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M r . Anderson: This hearing is in connection with an importation of chicle 
consigned to Chicle Development Co., 500 Pifth Ave., New York City, 
arriving on 3.3. Panuco, entry No. 320018, entry date 10/9/35 . The ship­
ment wes examined and part of it found to contain lead in excess of the 
tolerance of this Department. The portion so found is labeled MECAI/./ SN - 
132 bags. This portion of the shipment was accordingly detained un der the 
Food ^ Drugs Act as being adulterated, sines it contained an added poison­
ous or deleterious ingredient, lead, v.’hich may render the article 
injurious to health. The purpose of th® hearing is to give th® importer 
an opportunity to find any fault or error in the government's findings.

Mr, Wharton: I think at this point we might amend and supplement the 
charge by adding the charge that it contains.a-substance, lead, which may 
be injurious to the health of the people of the United States.

Mr. Anderson: We will be glad to hpv® any statements you care to o ffer.

Mr. Dunn: Mr. Anderson, I would lime to have the privilege of m aking a 
brief end summary statement in behalf of the respondent at this proce ed­
ing. (Reeds statement as follows:- "Re: Port No, NY 20113. Thi s is an 
administrative hearing to the Chicle Development Co., located at 500 ^ifth 
Avenue, New Yor. City, upon the detention of an importation of 132 bags o f 
chicle under the federal food and drugs act, consigned to the company, "’ he 
official notice of October 24, 1935, to the company charges in effect that 
the inspection and analysis of a representative sample of this chicle 
indicates that it is adulterated in violation of the foregoing ac t -Since 
it contains an added poisonous or deleterious ingredient, lead, which may 
render the article injurious to health.' The company has not b®en in ­
formed of the amount of lead officially found in this chicle; but it has 
been informed that this amount exceeds the maximum lead tolerance allowed 
under the act of ,018 grain per pound. | /£ » Q
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"In importing this and its other chicle the company is acting  for 
two large domestic manufacturers of chewing gum; it import s about 50 per 
cent, of the chicle imported into this country, and all of the  chicle 
imoorted oy it is used exclusively in the manufacture of chewing gum.
5nt in dealing with this detention the company is also representing 
another large domestic manufacturer of chewing gum, who impor ts about 40 
Der cent, of all the chicle imported into this country, w hich chicle is 
likewise used exclusively in the manufacture of chewing gum. Therefore 
at this hearing the company in effect represents the importers of at least 
90 per cent, of the total amount of chicle imported into this country,  and 
all of the chicle imoorted by them and others is used exclusively in the 
manufacture of chewing gum.

"This charge of chicle adulteration in violation of the act, by 
reason of the presence of lead, has greatly surprised and deeply concerned 
the chewing gum manufacturers directly affected. Consequently and 
immediately upon receiving the notice of this charge these manufacturers, 
proceeding through the Chicle Development Co., acted for the institution 
of a comprehensive, authoritative and conclusive scientific investigation 
of the fundamental facts presented, which investigation is directed to 
secure a due settlement of the questions presented by this charge th rough 
constructive collaboration with the government. Such action may be broad­
ly summarized as follows:

"(1) The company retained the following scientists to make this 
investigation: Dr. S.C. Prescott, Dean of Science of  the Massachusetts 
Institute of Technology, who has done notable fundamental research in th e 
field of food science; Dr. George R. Cowgill, Associate Professo r in the 
Department of Physiological Chemistry at the Medical School of Yale 
University, who has done authoritative research upon fundamental nutrition 
problems andWho is now investigating the scientific problem of lead in 
food; and Dr. Robert A. Kehoe, Associate Professor in the College of 
Medicine of the University of Cincinnati, who has done outstanding 
research into related lead problems and made authoritative publications 
upon this subject. This list of scientists may be extended as the 
investigation proceeds and such extension is indicated.

"(2) These scientists have been directed to make a comprehensive 
scientific investigation which will conclusively establish the following 
basic facts: (1) what amount of lead, if any, is naturally present in the 
baric of the Achras Sapote tree and in thé latex of that tree, fo r chicle 
is the latex from the young bark of that tree, solidified by boiling;
(2) whether or to what extent lead externally enters chicle in the course 
of its production and subsequent handling; (3) what amount of lead, if any 
and in maximum range, is present in the chicle in question and in oth er 
chicle imported into the United states; (4) what amount of lead, if an y 
and in maximum range, is present in chewing gum as a result of th e use of 
chicle in its manufacture; and (5) whether any such lead in chewing gum 
may render such gum dangerous to health under the necessary and customary 
conditions of its use.

"At this point it should be noted that because chicle is used 
exclusively in the manufacture of chewing gum and because chicle is only 
consumed by the public in chewing gum, the question of the applicatio n of 

■ e federal food and drugs act to chicle, by reason of any lead c ontent,
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-ast be determined upon the basis of its use in chewing and the 
rcsu'ti-.p. effect of such gum upon the health of the cons uming, public. In 
t>i¿"collection it should be also noted that the maxinun amount of chicle 
Ij* cl-.ev.im pun. ranges from 20 to 30 per cent., wherefore the.amount o f 
*u..  re-saltin.-: lead in chewing gun. is reduced proportionately; and th at

is chewed and not swallowed, except accidentally on rare 
occasions. Arid it should be further noted that a preliminary investiga­
tion indicates chat any lead in chicle is a patural a nd not an added 
ingredient; that the amount of any lead in chewing gum, adde d by chicle, 
is within tne tolerance allowed u n ‘er the act; that any such lead in 
chewing ¿urn is only partially chewed out by the consumer; and that chewing 
¿■ un is not actually or potentially injurious to health because of its 
chicle content.

"raving: made this introductory statement the Chicle Development Co. 
now respectfully requests that this hearing- be adjourned for six month s. 
This request is based upon the advice of its aforesaid, scientific e xperts 
and because such adjournment is necessary to make the scientific 
investigation require-'’ here. This is-an original proble m of food law 
application which requires an original research. Primary chicle materials 
rust be brou-ht from Mexico, chicle production and handling methods must 
be carefully checked, the methods of applicable analysis must be duly 
studied, extensive analyses must be made with respect to the primary 
materials, the imported chicle and the manufactured chewing gu m, and the 
indicated biologic tests must be completed. Bvery effort will be made to 
expedite this investigation and the government will be informed of its 
progress, for the manufacturers have only the one purpose of duly solving 
all the questions here presented in constructive collab ration with the 
Government. Their due solution is of vital importance to these manu fac­
turers.

"The Chicle Development Co. also respectfully requests that all 
additionel chicle detentions be suspended pending the completion of this 
investigation. This is the equitable procedure indicated here. Dor the 
investigation made in pursuance of the present detentions suffices as a 
basis to reach a conclusion of general application; such conclusion awaits  
the determination of this investigation, and the chewing eun manufacturers 
concerned o%.ht not to be subjected to the danger'of possible injury 
resulting from other detentions to which they are not in effect parties 
end which are therefore beyond their control and involve min or importers 
of chicle and minor manufacturers of chewing gam who are not positioned to 
mane the required scientific investigation. It is too clear for argument 
that any premature and unfounded suspicion cast upon the healthful 
character of chewin« gum will do an irreparable and wholly unwarranted 
injury to a great American industry.")

Now that completes my formal statement, and I will be glad to 
discuss it upon the basis of the questions which you may desire t'- ask.

Mjh- Anderson: So far as the Hew Yon: Station is concerned , I an sure that 
it would not be possible to ¿rant any such request. The natter would have 
to be referred t~ th® District and likely te the Administration.

-•r - Wharton? I will attempt' to speak at this time on the  subject of the 
viewpoint of the District. Before I do so, however, I wo uld like to ask
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some question, the first of which is have you considered, Mr. Dunn, the 
possibility of some process of lead removal from this material?

Mr_I_Dunn: Yes, we have that under consideration, and our scientific . 
investigation will necessarily include any improvement in the process of 
gum manufacture and chicle treatment which will be effective to remove 
any added lead from chicle before the chicle is introduced into chewing 

gum.

Mr. Wharton: Have you made any studies as yet from the standpoint of a 
practical method of lead removal?

Mr. Dunn; I should say that the negative answer must be indicated to that 
question because this whole problem of lead in chicle is a novel one. It's 
a novel one under the Act and. it's a novel one as to the m anufacturer’s 
effect, and we are attempting to duly solve thet problem both from the 
standpoint of the Act and from the use of our product by the consuming 
'public of the country.

Mr. Wharton: It appears to me that, while your objective is wholly con­
structive, there is indicated in your brief certain points wherein 
questions of controversial character enter which are involved in the 
question of the toxicity of lead, etc. It seems to me that, f rom the 
standpoint of the consumer based on the general knowledge that we oossess 
at the present time, your clients might be expected first to undertake  to 
find a method to remove any lead which may be in this material before 
using it in a food product. That seems to me to be a question tha t will 
O', pertinent when we consider discontinuance of action over this long six 
months period. .

Mr. Dunn: May I at this point give you the complete assurance of the 
three largest importers of chicle, who import over 90,£ of the c hicle, and 
the three largest manufacturers of chewing gum, that they will give full 
attention to the problem that Mr. Wharton has just mentioned, and 
Mr. Wharton will be duly informed of the progress of that investigation.

Mr. Wharton: I can readily conceive that the Administration might agree 
to the importation of chicle containing lead if it was assured that that 
chicle was free from this lead before use in chewing gum or in the urocess 
of being used in the chewing gum.

M r . Dunn: There are two problems presented there, Mr. Wharton. One is 
the problem of taking any lead out of this chicle that is used in chewing 
gum to the extent that is practical, and then the second uroblem is that, 
if there is a resulting amount of lead in chewing gum which falls within 
the tolerance established by the government, then of course there is no 
question about it.

' Mr. Wharton: Our information permits us to debate the question of the 
quantity of lead, which may be expected at least to be found in chewi ng gum 
by reason of the results obtained on chicle. In some determinations we 
have made of lead content of chicle based on a dilution of four to one,  
there would still be many times the present tolerance for lead.

Mr . Dunn; May I ask, Mr. Wharton, are the government determinations to
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which you refer made on a wet "basis? ■

M r . Wharton: They ere  made on the as is basis. ■

Kr.' Dunn: That's the wet basis really. When you say "as is",  you refer 
to the chicle in the form it is imported. May I asi further the question 
which I asked in the similar tea inquiry, which you very fairly answered? 
How high did the amount of lead which you found in chicle go as a maximum? 
You answered that question in the tea case.

Kr. Wharton; Well, our figures on lead determinations on chicle are very 
limited, but we have a few high results. In this particul ar shipment, the 
larger part of the shipment contained a very small amount of lea.d and the 
part of the shipment that was detained contained a considerable amount of 
lead relatively. Other examinations we have rale show that some chicle is  
practically free from lead and perhaps some parts of the same shipment may 
be very low in lead and other parts of the shipment quite hi eh.

Kr. Dunn: Of course, that is readily explainable in theory at least from 
the standpoint that this chicle comes from different regions and f rom, 
different parts of the same region. What the facts are, we will de termine. 
We are quite sure, as a result of our preliminary investigation, t hat 
whatever lead there is in chicle is a natural ingredient, and it may be, 
and I presume it will be, found on our investigation that there may 
perhaps be ssme lead in chicle which comes from certain territories and 
perhaps no lead in chicle from other territories, and parbaris a smaller / 
amount of lead as between the different territories, so tha t the situation 
ráiok I'r. "'hartón has stated is not surprising and ->rnbably expla ined unon 
that ground, bat I would like to know whether you would be willi ng to 
inform us, so that we may have some intelligent basis of dealing with thi s 
sit.ua.tion, what was the maximum range of the amount of lead found in this 
chicle as a result of the limited investigations which the government has 
made. .

Kr. Wharton: v7e will do that in approximate terms. We have we will say a. 
maximum of roughly, in round figures, 22 ’•'arts per million or 0.150 grains 
per pound. It ranges from that dov/n to practically none.

Kr . Dunn: Tnat is a very fair answer and I. appreciate it. It's a v ery 
frank response.

Kr. Anderson; Wouldn't it be possible that this contaminatio n is due to 
individual gatherers? Ky understanding is that these natives go out an d 
tap these trees and do their own boiling in their own recep tacles. It 
seems to me that if one of these receptacles became damaged, it might b e 
soldered and the native might still use this soldered receptacle.

K r . Dunn : As to that, we are dealing altogether with a hypothetical 
situation which we will have to investigate.

Kr. Wharton: I think it is a more reasonable theory than that t he lead is 
inherent in the product.

K r . Dunn ; Tie ¿mow it is a natural ingredient for the reason that we have 
examined the latex and‘we have examined the bark of the tree, and we  have
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found some small amount of load as a result of these investigations, so 
that all of the indications are to the effect that lead is. a natural and 
not an artificial ingredient. Now, as to whether lead is a contamination 

din this chicle is a matter of invest if at ion, but a-'oa rently it is not. 
These natives gather this latex in canvas begs. So far as we know, there 
is no lead that can get in through that source. Then they boil this 
latex in iron pots, «fhether there is any lead which can set in through 
these iron cots through soldering holes is a matter we will investigat e, 
but whatever the facts are we assure you we will give their, to you. We've 
got a problem here that has got to be answered on the basis of the facts 
end has got to be answered on a basis of not impairing the value of these 
vast businesses which are involved. In the grocery business of this 
country, from the standpoint of prosperity, there is ’•'robably no par t of 
the business which is more important than this chewing gum. It's a  
tremendous business. It would not be at all to the service of the . 
country at large, from the standpoint of the people who are employed in  
these businesses and the people who have money invested in these busine ss' 
es, to have their value impaired unduly, so we are going to i nvestigate, 
and whatever the facts indicate you will know them.

This Act has been ir. effect practically 30 years —  it will be 30 
years June 30, 1936 —  and there has been no question raised under the 
Act heretofore as to the oresenee of lead in chewing gum or in chicle 
so far as we anew. So far as we .snow, tnere is no available evidence of 
the damage to anyone from the use of chewing gum, so there isn’t any rea l 
public emergency as we see it that demands the drastic action in the way 
-f excluding this chicle that may ruinously impair these businesses. O n 
th'„ other hand, if this problem is going to be settled ri ght, it can only 
be settled on the basis of such a scientific investigation as we axe 
willing- to inajce. If you name any chemist in the Department of Ag ricul- ' 
ture, we are perfectly willing to have your chemist work in cooperation  
with ours in this matter so that it will be a constructi ve undertaking on 
both sides. Ur ora the standpoint of the industry, it is an emergency 
problem. Let the slightest suspicion come out to the public mind that 
chewing- gum may be injurious because of some lead in it and  it would be 
disastrous * It's only the fair thin? to do, on both sî es, to follo w the 
program which I have laid down of constructively working together to 
solve this -oroblem. VThat mere could we than .¿ret together the most 
authoritative scientists in the United States' 'and make the sort of 
investigation I have outlined? ’That more could wn do than that?

Mr • Wharton; Mr. Dunn and gentlemen, the ?ood & Drug- Administration 
shares your purpose in its entirety. It wishes to be entirely construc t­
ive in the handling of this matter. It has no desire or intention of 
creating any unnecessary hardship or hazard for the chewing ¿rum  industry. 
It wishes only to secure a solution of the -oroblem which aooears to e xist 
in this proposition. Now, having said that, I wish to be further 
constructive by saying that it seems to me you gentlemen should have a 
basis for approach to this problem which would oresent a reasonable 
basis for achieving the results that we are all aiming for. ^rankl y, the 
proposition as you put it, as persuasive as it is, in some of i ts phases 
is open to arguments. Th>se arguments I won't attempt to produce except 
to say, with respect to the emergency situation, that very naturally 
these particular matters develop by reason of the develo-mer.t of methods 
and of knowledge with respect to compositions of foods and with respect
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to making progress in food control work, and even though 30 years have 
passed and no particular attention has been paid to this item from the 
lead standpoint, until very recently it was not possible to pay attention 
to it on account of lack of proper methods of estimation of lead content 
and for other reasons, and still we are confronted now not wit h a theory 
but with a degree of knowledge which directs attention not from the 
standpoint of what has gone before in comparison but what the situation 
is at present, and the Administration feeis that obligation a nd is not 
influenced by the lapse of time previously.

Mr. Dnnn; Let me say right there, Mr. Wharton, that I am in entire 
accord with what you have said. There is no implied criticism of the 
Administration when I say that this matter is now developing after 30 
years because we all know that these scientific problems are being pro­
gressively developed. It is quite proper, from the standpoint both of 
the consuming public and the industry, that this matter should have 
developed right now —  this matter of whether there is lead in chicle and 
if so whether the use of that chicle in chewing eurn may adversely  affect 
the public health. All we are interested in doing is in seeing that that  
problem is duly solved,

Mr. Wharton: Again, from the standpoint of whether we can produce anyone 
who had been injured' by chewing gum by reason of the lead content,,  
probably we couldn't —  assuredly we couldn't —  but at the same time, if 
no individual can be produced who has been injured, that does not lessen 
the desirability, from the public health standpoint, of the removal of 
doe lead from the product because of its possibility ;'.r cumulation and 
p.ronic manifestations. Now I will get back to my id -ufc proposition, and 
I as jure you gentlemen that we wish to be helpful. On the basis of t he 
proposition at present, without any showing of any prospect of solution, 
we are ashed to delay action for six months time in order to permit a '  
study. Nobody knows what the study will reveal. It does seem to m e that 
if you could approach the Administration with a proposition —  and this 
is my own personal view of the matter —  that within less er time an effort 
will be made to find a method whereby this lead can be taken out of any 
chicle in which it is contained —  that chicle can be made lead fre e by a 
commercial process —  if you can say to the Administration that yo u were 
going- to do that, I think perhaps --  _ .

Mr. Dunn; I am prepared to give you that assurance right now on beh alf of 
the three largest manufacturers of chewing gum, who import over 90 % of the 
chicle and produce at least 9013 of the chewing gum in this country. We 
will make an immediate effort to develop a practical process to take any 
lead out of chicle and out of the chewing- gum. Not only vi.ll  we do that 
but we will advise you of the progress and the success that we have, an ^ 
we will secure the best scientific talent in the United States,  which as 
you ¿mow we have already secured, to assist us in this matter. Now ,
Mr. Wharton, could we do anything more than that?

Ur. hartan: Let us say this. We are very much impresse d, in our 
modesty, with the very high quality of talent that you have as sociated 
with you, Mr. Dunn. There is no doubt about it —  you have the best.

Hr. Dunn* Could I give you a greater assurance than I have on this  score?
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Ur.  Wharton; I don’t think there is any question about it, but th e whole 
question is the securing of an immediate or quick solution of the problem.

Mr. Dunn: As to the matter of a quick and immediate solution of th is 
problem, I wont to assure you that we are in entire accord with th e 
government upon the value and necessity of that quick and immediate 
solution, and we are going to make every effort to secure it. 'Wh en I say 
we need six months time, I am making that statement upon the advice o f 
our scientific advisers. They say that time is required for their proper 
investigation and scientific research. Now if it develops that our 
results can be accomplished in a sooner period, we are very plea sed to do 
it. ' I would even go a step further and say —  and I say this upon my o wn 
responsibility but for my clients and I am sure that they will support me 
in this position —  that if, in the course of your examination of impo rts 
of chicle during this period, you come across chicle which contains 
excessive amounts of lead as a result of your findings, we are perfectly 
willing to put those shipments aside and take them out of commerce 
entirely, end to let those shipments stay in abeyance until we can prove 
this investigation to the extent you suggest. With respect to any 
practical stops, of which this is one, to accomplish your purpos e along 
with ours, we will be only too happy to cooperate with you.

Mr. Anderson: You mean by that that you have sufficient chicle on hand 
to last for six months? ■

Mr. Yates; ITo.

Mr. Vhortonr That puts the burden on the government, too- W hat facili­
ties V o  ■ ■ ■ l? industry for testing its own product foo oneh segregation?

‘fe.t8.a- The industry has chemists as skilled in this research as ca n 
be obtained in these gentlemen here. At their suggestion, we can appoint 
a man whose only job will be to make these investigations.

Mr. Dunn: Vie will determine a plan for your approval which will develop» 
the most effective control.

Mr. Wharton; That seems to me a practical proposition. You are giving a  
basis whereby the Administration may be able tq leave this proposition for 
handling and solution with an industry that it can depend upon, but I 
won't attempt to commit the Administration at this point to tha t course.

Mr . Hunn; I will commit these.manufacturers to the point that we are pre­
pared to sit down with you and work out a control plan that will be 
satisfactory to you and to the industry.

Mr. »-Tharton: Of course, experience in other lines which we have had  —  
and we have had a great deai of it —  may throw some particular light on 
this problem. We found a great deal of lead in sardines. We found 
eventually that the chief reason was that the sardines were being packed 
in cans with exposed solder and that solder apparently was the part of the 
e*n that was made in the can factory where they used oleic aci d a.s flux*
A little of that acid remained behind and’ seemed to have an a ffinity for 
lead. It would dry on the bottom of the tins and the fish seemed to have 
an affinity for lead aleate or whatever the combination was, and they took
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the lead up very promptly. The claim was made that this lead was inher­
ent in the'fish. * There was another theory developed that the lead cams 
from the grids on which the fish were cooked in oil. There were other 
theories developed and eventually this particular one. With the 
correction of the character of the container, the whole problem has boon 
solved. It meant, for instance, in this country, junk ing a can manu­
facturing plant in Eastport, Maine, and using another one that wou ld make 
another kind of can. I recite that experience because, if lead is 
inherent in the plant, then you've got'to find a way to get it out of the 
chicle. If it isn't inherent in the plant, and my idea i s that in 
quantities contained in some of those higher samples it isn’t, than al l 
you've *ot to do is find the place where it gets in and eliminate that 
entry and the problem is solved,

Mr, Dunn: That's what we will do. Another similar situation is the 
presence of lead in tea, which was due to the presence of these lead con­
tainers, and the problem was solved by putting a ^aper lining inside of  
these containers. I think that's only a partial answer. I think they 
used lead linings in harvesting the product, etc. We are goin g to follow 
this chicle right from the very beginning of its production, a nd wo are 
going to uncover any sources of lead contamination. Those sources arc 
going to be cured. They will have to bo cared.

Mr . Wharton: This is a very unusual request which you have made of the 
Department and is one involving a matter of so much importance that I 
would prefer that it be decided in the Administration in Washington, and 
so we 7/ill undertake to send this record to the Administr ation very 
prorptly with the request that they -ive us a definite answer to each of 
the requests that you have made.

Mr. Dunn; Hot / then, I would like to be informed of the transmission to 
Washington; that is, the time that it is transmitted, because  I would then 
like to make application to Mr. Campbell for the privilege of a confer ence 
with him on the part of myself and my scientific associates to answer any 
questions which may be presented to him in the final decision of thi s 
matter.

Mr. »martcm We can say to that that this record should go t o the 
Administration by tomorrow night. (As a result of further discussion 
which later ensued off the record, respondent was informed that the record 
of hearing could not be forwarded to the Administration before F riday, .
Hovember 22,  1935.) - ■  y- "

Mr. Dunn; In that event, I will write immediately to Mr. Campbell and 
just state the fact of this hearing and the fact that I underst and this 
record will be transmitted to him and will be considered by him for advice 
to you in Hew York, and we would like to have the privilege of a confer­
ence with him if that is agreeable to you, ,

Mr. 'herton; That is very satisfactory. In fact, I recommend that.

Mr, Dunn; As I understand, Mr. Wharton, in transmitting the record to 
Washington, whoever has charge of it here will make recommendations as to 
our requests for consideration in Washington.

V ; 0006317
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Mr. Wharton: Yes, we usually make some definite recommendation with r e- 
s.oect to each issue we handle. Frankly, I am not prepared to stat e just 
what our recommendation will be. I have not formulated it in ray mind as  

yet.

Hr. Di-mo; I can understand you want to think this matter ov er. It is a 
ver,y important matter, but may I add this further statement for the 
record; that, of course, you have your own problems of disposing of thes e 
applications of ours —  that is to say, questions of administrative 
procedure and regulations which control a situation of this sort. Fow, 
whatever the administrative problems may be, I want to assure you that we 
would try in every practical way to fit ourselves into the solution of 
these problems in order to accomplish the ultimate purposes that we have 
in mind. I have presented this statement from the standpoint of the 
industry, and you have your problems in meeting1 the applications which I 
have presented, so if we can just have a common understanding of  these 
problems and a. common purpose of trying to solve them constructively from 
the standpoint of both sides, there is no doubt that we ca n reach a 
mutually eireeable conclusion.

Mr. Wharton; There is one thing that the record ought to have in  it and 
that is the fact that the rule is that, for a detained product violative 
of the Federal Food & Drugs Act, there is a time limit of 90 days which 
is placed by the Customs for exr.oorta.tion, the rule being that i f the 
product is not exported in 90 days, it sha.ll thereafter be destroyed . 
However, it depends, I think, upon the estimation of the beginning date 

o-' determining the date when the 90 days expires, and that me ans, does 
•• •: t Mr. Anderson, that the Customs begin to count the ti me after a 

final decision for exportation by this Department.,

kr. Anderson; In other words, if this hearing were adjourned no w', we ' 
will say for the sake of argument, for a definite period, it would mean 
that the 90 day period would not begin to be effective until after the 
statement of conditions to be fulfilled was issued. After the station 
specifies the conditions to be complied with, you will have 90 days to 
comoly.

Mr . Dunn; I am trying to think of every point that would help  us reach 
the common end. Would it perhaps be more agreeable to you and equally 
effective from our standpoint if the a.djournment we will say wa s made at 
this time for three months instead of six months, and then the matter  re­
considered upon the basis of the progress of our investigation at that 
time?

Mr. Vfaarton; I suggest that you e.sk  for a transfer of the matter to 
Washington and let the matter of an adjournment continue there. That 
would be the logical sequence.

Mr. Dunn: Of course it would be, but it*s just a matter of modus 
operand! I had in mind in the first instance of proceeding on the  basis 
of simply asking for a hearing by the Department upon the basis of y our 
report. If, on the other hand, it is more advisable for you to make 
formal application at this time to transfer this whole hearing to 
washing-ton, I will be very glad to do that. I submit to  your decision 
as to which would be the better procedure from your standpoint.

K£ 00063' 3
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Mr. Wharton; I think, in effect, that is what's going to happen in the 
matter, and I think it would be urooer to handle it on that basi s. Then 
we haven't the indefinite request left in our record for a time limit, 
because after all it will be oroperly settled Oh that issue 1ft Washington 
anyway.

Mr, Dunn; Would you suggest, then, that I make a forma l request umon the 
record of this hearing to transfer it to Washington for final  considera­
tion? Is that your suggestion?

Mr. Wharton: Yes.

Mr. Dunn; Then I make that request at this time —  that this hearing be
now adjourned and that it be continued before the officials of the  "Pood &
Drug Administration in Washington at some date to be fixed by them.

Kr. Wharton; We will notify the Administration of this adjournment o f 
the hearing to Washington and tell the Administration that Mr. D unn will 
communicate with Mr. Cam ¡cell seeking a definite appointment.

Mr . Dunn: Let me be perfectly clear in one point; that this reques t that 
I have made for a transfer of this hearing to Washington will not in any 
way preclude the transmission of your recommendations based upon the 
record of this hearing as to the final disposition of this matter.

Mr. Anderson: That is understood. Is there anything further?

Mr. Yates; I would like to ask one question about this lot. Did yo u find 
that representative samples taken from the entire lot which you have held 
were in excess of the government specifications on lead?

Mr . Anderson:. What do you mean by representative of the entire lot ?

Mr. Yates; Eave you taken a sample out of one bag and said tha t, as long 
as that is high, we e.re  going to hold all?

Mr• Anderson: We don't take a portion of each bag in the sh ipment.

Mr . Dunn; That raises a very important question in my mind. As I under ­
stand it, this chicle is in blocks.

Mr. Yates: Each block is made by an individual workman. That shipment 
may reoresent 100 or 200 different workmen scattered over a territory of 
100 miles. Each block weighs 12 to 20 pounds. There are 150 -oounds in a 
bag, so roughly there would be 10 blocks in a bag.

hr. Dunn; When you cone to sampling this chicle, how do yo u do it? If a 
tag contains 12 to 15 blocks, do you sample every block in tha t bag?

~ r‘  Anderson: No, I am quite sure they wouldn't. They might examine on e 
or two blocks from a number of different bags but they wouldn’t examine 
t-acn tilocg from each bag.

Mr . Dunn; In that event and in 
separate entities and represent

view of the fact that these blocks 
a composite of production and may

are
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represent different localities of production and certainly different trees 
of production, would such a method of sampling be representative as to the  
entire bag?

ilr . Wharton: Very often it is desirable to take a sample that represents 
the average content of a shipment. That is to say, if you y;e.nt  to deter­
mine what the average lead content of a shipment of chicle is, then you 
would undertake to sample it in such a representative fashion that your 
sample would likely represent a fair average of the amount of lead in  the 
entire shipment. We are not so much concerned, however, with gett ing 
representative samples of a product of that sort. We think in general it 
is sufficient to determine that there is in a shipment a quantity of 
material which contains an excess of the objectionable constituent. That 
is best illustrated with any poisonous material since there is no assurance 
that any one shipment is going to remain intact and the average di stributed 
throughout that entire shipment. The application is to the product a s we 
find it, presuming that it may be used as it is separately.

?-'.r.  Dunn: Is it a fair statement, then, to say that the method of sampling 
is this:- Where a bag containing approximately 12 or 15 blocks of chicle 
is presented for examination, and if one of those blocks in that bag shows 
an excessive amount of lead beyond the tolerance allowed under the Act, 
then the whole bag is held up and detained —  is that right?

Hr. Anderson: If there is only one bag in the shipme nt. If there were
more than one bag in the shipment, the sample would consi st of a composite 
o? a representative number of bags, so that our analyst? would be on a. 
nur.b  c-r  of bags in the shipment.

kr. Dur.n:  We have 132 bags. That number of bags is a portion of the total 
shipment. We have a total importation of many more bags. I assume from 
what Mr. Wharton has said that those 132 bags axe held up for the reason 
that at least one block in each of those 132 bags has. bee n examined and 
found to contain an amount of lead in excess of the tolerance.

h r . Anderson: No, that is not so. The situation is that a par t of a block
from one bag and a part of a block from another bag and so on until yo u get
a representative number of blocks are all mixed together and ground up  and 
sub-divided and a portion of that taken for-analysis, and that analysis 
shows high lead. '

k r . Dunn: In other words, if we bad a shipment of 132 bags and yo u picked 
out what you would fairly think would be a representative number of blocks • 
and a representative number of bags end took a part of those blocks fn^ 
tr.en  ground the whole pieces together in one mass, you then would have 
your representative sample which you analyze?

kr. Anderson: Yes, that's right. That is supposed to represent the  
entire shipment.

k r . Wharton: Hy remarks were not with regard to the specific ins tance of 
this case but to general considerations, and they ap~ly in a way to this 
case because we don't want it to be understood that we have taken each bag 
in the shipment. If there were any bags in the shipment which y ou, by 
your own tests, find contain lead less than the tolerance, w e, on checking 
that result, will release those bags.
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H r , Thirm » Let's take those 132 hairs . As the situation now stands, the 
probability is that only a certain number of those baas have been subject 
ed to an examination.

Hr. Anderson: Hot any one individually.

H r . Dunn; There are a certain number of ba.es  from which no samóle was 
taken —  by far the greeter number. Is there any feasible or allowable 
way in which our chemists, in conjunction with your chemists,  might 
analyze the chicle in the bags which have not yet been analyzed in order 
that, if any of that chicle is free from lead or contains leal belo w the 
tolerance, it may be released? In other words, I assume you do n't want 
to hold any of these bags if the chicle in them is all right. Would yo u 
be willing to work out some -clan of joint analysis with our chemists as to  
those other bags?

Mr. Anderson: It seems to me that the responsibility for that segregation 
should be yours. If there is any way you can devise to make that  segrega­
tion and the analysis, we will be glad to check it.

Hr. Yates: The 132 bags are in our hands.

M r . Dunn: They are under our control, and I assume that you can id entify 
the bags in that 132 from which samples can be taken.

Hr. Yatest lío, because the government comes on the pier and takes sa mples 
- Ithout our knowledge.

Kv.. D '\nn. Mere these samples taker,  from those 132 bago Defers the 
deliveries were made to you?

M r . Yates; Ho. Delivery is made to the Chicle Development Co. in M exico. 
Then we deliver to the manufacturing companies, but it is in our name when 
the samples are taken.

H r . Dunn: These samóles were taken on the pier or i n the warehouse. How, 
what I an tryine to get at is to establish by a procer analysis the 
character from the standpoint of tbe Act and the coint we are considering 
of the chicle in those bags which have not yet been examined by the 
government. Would you be willing to work with our chemists? Suppose we 
have Dr. Prescott come down and see your chemist. Would you be willin g to 
work out some plan by virtue of which Dr. Prescott and year  chemist would 
tame samples from these other bags and worn out an analysis?

Hr. Anderson: We will be glad to check yoda?  analysis if you.take the 
samples yourself.

M r , Dunnt If we go out and take the sample and bring you a pound of chicle 
and say that it comes from certain bags, you won't take t hat sarrole?

Hr. Anderson; No, but we will take your word for it tha t you had that 
sarmole if you have the analysis made. Then we will take senroles fro m those 
same tags and run another analysis.

Hr. Wharton; We can't under taire  joint examination with your chemists. If
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we undertook that procedure with respect to all products, we would he 
swamped. There may he 500,000  bags of cocoa comine in on one boat, and if 
some importer wants us to help examine each one of those ta gs, we can't do 
it. If you undertake to separate, by chemical test, the chicle that is  
below' the tolerance in that shipment, if any, in o ne rule, and the chicle 
that is above the tolerance in another pile, then we will go and t ake a 
sample from the lot that you set aside as good and test  it. If it is good 
by our test, we will release it.

Kr._Dunn: Then you have no objection, in the case of these 132  bees, for 
us to have our scientific experts take proper samples, have them analyzed 
and brine you the results, and if they show no violation, you will make 
check analyses and if your analyses confirm ours, you will release it.

Mr. Wharton; That's right, but you should make application for t hat to 
Mr. Anderson on the regular form which we have for that purpose.

Mr. Yates: The limit for lead is roughly 2%- parts per million. Suppose 
that two lots come in that are practically lead free. Another lot may have 
5 parts per million. If we could show you that we never made chewing gum 
without a blending, could we blend the high with the low to get a n average?

Mr. 7/harton: Ho, for this reason. The Administration ha s uniformly taken 
the position that it multiplies the distribution of the poisonous 
ingredient to mix a product that is free from the objectionable material 
with one that has an excess. You car.  see it just simply adulterates a 
larger amount of material and spreads it in a. wider fa •¡Mon. The  

-ministration, I am sure, would not agree to any such procedure. It has  
beuo proposed many times. .

Dr. Kohoe.- That is precisely what happens when you take a. sa mple which is 
c jincosite.

Mr, Wharton: That is mere or less true, and for that reaso n. Doctor, we 
very often undertake to sample products by individual packages and then, 
when we find a material amount of objectionable material, even though the  
majority is unobjectionable we detain the whole' shipment and place the 
burden on the importer to make a separation,

Mr. Dunn; When you taka a sample, Mr. Anderson, from , these chicle blocks, 
just how do you take that sample? You cut it off? If yo u cut or chop it 
off, what instrument do you use and how much do you take out of these 
blocks for your examination?

Mr. Anderson: It would depend entirely on the amount necessary. I would 
say —  this is just my opinion —  that likely a two pound sampl e might be 
brought into the laboratory. You might have eight or ten bags  examined 
to get that pound or two pounds.

Mr. Dunn: You take a piece off of each block, which in t he aggregate 
amounts to the two pound sample? What instrument do you use to t ake it 
out? v...

Mr. Anderson; They have a number of instruments. I don't k now which one 
they would use on chicle,
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M r . Dnr^: Is there any instrument you use that would contain lead in 

itself?

Mr. Wharton; I would say assuredly not.

kr. Dunn; I don't surest for a minute that you do that tut J remember 
that when we had the tea consideration, the fact developed that w hen 
these samples were taken from tea, there was a possibility when the lead 
container was broken of some of those lead scraps ¿setting down int o the 
tea.

kr. wharton; That was a. misapprehension on your part, Mr. Dunn. I recall 
the incident because you confused the sampling of tea when testing for 
quality with the sampling of tea when testing for lead. In all cases 
where we were testing for lead, we removed the lid of the case an d care­
fully cut the lead lining.

Mr. Dunn: I am very glad to be corrected on that. I was un der that mis­
apprehension. I presume, Mr. Anderson, you would have no objection to 
telling us the details of this operation. '

Mr. Anderson; I couldn't tell you the exact details because I haven't 
been out with them.

Mr. Dunn: I presume you would have no objection to'one of our experts 
fdiking with your examiner about that.

hr coders on: No, there would be no objection.

M r . Dunn: I am simply trying to get all the facts that are pertinent to 
this inquiry.

kr. Vtharton: I thinm you can assume that wo have had enough experience in 
sampling, and when you talk about an inspector's equipment for samp ling, I 
believe we have 100 instruments out there for various specific purp oses. 
They are all made to order for a specific purpose. I think you can assume 
that the samples are properly taken and that there is no contam ination 
possible.

Mr. Anderson: I think if you ever ha.ve  a contamination by the instrument
which you are using for sampling, the amount of lead would be s o
grea t that there *ould he no question as to itb source« "

Mr. Dunn: That is a rcetter that we could learn through contac t of the 
mutual chemists. As far as I know, that's about all I went to say.

Dr. Prescott: There is one thing, if I may mention it,  which should be 
orought out. That is on the question of method of analysis. Of course, 
this matter has only teen brought to my attention within a comparatively 
short time —  two weeks or something like that. Dr. Kahoe has been 
ongeged in the examination of the materials with small quantities of  lead 
for a longer time. These methods of analysis are extremely slow methods 
—  very time-consuming operations. If the thing is done right, it 
involves the greatest deiica.cy of technique. It seems to roe it would be 
quite out of the question to examine every bag of the 133. I think we
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should try first of all —  if we can carry out this highly desirable  method 
of cooperative investigation of this problem, that's what we ought to do  —  
we Gu:;ht  to make first of all a very careful study of the methods which are 
lively to yield us the most accurate results in these examinations. From 
my study of the methods thus far, I don't feel that there  is any method, 
that nas teen published which ..gives  us absolute figures. Do you?

h r . Anderson: we can say this about our method. We are quit e sure that 
the results are not any more than is present. The tendency would be to be  
just slightly ..alow  the amount that we know is in there. That is from 
adding definite amounts and recovering them. I mean the error is favoring 
the manufacturer, if there be any error.

Dr. Frescctt; Is your method the one devised for the examination of 
sardines by electrolysis, etc.?

¿«■ r. Anderson: Yes.

Dr. Prescott; Well, of course we have uir'crtaken a study o f methods since 
this matter came up two weeks ago. Three laboratories will be making 
studies of methods, and it was my hope, and my colleagues agree with me, 
that there would be four laboratories studying the method, becaus e the 
government laboratory is quite as interested as we are and it seems  to me 
that a very close cooperation and comparison of methods an  ̂ results there 
is desirable.

Hr. Wharton; It would be. I think the proper place t ' poke tha t sugges- 
• ion wou1 d be at Dr. White's laboratory in Washington. You  see,
Ui . >r;oco‘.,t, in the field we are engaged in productive operations from 
the enforcement standpoint and not so much with the tools of oper ation.
The tools presumably are furnished to us from Washington. They study the 
methods. While we do some of it through sheer necess ity and often our men 
participate, that is all done under Dr. White's supervision . I am very 
sure he would be delighted to collaborate with you gentlemen.

Hr . Dunn: Kay I express the hope on the record that Dr.  White will attend 
the further hearing on this matter at Washington.-
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Dr. Prescott: I brought that matter up because it seems t o me that the 
problem of methods is one of the first things which out-ht to be co nsid­
ered. I don't know whether Dr. Kehoe will .quite agree with me on that or  
not but from the amount of study I have been able to give t his thing in a. 
comparatively short time end the work which we have carried out in our 
laboratory on these methods in that short time, it seems to me we ou- ht 
to Le able to talk a common language on the question of methods as soon as 
possi ole.

Kr. Wharton: I think you are very correct, Doctor. The Food & Drug 
Administration has, by reason of necessity, had.  to develop methods for 
lead determination; arsenic, fluorine, mercury, etc., an d the Administra­
tion has put in a great deal of time on the development of those methods. 
ITow there are two objectives. You hinted at one when you spoke  of the 
time it would take to examine 1S2 bags. The time element is impo rtant 
when you are dealing with questions of detentions of property and the 
rights of citizens, and so we must be expeditious. ■
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Dr. Prescott: Some of these methods require two days before  you can fret 
your results, and trying to do 132 samples in two days a piec e, you are 
not going to set your stuff out.

Mr. Wharton; The point of that is, from the practical side, probably you 
would spend more time at analysis than your product would be worth.

Dr, Prescott; Of course, you wouldn't do them one at a ti me.

Mr. Wharton: You know, we have been studying this semoling business for 
thirty years, and it is one of the most difficult things th ere is because 
your result on your sample is no better than the sample you've sot.

Mr. Dunn: 'That's the reason I asked those questions about the sam ple.

Mr. Wharton: You may be looking- for the average composition or you may 
be looking for even an isolated occurrence as we do with respect to 
canned goods containing B. botulinus toxin. If we find a shipment of 
canned goods containing one can effected with E. botulinus toxin,- we will 
seize the whole shipment. V»e do it frequently.

Dr. Prescott; You have a little different situation than you have in the 
chicle, but we can understand it. '

Mr. Dunn: Mr. Anderson, we would like to obtain seven copi es of the 
record of this hearing, and v/e are very glad to take care of whatever 
expense is involved.

Mr. Anderson: Very well. If there is nothing further to be ad ded, we ■ 
will consider the hearing adjourned.
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