  th is b roader contex t, it is im p ortan t to  note ano th er case 
decided by the U nited  S ta tes Suprem e C ourt, which, while not in
vo lv ing a dairy  product, is probably  the  leading federal case in the 
area of im itation  products in general. T his is the case of the 62 Cases 
of Jam v. United States (1951), 340 U. S. 593.

In  th is case, the Suprem e C ourt upheld as law ful for in te rsta te  
com m erce a p roduct w hich did no t com ply w ith  the  federal s tan dard  
of id en tity  for jam  in th a t it con tained only 25% fru it instead of the 
required  45%. T he m an u fac tu re r’s con ten tion  was th a t the product 
was labeled in com plete com pliance w ith Subsection 403 (c) of the 
F ederal Food, D ru g  and Cosm etic A ct in th a t, a lthough  an im itation 
of ano th er food, its label bore, in type of uniform  size and prom i
nence, the w ord “ im ita tion ,” and, im m ediately thereafter, the nam e of 
the food im itated .

In  upho ld ing  th is con ten tion , the court said th a t the w ords “ im i
tation  jam " connote exactly  w h at the product is. a different preserve 
no t m eeting  defined specifications. In  m aking th is determ ination , the 
court used the now -fam ous language : “Congress did no t give an 
esoteric m eaning to the w ord ‘im ita tio n’ “bu t ra th e r . . . left the 
meaning of the word to the understanding of ordinary English speech.”

W e briefly note one m ore federal case in the general area of im i
ta tion  products. T his is the  in te restin g  D istric t C ourt case of United 
States v. 651 Cases of Chil-Zert, 114 F. Supp. 430 (D C  N. Y„ 1953). 
H ere the governm ent proceeded against a sh ipm ent of the product 
“C hocolate C h il-Z ert” upon the  g round  th a t it was in fact an im itation  
chocolate flavored ice cream  and was not labeled “ Im ita tion  Ice 
C ream ” under the  provisions of Section 403 (c).

T he court found th a t C hil-Z ert was sim ilar to  chocolate ice cream  
in taste , color, tex tu re , and m ethod of m anufacture. I t  differed from 
ice cream  only in the respect th a t it contained soy fat and soy pro
tein in place of m ilk products. H ow ever, it w as clearly labeled “N ot 
an Ice C ream .” T he cou rt declared th a t the  question  of w hether a 
food is an im itation , w ith in the m eaning of Section 403 (c), is d e te r
m ined by the  effect of a com posite of all elem ents of sim ilarity , bu t 
added th a t resem blance is no t enough and th a t there m ust be in feri
ority  in the sense th a t the product is cheapened by the sub stitu tion  of
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ingredients. F ind ing  these requirem ents present, the  cou rt held th a t 
the use of the w ords “N ot an Ice C ream ’’ did no t exem pt rhe product 
from  the  requirem ent th a t it bear the declaration “ Im ita tion .”

R etu rn in g  briefly to  the F ederal F illed Milk A ct, it is the  belief of 
know ledgeable persons th a t it is a qu ite  viable law  and th a t the F ed 
eral Food and D rug  A dm in istra tion  (F D A ) will proceed to  in s titu te  
crim inal proceedings if these products are shipped in in te rs ta te  
com m erce.

Section 403 (c) of the F ederal Food, D ru g  and Cosm etic A ct 
likew ise is a quite viable law, and there  can be no doubt of its efficacy 
in the  general area of im itation  products and of the readiness of the 
F D A  to proceed against im itation  products shipped in in te rs ta te  com 
m erce w ith ou t the requisite  “ Im ita tio n ” label.

T his indicates th a t the existing  problem s, and fu tu re  develop
m ent of the law, are a m atte r for the states. H istorically , the in du stry  
has left to  the  sta tes the decision as to  w hether they  w an ted  to 
legalize, and in some instances standardize , p roducts m ade of fats 
o ther than  m ilk fat, particu larly  in the  ice cream  industry , or to  seek 
leg islation to p roh ib it th e ir  processing and sale.

The State Law
To sum m arize the law  of the  50 sta te s  concerning even a sim ple 

question of law  is no t w ith ou t difficulty. T o  sum m arize the law  of 
all the sta tes  concern ing a difficult and som etim es unclear m a tte r  of 
law  is apt to  be a really  form idable undertak ing .

W e are especially fortunate , therefore, to  have available the 
rep o rt of a s ta te  survey on the “L egal S ta tus of Im ita tion  and F illed 
Milk P ro du c ts .” T he  survey w as conducted by the M ilk In d u s try  
F oundation  in O ctober 1967.

T he survey  took the form  of a questionnaire addressed to  the 
app ropria te  officials of all the sta tes. T he questionnaire sough t to 
e licit in form ation concern ing the legal s ta tu s  of five products. B ut 
since each product was inquired about w ith  reference to  bo th  im ita
tion and filled form ulations, there  w ere actually  ten  products. T hese 
w ere as fo llo w s:

Im ita tio n  Milk 
Im ita tion  W h ip p in g  Cream  
Im ita tion  H alf and H alf
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Im ita tion  Coffee Cream
Im ita tion  Sour Cream  
Filled  M ilk
Filled W hip p in g  Cream
Filled H alf and H alf
F illed Coffee Cream
Filled Sour Cream

F o r purposes of the survey, the  follow ing definitions w ere u s e d :
Im ita tion  m ilk— “A com bination of non-dairy  ingred ien ts 

(that is, vegetable fat and soya solids) made in semblance of milk.”
F illed m ilk— “A com bination of skim  m ilk or m ilk solids and 

non-dairy  fa t m ade in sem blance of m ilk .”
C om parable definitions w ere used for the o ther products included in 
the survey.

W ith  reference to  each of the ten  products, the follow ing ques
tions w ere a sk e d :

Is the sale of the product legal in your s ta te?
If the answ er is “yes,” is the  product required to be labeled:
(a) “An Im ita tion  M ilk" (for exam ple) ?
(b) “A non-dairy p ro d u c t” ?
(c) A fanciful name or brand name?
(d) O ther?
Is the p rod uct “'L egal to  P rocess in M ilk P la n t? ”

T he resu lts  of the survey are m ost in teresting . T he resu lts  were, 
first, as to  Imitation Products: O f the  40 sta tes  responding, 35 s ta tes  
(80% ) perm it the processing and sale of all im itation  products listed  
in the survey. T w o additional sta tes perm it a lim ited num ber of 
im itation  products to  be sold (M on tana and W isconsin).

In  regard  to  the  labeling of im itation  products, 15 s ta tes require 
an  “ im ita tio n ” la b e l; the  use of a “fanciful nam e” only is perm itted  
in nine sta tes ; and the rem ain ing  16 sta tes  provide a com bination of 
“ im ita tion ,” “fanciful,” and “non-dairy .”

Second, as to  Filled Products: Of the 42 sta tes responding, only 
ten  (25% ) perm it the  processing and sale of the filled m ilk products 
surveyed. T w o m ore s ta tes  allow  a lim ited  num ber of filled m ilk 
products to  be m ade (N orth  C arolina and O hio).
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T hird , as to the labeling of filled m ilk p ro d u c ts : seven sta tes 
require an “imitation” label, and three states permit a “fanciful name.”

F ou rth , as to  both imitation products and filled milk products, of all 
responding  sta tes  perm ittin g  these  products, only four replied th a t it 
is no t “ L egal to Process in M ilk P lan t.”

R esponses from som e of the s ta te  regu la to ry  officials indicate 
th a t the filled m ilk laws of som e of the  sta tes  are under study . Some 
of the responding officials indicate th a t they  have grave doubts th a t 
th e ir  laws w ould stand  up in court.

The Law of the North Centra! States
I t  is understood th a t the N orth  C entral A ssociation em braces five 

sta tes, M innesota, N orth  D akota, South  D akota, Iow a and W isconsin. 
I t  is of special in terest, therefore, to  observe w hat the enforcem ent 
officials of these states have said about the status of the law in their states.

W e tu rn  first to filled m ilk products, and we find th a t none of the 
five filled milk products covered by the survey is perm itted  to  be sold 
in any of the five states. T here  is only one sm all ex cep tio n : W ith  
reference to  the product “ filled w hipping cream ,” the W isconsin  
officials repo rt th a t “canned w hipped filled cream  can be sold in W is
consin if p roperly  labeled .” W e m ay properly say, therefore, th a t 
in these five sta tes, a t the presen t tim e, filled products no t only m ay 
no t be sold in te rs ta te  bu t also m ay not be sold in trasta te .

As to  the five im itation  products, there  is no unanim ity , and we 
m ust accordingly take them  sta te  by state.

N orth  D akota, while responding  as to filled products, provided 
no data  as to  the im itation  products.

M inneso ta advised th a t im itation  milk, im itation  w hipping  cream  
and im itation  sour cream  may be sold. T he la tte r  tw o m ay be sold 
un der a “fancifu l” name.

W isconsin  m ade the sam e response as M innesota except for the 
fact th a t the tw o im itation products th a t m ay be sold m ay apparen tly  
be sold under bo th  “non-dairy” and “ fanciful” labels.

South  D ako ta  perm its the sale of all five im itation  products and 
requires a “non-dairy” label.

Iow a perm its the sale of all five im itation  products b u t requires 
an “im ita tio n” label and perm its a “fancifu l” label.
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Special m ention m ay be m ade of the  s ituation  in M inneso ta in 
th a t the responding sta te  official advises th a t even these products, 
filled and im ita tion , w hich m ay no t be sold in M innesota, m ay none
theless be manufactured in M inneso ta for sale elsew here. W h e th e r 
th is w ould be true  of any  given s ta te  w ould depend upon the scope of 
the acts proh ib ited  under its filled m ilk act and s ta tu te s  p erta in in g  
to  im itation  dairy  products.

Recent Cases in the Courts
P relim inarily  I w ish to  em phasize th a t the cases we shall now 

consider are recen t cases. T he valid ity  of num erous leg islative en ac t
m ents in the  field of filled and im ita tion  products has, in the  past, 
been upheld, and in o ther cases stricken down, by sta te  courts under 
the  provisions of s ta te  constitu tions. M ost of these cases go back a 
num ber of years, and tim e and space do no t perm it review ing them  
here. A nd so we tu rn  d irectly  to  cases th a t m ay properly  be called 
“ recen t” cases in the ligh t of h istorical perspective.

Midget Products, Inc. v. Jacobson, D irec to r of A gricu ltu re  of
the S ta te  of California, 295 P. 2d. 542. (Cal. Ct. App. 1956).
T h is case involved a p rod uct know n as “ M el-O -D ee W h ip  T o p 

p in g ” and also as “M el-O -D ee Z ert T op p in g .” T he p lain tiff m anu
fac tu rer sued to  enjoin in terference w ith  sale of the product in 
California.

P o in tin g  ou t th a t the product contains no m ilk or p roduct of 
m ilk, the  court says th a t it is a “blend of w ater, hydrogenated  vege
tab le  fats and n u t fats, sucrose, vegetab le protein , corn syrup , sa lt 
m onoglycerides, diglycerides, stab ilizer, artificial flavor, and artificial 
color.” T he  product w as in tended prim arily  for sale to com m ercial 
custom ers such as bakeries and confectioners, bu t it was in tended 
th a t in the fu tu re  it should be sold to  the re ta il trade in liquid form  
and also in a p ressurized container.

D efendant contended th a t the  product w as an im itation  m ilk 
p rod uct w ith in  the m eaning  of the A g ricu ltu ra l Code and m ust hence 
be labeled as such. Also, plain tiff m ust be licensed and  persons h an 
dling the  product m ust display signs s ta tin g  “ Im ita tion  m ilk is used 
and  served here .”

T he C ourt of A ppeals affirmed the  ju dg m en t of the tria l court 
g ran tin g  plaintiff declara tory  relief and an in junction .
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T he court ruled th a t the  product w as “not an im itation  milk 
product b u t is a food com pound singu lar and distinctive to itse lf.” 
T h is is true  even “a lthough  it m ay reasonably  be said to have the  
appearance of a m ilk p roduct.”

T he cou rt said th a t,
Section 651 of the A gricultural Code, insofar as it pu rpo rts  to  classify as 

an im itation m ilk any substance o ther than milk o r milk products, intended for 
hum an food and having the appearance of milk, is whim sical, a rb itra ry , and 
unconstitu tional, and would, if valid, legally define as an im itation m ilk product 
such substances as coconut milk, m arshm allow  cream , and soybean pow der d is
solved in w ater, not one of w hich is an im itation milk product.

T he cou rt also says th a t to  a ttem p t to  apply the s ta tu to ry  prov i
sions in question  to p la in tiff’s p roduct w ould constitu te  “an un reason
able in terference w ith  p lain tiff’s p roperty  and business.”

Aeration Processes, Inc. v. Jacobsen, D irector of A g ricu ltu re  of the 
S tate  of California, 184 Cal. App. 2d. 836 (Cal. Ct. App. 1960).

U nlike the  earlier California case of Midget Products, Inc. v. 
Jacobsen, th is  case involved a p roduct w hich contains a dairy  in g re 
dient. T he product is called “ Instan tw h ip  T op p in g ,” and its in g re 
dients are sta ted  by the court to  be “soybean fat, cottonseed and 
coconut oils (20% ) nonfat m ilk solids (7% j% ), stabilizers, w ater, 
sugar, vanilla. T he  percentage of w ater is no t specified bu t it appears 
th a t the com bined nonfat m ilk solids and w ater con stitu te  70 percent 
of the m anufactured  p rod uct.”

T he cou rt said th a t the product is sold to  hotels, bakers, con
fectioners, and like com m ercial estab lishm ents, m ainly in pressurized 
containers, b u t som e sales are m ade in liquid form  to custom ers who 
have th e ir own pressuriz ing  containers and separate ly  purchase the 
n itrous oxide gas for aeration.

In  principal issue w ere Section 651 of the A gricu ltu ra l Code, 
w hich defines an im itation m ilk product as “any substance, m ixture, 
or com pound o ther th an  m ilk or m ilk products, in tended for hum an 
food, made in imitation of, or having the appearance or sem blance of, 
m ilk or any product t h e r e o f S e c t i o n  654, w hich requires such 
products to  be labeled “ i m i t a t i o n a n d  Section 638, w hich, w ith 
exceptions no t here pertinen t, proscribes the  m anufacture  or sale of 
any m ilk product to  which any fat or oil o ther than  m ilk fa t has been 
added e ither under the  nam e of such product or any fictitious or 
trad e  name.
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T he cou rt's  analysis of the  case follows :
E ssen tially  the question th a t is determ inative of the m ajor issues involved 

herein is w hether or not there is evidence to  suppo rt the [tria l] court’s finding 
th a t plaintiff’s product is a  separa te and distinct food product and not a milk 
product at all. T he  question m ay be re s ta ted : D oes the substitu tion  of nonfat 
milk solids to the ex ten t used by plaintiff change the essential ch aracter of the 
product and m ake it a m ilk product, thus tak ing  it ou t of the category  of the 
toppings ruled upon in the M idget P roducts  case?

T he court s a id :
Im itation  is a question of fact not tested  by appearance alone but by m any 

factors, such as taste, smell, tex ture , consistency, m elting  points, and use. T h e 
test is not the presence or absence of any one elem ent of sim ilarity but the 
com posite effect of all of them.

T he court affirmed the  g ran tin g  of an in junction  against enforce
m ent of the Code provisions referred  to, bu t in view of the findings of 
non-im itation  and inapplicability , concluded th a t it is unnecessary  to  
pass upon constitu tional questions.

C offee-R ich, Inc. v. D onald N . M cD oivell, In d iv id u 
ally, and as D irector , W isconsin  D epartm ent of A g r i
culture. CCH F ood Drug Cosmetic L aw R eports 
1f 40.047, 130 N. W . 2d. 203, (W is. Cir. Ct. 1963)

T his w as an action by the plaintiff, Coffee-Rich Inc. to  enjoin the 
defendant, D irector of the S ta te  D ep artm ent of A gricu ltu re, from  
in terfering  w ith  the sale of its product “Coffee-R ich’’ in W isconsin. 
T he in junction  was gran ted .

“Coffee-Rich" was described by the court as being “a pasteurized , 
hom ogenized blend of w ater, vegetab le fats, corn syrup  solids, sodium  
caseinate, sodium  citra te , carrageenan , sorb itan  m onostearate , poly- 
sorbate 60, and beta  carotene." T he court said fu rth e r:

Coffee-Rich is a fluid developed th ro ug h  chem ical research  to  ac t as a  sub
stitu te for the dairy product com m only know n as H alf & H alf. T he label on the 
carton  reads ‘a vegetable p roduct’ w hich ‘contains no milk or m ilk fa t’ and is 
‘ideal for use in coffee, on cereals, fru its  and desserts . . . .  w ith soups . . . .  an d  
sauces.’ I t  is adm ittedly  a  wholesom e, healthful food containing no deleterious 
substances.

Section 97.25 of the Wisconsin Food, Drug and Cosmetic Act provides 
th a t a food is adu lte ra ted  if it is an im itation  of ano ther article  or if 
it is colored or flavored in im itation  of the genuine color or flavor of 
another substance. Section 97.39 prohibits the sale of any food that pur
ports to be or is represen ted  as a dairy product but which contains any fat 
o ther than  m ilk fat.
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T he cou rt says th a t these w ere m erely false advertising  sta tu te s  
in tended to  p reven t m erchand ising in such a m anner as to  deceive 
the  public. T he cou rt then  proceeds to  rule th a t.

T he conclusion of the A tto rney  G eneral th a t a  sale of Coffee-Rich in a 
frozen state in a store is no t a violation of any statu te  constitu tionally  con
strued  is well taken, because such sale is no t of an ‘im itation product’ but 
ra th e r  the sale of a substitu te, but nevertheless a d istinct and different product. 
M ere resem blance in color, taste, or tex tu re does not m ake a product an  im ita
tion w ith in the m eaning of the sta tu te  w hen it is clearly labeled and identified 
by its frozen state as being a different product.

U pon appeal to the W isconsin  Suprem e C ourt, one ju stice did 
n o t partic ipate  and the o ther m em bers of the court being equally  
divided as to w hether the judgm en t should be affirmed or reversed, 
the court held th a t judgm ent should be affirmed.

Coffee-Rich, Inc. v. State Board of Health of Virginia, CCH F ood
D r ug  C o s m e t ic  L a w  R e p o r t s , \\ 40,082, (V a. Cir. Ct. 1962).

This was an action by the plaintiff, Coffee-Rich, Inc., for a decla
ra tion  th a t Sections 35.42.2 th rough  35.42.8 of the Code of V irg in ia  
are not applicable to its p roduct “ Coffee-R ich” and th a t th is s ta tu te  
is unconstitu tional under both the V irg in ia and the U nited  S ta tes 
C onstitu tions, and for an in junction  restra in in g  the  defendant Board 
of H ea lth  from  enforcing the s ta tu te  as against the plain tiff and its 
product. F in d in g  th a t the s ta tu te  is inapplicable, the court g ran ted  
the in junction  bu t found it unnecessary  to consider the question of 
constitu tionality .

T he con troversy  centered m ainly around the cited s ta tu te , w hich 
is referred  to as the “ Im ita tion  Cream  S ta tu te .” In  general, this 
s ta tu te  defines “ Im ita tion  C ream ” as

A ny substance, m ixture, or com pound which contains vegetable and anim al 
fats, or oils, or o ther substances, m ixtures, or com pounds m ade in im itation of 
cream, half & half, or m ilk and is used or m ixed w ith coffee or o ther beverages, 
cereals, soups, sauces, or o ther foods prepared for man.

T he s ta tu te  requires th a t the  con tainer in w hich any such product 
is sold be labeled “ Im ita tion  C ream ” and prohib its the serv ing  of 
any  such product at a public eating  place unless a notice th a t “ Im ita 
tion Cream” is served is prominently displayed and printed on the menu.

A fter review ing the points of sim ilarity  and of difference betw een 
Coffee-Rich, on the one hand, and cream , half and half, and m ilk on 
the other, the court tu rned  to  a consideration of the  language “m ade 
in im itation  of.” T he court concluded th a t the  leg islature in tended it
PAGE 2 1 8  FOOD DRUG COSMETIC LAW JOURNAL— APRIL, 1 9 6 8



to  denote a p roduct w hich is in ferio r in its ab ility  to  perform  the 
functions usually  perform ed by the  dairy  products and w hich has 
the  sam e or alm ost the  sam e, physical characteristics perceivable to- 
the consum ing public, such as color, tex tu re , taste , smell, and the  like.

T he court ruled th a t upon the  evidence before it, Coffee-Rich is 
no t an im itation  m ilk product. “ I t  is ra th e r a m anufactured  food 
product w hich, though  resem bling in som e degree the dairy  products 
in question, has distinctive characteristics of its own . . .

An appeal by the  S ta te  B oard of H ea lth  w as rejected  by the 
V irg in ia Suprem e Court, the court s ta tin g :

. . . the court being of the opinion th a t the said decree is plainly right, doth 
reject said petition and refuse said appeal and supersedeas, the effect of which is 
to affirm the decree of the said circuit court.

Coffee-Rich, Inc. v. The Kansas State Board of 
Health, CCH F ood D r u g  C o s m e t ic  L a w  R epo r ts  
tl 40,094 . 388 P. 2d. 582, (K an. Sup. Ct. 1964).

H ere, the K ansas Suprem e C ourt affirmed a ju dg m en t of a D is
tric t C ourt enjo in ing  the  defendant Board of H ea lth  from in terfering  
w ith the  sale of Coffee-Rich.

T he B oard had taken the position th a t Coffee-Rich is an im itation  
of cream , half and half, or m ilk, and th a t the  sale of the product 
w ith ou t the label “ im ita tio n” was violative of the K ansas G eneral 
S ta tu tes . 1961 Supp., Ch. 65, A rt. 6 ; 65-657 and following. T h is s ta t
ute provides that,

A food shall be deem ed to  be m isbranded: (c) If  it is an im itation of an 
o ther food, unless its label bears, in type of uniform  size and prom inence, the 
word, im itation, and, im m ediately thereafter, the nam e of the food im itated.

T he court review ed the au tho rities  at leng th  and engaged in an 
■ exhaustive com parison of Coffee-Rich w ith  cream . T he court said,

C ourts, com m on usage, and d ictionary  definitions are agreed th a t ‘im ita tion’ 
connotes an inferior quality  or w atered  dow n version of the im itated item.
T he court sum m arized its deliberations and its conclusions as fo llo w s:

W e reach the inescapable conclusion th a t Coffee-Rich is not an im itation of 
cream  or half and half and th a t it is a new  and distinct food product having 
characteristics unique unto  itself. Coffee-Rich is no m ore an rm itation of cow’s 
cream , half and half, or any o ther dairy product than  nylon is an im itation of silk, 
saccharine an im itation of sugar, or Crisco an im itation of lard. T hese products, 
and Coffee-Rich, are separate, distinct, individual products developed as a result 
of m odern  scientific and technical advances and inventions. T hey  are products 
sui generis.
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State of Washington v. Coffee-Rich, Inc., et al, CCH F ood D ru g  
C o s m e t ic  L aw R e p o r t s  40,109, (Super. Ct. W ash . 1963).
T he S ta te  sough t to enjoin Coffee-Rich, Inc. irom  m anufactu ring  

and  d is trib u tin g  its product, which the S ta te  alleged, violated the 
uniform  W ash in g to n  Food, D ru g  and Cosm etic A ct and the  W ash 
ing ton  F illed D airy  P roducts Act. T he in junction  w as denied.

T he court.found  as a fact th a t w hile Coffee-Rich resem bled cream  
and half and half, it “ is no t an im itation  of cow ’s cream , half and half, 
m ilk, skim  m ilk or any o ther dairy  p roduct.” I t  is a “d istin c t and 
orig inal p roduct,” hav ing “ its own d istinct physical p roperties.”

The court also found as a fact that the presence of sodium caseinate 
as an ingred ien t in Coffee-Rich did no t cause the  product to  be a 
filled dairy product. Sodium  caseinate is a chem ical substance derived 
from  m ilk casein substances in skim  m ilk by a com plex series of 
chem ical and m echanical operations, b u t “in Coffee-Rich, sodium  
caseinate is no t used as a food, b u t is used solely as a functional 
ingred ien t in tended to stabilize the em ulsion of fa t in w ater, and 
particu larly  to  enable Coffee-Rich to  m ain tain  its em ulsion condition 
upon freezing and th aw ing .” Coffee-Rich is therefore no t a filled 
dairy  product w ith in  the  m eaning  of the W ash in g to n  Filled D airy  
P ro du c ts  Act.

Coffee-Rich, Inc., et at. v. Michigan Department of Agriculture 
and the Director thereof, CCH F ood D r ug  C o s m e t ic  L a w  
R ep o r t s  40,197, 135 N. W . 2d 594 (Mich. Ct. App. 1965).

T his w as an action for an in junction  and a declaration of uncon
s titu tio n a lity  b rou gh t by Coffee-Rich, Inc. and the ow ner of a Detroit 
re stau ran t against the  M ichigan D ep artm ent of A g ricu ltu re  and the 
D irector thereof.

A t issue w ere the con ten tions of the defendants th a t the product 
Coffee-Rich is m ade in im itation  of cream  w ith in  the m eaning  of 
Public A ct 235 of the M ichigan Public Acts of 1961 and m ust hence 
be labeled “ Im ita tion  C ream ;” th a t conspicuous notice m ust be given 
th a t im itation  cream  is served in a public eating  h o u se ; th a t each 
serv ing  of Coffee-Rich in a public ea ting  place m ust be served in its 
orig inal factory  packaged con tainer labeled in accordance w ith  P u b 
lic A ct 235. D efendants urged th a t the legislative purpose was to 
p revent fraud and deception th ro ug h  passing off of “ im itation  cream ” 
as cream , half and half, or milk, which item s are dairy products w ith  
standards defined by law.
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T he record of the tria l proceedings indicates th a t the tria l court 
m ade findings as follows :

T h a t Coffee-Rich is not m ade in im itation  of cream , half and half, 
or m ilk ; th a t the product is no t an im itation  bu t a separate  product, 
hav ing  distinctive characteristics, purposes, and a d v an tag es ; th a t the 
p resen t labeling does not m islead the public, w hereas to  require the 
labeling of “ im ita tio n” w ould be, on the facts, false and un true  and 
wrould tend  to m islead the public, including the  u ltim ate  consum er.

In  a brief opinion, the  C ourt of A ppeals said there w as adequate 
basis for these findings and affirmed the  g ran tin g  of an in junction. 
This ruling made it unnecessary to consider the constitutional question.

Coffee-Rich, Inc. v. James F. Short, Director of Agricul
ture, Oregon State Department of Agriculture, CCH F ood 
D r u g  C o s m e t ic  L a w  R e p o r t s  |f 40,214, (O re. Cir. Ct. 1965).

T his w as ano th er su it for in junctive and  declara tory  relief.
A t issue w as an O regon s ta tu te  som ew hat different from  any 

involved in the other cases under discussion. The statute provides that,
‘Im itation  m ilk product’ m eans . . . any product not milk w hich . . . product 

is m ade to  have or has the appearance, taste, tex ture , or general com position 
sim ilar to  th a t of a fluid m ilk product . . . which is used or offered for use as a  
fluid m ilk product.
The sale and service of such a p roduct involved the usual requirem ents 
and consequences.

T he cou rt first com pared Coffee-Rich w ith  cream  and milk, and 
in th is  connection said, “T he difficulty, of course, is to  determ ine 
what degree of similarity the legislature had in mind.” The court replied.

I t  is the co u rt’s opinion tha t in this regard  the legislature intended to include 
products w hich have a resem blance to  milk even though they are not com pletely 
the sam e in appearance, taste, and tex ture. T o  this extent, Coffee-Rich is sim ilar 
to m ilk and cream.

T he court appeared to  regard  th is portion  of the definition as in 
conclusive. H ow ever, the  court then  c o n tin u e d :

T he second pa rt of the definition of ‘im itation m ilk . . . requires tha t to  be 
so defined, a product m ust be used o r offered for use ‘as a  fluid m ilk product.’ 
T his language is m ore precise. F rom  the proof made, it is found th a t Coffee- 
R ich w as not intended as and actually  is not an im itation of milk or cream. I t 
is not used or offered for use as a m ilk product. I t  is offered and used as an 
original fluid vegetable food product . . . .  I t  is offered as a  d istinct and different 
product th a t m ay be used instead of milk.
LEGAL ASPECTS OF MODIFIED DAIRY PRODUCTS PAGE 221



T he court concluded th a t the s ta tu te  does no t apply to Coffee-Rich 
and enjoined the defendant D irector from a ttem p tin g  to  enforce the 
s ta tu te  against it.

A e r a t io n  P r o c e s s e s ,  In c . e t  a l. v .  C o m m is s io n e r  o j  P u b l ic  H e a l th  o f
th e  S t a t e  o f  M a s s a c h u s e t t s  e t  a l ., CCH F ood D rug  C o s m e t ic  L a w
R e p o r t s  ’ 40,079, 194 N. E. 2d 838, (Mass. Sup. Jud. Ct. 1963).
T his case involved “ In stan tb len d .” T he form ulation of th is  

product, which is substan tia lly  sim ilar to  th a t of Coffee-Rich, is 
described by the  court as being “a pasteurized blend of w ater, hy d ro 
genated  vegetable oils, dextrose, sucrose, enzym e modified casein, 
m ono-and di-glycerides, protein  stab ilizers, salt, and artificial color 
and flavor."

A M assachusetts s ta tu te  declares food m isbranded if "in im itation  
or resem blance of a ry  o ther food" unless, in certain  cases, labeled as 
an im itation. B u t it does no t perm it the im itation , even w ith labeling, 
"of any food for w hich a s tandard  has been established by law , o ther 
than as specifically provided herein ." M assachusetts has estab lished 
stan dards for cream  and ungraded cream .

In th is situation , the court s ta ted  th a t if Instan tb lend  is an “ im ita
tion" of cream , it is m isbranded, how ever labeled, and is sub ject to 
an em bargo.

Saying th a t "the  m eaning of 'im ita tion ' is not lim ited to  a sub
stance inferior to the product which it resem bles" and th a t "in ten t 
to  pass off. im pose, or defraud is not required  as a test of an im ita
tion," the court proceeded to find th a t In stan tb lend  is indeed an 
im itation  of cream . T he court was largely influenced in th is finding 
by the fact th a t the sales involved consisted of only service of the 
product at public ea ting  places and a t em ployer-m aintained vending 
m achines in factories.

P o in ting  out th a t the F ou rteen th  A m endm ent to the F ederal 
C onstitu tion  does no t bar S ta te  action p roh ib iting  the sale of an ad
m ittedly  nu tritiou s product as a m easure w ith the police pow er aim ed 
at avoiding consum er confusion, the court added.

T he facts do not require us to  consider w hether the s ta tu te  would be 
unconstitu tional in application if relied upon to bar distribution  in retail stores, 
or elsew here, in such a w ay tha t consum ers would be inform ed as to  the nature 
of the product sold or served and there would be no reasonable possibility of 
their m istaking it for cream.
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Coffee-Rich, Inc. v. Commissioner of Public Health of the State
of Massachusetts et a l, C C H  F ood D r u g  C o s m e t ic  L a w  R e 
po r t s  f  40.166, 204 N. E. 2d. 281, (M ass Sup. Jud . Ct. 1965).
H ere  the  M assachusetts court had  before it for consideration , not 

In s tan tb len d  bu t Coffee-Rich, and app ly ing  the  sam e reasoning under 
the  sam e s ta tu tes , found Coffee-Rich too, to  be “in im itation  or 
sem blance” of cream .

H ow ever, the  sales involved th is tim e w ere retail sales a t retail 
sto res, the court saying, “Coffee-Rich is sold as a frozen food product 
in M assachusetts, and is displayed in and  and purveyed only from  the 
‘F rozen  F ood’ sections of . . . various re ta il ou tle ts .” F urth erm ore , 
th e  court found th a t consum ers w ere not confused as to  the iden tity  of 
the product under the conditions of sale. U pon these facts, the court 
held the application of the M assachusetts s ta tu te  to such sales to  be 
unconstitu tional and perm anen tly  enjoined the C om m issioner of P u b 
lic H ea lth  from  in terfering  therew ith .

T he court po in ted  out th a t in the  Aeration case, while ruling that 
the s ta tu te  was no t un constitu tional as applied to  service of the 
im itation  product in public ea tin g  places and at em ployer-m aintained 
vend ing  m achines in factories, it had taken  the position th a t the facts 
of th a t case did no t require it to  consider w hether the  s ta tu te  w ould 
be un constitu tional in application if relied upon to  bar d istribu tion  in 
re ta il stores, provided th a t consum ers were adequately  inform ed as to 
the  natu re  of the product.

T he cou rt recognized th a t the  to ta l p roh ib ition  by a s ta te  of the 
sale of a w holesom e product is a m ethod perm issible under the F o u r
teen th  A m endm ent to  the F ederal C onstitu tion  to avoid consum er 
confusion w ith  o ther food products. H ow ever, the  cou rt did not 
decide the  issue upon a federal g round bu t under provisions of the 
M assachusetts C onstitu tion . “W h a t is perm issib le under the F ederal 
C onstitu tion  in m atte rs  of S ta te  econom ic regulation  is not necessarily 
perm issib le under S ta te  law. T he con stitu tion  of a S ta te  m ay guard  
m ore jealously  against the  exercise of the S ta te ’s police pow er.”

T he  court said th a t w h eth er the  com plete p roh ib ition  of the sale 
of Coffee-Rich in M assachusetts was a valid exercise of the police 
pow er depended upon w hether such prohib ition  “bears a real and 
sub stan tia l relation  to the public health , safety, m orals, or som e other 
phase of the general w elfare.” T he court decided th a t it did not.
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United States v. 856 Cases of ‘'Demi," C C H  F ood D ru g  C o s m e t ic  
L a w  R ep o r t s  j[60,138, 254 F. Supp. 59 (D C  NY, 1966).
T h is was a libel action involving the seizure of 856 cases of a  

p roduct called “D em i" and labeled “Im ita tion  M argarine .” T he court 
held that the claimant was entitled to summary judgment upon motion.

The position of the government upon trial of the motion was as follows :
Dem i violates the Federal Food, D rug, and Cosm etic A ct because C ongress 

has declared th a t all products m ade in sem blance of b u tte r are to  be called ‘m ar
g a rin e ;’ th a t there shall be bu t one im itation of b u tte r and it shall be called 
m argarine; and th a t im itations of bu tte r which m ust be called m argarine m ust, 
in all cases, com ply w ith the standard  of identity  for m argarine. Since this 
p roduct does not so comply, it violates the law.

T he court referred  to  the foregoing as a “dogm atic assertio n” 
and said “ . . . there is n o th ing  evident to  me in the legislative h isto ry  
or the several s ta tu te s  involved to such effect.” T he court said th a t 
the  case cam e squarely within the provisions of Section 403 (c) of the 
Federal Food, D rug and Cosmetic A ct and th a t C ongress has not 
declared th a t any product other than m argarine can be m arketed  in 
sem blance of bu tter.

Reesman. Kenneth ct al v. State of Washington and Donald M oos, 
Director of Agriculture for the State of Washington, CCH F ood 
D ru g  C o s m e t ic  L a w  R epo r ts  40,271, (W ash. Sup. Ct. 1967).

Involved here is the product m arketed  in California, O regon, 
and Idaho under the trade nam e of “ F a rm er’s D au gh te r.” I t  is de
scribed by the court as fo llo w s:

T he product contains pow dered dry milk as a base in com bination w ith 
coconut oil and o th e r chem icals, chiefly sodium  caseinate, vegetable oil, corn 
syrup, dextrose, m ono- di glyceride [sif] carrageenan, im itation b u tte r flavoring 
and vegetable protein. T here  are added 2,000 U. S. P . units of V itam in A  and 
400 U. S. P. units of V itam in D per half gallon. I t  is the co lor of milk and to 
some tastes and sm ells like m ilk and is therefo re in sem blance of milk.

T he plain tiff dairy operator sough t a ru ling  th a t the W ash ing ton  
filled dairy  products s ta tu te  was unconstitu tional as applied to  “ F a rm 
e r ’s D au g h te r” and asked an  in junction.

T he court had no g reat difficulty finding th a t the  product is 
indeed a filled dairy  product as defined in, and proh ib ited  by, the 
s ta tu te . I t  found th a t the product is no t com pounded “ in im ita tio n” 
of m ilk bu t concluded from  evidence th a t the product “ looks like milk 
and to  som e people tastes  and sm ells like m ilk ;” and th a t it is com 
pounded “ in sem blance” of milk.
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T he cou rt concerned itself principally  w ith  the question of con
s titu tio n a lity . U pon th is issue, it held th a t w hile sales of such a 
w holesom e and n u tritiou s product as th is  m ay be s tric tly  regu la ted  
because of th e ir  sem blance to  m ilk, they  m ay no t be prohibited , since 
th is is not a valid exercise of the police power. T he requested  in 
ju nction  w as therefore gran ted .

T he m em orandum  opinion of the tria l court, upon w hich th is 
analysis is based, does no t appear to s ta te  ju s t how the product is 
labeled. However, it is understood that it is labeled “Farm er’s Daughter 
— Im ita tio n  M ilk— H i P ro te in  D rin k .”

T he case is reported  to  be on appeal to  a h igher s ta te  court.
Shamrock Dairy v. Odle, Arizona State Dairy 
Commissioner, (A riz. Super. Ct. 1967).

In  th is case the  trial cou rt en tered  a judgm en t, the re levan t por
tions of w hich are as fo llo w s:

T he court fu rther orders, adjudges, and decrees th a t H i P ro te in  D rink  and 
Chocolate F lavored Beverages are  not m ilk products and tha t W hite  Satin 
D ressing  is a milk product, and th a t H i P ro te in  D rink and Chocolate F lavored 
B everage are therefo re no t subject to  the  jurisd iction  or regula tory  pow ers of 
the defendant, E zra  Odle as S tate D airy  C om m issioner; th a t any designation or 
de term ination , either form al o r inform al, m ade by th e  defendant th a t the  said 
products H i P ro te in  D rink  and Chocolate F lavored  Beverage, o r either of them , 
are m ilk products w as in excess of the lawful au tho rity  and outside the scope of 
the jurisd iction  of the defendant, and is therefo re invalid and of no force and 
effect.

T he court w rote no opinion, bu t from  a M em orandum  of P o in ts 
and  A u thorities th a t has been m ade available, it appears th a t the case 
involved the  conten tion  of the S ta te  D airy  Com m issioner th a t the 
provisions of the 1953 U. S. P ublic  H ea lth  Service M ilk O rdinance 
and Code govern the production , tran sp o rta tio n , handling , and sale 
of m ilk and m ilk products w ith in  th e  S ta te  of A rizona, and involved 
the fact th a t he had validly ru led  these products to  be m ilk products 
w ith in  the m eaning of Section K  of said O rdinance and Code.

T he cou rt did not assign a particu lar reason for ho ld ing th a t H i 
Protein Drink and Chocolate Flavored Beverage are not milk products. 
P la in tiff (Sham rock D airy ) u rged  th a t th e  products are outside the 
class on tw o counts. F irs t, it contended th a t w hether taken  as a 
percen tage of the  to ta l ingred ien ts or as a  percen tage of only the 
m ilk solids and w ater, the m ilk solids of neither con stitu tes  8 ^ %  
of the  to ta l, a p rerequisite  for considering a p roduct to  be a m ilk 
product. T he second reason assigned by  plain tiff rela tes to  the  process
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of m aking these products. I t  contended th a t the  elem ent of combining 
a substance (vegetable fa t) to a m ilk product (reco nstitu ted  skim  
m ilk) is m issing. T here  never is a t any stage of the  process a recon
s titu ted  skim milk. W hich , or w h eth er bo th , of these argum en ts ap 
pealed to  the court is no t revealed in the judgm ent.

Conclusion
Several conclusions m igh t be draw n concern ing the legal aspects 

of filled and im itation  products. H ow ever, one conclusion is self- 
evident, and it holds m uch significance. T his conclusion is th a t the 
tren d  is runn in g  strong ly  in the direction of liberalization  of the  
s ta te  law. [The End]

CLOSER REGULATION OF USE OF ANTIBIOTICS 
IN FOOD-PRODUCING ANIMALS

T he F ood and D rug  A dm inistration  has announced th a t it is regu la ting  
more closely the use of antibiotics in food-producing anim als. T he F D A  has 
also proposed changes in regulations which would end the use of all in jectable 
streptom ycin  products and som e penicillin preparations in these anim als. M any 
of the antibiotic products cu rren tly  used to  prevent or to trea t disease m ay be 
affected.

T he FD A  will take a num ber of steps to prevent the occurrence of unsafe 
residues of antibiotics in foods. One of these is tha t all exem ptions from  food 
additive regulations g ran ted  before 1958 will be revoked. Safe uses of antibiotic 
preparations will then be covered by new  food additive regulations. A nother 
m easure will be the w ithdraw al of approval of new -drug applications w here 
there is inadequate residue inform ation. Also, all antibiotic products intended 
for food-producing anim als will be considered to  be new drugs or certifiable 
antibiotics, and evidence of their safety will be required.

M any antibiotic p reparations used in anim als cause residues in foods, and 
thereby  pose a poten tial health hazard to m an, the F D A  has pointed out. 
T he Food Additive A m endm ents of 1958 established w ithdraw al periods to keep 
residues a t a low  level. A vailable da ta  show th a t the residues from  some an ti
biotics persist long afte r the drugs are used. Since these residues are unapproved, 
the foods are adulterated w ithin the m eaning of the Food, D rug  and Cosm etic Act.

T here  are several reasons th a t antibiotic residues constitu te a  potential 
hazard. O ne is th a t those who are sensitive to antibiotics m ay suffer a reaction 
to  the residues in food. A nd there is the danger th a t sensitivity to antibiotics 
could develop from  continued exposure. Also, the constan t exposure of bacteria 
to antibiotics tend to  enable bacteria to build up and tran sfe r resistance to 
these drugs.
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Voluntary Compliance 
Encouraged by Bureau Changes

By FRED J. DELMORE

Mr. Delrrore, Director of the Bureau of Voluntary Compli
ance, Joined FDA in 1965 After Retiring from Milita-y Service.

TH E  R E E V A L U A T IO N  of the Food and D ru g  A d m in istra tio n ’s 
(F D A ) m ission under the  leadership of C om m issioner Jam es L. 
G oddard b rou gh t an exam ination of w ays to  assure m axim um  com 

pliance w ith  the  Food, D ru g  and Cosm etic Act. I t  becam e app aren t 
th a t com pliance assurance is a responsib ility  shared by the regulated  
industries, s ta te  food and d rug  control au tho rities, and FD A .

A ccordingly. F D A ’s trad itio nal reliance on enforcem ent of the 
Food. D ru g  and Cosm etic A ct th ro ug h  its own inspection and labora
to ry  staffs is being  reinforced to  add other w ays to  reach a full 
in du strv -sta te -F D A  partnersh ip .

F D A  con tracted  w ith  Booz, Allen. & H am ilton , m anagem ent 
consu ltan ts, to stu dy  w ays to  im prove A gency D istric t Office opera
tions. One resu lting  recommendation: that District Offices apply new 
com pliance approaches.

As an exam ple, the sum m ary  repo rt su g g e s te d : “An industry  
w orkshop m ay be a m ore effective w ay to  solve a poor m anufac tu ring  
practice w ith in  an in du stry  than  increasing the num ber of estab lish 
m ent inspections am ong the firms in th a t in d u stry .”

T h is philosophy was tested  du ring  fiscal 1967 by F D A  D istric ts  
under the  guidance of the B ureau of E ducation  and V o lu n ta ry  Com 
pliance (B E V C ). N early a hundred  D istric t w orkshops aired specific 
com pliance problem s of m ajor health  significance concern ing drugs 
(good m anu fac tu ring  practices, d rug  abuse con tro l), and foods (m i
crobiological con tam ination , chem ical residues, san ita tio n ). Response 
was excellen t: 8,147 individuals rep resen ting  2,955 firm s attended.
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B E V C  also conducted a dozen sem inars and conferences on specific 
com pliance problem s and reg istered  2,593 industry  participan ts.

A basic question  is posed in any consideration of add itional ap 
proaches to vo lun tary  com pliance: H ow  m uch reliance can F D A  
place in in du stry -assu red  com pliance, as con trasted  to trad itio na l 
law  enforcem ent th ro ug h  punitive m easures against v io lators?

Effective in du stry -assu red  com pliance requires th a t m ost food, 
drug , and cosm etic firms un derstan d  and appreciate  the  consum er's 
concern with quality and make efforts to sa tisfy  the  keystone of 
th e ir operations.

B ut quality , even in foods, is no longer easily  recognized by  the 
m ost inform ed and sophisticated  of consum ers. In  drugs, especially, 
quality  resu lts  only from  the com bined efforts of the  researcher, the  
physician, the FD A , the pharm aceutical m anu fac tu rer’s p roduction  
and quality  control team s, the  pharm acist, and others. C learly, quality  
— for foods or d rugs— extends beyond the product itself. Congress 
has recognized th is by enac tin g  and periodically  am ending the F ederal 
Food, D rug  and Cosm etic Act.

T he agreed-upon a ttrib u tes  of a definition of quality  for foods 
are specific for each product. Food additives m ake these quality  a t t r i 
bu tes increasingly  various. A dditives can be used only if cleared 
beforehand by F D A , which frequently  lim its the am ount th a t can be 
present. F o r assured com pliance a quality  assurance program  for a 
food m anufac tu rer is a necessity.

A quality  assurance program  m ust be com panyw ide, no t shunted  
to  the  quality  control departm ent. Inaug ura tio n  and sup po rt m ust 
come from  top m anagem ent and involve all departm ents. A num ber 
of food, drug, and cosm etic firms, recognizing th is, have m ade quality  
assurance d irectors responsible to top  m anagem ent.

H ow  do such em erg ing concepts of quality  and quality  assurance 
adap t to  the trad itional w ay of enforcing the pure food and d rug  law s?

F or m any years those adm in istering  these law s relied on legal 
sanctions. I t  was adequate a t a tim e w hen m ost adu ltera tion  involved 
filth contam ination  of foods traceable to in san ita ry  p lan t conditions. 
M ost food producers go t the m essage, in s titu ted  san ita tion  contro l 
program s, and raised san ita tion  stan dards in U.S. food plants. I t 
w orked because the m anufac tu rer could control the cause of ad u lte r
ation. I t  continues to  w ork in m any cases.
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New Adulteration Problems
B u t in the early  sixties, new  adu ltera tion  problem s arose, th e ir  

origins not always directly traceable to the m anufacturer's negligence, 
their control requiring both new and complex equipment and scientific 
expertise . As the use of ch lorina ted  pesticides spread in the  late 
fifties, for exam ple, chem ical residues appeared in m ilk from  m any 
areas. M anufactu rers using  m ilk in th e ir products encountered  a 
new and s tag g erin g  problem — control of these  residues.

R esponsib ility  w as no t the irs  alone. M ilk control au tho rities of 
s ta tes and cities, and the  F D A  in in te rs ta te  m ilk shipm ents, w ere 
legally  responsible for p u rity  of the milk. T he F D A  also w as respon
sible for p reven ting  feeds adu lte ra ted  w ith  pesticide residues, if in 
in te rs ta te  com m erce, from  being fed to  dairy  cattle.

W ith  the problem  cam e a spread of its com plexity. T he question 
was, not w ho to  blam e or to  punish, b u t how to  get a t the ex ten t and 
sources of the contam ination . Basic data w ere needed on pesticide 
residues in all types of food raw  m aterials. In  1962 it w as found th a t 
even liver oils from  ocean fish contained such residues.

F D A  began by developing analytical m ethods to detect pesticide 
residues and m aking them  available to  in du stry  and s ta te  officials. 
Som e trade associations realized th a t te s tin g  for residues in raw  
m ateria ls w as beyond the  capabilities of som e individual firms and 
in itia ted  a cen tral labora to ry  te s tin g  program . M ore im portan t, they  
began a program  to control sp ray ing  by con trac t grow ers. F D A  and 
the  D ep artm en t of A g ricu ltu re  m ounted broad, coord inated  educa
tional program s for grow ers of raw  ag ricu ltu ra l com m odities.

A nother area w here trad itional enforcem ent w as tested  and found 
w an ting  was in Salmonella con tam ination  in foods and drugs. As early  
as 1962, D r. Glenn Slocum, form er D irec to r of F D A ’s D ivision of 
M icrobiology, sounded a w arn ing  about the  hazards of Salmonella.

A t about the sam e tim e the P ublic  H ea lth  Service’s C om m uni
cable D isease C enter organized a Salm onella Surveillance un it and in 
1964, under Dr. G oddard’s leadership, staged  a N ational Conference 
on Salm onellosis. A num ber of food industries and producers of ani
m al feed and ingred ien ts participated . I t  w as obvicus th a t con tro l 
required  a coord inated  governm ent-industry  effort. I t  was equally 
evident th a t trad itio nal law  enforcem ent w as no t the sole answ er.

T h is was recognized to  som e ex ten t by F D A , particu larly  after 
the  C itizens A dvisory C om m ittee’s Second R eport in 1963. A separate
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B ureau of E ducation  and V o lu n ta ry  Com pliance w as form ed in 1964 
to  educate  consum ers about the protections of the  Food, D ru g  and 
Cosm etic A ct, and to provide the regula ted  industries w ith  facts and 
techniques needed for vo lu n tary  com pliance w ith  regu la tions and 
standards. BEA'C em phasized in form ation to  in du stry  and the im 
portance of two-way communication. The information program sought 
answ ers to questions raised by industry . B u t resources w ere lim ited 
for problem  areas. T he idea exchange, m oreover, required  no com 
mitment by industry to implement the oft-repeated phrase, self-regulation.

P rogram s for industry -assu red  com pliance are not en tire ly  new. 
Several trade  associations have in itia ted  quality improvement p ro 
gram s. O thers have adopted  ethics codes aim ed at assu ring  com 
pliance. These, a lthough  of som e value, have lim itations and usually 
concern a cu rren t specific in du stry  problem . Q uality  assurance, of 
course, cannot be lim ited to one aspect of p roduction  or m arketing .

T he o ther serious shortcom ing  is th a t p rim ary  responsib ility  for 
compliance must rest with the individual firm and cannot be delegated 
to an association. E very  firm needs its own policing. In d u stry -assu red  
compliance must be based on com m itm ents by individual com panies 
to share w ith  F D A  the form idable task  of assu ring  quality.

Such lim itations of trade association com pliance program s should 
not obscure their roles in promoting vo lun tary  com pliance. Besides 
acting  as spokesm en for m em bers they  can serve as leaders, se ttin g  
the in d u s try ’s tone, spu rrin g  m em bers to  achieve th e ir  goals and 
possibly prov id ing inspection services to m em bers. Several trade as
sociations had a m ajo r p a rt in d raw ing  up good m anufac tu ring  prac
tice (G M P ) guidelines, w hich have helped F D A  in prom ulgating  
G M P regulations. One im p o rtan t trade association role has been 
com m unication betw een F D A  and industry . A num ber of trade asso
ciations. particu larly  du ring  fiscal year 1967, cosponsored sem inars 
and w orkshops w ith  F D A  for profitable exchanges of ideas.

R ecognition of the basics for adequate assured com pliance led to 
developm ent of a program  for self-certification for quality  assurance 
in 1967. T he first such program  was estab lished recently  by vo lun tary  
agreem ent betw een the  G eneral Foods C orporation and F D A  for an 
in -p lant pilot test.

T h is pilo t plan cu rren tly  is lim ited to  tw o products produced in 
th e  firm ’s p lan t a t D over, D elaw are. Briefly, the com pany and the 
A gency are sharin g  records on the quality  of the tw o products, in 
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eluding the  firm ’s evaluation  and perform ance records and qualita tive  
form ulas. F D A  agrees to  subm it to G eneral Foods a copy of the  
inspection repo rts  on the tw o products, a long w ith  any com plain ts 
F D A  receives about them .

Self-certification can add a firm ’s approved quality  assurance 
program  to F D A ’s own arsenal of consum er protection . T aken  to 
gether, they  enhance the consum er’s assurance th a t quality  is p ro
tected  as m uch as food technology will perm it.

T he genesis of the  D over experim ent is based on m utual respect 
by in du stry  and F D A  for each o th e r’s sense of responsibility . I t ’s 
no t en tirely  coincidental th a t the com pany so ready to  take part 
should be G eneral Foods, whose p resen t chairm an and chief execu
tive, C. W . Cook, s ta ted  in an address on “ L ooking A head” a t the 
1962 national conference of F D A  and the Food L aw  I n s t i tu te : “As 
w e com pete aggressively  w ith  the u ltim ate  objective of influencing 
the decision of the individual consum er, we respect the go vernm en t’s 
function of estab lish ing  rules of fair play, and in tu rn  we seek respect 
for our own sense of responsib ility .”

T he tim e is at hand. T he challenge is clear. R eliance depends on 
the ex ten t of the com m itm ent by in du stry  and by FD A .

Reorganization
F D A  has com m itted  itself by reorgan iz ing  B E V C  in to  a new  

B ureau  of V o lu n ta ry  Com pliance (B V C ). T he new  B ureau  w as 
approved by the  D ep artm en t of H ea lth , E ducation , and W elfare  on 
Jan u ary  11, 1968. I ts  ch a rte r: to  prom ote in du stry -assu red  com 
pliance so the  regu la ted  industries can take th e ir place in the s ta te- 
in d u stry -F D A  partnersh ip .

T he reorganization  abolishes the B u reau’s D ivision of C onsum er 
R elations and restores its functions to the Office of the A ssis tan t 
Com m issioner for E ducation  and In fo rm ation  for im proved coordina
tion  of consum er education with closely related information work. In 
place of the Division of In d u s try  E ducation  are estab lished the D ivi
sions of D ru g  and D evice In d u s try  R elations and Food In d u s try  
R elations.

T he B ureau will devote its efforts “solely to  w ork ing  w ith  indus
try  in p rom oting  vo lu n tary  com pliance w ith  F D A  regu la tions,” w ith  
responsib ility  for developing vo lu n tary  com pliance program s, adm in
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is te ring  F D A ’s program  for self-certification and provid ing technical 
assistance on quality  control.

T his will require m any approaches—-workshops, self-inspection, 
self-certification for quality  assurance, technical assistance by F D A  
on quality  assurance—all recognizing th a t the m any indu stry  groups 
preclude any single form ula. B u t the philosophy of m axim um  reli
ance on industry -assu red  com pliance can apply to all, must apply to 
all, for the quality  assurance dem anded by to d ay ’s consum ers for 
food; drugs, and cosm etics.

1 be road to  quality  assurance m ay no t be easy or rapid. M any 
firm s will have to m odernize th e ir quality  control system s. An ade
quate contro l system  m ust cover raw  m aterials, p roduction  and en
gineering, san ita tion , labora to ry  te s tin g  and stab ility  of finished 
products. F D A  will m ake its scientific expertise and inspectional 
experience available to  individual firms. BV C will ac t as the  cata lyst, 
b rin g in g  indu stry  and F D A  to ge ther th ro ug h  w orkshops and sem inars 
on m utual problem s. T be B ureau will provide its own experts  on 
quality  assurance and will be assisted  by all o ther F D A  units. B V C 
also will coordinate the vo lu n tary  com pliance efforts by FD A  dis
tric ts  and headquarters scien tists so th a t w ord of the progress of the 
jo in t F D A -indu strv  effort can be spread and o ther firms encouraged 
to adopt indu stry  quality  assurance program s.

T he B ureau welcom es new  ideas on how to prom ote industry - 
assured  com pliance and will carry  forw ard the best of these for 
consum er protection  prom ptly  and efficiently. [The End]

NATIONAL DRUG CODE DIRECTORY ISSUED
A prototype edition of the N ational D rug  Code D irectory, which was 

prepared  by the Food and D rug  A dm inistration for the D epartm en t of H ealth , 
Education  and W elfare, has been issued by the governm ent. F ou r thousand 
prescrip tion  and over-the-counter d rugs are described by trade name, labeler, 
streng th , product form , and package size. Each product has been assigned a 
product identification num ber, but, if they choose, m anufacturers and repackagers 
will be allowed to pick the ir ow n num bers. A revised edition of the D irectory  
w ill be published this sum m er.
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For Quick Reliable Answers on Medicare— Social Security

MEDICARE AND SOCIAL SECURITY
— EXPLAINED—

T his helpful book gives you an inform ative CCH explanation  of the 
Social Security  L aw  as am ended in 1967. Set ou t in qu ick-reading detail are 
the im portan t Federal Old Age. Surv ivors ' and D isability  Insurance Benefits 
(Social Security ) rules, plus au th o rita tiv e  gu idance on health insurance for 
e lders popularly  know n as "M edicare."

T he over-all program  and recent changes com prise the m ost far-reaching' 
enactm ent in th is field since the orig inal Federal Social Security  P rogram  of 
1935. T his CCH explanation h igh ligh ts the im pact of the am ended P ro gram  
on personal and fam ily security , m akes clear the provisions now app ly ing  to 
em ployers, em ployees, and self-em ployee individuals.

Medicare provisions, new increases in benefits and payments for recipients, 
the increase in w ages sub ject to tax , and changes in eligib ility  rules are all 
concisely discussed to  show you ju s t how they fit into the presen t p a tte rn  of 
Social Security  legislation.

Supplem enting  the easy-to -understand  tex t are handy tax  ra te  and benefit 
tab les plus practical exam ples. A topical index m akes every th ing  easy to find 
and use. A ll explanations— no lose text. 256 pages, 6" x 9". heavy paper covers. 
Price. $3.50 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 u s e ,-In c .*
P U B L I S H E R S  o f  T O P I C A L -  L A W  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 :
R u s h ...............copies of "M edicare and Social Security  E xp lained" (5302) at
the follow ing p rices: 1-4 copies. $3.50 ea. ; 5-9, $3.20 ea. ; 10-24, $3 ea. ; 25-49, 
$2.80 ea. (R em ittance  w ith order saves postage, hand ling  and billing  charges.) 
Include sales tax  w here required.
S ignatu re  .
F irm  ...........
A tten tio n  .
St. & No. .
C ity ix S tate Zip

5302-2256
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