Lotter of Acting Secretary Dunlap to the President.

The President,

The White House.
Dear Mr. Presi&ent:

I wish to acknowledge Mr. Sanders! letter of June 13 trans-
mitting a communication addressed to you under date of Juns 3, 1923,
by Dr. Harvey W. Wiley. Dr. Wiley alleges certain laxities in tha
enforcement of the Federal food and drugs act and encloses exhib-
its bearing on the charges which he has made. The substance of his
allegations appears to be covered by the suggested executive order
wnich 18 included in the concluding portion of his article entitled
"A Job for the New Administration” published in the Good Housekeep-
ing Magazine for June, 1925. That suggested order proposes the
repeal of certain previous orders, regulations, food inspection
decisions and other pronouncements which according to Dr. Wiley
have permitted the continued use in foods of benzoate of soda,
sulphur dioxide and sulphites, saccharin and alum &nd the con-
tinued traffic in bleached flour and Coca Cola, which Dr. Wiley
holds fto be violative of the food and drugs act.

The allegations which Dr. Wiley makes are serious. Bacause
of his eminence as an advocate of .the purity of the feood and drug
supply of the nation, and because of great service rendered by him
in helping to bring about the enactment of the food and drugs act,
one of the mest beneficent placos of leglslation sver passed by
Congress, his statements are deserving of the most careful and
respectful asttention. I have taken cccasion since receipt of this
commmication to have made a careful review of the history of the

enforcement work under the food and drugs act in so far as it
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relates to the particular items mentioned by Dr. Wiley. I know that
I am voicing the feeling of the Bureau of Chemistry ss well as my
own when I say that there is the utmost sympathy between the offic-
ials of that Pureau in charge of the enforcement of the food and
drugs act and the higher administrative officers of this Department
who are called upon to review in a general way, actionstaken in
connection with the food and drugs act. It is not my purpose to
namper the Sureau of Chemistry by any restrictions which will pre-
vent the 1literal application of the terms of the law to food and
drug products brought within the jurisdiction of the act. The
Depertment and the Bureau of Chemistry share Dr. Wiley's view that
the use of substances such as bonzoate of sods, sulphur dioxide and
sulphites, saccharin, alum, chemical bleaches in flour and added
caffoin in veverages, is for the most part undesirable from the
broad general standpoint of humen health and nutrition. The elim-
ination of these extraneous substances from the food supply is &an
object greatly to be desired. We differ from Dr. Wiley only in our
view as to tho adeguacy of existing means which may be employed to
attain these ends. Dr. '.'liléy's view appears to be that there is
sufficlent evidence now aveiladle to warrant the institution of
proceedings under the food and drugs act looking to the elimination
of all of these substances from the natlon's food supply. A review
of the Department's actions may demonstrate why the Department 1s
obliged to differ with Dr. Wiley.

Legal action under the food md drugs act has been brought
against Coca Cola, against bleached flour and ageinst saccharin.
¥o such action under the act hes been instituted agailnst benzoste

of soda, alum, sulpmar dioxide and sulphites.
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In the action against Coca Cole, the principal cause for
complaint was the presence in this product of the substance caffein,
which the Department held to be m added deleterious ingredient.
Expert testimony intended to establish the deleterious character of
caffein was introduced by the Department in connection with a
seizure instituted in the Zastern District of Tennessee in October,
1902. Contrary oxpert testimony was introduced by the claimant.
The court, however, held as a matter of law that caffein in the
preduct in question.was not an addsd ingredient within the meaning
of the statute and directed a verdict in favor of the claimant.

The Government tock an appeal in this case to the Circuit Court of
Appeals for the 6th Circult, which sustained the judgment of the
district court. The case was then carried by the Government to

the Supreme Court of the United States upon a writ of error. In &
decision rendered May 22, 1916, (241 U. 3. 2635), the Supreme Court
reversed the lower courts and romanded the case for retrlsl. The
Supreme Court's decision substantially established that caffein in
this product was an added ingredient and left for retrial in the
lower court the question of fact whether the added ingredient was
an added poisonous or deleterious Ingredient which may render

such article injurious to health. The respondent thereupon changed
the formula for its product so as to reduce materially the amount
of caffein in the finished article. Holding that a decision of the
question at issue, in view of the reduction of the smount of caf-
fein in %he product, would not be conclusive in any future procecd-
ings, the claimant withdrew its claim and all other pleadings and
consented to the entry of a judgment in the case. There had in

the meantime been nanded down by the Supreme Court in February, 1914
(232 U. 8. 399), a decision in the ovleached flour case to the &f-
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fect that the burden was on the Government, with reference to the
section of the act relating %o the ﬁddition of a poisonous or
deleterious ingredient, of establishing, in order to prove adul-
teration, that there 1is & possibility, when the facts are reason-
ably considered that the food moduct by reason of the presence of
the added polsonous ingredient in the amount found may injure the
nealth of scme consumer., Before this decision wes rendered en-
foreing officilals, including we believe Dr. Wiley, had assumed
that 1t was necessary to establish only that the ingredient was
added and wes in itself of an injuriocus character in order to prove
adulteration within the meaning of the law. By reason of the re-
duction of the amount of caffein in the formula, of the Supreme
Court's decision in the bleached flour case, and because as will
later be developed, of the difficulty of establishing harmful ef-
fect by expert testimony, the Department has never felt that 1t
has hed available sufficient evidence of the deleterious character
of Coca Cola to warrant it in bringing action against the product
as now manufactured on the charge that it is adulterated within
the meaning of the food and drugs act, because of the presence of
added caffein,

Reference has been made to the bleached flour cese. An
action was instituted on or about April 1, 1910, against a shipment
of bleached flour alleged to be adulterated and misbranded. Among
* the charges of adulteration was one alleging that "it contained
added poisonous or other added deleterious ingredients, %o wit,
nitrites or nitrite reacting material, nitrogen peroxide gas and
other poisoncus and deleterious ingreidents and substances which

may render said flour injurious to health." These ingredients
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were present as a result of the treatment of the flour by an
electrical bleaching process known &s the Alsop process. The trial
lasted for five weeks, during which the CGovernment and the claimant
introduced expert evidence on the physiclogical action of the
various ingredients present a&s the result of the bleaching operation.
There were two separate speciel verdlcts; one that the flour was .
adulterated, snd the other that it wes misbranded. The claimants
took the csse %o thae Circuit Court of Appaals far the Eigath Cir-
cuit. Thet court found error in the instructions of the lower
court to the jury as to the interpretation of the clause of the Act
relating to deleterious ingredients. The Supreme Court on a writ

of certiorari reviewcd the decision of the Cowrt of Appeals as o
the construction of the cleuse of the statute which declares an
article of food adulterated if it contains any added poisonous or
deleterious ingredients, which may render it Injurious to hnealth.
This was tho sol2 question considered by the Supreme Court. It
neld that the instructions of the trial court with raeference to this
porticular clause of the statute were erroneous ar at least mislead-
ing and remanded the case for retrial. The Supreme Jourt's deci-

sion as alrecady steted was that "if 1t cen not by any possibility,

" when tho facts are rceasonably considered, injure the health of any

consumer such flaur, though having a small addition of poisonous or
deletorious ingradients, may not bde condemmced under the Act."

While tho Department of Agriculture in the original trial of the
plesached flour case was able to advance what 1t believed to be
avidence of the deleterious character of the various bleaching
agents found residual in the flour, it was forced %o recognize that

in the oxisting state of the scionce of toxlcology, it would be
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impossible to produce evidence %o support the charge in court that
the seized flour contained deleterioug ingredients which might
render 1t injuriocus to health, within the meaning of the statute
as construed by the Supreme Court. It therefore advised the De=-
partment of Justice that iIn its opinicn the charge that the flour
contained an added delsterious ingredient which might render it
injurious to health should be eliminated from the libel. The
11bel was amended in accordance with this recommendation. There-
upon the cleimant withdrew its claim, answer and appearance and a
decree was entered ordering that the amended libel be taken pro
confesso, the cause heard ex parte and all the allegations of the
amended libel found to be true. Thus the charges upon which the
cagse was finally determined bore no relation whatever to the
deloterious character of the added ingredients prasent as & result
of bleaching. Following such termination the Bureau of Chemistry
in a Service and Regulatory Announcemont issued December 30, 1920,
copy enclosed, (Items 350), snnounced that "mo action would be
taken at the present time on the ground that pleaching introduces
into the flour & substance which may Ye injurious to health, pro-
vided as a result of bleaching there 18 not intreduced such & gquan-
tity of the vleaching agent as may render the flour injurious as
indicated in the decision of the Supreme Cowrt. Should evidence
later become available that the bdleaching of flour introduces an
ingredient in minute quantities which has the offect of rendering
sne article injurious %o health, announcement of the fact will be
made and appropriate action will be taken # # #," The last
sentence of this mnouncement was based on the realization that
under the existing methods of physiological experimentation guffi=-

cient evidence of the harmful character of the food preduct was
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net attainable but with the thought that adequate meChoéa of demon-
strating harm might later be devised by some experimenter. To
date neither the Burasau nor other experimenters have reported such
findings.

The Department's attitude on saccharin is cleerly shown by
the snclosed Food Inspection Decision 142, approved February 29,
1912, by Secretary of Agriculture Wilson and Secretary of Commerce
and Labor Nagel. The then Secretary of the Treasury dissented
from this snnouncement. It was held in this decision that foods
containing saccharin are adulterated beceuse they contaln an added
deleterious ingredient and because the use of saccharin lowers the
guality of the food. This decision was based upon the investiga-
tions made by the Referee Board of Consulting Scientific Experts
raferred to in Dr. Wiley's article as the Remsen 3Board. This
Board was appointed at the direction of Presidént Roosevelt after
1t had become evident that in the enfercement of the act repeated
guestions regarding the physiological actlon of various food in-
gredients were arising. The Board was presided over by Dr. Ira
Remsen, & distinguished orgenic chemist, then President of John
Hopkins University, and its personnel consisted of men elmost
universally recognized as the leading physiologleal chemists of
the country, namely, Professor Russell H. Chittenden of Yale
University, Professor John H. Long of Northwestern University,
Dr. C. H. Herter of Columbia University and Professor Alonzo Z.
Taylor then of the University of California. The attitude ex-
pressed in Food Inspection Decision 142 represents the present
attitude of the Departument. It has nevertheless been unable to

maintain this attitude in the courts. A criminal action under



Section 2 of the food and drugs act was instituted fn St. Louis
agrinst the Monsanto Chemicel Co., one of the leading manufactur-
ers of seccharin offered for use as a food sweetener. The product
was labeled in part as positively harmless and the issus was
practically narrowed by the couré through the slimination of
charges based on other statements upon the label to & determination
whether the statement "positively harmless" was false and mislead-
ing and a misbranding under the food and drugs act. This restrict-
ed the issue to the establishment of the injuriousness to health

of the substance saccharin., The Government presented what it
considered to be, and still considers, satisfactory evidence of

its deleterious character. The case was strongly contested and on
two soparate occasions resulted in & mistrial, It is understood
that the juries in voth trials divided seven to five in favor of
the Government. The trials were axtremely expensive. The first
trial cost the Bureau of Chemistry £28,038.68, and the second,
$8,278,19, both amounts being exclusive of the cost of general ad-
ministrative overheed and preliminary laboratory work. The expense
incurred by the Department of Justice 18 not known but was large,
especlally in the first trial owing to the employment of special
counsel. Upon the failure %o reach a definite conclusion after the
second trial, conferences were had with the Department of Justice
and 1t was determined that the Government could not hope to pre-
vail in the trial of this issue upon the facts and under the cone-
ditions presented. The Department of Justice concluded the ex-
penditure of additional public funds for the purpose of attempting

t¢ retry this case to be inadvisable and the action was dismissed,
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The %hree cases just clted, namaly, the Coca Cola case, the
bleached flour case and the sacchurin case, are ifllustrative of the
extreme difficulty which is encountered in establishing by the in-
troduction of technical scientific evidence that the addition of
deleterioas ingredients to food in the spall amounts in which they
are present may render the foods injurious to health. In contested
actions such as those described it is slways poasible for the op-
ponents of the Govornment %o secure evidence of & xind almost 1if not
quite as convinéing as that procured by the Goverrment and in op-
position %o 1t. The evidence is highly scientific and rresents ex-
treme difficulties for the average jury. The Government must,
mopreover, prove its case in criminal actions beyond & reasonable
doubt and in civil cases by a preponderance of evidence.

In the case of henzoate of soda, sulphur dioxide and sul-
phites, investigations have been made doth by the Bureau of
Chemistry and by the above mentioned Referee Board of Consulting
Scientific Experts for the purpose of determing whether these sub-
stances may be regarded, whon used in foods, a8 added deletericus
ingredients. Alum was studied by the Referee Board but not by the
Bureau of Chemistry. The depertmental orders relating %o btenzoate
of soda and sulphur dloxide, to which Dr. Wiley refers as blocking
sction and which he asks be rescinded, are respectively Food In-
spection Decision 104 and Food Inspection Decision 89 anclesed.

The first named decision, based on the firdings of the Referee

Board of Consulting Scientific Exports, holds that sodium benzoate
may be used in focd products if 1ts presence and amount are declared
upon the label., The Referee Board found no evidence of physiclog-

tcal harm through the use of foods containing sodlum benzoate.
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Although these findings were at varience with these obtained by

Dr, Wiley in the Zursau of Chswiscrﬁ, they were sufficient to Jead
the Bureau of Chemistry to belleve thet 1t could not successfully
maintain a case in the cowts against a food containing sodium
venzoate. Food Inspection Decision 104 stands &£& an expresslon of
Departmental and Bureau opinion today and were it rescinded the
Bureau of Chemistry would not be in a position %o take successful
legal action against sodium benzoate as an added deleterlous in-
gredient which might render the food in which it 1s used injuriocus
to health. The only pertinent portien of Food Inspection Decision
89 is the peragraph relating to sulphur dloxide, which permits the
presence of this substence in the usual amounts in foods if its
presence i1s declared on the label. The extensive physiological
investigations of the Referee Board and of later Investigators
falled to demonstrate conclusively the adverse physiologicsl
action of sulphur dioxide or sulphites. We have recently had these
reports reviewed by the United States Public Health Service, which
confirms the conclusion reached by the Reforeec Board that there 1s
no evidence that sulphur dioxide in the usual amounts 1s an added
deleterious ingredient which may render the food injuriocus to health
As in the case of Pood Inspection Decision 104, even were Food In-
spection Decision 89 rescinded the Bureau of Chemlstry would not

be in a peition to take successful action egaeinst food containing
sulphur dioxide, and this is notwithstanding the fact that investi-
gations carried on by the Buresu of Chemistiry under Dr. Wiley's
direction sstablished to nis satisfaction that sulphur dloxide was

injurious.



No departmental order on alum hes been 1ssued, but Departmsnt
Bulletin No. 103, enclosed, contains & sumary of the re;ults ob=-
Seined on the study of this substence by the Referee Board. That
Beard did not find evidence establishing that foods containing added
alum might be regsrded as containing an added deleteriocus ingre-
dlent which might render them injurious to health. In view of the
findings of that Board and because of the judicial decision in ths
bleached flour case, action against foods containing alum has not
been instituted.

In conclusicon it may be stated that the attitude of the De-
partment is not based upon any favorable consideration of these
substances but upon & recognized lack of power under this statute,
a8 interpreted by the Supreme Court, to mrevent thelr use in food.
Since it 1s necessary to show that these products are not only
themselves poisonous tut that as ingredients in food they are
present in sufficient cquantity to mske consumption of this food of
possible injury to health, it is obvious that an attempt at prose-
cution with respect to the substances found by the Referee Board
to be without adverse physiological action would result in defeat
for the CGovernment. This would be likely to stimulate more wide-
spread use then now prevails; The Department's course in these
matters 4s influenced by the limitations of existing methods of
physiological experimentation. We are not convinced that deleterious
results are not prodiced in some degree by the consumption of these
extraneous substances. While we feel that from the broad standpoint
of human health and matrition their presence in foods is undesirable
1t wilil be impossivle to compel their exclusion unless the Miture

should develop refinements in methods of physiological experimenta-
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tion greater than now exist, by which thedr possibie injurious ef-
fect upon health may te established. In such circumstances their

exclusion at this time can be effected by legisletive action

alone,
Respectfully,

{8igned) R. W. DUNLAP
Acting Secretary.



