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Summarizing, it might be noted that the government won four
of the seven contested cases brought against cosmetics,

A number of actions were brought against a permanent wave
which contained ammontum sulfide; seizures were made. No clamant
appeared, so the product was destroved. Action was brought against
Hipsticks containing cadmiuvm and selenium: agmnst dental creams
containing hard material with sharp edges; against a plastic mask
containing clay and beazaldehyde; against a number of products con-
taining uncertified dyes. A number of hair dyes contained lead acetate
and cantharides: also, lash, evebrow and hair colorings contained
paraphenylenediamine, Shampoos contained a dangerous or deleteri-
ous quaternary compound. Other hair or lash tints contained ammo-
niacal silver nitrate and pyrogallol, Hair straighteners contained large
amounts of sodium hydroxide. Bleaches contained mercuric chloride
and urea peroxide. Other products were claimed to beautify the skin
and remove wrinkles because of the presence of vitamins or lanolin.

There was some overlapping of claims between the cosmetic area
and the drug area. ‘ [The End}

Notices of Judgment— Foods
F. N. J.'s Nos. 1 to 23,400

OTICES OF JUDGMENT published in accordance with Regu-

tation 6 of the Federal Food and Drugs Act of June 30, 1906,
were sereened to permit study of those dealing with foods, in which
there were some pharmacological implications.  The Federal Food,
Dirug, and Cosmetic Act of June 25, 1938, separated information on
foods into Sections 401-408, dealing with adulteration, misbranding,
emergeney  permit control. exemptions, margarine, tolerances. for
poisonous ngredients and pesticide chemicals, and certification of
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coal-tar colors.  Section 705 authorized publication of reports and i
formation regardiang foods (as well ag drugs, devices and cosmetios).
At the time of preparntion of this report, a total of 23400 N, [s
dealing specifically with {oods (31, N, J0s) have been published,

Of this group of 23400 F. X, L's, o total of 860 were found which
had gome pharmacological signiicance,  As would be expected, there
were a variety of products involved and a aumber of harmful or de-
teterious ingredients reported.  These included arsenic and lead as
spray residues on apples and other fruits and vegetables; in addition,
there were reports of the presence of mercury ompounds, fluorides,
and other pesticides, giving o total of 2820 There were 125 sctions
brought because of the presence of-inonochloroacetic acyd as a pre-
servative and 78 because of the presence of mineral oil in salad dress-
ings or mayonnaise and on papeorn, A lesser number of reports were
found regarding the presence of methy] aleohol, dehvdroacetio acid,
coumarin, cvanides, diethvistilbestrol, Gonyanlar toxin and quaternary
ammomium compounds, and a4 scattering deasling with the presence
of sand, stones, glass, metal or plastic toys, and fith, There were a
Bimited number in which therapeutic cliims made the products re-
sponsible under the dreug provisions as well as under the {ood re-
quirements,

O this total of 360 FUNL I, there were 28 contests. Thye charge
of adulteration was brought in 14, of musbranding in ten, and of both
adulteration and mishranding i four. A plea of not guilty was offered
m four cases. Inone, Fo N 112995, involving vitaming, was sustained
by the court on the basis of valid guaranices,  In fwo cases the trials
resulted in verdicts of guilty (FN, 1 7,926, fluortdes in beer, and
N 1011280, mineral ol i osalad dressingy. In the fourth ecase
(KN 119,380, imvolving the right of factory inspection of a packer
of apples, the United States District Court found for the government,
but this decision was reversed by the United States Court of Appeads
for the Ninth Circuit and by the Supreme Court of the United States,

There were a total of 24 serzares which were actively contested
in the courts. The verdicts in 14 were favorable to the government; on
appeal, two of these decisions were reversed (F. N. [ 19101, on a
heverage, amd F. N. [ 17804, deabing with the presence of metal
trinkets in candy).  On the other hand, decisions in favor of the
defendant were handed down in ten trials of contested seizures; two
of these were reversed on appeal (F, N, JU8920, on spray residue on
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apple chops, and F.ONU LU 13863, on mimeral ol 1o beapplied o pop-

COT Y,

The ever-all pieture shows that the govirnment eventually

won favorable decistons i 16 of the 28 contests, or somewhat more

than half of the contests,
No noteworthy decisions were ohs
standpoint 10 the noncontested cases,

erved from the pharmacological
O the other hand, a number

of points were noted in reviewing the information reported on the

contested cases,

The first twe contests deal with arsenic and lead spray residues

on apples and apple chops, In F. N,
refused entry and mspection of the §
packed for shipment. He was broug
turned a verdict of guilty. This was
which reversed the finding on the has

Cougress by seotion 4D gives the oy
and section 33D warns han that 3 he ex
table to snprizomment. 1t s troe thar “ih
away’ N munner seemingly anjust 1o the
stdering an acr of Unngress, Swueh g rownd
witkes an absardity of the requirement of the

Appeal o the United States Sup
the deciston of the Ninth Cirouit, rejes
that 80 per cent of the violations of th
inspection and stating:

Nowhere does the Act sav that a fact
taspectiss at g reasonsble hour, Seotion 704
thoned on Ymaking reguest oxd oblaining
irapestion which Section 335 backs with a
on the face of the statute that the Adt probd
only i permission has been previonsly grante:

This decision led 1o modification «
spections under specified conditions,

A shipment of apple chops which

L 19380, the defendant Cardiff
ctory where apples were being
bt to court, and the judge re-
appealed to the Ninth Circuit,
3 that the law was not clear:

crator the right o relnse inspection
croges the right so given hun bie s
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[ the Act to permit-factory -

contained an average of 0.527

grain of arsenic {as As,00) and of 0.5 grain of lead per pound was

dealt with tn F. N. L 89200 1t was o
that the article contained added poisa
which may have rendered it injurion
shipper wis the same company that
19,380, - Trial was held before the cour
by expert witnesses, . In the charge to

The Covrt nstructs you that the guestiun
any poisonous of slelgterons sphetance wh

arged under Section 4 2{n3(1)
aus and deleterious substances
5 to health, Tovidentally, the
was the defendant i F. N. |
and jury, including testimony
he jury, the court stated:

of whether the appde chops contain
chromay vender them dnjurioud
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Bealth depends on whetber o not the guantity of such poisonons or deletérions
substunce fosmd o the peoduct into which such apple chops would be manuifacs
tured may render such maouiactured product indovious to health, 1 you find
that the apple butter mio which the apple chops w this case wonld be manu-
factured would not have an arsenic or lead content which might render the apple
butter miurionss to health, then your verdicy should be that the apple chops are
not adulterated Iy reason of the presence of lead or arsenic and they should be
reteased 1o the claimang,

The jury returned a verdict for the cammant, and the libel of
seizare was ordered dismissed. The government appealed to the
Ninth Cireuit,  When the matter came on for hearing before that
court, the product had become rotfen and valueless, rendering the
decision moot. The Ninth Circuit reversed the decision of the district
court and remanded the case for entry of a decree of destruction,
which was done.

Following a large number of seizures of Mrs, Price’s Compound,
which contained between 95 and 100 per cent of borie acid and which
was offered for use in the home canning of vegetables, fruits, pickles
and preserves and also inothe preseeving of fish, game, milk and cream,
IFOND 13739 reports the findings of the court in an action brought
for a permanent mjunction, - The findings of fact state, in part:

The use of the producis labeled sn part, “Mra, Price’'s Compeound” and
“Mrs, Pric Specially Propared Puckage of Borie Acid,” by virtee of being
omposed krgedy of bore aedd is potentially dangeroiz o the hedlth of the
consumer,  Fhe directinns recommended in the prsmted matter . . . de not
adegnately jusare the proper stevibeation of the utensils uwsed n the ranniog
procedere, nor do they adegaately nsure the destruction of heat resistant spore
forming bacteria capable of predociuy spotlage and toxing dangerons 10 health,

The use of borie acud as & preservative vither for canved foods or Trish foods
in speciheally recogmired as dangerovs to health i tog the consumption of a3
fitle ag one half gram of borig acid per day over long periods of tine i3
dedetevious o health in that serioss chronde poscnmy will resslt, Use of the
products tabeled dn part . L . i aceordanioe with the dHrection contained in
the printed ssatier can resalt i the consumption by an aversge family of five
recetving five servings to a quart of home canned food, of s wuch as 124 grams
of Botie acid daily for sackh quart used,

The injunction was granted.

A permanent injunction against a cheese factory (F. N 113,264
hecause of the presence of flth in the milk which might render the
finished product. injurious to health was appealed from the district
court to the Fighth Cireutt and modified; when factory inspections
showed that the conditions had been corrected and capable personnel
placed in charge of the operation, the injunction was dissolved. In
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hearing testimony regarding alleged adulteration of dried whole eges
(F.NC L8887, including references to the Hipolite Egg Company
(N J. 508y, 1t was brought out that the egyg powder in question, when
seized, was wot injurious to health, | This lot and another were used
for baking cakes, and no difference in the finished products could be
noted nor were there any il effects from eating such cakes. The claim

of the government that this egg pr
irrespective of possible imjury to heg
adopted by the Association of Offe
rejection by the court and to a verdie
of the libel.

A number of cases were brough

fluorides; contests developed in two,!

wuct was partially decomposed,
th
|
i

and based on secret fests not
al Agriculraral Chemists led to

¢ for the claimant, with dismisgsal

against beer and ale containing
In F. N, L. 7.926, trial was had

before a jury on the basis that the beer contained 15 parts of Fluerine

per mithon. 1y, McNally testified (f
unless he drank 15 bottles at one timgd
testified that eight parts per mithon
of the judge 1o the jury stated, in part
1owant to point oot to vou that i 3% en
much the guantity of fluorine was which
Was fluovine in some form added as an &
Court cases say, tis an added deleterious
11 3% an added deleterns ingredient the sta
of the deletertous dpgredient.  Thas the
section of the statute with which we are «
terions substance and the quantity of the d
H oyon find fnorine in any form wi
sustained its burden,

The court said that it was of no 1
wheetook fluorine into his systeny tes
it w0 far as e knew ; the witness was 1
he was harmed or not. It was of no
or salt contained Auorine in guantitie
The jury returned a verdict of guilty
againat each defendant, with suspend
against the manager,

The desire to produce Inss in
mavonnatse or salad dressing led
the ail with maneral oil. This was th
the government snd of three contests

the decision in F. N, I 11280, the o

at he would not be apprehensive
com the other hitnd, Dr. Carlson
waould be harmful,” The charge

Hirely submporiant and irrelevant how
vy added w the beer,  The izsue i,
gredient® T, s onk of the Supreme
ngvedient, the statnde denounces that.
tute denounces, not an-adided quantity
sravatpen ov material charge I the
sncerned is the additton of the dele
sleterions substance is of po moment,
= nidded the Government has

npartance that an expert witness
ified thut he was not harmed by
wit i a position to know whether
importance 1n this case that tea
s not harmful to health as used.
amd fines of $5.000 were returned
wid rentence of six months in jail

body weight while vonsuming
replacement of a large part of
 basis of a number ol actions by
all wom by the government, - In
urt held that mineral el is non-
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nutrient, generally sold in drug stores “to oil up the alimentary canal
of the human body,” and has no nutritive value. In the charge to the
jury (F. N 11AR4) the same question is put as in an action against
mayonpaise (F N 111482 0 “Is mineral o1l a deleterious substance
which may render mayonnaise injurious to health?”  In the mayonnaise
case, the judge found for the government. In the salad dressing case,
the judge pointed out that this isa product used as a {ood by man and
that the question was whether mineral oil, which “may be consumed
as a food by the strong and the weak, the old and the young, the well
and the sick . . . may possibly injure the health of any of these.”
The jury decided that it might, and returned a verdict for the government,

With the shortage of butter during the war period, mineral oil
was used--sometimes with an added vellow color—on popeorn, A
substantial amount was sngested, and the question arose as to whether
this would be harmful and deleterious to health. In F. N, 1. 5,635,
the court statedd ¢ there is no evidence before the Court showing
that mineral ol in the quantities used would be injurious to the public
health.””  The case was accordingly dismissed,  On the other hand,
F.N. 18831 reports granting by the court of a permanent injunction
to restrain interstate shipment of popped popeorn containing mineral
oil. It was stated in the fingdings of fact that such wineral oil absorbs
fat-soduble vitamins Ay D and K, and also that it tends to cause rectal
irritation, with the further finding -

That the popped popoors which s the product of the defendant containg
muneral ol in sufficrent guantitics to b harmioly that such minerid oil i3 a dide-

tericus substance which readers the popcorn injurious o Bealth; that the popcorn
i therefore adulterated within the meaning of the Food, Deug and Cosmetic Act,

In a further action agamnst a mineral ofl product (F. N, 113,863,
the district court found for the claimant and ordered the lLibel dise
missed.  This was appealed to the Fifth Cireuit, which rendered a
majority decision reversing the findings, It s cincluded that the
popeorn being sold might contain 12,5 per cent of mineral oil, and
expert testimony recognized the harmiul effect on the system by
resmoving the fatesoluble vitaming,  In dissenting opinions, it was stated ;

Zeal for enforcement, T think, i here outrpnuiig comanon sense and the
true itent of the howe  The selzure was made in 1943, i the sidst of the lat
war., .. . Because of war conditions, cecoanut il conld not be had at all,
butter and cottonseed ofl, sovbean and Wesson oil, which had food value, hecume
scarce and practically unobtainable begause Of the war demand for foodsiuffs.
Seapething else had 1o be substifnted in the popeorn business, carvied o at movie
theatres and stmtlar places of amusement, where popoors 18 eaten in wlleness
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and not for puttiment,. Mineral oil came mbe general vse for the popoorn
dressing i a nikel package of poponrn, which weighs one ounce, there
would be only onc-sixteenth of an ounce of dressing, sav a hali-teaspoonial,
That is, by common experience with mineral oil, neglivible.

A fermentation whibitor, monochloroncetic acid, was developed for

use with various types of beverages, particularly beers and ales.  In gen-
eral, the solution contained 11 to 34 per cent of the active ingrediont,
for addition to the food products, Tt was stated by the judge (F. N, 1
8,302y that this product 13 a polsonous and deleterious ingredient—even

though “when used in proportions not to exceed 300 parts per million, {it]

does not render foods or beverages ing
for human consumption.”  This same 3
decision condemning this product (F, 2
12 the label failed

Fa £13
poisonous, toxie and caustic substance,

333, in which i

Although a number of selzures were
upon the presence of monochloroacetic
test (FU N 119,102 which was based gy
in beer, with the clabm that the defenda
or deleterious substance. The court disr
ing of the amended miormation, it was ru
charged had oceurred more than three
therelore, prosecution was barred by th

court dismissed the action,

The gquestion arose in F. N, | 12,7
This was submitted to the cour
nuwmber of products were seized and dest

i Towsd,

of the presence of sand, divt, and othe
In FUND L3721 is the report of 4 seizy
to contain added deletenious shell fragn
product injurious to health
portion of Section 402 dealing with adult

This case

{ad{1y 1§ it bears or voplams any poisons
may vender it imjuricus to health; buy o cas
substance such food shall nor be comsidered 2
guantity of such substance in such food doeg
to health

i

The judge’s opinion imdicated that
contain  deleterious substances, such as

of shell an ovsters, Shell fragments can

uriongs, deleterious or unsafe
tandard was repeated in the
N, L1000y and in FOONLD L
the of this

eclare prosence

without contest, based
cid in beer, there was 4 cini-
on the presence of the product
1is knew 4t o be n polsonous
nssed this charge ; upon hear-
ved that the most recent offense
vears before such filing and,
s statute of mitations, The

made

I as to whether saccharin s
. which ruled that i1t was, A
roved without contest because
r nonnutritive contaminants,
re of canned ovaters, alleged
ents which maght render the
was brought to interpret a
ration, reading

1% or deleterious spbstunce which
the substance is not an added
Tubtersted under this cluuse i the
not ordinarity render 1t injurious

i

some food products might
bones i fish or fragments
ot be entirely separated from
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an oyster food product. Tt was noted: “lt 1w the character, not the
quantity; of this substance that controls its ability to injure”” Since
this shell 1s not “added” vor can it be "avoided.” it was concluded
that the presence of these shell fragments does not ordinarily render
avsters injurious to health, and the libel was disnyissed,

A similar decision was reached in F.NL J, 8917-that, regardless
af the care used, some hidden parts of the viscern or the shell of hard
¢rabs may not be eliminated by the cook in preparing the item for
comsumption. While it makes the material unattractive and unpleasant,
it cannot be sald 1o be "filthy” nor definitely mjurious to health,
Therefore, the court dismissed a seizure of canned herring roe, .

A somewhat different approach was used for the interpretation
of this same section regarding the presence of poisonous or deleterions
substances which may render a food injurious to health and of subsee-
tion () which states that confectionery should not contain any non-
nutritive substance except harmless coloring, flavering or glaze, In
F.ON. LO17.804 it was alleged that candy and <chewing gum were
adulterated becanse they were mixed in o alot machine with metal
trinkets or with plastic animals, boots, ete. The distriet court con-
demned the products 1o the vending machines as adulterated. On
appeal, the Fourth Clreuit reversed this decision on the basis that
neither the gum nor the candy contained the trinkets, but was mixed
with them in the bowl of the vending machine by the operator: there-
fore, peither the gam nor the candy was adulterated.

In the field of vitamin products, most of the actions were taken
under the drug elassification,  The question of guarantees was the
hasis of action reported in F.N, 1 12995 The product was labeled
toy indicate that sis tablets furnished 10 my. of niacinamide ;) the tablets
in question contained a lesser amount. Since they were manufactured
in Hollywood, California, and shipped under a continging guaranty
to San Diego, California, which constituted an bitrastate shipment,
it was charged that the provisions of Section 30T(hy did not apply, as
that section covered only interstate shipments, The district judge
Follonved this reasoning and ruled that the Libel should be dismissed,
On appeal, the United States Supreme Court reversed this decision,
arguing that such shipments might later enter interstate commerce
and that a false guaranty should not be permitted.

There was u seizure of blackstrap molasses, since a book Look
Vounger, Live Longer, by Gavelord Hauser accompanying the article
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and misleading

12
K]

allegedly constituted labeling, and contained false
statements regarding the valoe of the product i supplving many
ming, with a series of therapeutic ¢laims handled under a drugs-mdedevices
notice of judgment (D DN §3658%, Tn this proceeding, reparted
in F,ON. 17852y, the basic gquestion was as to whether or not this
boak, which had been published belore the product came on the market
and which did not specifically refer to this brand of molasses, should
be constdered as “labeling.”  The onginal Bibel was amended to show
the relationship between claims on the product and statements in the
book, inchuding pavments of rovalties to the author for use of this
association, and the district judge maled that the book was a part of

wita-

the Iabeling of the product,

In another action involving the claims made for an orange bev-
erage (F. N. 1 120010, the qguestion developed as to whether this
product was o complete replacement for orange juice. The case was
submitted to a jury, which returned o verdict for the government.
Oy appeal to the Third Cirouit. the decision of the lower court was
reversed,  This had to do with the relationship of any tmitation prod-
uct to a natural food,  Eevidence was subnutted in the district trial
that the orange beverage did not contain vitamin € and assays on
guinea pigs were admitted to show that this product led, in the test
animals and in children, to seurvy, which did not develop following
the ingestion of true orange juice.  Far various reasons, the decigion
of the lower court was reversed and the United States Supreme Court
The caze was then i

denied certiorart, crptssed,

s, but with the added plea that
ht. A combination of vitamins

Several products were offered as foo
they would aid 1 the reduction of weig
and minerals (F. N. 1129963 was shown to be a mixture of dextrose,
wheat germ and a small amonnt of malt, The district judge ruled
that the ingestion of these tablets to curh appetite and aid in diminich-
ing hunger pains was not false or misleading and that the product
should be returned to its owner.

Omne form of candy was being sobd for free consumption as part of
a weight-reducing program: a perminent injunction was. granted
against it after ashearing (F. N, J. 3.623).
af a hard caramel, and containing vitamins A, B and 1 wag sold as a
Ay action against the company was barred

Another candy, consisting

part of a reducing plan.

(F. N. J. 13,697, on the basis that the
in g case involving the same charges,

witnesses had given testimony
in a prior hearing before the
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Federal Trade Commission (FTC Docket No, 4808y, Subsequently,
an action was had before o district judge 1o decide the merits of wa
case. Tt was pointed owt that the product contained vitamins A and
D, oand also B, 1 1 significant
amounts,  After hearing evidence, the court handed down findings of
fuct and dismissed the lbel

2 ¥
(TN 5

caleiom, phospherous and fron, §

T the survey of the firsy 23400 notices of Judgment on foods,
G641 had some pharnacological hmplications, and the povernment won

[The End]

5

contests,

soaniewhat more than half of 1he 2

* FDA—COURT ACTIONS DURING APRIL, 1959 «

A pew logh was reached 1 Ap
hazardous o health when a total of
market, The Food and Drap Adminstration reported selzuse ol 210 tons
of mercury-contaninated wheat and 144 tong of froven sphitach with an
wnsafe amount of the pesticide DT, The mervurinl compound in the
wheat s a known poison baving legittmale use only as a seed treatment,
FDA stated. The chopped spimach was representative of a ginslarly con-
sminated total pack of 4 midhen pounds in hounce packages The
revnaingder of the pack was o be wvolurarily recalled from retadl stores
by the packer,

The Admaastration Yy CTeTnes
axtere-treated sk, totaling 100 tons, ey
entry mtn the Linited Bates of an addin
Thie avtion was o allowsup resulting o
enrred on March 24, when a Haddon T
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