An Interview with Mr, Gilbert S. Goldhammerx




Dre Yo

This is an interview with Gilbert S, Goldhammer at his home in
the District of Columbia on August 26, 1968, I am James Harvey
‘Young of Emoxry University. Gilbeft, you have had a Lareer in the

" Food and Drug Administration that lasted thirty-one years.

l mﬂro G.3

‘About that.,

Dr. Yo
Would you please go over youxr career and indicate what its nature

was?

Mre Gos

Well,‘Harvey, I will be glad to. I came into the Food and Drug
Administration in the summer of 1935, after about five years
teaching _"of chemistry in the Ne{v York City high school system,

I was gi&un the job of inspector, although I had a choice of a
job as J'cheﬁist or an Iinspector, but the FDA official who inter-
viewed me painted such a rosy picture of the inspectof's‘job, I
decided to set aside my plans to be a chemist, and, instead, I
became an inspector, I worked as an inspector from *35 to '43.

In 1943, 1 was appointed chief inspector of the Buffalo Station,



as it was called at that time, 1In 1945, I went to Philadelphia

Station to serve as chief inspector there, and in June of 1946

I came to Washington as one of the administrative assistants to
the Commissioner who was then Dr. Paul B. Dunbar, 1 served in
the COmmissiéne:’s office until:L948 wheu’a DiQision of Litiga-~
tion was established and 1 was.asked covgetve in that divisioen,
I became Deputy Director of that divigion about four years later,
The Division of Litigation, which was the name under which the
division was initially established, later became the Division of
Regulatory Management, In_1961, 1 became theﬁDirector of that
division and served es its Director umtil 1963; when, with a re-
organization and the establiagment of a new Bﬁreau, known as the
Bureau of Regulatory Cémpliance, I became its»Assistant Director
for regulatory operations, I retired in December of 1964; only
to be asked to serve in a speciai capacity to assist in the
preparation and presentation of the Kreblozen case. Andrthis 1

did until the spring of '66 when I retired s second time, Aund

1've been retired from the Government since.

Dr., Yot
You still go back occasionally to help with the training program,

isn't that true?

s



Mr, G.t

Yes. I have developed a course in Food and Drug Law for super-
visory personnel of the Food and Drug Administration, and I've
given some six or seven seminars of a week's durstion to FDA
supervisory personnel; and I'm scheduled to give threa more to
FDA inspectional, administrative, and laboratory persogpe1 during
the 1970 fiscal year. In addition, I've developed a course on
Food and Drug law for State officials, and I have given three
such seminars of a week's durati;u each to State officials in
charge of food and drug programs, I'm scheduled to give anmother

one in Texas in 1970 - probably in April.

Dr. Yo

So you still keep your hand im with the agency.

Dr, Y.:
One of the things that I was particularly interested in was the
way, when you were with the bureaus, Regulatory Compliance and

P -

Regulatory Management, you developed a kind of tesm of experts

there concerned with quackery, You mayiihave been concerned

L P
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with other problems, too, but there was a teaﬁ, as I understand
it,bof people who had had béckground in this area and had de~-
veloped considerable know-how, that really regulated and maﬁ-
aged the whole anti-quackery program of FDA, HNow I would be
iatezested'in how this tesm came about; how it was organized; Vw
whaﬁ kind of'people'it had on itj and how it operated; how you
made your decisions; and what was involved in various ways in

developing a major case,

Mr. Gos

The Division of Litigation was established in 1948 by Commis~
sioner Charles W. Crawford, He wanted a division in FDA which
would concern itself almost solely with the handlirg of cases
that were already in court and the development of new casas

which were particularly complex, or which were of national

- scope and importance. At that time the sixteen local field

stations of the Food and Drug Administration would develop
theit own cases within the framework of programs set up by

Washington. It was the experience of the Food and Drug Admin~

istration that, when a case was complex or gne of national in-

terest and importance, Washington, sooner or later; had to get
into the picture and assume the handling of the case, The FDA

field offices just weren't equipped to handle & particularly




complex case, .Commissioner Crawford recognized thisrfor a  -i3
long timevand ultimately, in 1948, he set up the Division |

of Litigation with the express purpose of overseeing the
handling of all cases that were in court an&where in the

country. The field districts were to develop cases as bes

fore only if they were routine cases. But once the cases
were in court, and there was intimation of contest, the
Division of Regulatory Management, or its ﬁredecessox, the

»Division;aﬁnnitigation, took over the cases and monitored . . -

them untLL“final adjudication. Ve reviewed the cases
ihaxqaghgiﬂxggumined the available evidence, detexmined igzuﬂﬂﬁ
gufficiency, and decided what else needed to Se done to inv
sure victory. A second function of the division was to
initlate, direct, supervise, and follow through right to
the end,_auy complex case br special investigation, Quadkery
is in the category of complex cases, These cases are vety
imporéant, end badly ptepared.caﬁes make bad law, Bad law
can etymie enforcement for years to come. Those steffing the
Diviéion‘of Regulatory Menagement Qere men who had had long
experiencé in the development of cases and in the art of ins
vestigation, They were knowledgeable in what it tekes to

make s casej in how and where the evidence can best be ac-~

quired; and in the investigational skills that are unecessary




“to get the evidence. In addition, they had the qualitics of
leadership to lead and work with diverse groups, within and
;odtside of FDA, involved in the development of oﬁr cases,
such as inspectional; scientific, and legal sections or

groups.

Dr, Y.

Beside yourself, who were some of the important men who were .

brought in to form this group?

L My, Gt

Kenneth Es Monfore, who was the District Director of Seattle
| Diétrict, Seéttle Stationj James C. Pearson, who was Directer
of Atlantd District; m&seif, who was infthe Cémmissioner's of=""
fices Johﬁ.T. Cain, who had ﬁany years of experlence as one of
FDA's acé_investigabsrs; Van W, Smart, who had a considerable
amount of.experience inlthe handlingvof cases in cout;/iﬁ the
Wester§ district area a&s an as;eciate or an assistant to Mr.
Harveyf Hr,-Harvey wxé'the_chief of the Western district which
éovérgﬂ the western third of the coﬁntrya He was bro#ght in to
Washington.in 1948 to head up this newly org:nize& Division of
Litigation, Mr. Harvey is s lawyer and had yeers of experience

as an inspector, and station and district director., Prior to

1948 the country was divided into three districts: Eastern,




~Central and Western, and Harvey headed up the last. The men
who staffed the Division of Litigation, and its successor, the
- Division of BRegulatory Management, were outstanding men who
had made reputations for being able to develop cases, to get

the evidence and win in court,

Drs Y;' .

Right,

Drs Go1

Now, getting back to the question of quackery, almost alil

Careful plenning is necessery in dealing with quackery, partie
culari} where the product involved is one which is recommended
for the treatment of chronic and pretty much incurable diseases,
such aé'gxthtiiisg'df:cancera I mention cancer as being in=
curabié in the a¢cepted sense;  The fact is that twosthirds
of those who are afflicted with cencer are not cureds They

,
die of cencer, So; essentially, cencer is still en incureble o+
disease. When a product is marketed to treat such s disease,
where modern medicine itself is helpless in most cases, except
for some pain relief or pallietive treatment, the fact that the

product failed in sny given case is not substantial evidence.

Youlve got to establish that the product never succeeds; and



this is a tall order. For this reason such cases, by their
vexy natuxe, are complex and difficult to prove, So, as a -
matter of policy, FDA decided that cancer and other difficult
quackery cases were to be centrally initiated in Washington,
that is, in the Division of Regulatory Managemént, centrally
&irected and sﬁpervisad, and the case itseclf handled from
Wasiiington even after its ceferral to the United States
attorney; which is a:departureyfrom the routine case which

is initiated and héndled by the local FDA District headquarters,

" Dr, Yas

They take it to the U, S, attorney themselves,

Mr. Gos

. They take it to the U, 8. attorney and work with the U, §,
attorney until its final adjudication, with only nominal
assistanca from Washington, But not so in cases which ave
extraordinarily difficult or whi;h ave of national scope and
-importance, and that’s when we came into the picture from the

very beginning.

Dre Yot

In the Food and Drug Review, the house organ for FDA, in an

article about you, some of the cases that were listed as "major




cases" in which you participated, dealt with such quackery in-
vestigations as the besey case and the Krebiozen case which
you have already mentioned, and then there was listed the
Plantation Extract case which dealt with extract, particularly

false vanilla,

Mr. Gas
Yes, that was the case which...I think was the first war frauds
case brought during World Waxr II or just before World War II,

It involved bribery of government officiels. It did involve

vanilla and other foods,.

Dr, Y3

And the case involving, or cases involving, adulterated 6live
oil, the incﬁbator eif reject racket and so on, Wow thuose o
were QOmg of the cases that were listed, Would you wiad
selecting one of the cases that might appeal to you for the
purpose and showing how’the'pfinéiples that you have explained
1n-co§nection with this team were appiied to-the,given“case?_f f>
‘Mre Gos

Well, I think the Hoxsey case is a good one, The Krebiozen

“case 18 an excellent one but there were complications in that

case,
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Dr. Yo3

1 want to ask you about that later,

- Mry Gat

ALl tight. So, perhaps the Hoxsey case, whiéh, incidently, I

became involved in In 1946, and from 1946, onisnd off, that
case was an active case until 1961 when the last nails were
hammered into its coffin. But, you might say; thé: 1 spent

almost a lifetime on the Hoxsey case, We had three trials

. which went to the Supreme Court possibly half a dogzen times.

I sald "three trials.” Actually, thers were four trials: One
was of 8 suit brought by Hoxsey himself against the Postmaster
General, the Secretary of HEW, and the Coumissioner of Food

and Drug, to enjoin them and to require them to rxemove from

. post offices our poster displayed there warning the American

public that the Hoxsey treatment was dangerous,

Dr. Yot

I understand, incidentelly, that you drafted that poster,

‘Mr. Go

Yes, 1 worked with the Post Office Department on it and I
drafted it. Now, getting back to how we happened to get in-

volved in developing a case: geuerally, we get word of the
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existedcé of a quack remedy either through advertising or
through'glertness on the part of inspectors who, as you
probably know, are veferred to as the eyes and ears of FDA,
The Hoxsey medication came to our attentiou.through our re#i« :
dent inépector in Dalles, Texas, who noticed»ﬁoXsey's estabe |

lishment there,

mo Yo -

¥ho was he, do you remembex?

Mr. fi.:

Yes, Breaux, Willard Breaux

Dre, Yo2

oty dn you spell his nawe? p

Mx, G,3

BREAURZX. He's now & hospital administrator., He happened
to be;driving past a building and Qe saw the sign, "Hoxsay
Cancer Clinic." Having the curlosity of a good food and drug
enforcement agent, he Investigated and rveported Hoxsey's
Dallas venture to his chief in Wew Orleans.,  FPDA knew sbout
Hoxsey, but he had drifted from state to state, and ﬁreaux's

report eonstituted the first knowledge the Food and Drug
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Administration had that Hoxsey had established himself in

Dallas and was operating theré.

Dro Yot

You may have heard about his earlier history,

Mr, G.3

Oh, we knew about Hoxsey for a long time. His father, in the
Twenties, was a figure of national attention because of his

. sponsorship of the "Hoxide Treatment."” The American Medical
Association, also back in the Twenties, had an expose of the
Hoxide Treatment in its Journal, It's interesting that both
Hoxsey's father and mother died of cancer, and when they died
Hoxsey inheriied the Hoxide Tre#tmenta The Hoxide Treatment
was an external cancer preparaﬁiono It was applied to the
skin whefe the cencer was visiblw. It had in it corrosive

chemicals which would destroy tissue, This is known as en

eschatotie substance., The cancer would, in fact, be destroyed,

i

but_sé would a lot of good ndrmal tisgsue., Escharotics are
generélfy not used in the destruction of external cancer since
e much cleaner job can be done through surgical excision, 1In
the expose by the American Medical Association; the grea: harm
he had done to persons with simple cancers that could have

easily been excised, was pointed out, Skin cancer, as you
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know, is almost 100 percent curable, especlally if it's caught
in its ¢arly stages. But he caused great needless disfigure-
ment, even death, to persons who could eaail& have been cured
by suxgetya Hoxsey's father was prosecuted by Illinois,

Harry Hoxsey, his son, carried on with thié escharotic, and he
did pretty much what his father had been doing. And hé, téo,

' was prosecutedj West Virginia, Illinois, Iowa, Michigan, aund
Ohic, all took sction against him, Others attempted to, He
went from state to state, but he couldn't get his roots es<
tablished anywhere, He was always in trouble, But when he
got to Texas; he found a buven, There he solicited the atd
of a doctor of osteopathy, and they set up a "¢clinic" with
Hoxsey as the bos; of the c¢linic, and the D, 0. as the front.
But it was Hoxsey's business. There was no question abaﬁt
that, end he got himself a good foothold in Dallas, Now, -

it doesn't require very much to make a success of a quack
‘canceﬁ remedy. Just get it rumored around that you've got
something which may be of value in the treatment of cancer,;
espeq&ally in terminal cases given up for hopeless by the
medi;al profession., Let it be known that you have gomethiﬂg
which remotely wmay be effective, and those unfortunate patients
and their relatives will be battering your doors down to get
the treatment. It wasu't iaug before the Hoxsey Clinic was

growing by leeps and bounds, Once he got started, it was like
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a snow ball rolling down a snow covered hill,

Dr. Yo
He changed his plan of operation at this point in Dallas to .
add to the escharotic which he and his father had employed an

internal cancer treatment,

My, Go¢
‘Yes, Some time before he came to Dallas, he was associated
. with a notorious quack by the name of Norman Baker who operated
a clinic In Muscatine, Iowa, Norman Bgkexr had the Iinternal
medicines Hoxsey had the external medicine, the escharotics
and they divided their responsibility there, Hoxsey confined
his treatment.to external cancerj Baker, to internal cancer,
with his Internal remedy., The State of Iowa stepped in, en-
joined this combine, and Hoxsey set off on his own, and when
he vdid.‘ he had en internal remedy which was very similar to
the onme that Norman Baker had heen peddling., When he opened
his "clinic" in Dallas in the mid»Thirties he hed an internal
medicine, And so now, he peddled treatments for both external
and internal cancers, 5o we knew about Hoxsey., We knew he
was being driven from place to place. For instence, when 1
was Chief Inspector in FDA Philadelphia headquarters ﬁe had

just completed an investigation of his activities in New Jersey
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in the early Thirties, He had to leave New Jersey in a
hurry, He went to Penusylvenia, and he had to leave Penn-
sylvania iz a hurry., As I said before, lie was going from
state to state and getting into trouble, but in Dallas,
Texas, he was able to operate, seemingly legally. ' Texas .
State officials considered for a long time the possibility
of taking actien sgainst him, and, ultimately, they did,
But they lost the case in the Texas Court of Appeals., He
was exonerated and, in &ffect, given a free hand to pperate
~ theres And there, as I say, he achieved his greatast suc-
cess. In 1946, when Inspector Breaux investigated his

- clinic FDA egain gave consideration to stopping this scti-
vity. By thié time we had gotten a Supreme Court decision
which was very important in shaping FDA's decislon that
action should be instituted, That was the Lelord Kordel
decision which defined the scope of labeling. It was ep~
perent that the literature diSfributien plan for Hoxsey's
medications fell within the wcope of the Supreme Court's
interg;etation of labeling, thué gi#ing FDA jurisdiction,

Accordingly, the order was gilven to develop a cases .

Dro Yot
The main point there 1s that Hoxsey was sending his printed

matter separate from his medicine,
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Mr, G.t :

That's right. Prior to the Kordel decision there was doubt

| a8 to whether Hoxsey's printed matter was labeling, If it
wasn't, FDA had no jurisdiction over Hoxsey's operation, Tge
way Hoxsey operated was as follows: consumer or patieat in-
quiry about the treatment would be sent to Hoxsey by mail,
and he would, in reply, send his literaturdé which contained
false audﬁgigleading étatementa'about it§MYEAP°° The Supreme
Gourt held in the Kordel Case that such Iifefature'comgriSQd
labeling, §5i;¢ o0 labeiin®? 24 %Eg‘ad false end misleading
83 pents, the ;ir-ug,’ when 391‘.‘3?3? fn interstate commarce’ to
persogs veceiving the literature, was then misbréndedo The
Federal Food, Drug end Cosmetic Act prohibits the interstate
shipment of misbr&nded drugs. And despite the fact that, os-

tensibly, a doctor, namely the D, 0., who was the front for

Hoxsey, was administering the drugs in his practice of medicine,
an&’thai'FnA could not legally interfere in the legitimste
practice of medicine, the Food and Drug Administration felt
that;the,fécta in the cé&e, nevertheless, added up to a viola«
tiaqjof the Pederal Food, Drug and Cosmetic Act. The ﬁivisian‘v
of Litigatioh was given the job of prépgring the gase.v‘I/was ths
one #& the Division who was assigned to the case--to ?repare itg

initlate it, manage it, and carry it through to its completion.

Remember that in & cese like this, in order to win in court,

[
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youtve got to prove that tbe,preparétiqns are totally inef-
fective for cancer, and when used in or om persons with cen«
cer, failure of cure or benefit results :very single time,

Now, it's a peculiar fact of life when you're dealing with
quack preparations, that no matter how fantastic the ;res.
paration is, no matter how worthless it isy no mattex what

its composition 18; and the jroduct may be: nothing more than
distilled water, or, ﬁayba, just alr, no matter how worthless
it is for cancer, there will be persons who mill be ﬁonvinégd,
aftar taking the treatment, that they were'helpeé. .Itlis not
sutprisingAthat ﬂégxey in his literaturavggagrted hundreds of
patient testimenials or claimed cures and claimed benefits.

Such patient acceptance and pralse creates a tremendous hure
dle in winning a case involving cancexr quackexy, Because

cancer is a disease which, for the most part, Is not cﬂrablegi
and if Hoxsey is able to convince a judge or jury that ha

cured one person, the. govetﬂment ‘wouldn't stand a chance. .’1 |
The fact that you can prove that he failed in a hundred caseg;“
is me;ningless, because it is easy énOugh to prove afhuﬁdtedf;L‘
cases of failure by surgery or chemotherspy or tadiation,therapy.
That wouldn't mean that surgery or radiatiou therapy are inef-
fective, So failure means nothing. You must prove it mever
succeeds, How do you overcome Hoxsey's cases of claimed bene~

fit? The answer to this lies in a carefully pleuned Iinvestigation
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to get all the facts about Hoxsey's operation. In cases liké
ihis the first thing wé.do 1s to pretend to be caﬁcér patieﬁ#so
We ﬁrite‘to the firm 8 realistic sounding letter, We téll
them’that somaone who is dear to ﬁs. a relatiﬁévét a friend,
has:cancer. The cancer is identified, such as cancer of
the prostate, the breast. the hrain, or vhatever. We inﬂ'
quita as to whether the Hoxsey treatm&nt will be of any bene«
fit. The objeet in this is to determine, without visiting the
firm, what its promotionalvand 1abeiing practices_area The

- answer that HoiSey seﬁds out is lébeliug within the meaniné

of the law,rif the product is then purchased, and product

and literature are brought together, There is then an ac-
companiment of product and literature as enunciated in the
Supreme Court decision.in the Lelord Kordel case, This is

a necessary prerequisite for a charge of misbranding or
violation of the law, So, without going to the firm, we

write first to get the literature, or labeling, and claims

for the drugs. Lét's éay the first letter that he sends is.
uon»c;mmittal.' In tﬁat case, we put ourselves 1u’the position
of the patient who may have recei#ed such a nonwgommittal
letter, What wouldvha do? 1 believe he would want more in-
formation, The iogical thing for bim to do is to write anothex
letter and say, "1 don't know from your letter whether your

medicine is of value for my wife®s case. I don't want to make
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the trip fsom New York to Texas or from Seattle to Texas on
the basis of what you tpld me, What I want to‘know is,Acan
it do my wife any good?™ So we send a f0110w~upAlettér which
any‘ipterested person who is trying to help an afflicteﬁ‘can-
cer patient might write and generally this results in a reply
which is more definite, such as, "We have helped cases like

yours,"

Drs Yo

In preparing these letters, do yon get help from the Bureau

of Medicine?

Mr, Ga3

Yes, but fundamentally we draw upon our own knowledge and
experience. We have had many instances where we've gotten
coples ofvletters which were actually written by cancer
patienﬁs or their relatives sna we knqw what they ask for

aud how they express themselves. We try to make our letters
as reélistically sounding as posaibieo Hoxsey has received
many such letters from actual patiengs or their rglativese
Now the second letter received may be a little strongexr than
the first in Qlai@s of value of the treatment, and this would
make our case stronger, because it would help to explaig what

tha literature says. The literature may be hedged, 1t may be
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couched in terms which allow for more than coue intexpretation.
In this way the promoter of the treetmwent thinks he protects
hiuself, He may argue, "I don't claim cure gf cancexr", and
when a charge of violation 1s brought against him that is his
defense, "We don't claim to cure canéer," But we try to show
ﬁhxough what he writes in his lettexs that he does make such
claims, So, it's véry imporﬁant in the planniag stage to set
up the back-drop of the case beiﬁg developed, After getting

: theée preliminaries, that is che letter writing phase, out of

the way, we will then order the product for shipment to us.

Dre Yot

Would he ship direct to people?

Mre Get

When we f;rst instituted our casz he would ship directly to
peoples Later he stopped that pfactice and made patients

come to Dallas to receive the 3rugs. lHow we have the ship~
ment of the éroéuét. Ve also ha?e tha\laheling, Ordinarily-
this w;uld be enocugh to make a case; but we é§n't stop with
that alone. We would have several éther agents write in from
varicus gectious of the country, telling them~e#actly what
should be written, We would seﬁd'to the agenfs coples of pre~

pared letters, and say, "This is what you should say. Let us
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know immediately when you get your reply and send it to us
immediately." When the reply came in then we would write
back and say, "Now follow it up with this letter." And in

time additional shipments of drugs would be induced.

Dr, Y2

Would these letters go in under real names?

Mr., G.s

" Yes., Usually thosa of cheuists or luspectors, Of course,
the contents of the letters were false, But the courts have
held that this is not entrapment, As long as you give the
promoter the opportunity to do what he would normally do
under similar situstions, the falsity of the letter did mot
result in entrapping him into violating the law when he
shipped the misbranded drug. If it is entrvepment the defend-
ant has not violated any laws By Rsntrapment" we mean thé
creation in the mind of the defendant the idea for the com- '
missl&n of a crime. In this caéa, if the federal government
hadn't written to the promoter, he wouldn't have violated the
law in shippiﬁg his products to our agents. Is this entrep-
ment? The courts have said "mo," This is not entfapmeat
because, if there were a Sona fide situation like the one the

government created, Hoxsey would have shipped his products

e Mot o
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under those same circumstances, S$o, the government merely
gave Hoxsey the opportunity of doing what he would do, nore
mally. In proving our case we would have to show by evidence
what he would do normally. HNow, how do we get that evidence?
First, we try to find out to whom he‘has shipped., Many pers
sons would come to Hoxsey from out of the state. They would
park their cars outside the clinic, and they'd go in and
would be given the medicines, and, in due time, shipments
would also be made to them. Our men maintained surveillance
at the "elinic" and copied license numbexs of cars that ééme
from out of the state, We then'nscertained the identity of
the owners of those cars and visited them. More often then
not we encountered considerable opposition from the patienESo
They had been propagandized by Hoxsey about government inter-
ference. Hoxsey stressed that the government was a tool of
the AMA, that the AMA had tried to get his treatment and had
failed and was getting its revenge by having the government
destroy the Hoxsey treatment. Hoxsey hammered away that the
government was not to be trusted. He told his patients in
directfierms not to cooperate with the governmenﬁ. But
among the.many patients who visited Hoxsey and‘who léﬁévﬁﬁbt
his medicines, were some who did cooperate, The majority did
not. But 1t was & mitter of plugging away--persisting in our

efforts until we encountered a patient who was not persuaded
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by Hoxsey, and such patients established for us a pattetﬁ of
behavior and activity by Hoxsey in their cases which fitted
almost exactly the pattern in the shipments of Hoxsey drugs

induced by the government,

- Dl‘q Yst
You did this by having the lists checked and then sending

. inspectors out to these homes?

" Mr. Ge

Exactly, The assigned inspector was told that he should ex~
pect to meet with opposition; that many would not let him in

the house or talk to him once they learned that he was an in-
spectors He was instructed to be polite and sympathetic, and
that he was not to get into eny arguments. Rather, he should
solicit theix cooperation. But if cooperation were not glven,
he should not becowe overly peréistent noy do anything which

’ might;be offenslive, or subject to misinterpretatioms, or_iead

to an;accusatibn of harassment, In this type of investigation
ydu simply had to persevere with visits to hundreds of peoples
If you could find two or three who were copperative,vyou.could
make a showing tﬁat what happened in the case of the government's
induced shipment is precisely what happens in the case of actusl

cancer patients who get Hoxsey's medicines. And we did find an




sdequate number to show a pattern. Therefore, our induced
shipments were taken out of the category of entrapment.
When our evidence of shipuent and labeling was complete, we
'made an official inspection of Hoxsey's clinic, Even before
| that. howaver, we enliated the help of several cured cancer
‘patients to get them to do undercover inspactions. They went
to Hoxsey under our instructions and guldance with the stbryb
that they had had cancer. Their hospital records and their
medical records showed that thay had cancer, and these weras
" taken and shown to Hoxsey. The cured cancer patients pra~
tended that they were fearful that their cancers were ra-
turning} and they inquired, "Will your medicine prevent its
iaturn?" Invarisbly, they were told, "Yes, it would.,” In
| addition, one Food end Drug tnspeétot was sent from Alsbama
to Texas to visit Hoxsey as a poseible csncer patient, He
wes perfectly healthy, but he told Hoxsey that he feared he
hed cancer, He left the clinic with a statement from one of
Hoxsey's physiclans that "You came to us in the nick of timao-
You have cancer of the lung. You can't live more than six ox
eight months. We think we can save you.,” From thé'Hoxsey
Cancer Clinic this inspaector went to doctors of our choosing
for a complete-check~up and, of course; he had no detectable
cancer of eny kind, This case illustrates how Hoxsey sets

the stage for claiming & cure. Many & hypochondriac with a
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cancer phobia, coming to HOxsey, was falsely told he had
cancer and had only a éﬁort time to live, He took the
Hoxsey treatment. He didn't die, and after the Hoxsey
treatment all gupposed evidence of cancer disappeared, and

~ here is a case of cure for Hoxsey. The inspector who posed
'as a patient was perfectly healthy, He's aliveit&ﬁay.  He
testified about his experiences at the clinic at the trial
of the case Instituted against Hoxsey, His testimony was
very impressive, 1 reléte this to show another aspeck of
 our planning to gather evidence to show how far Hoxsey -
would go in this quackery venture, After the official |
open ingpection, we try to correlate our samples and our -
witnesses' statements with what the inspector observes in
“the plant. In that inspection he talks to patients, gets
‘their names and addresses, finds cut about thelr conditions.
In aeddition, of course, he determine; the laebeling; he tries
to @ind out the compositions of the products, the finanéiél
aSpecté of the venture, etc. He makes as complete an in-

spection as he possibly can,

Drs Ya!

He tells them who he is at chis point?
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Mr, G.2

Oh, yes, he tells them who he 1s, However, Imspector Gulledge
who went in as a potential caucer patleat, did not tell them
he was with the Food and Drug Administrstion. He went in
simply as an individual who was fearful that he had cancer,
They confirmed his fears that he had cancer, which of course,
‘he didn't have. We went another inspector to the clinic in

~ the seme way with a pretense of cancer of the prostate, They
confirmed 4t, He had no cancer of the prostate; we knaw he
had no cancer of tie prostate, but he went in there with the

" declaration that he had certain symptoms and they told him
that he had cancer of the prostate, Which led us to beliasve
that anybody who went to the clinic with the feeling that per-
haps he had caencer was informed that he'di¢, in fact, have
cencer, Then his failure to die would {llustrate the effect~
iveﬁess of the Hoxsey cancer treatment, Hoxsey had hundreds
and nundreds of persons who felt that they were benefitted by
the treatment. Kow we had our sawples; we had our literéture; |
we,haq(information as to what goes on in the clinic; we had ;,
our official open factory Inspection; and we had our bona

fide patients. Our next task was to show that the ﬁbxsey
treatment never ever helped anybody, This meant we had to
find out one way or snother the name @nd address of avery per-

son who Hoxsey claimed was benefitted. If we left ome such
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person uninvestigated, we would lose the case, Therefore,

it became very lmportant to learn from Hoxsey or any other
source the identity of those who were represented to have been
benefitted by the Hoxsey treatment. Hoxsey was mighty proud
ofishis claimed benefits and he publicized them for promotional |
purposes, He had a booklet with perhaps fifty pages which had
the names and addresses of persons who allegedly had been .
benafitted, classified ﬁf type of éancar, ‘Hoxsey advised
persons to whom he mailed this beoklet, "If you have gny.‘
questions, write to these people,” This was his means of
convincing doubters who were wavering about taking the tréat«
‘ment that they should take the treatment, I should say, by
that time, the Hoxsayléiinic had grown from a'clinic:with '
one doctor to a clinic with fweﬂty-six doctors. It had all
the trappings of a hospital...X~ray machines...X-ray techai-
ci&ns;.git had the appearance of being a bona fide clinic,
ﬁheredé, it was nothing but a;ﬁobsé of quackerys We were
able by digging up almost everything that Hoxsey had written,
'everyéhing'thét Hoxsey had said:dboﬁt his treatment publicly,
every publication'that Hoxséy-had.had printed, to amass the

names of hundreds and hundreds of claimed cures or beﬁefits§

Drs Y,3 '

How many did yoﬁ have to investigate? You say, "hundreds and
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hundreds,”

Mro Ga.3

1 wouldn't be surprised, Haxrvey, if it totalled over a thousand
How this was an enormous underteking, And, yet, we had to

‘do it, if we were successfully to sgeelch Hoxsey’s treatment.
It meent going to the satisfied patient and getting his co-
operation, How could we get his cooperation in the light of
the sntagonism engendered by Hoxsey? We went to Hoxsey and
said to him, "Look, we are going to investigate your cases.

in which yo; claim benefit. We have to do this because we
have an obligation to decide whether or not your treatment

is of any value, Now, can we say to them that you gave us
their namésy that we avre Investigating your treatmentj:and
that we'd like to know from them what their experience with
the drug had been? I& that all right with you, Mr, Hoxsey?"
Mr. Hoxsey took the bait and agrecd because he felt that these
peoplé would give strong testimonials for the Hoxsey treatment,
and w;uld convince the government to give its blessings to the
treaément. I'm sure he felt he would get FDA off his back 1f
they visited and talked to the patients who felt they had
been cured or helped. After all, they were his strongest’
supporters, Consequently, we were sble to go té these people

and say, "The government is investigating the Hoxsey treatment,
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Mr. Hoxsey has given your name a&s that of a person who has
used his treatment. Mr, Hoxsey says he has no objection to
our interviewing you, and your gilving us information as to
your experience,” With this appreach the patients becamé

completely cooperative, whereas before, they were antagoniatic,

~ Before, they would slam doors in our investigators® faces,

But now, they gave us everything--names of their phyéiﬁiﬂns,

the hospitals they steyed at, and their complete histories.

This was exactly what we needed, And we investigated these
cases of claimed benefits'nhoroughlya Ve visited the 9hyéicienu
who treated before Hoxsey, the hospitals where they were treated,
-etc,, and in this way,Awe werae able to adduce evidence to show
that in not one of these cases was Hoxsey justified in claiming

benefit,

Dre Yoo
Were there any cases in which these patiehts tad never been
to any other physiclan except Hoxsey?
i , - Do
Mr. G,i

Yes, there were instances of that gort.

Dr. Yo

How would you tie those down to prove that there had been no
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;abenefifs?

Mr, G»:
There was no biopsy, Consequently, there was no conclusive
evidence of cancer. As long as there was no evidence of can~
cer, it is entirely possible, and even probable in these‘f
particular cases, that cancer did not exist, Hoxsey can ie@
claim benefit from his treatment if he hadd't est&blishqgul
that the petient had hed cancer, Hoxsey's €linic did not
do biopsies. Hoxsey's philosophy was, "Do not let them cut,
Do not let them burho? By that, he meant use X-ray., "Be-
cause cutting spreads the cancer and X-rays burn and ba;becueo”‘
So he could not espous§ that theory, and at the same time,

have biopsies taken of these persons who came to him.

Dr; Y3

They did do a few biopsles, didn’t they?

‘Mr. G4t |

On one or two skin cancers, they did biopsies to establish that
they had cancer, only for propaganda purposes, They knew that
’if the cancer ware small, very small, the cencer could be re-
moved, so that where a person had a very small cancer, they'd

have the cancer removed during the biopsy to establish the
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presence of cancer of the skian, but the removal of the sancer
cured the patients Then they would apply the escharotic,
The escharotic would eat away a lot of addiﬁional tissue and
‘guarantee the removal of the cancer, but would disfigure a
persons We had any‘nﬁmber.of instances in which simple early
cencers, that shouldnlt have left even a scar if removed by
surgery were treated by quséy with the escharotic which
caused great destruction of normal tissue with COnseﬁueh:h$
disfiguiement; One man ﬁho‘thoughc Hoxsey had cured him
of cancer had his chin completely eaten away,: He had a sim-
| ple early lip cancer that was probably cured by the biopsy,
and the escharotic wasn't necessary at all, Hoxsey used it
anyway, as I say, When the éatient testified, he could
"hardly talke. Half of his chin was gone. Yet he testified
that Hoxsey cured him, So, we were able to show tbat in
every instance Hoxsey was not justified in claiming benefit,
We showed that all claimed benefits fell into one of thzee
classeé: (1) the patient never had cancer, or i« had cancer
and wés adequatciyitreated before taking the Hoxsey treatment,

or (3) had cancer, went to Hoxsey, and died. But Hoxsey con-~

tinued to pyhiicize the testimonials that patients wrote after
& mouth or, two of the treatment, that they were feeling much
better under the Hoxsey treatment, and Hoxsey never took the

trouble of keeping himself posted on thelr actuellcondition,
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Any number of these persons who had been so loyal to him

were dead within two or three months after starting his
treatments, Now, the fact that they were feeling better
really didn't mean anything, because generally they went

to Hoxsey after surgery or Xeray therapy because they didn't
feel well after the surgery or X-ray treatwent, for a proe
tracted period of time. Not everygody recovers from surgery
fxmediately, The same is true with X-xaye, Tc some it's
followed by a period of protracted discomfort, and just sbout
the time they had given themselves up for lost and thought -
the surgery or other treatment was non=-successful, that®s
about the tlme that the body was about ready to take a turn

. for the betterj but by that time the patient had gone to
Hoxsey., He took the Hoxsey treatment, but was already ?e~
covering from the previcus treatment. His feeiing better
was'attributed, of couxrse, to the last medicine he had taken,
which were the Hoxsey drugs. So it is not stwauge that Hoxsey
wvas abie to get testimonials ftqm,persons who ieally had can-
cer that the medicine was helping them; But at any rate; we‘
were éﬁle io develop'a=Very strong case to show that the Hoxsey

treatment was misbranded and that it had never benefitted

anybody.




33

Dr. Y.t
Now up to this time your teem in Washington had been sitting
there writing these letters, setting this network of imspectors

at work investigating each of these individual cases,

Mr., Gos

That's right,

Dr. Yo3

And all of this data had been pouring in at hkeadquarters,

Mr, G.3

Right, Now this data would be reviewed, and where there was
some abbiguity, the inspector would be required to clear up

the amblguities, to complete the medical recoxds, and then a
deéiaion was ultimately made as to which cases we wanted to

present in court., These were not simply cases of failure;%

bécaugé a case of failure doesn't mean anything. We pat

on cnées to show that the claim of benefit in the labeling

for tﬁeseAcaaes was not true, In other words, the claim of

benefit for these cases was a false’stateﬁgntg and’if we
could prove it to be & false stat2ment, then the product was

misbrended by that false statement end was illegel. We made

a selection of thirteen such cases for presentation at the
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trial in Dallas, These were thelr prize cases that they had
proclaimed as cures in theilr labeling. We declded we would

put o those thirteen cases, Now this involved a tremendous
risk because the patients in these thirteen cases attributed

cures to Hoxsey,

Dr. Y.3

So they were all witnesses for Hoxsey.

Mr, G.s

Actually théy were ouxr witnesses sinte we put on their cases
but they were very hostile to the government, In cross~exam~
inaticn, they would say unequivacally that Hoxsey cured them,
But, nonetheless, we felt that we could establish in an in-
junction suit,and that's what we filedin Dallas, that these
thirteen cases were falsely represented to have been cured

or benefitted by the Hoxsey trégtment,vthereby, establishing
~at least one aspect of misbranding, MNow, the other ceses we
inves?&gaged were to be used only in refutation, in rebuttal,
We anticipated that Hoxsey would put on so-called benefits,
person§ who wonld tertify that they took the Hoxsey treatment,
that they were given up for lost,jthaﬁ Hoxsey cured them. To
win, the government would have to devastate such testimony and

this was done in rebuttal when the government prosented the




true facts about their cases. .

Dre Yo

Now in some cases you could count on the judge restricting

testimony by laymen along lines like that.

Mx, G, e .

Yes.,

) Dr. _Yo 3
But in this particular case, you were aware ahead of time you

couldn't count en that,

Mr, Gat

Yes,'in the case that we brought in Dallas in 1949, November of
1949, we knew that the senior judge in charge of all civil
.cases, Judge Atwell, would preside. Judge Atwell, it was
'rumored; and I might say, later confirmed by statement of
Hoxsey'; attorney, was a patient of Hoxsey, and he believed
that he had been cured of cancer by Hoxsey after takiﬁg the
Hoxsey treatment. Now, this was rumor, as I said, but we

were well aware of it, Later, in 1961 or 1962, it was con-
firmed. I might deviate a little to tell you about the ia-

juncticn suit that Hoxsey brought when the warning poster 1
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mentioned earller was issued and placed in federal and state
buildings and in post offices. Hoxsey sued for an injunction
in Pederal Court, Washington, Ds C. to restrain us from using
that poster and to make us take down the posters. At that time
Judge Holtzoff, the judge who heard Hoxsey's injunction suit,
was addressed éy the attorney for Hoxsey who made this state-
went, and these are about the woxds that he used: ®Judge, you
know Judge Atwell, Ha thinks very highly of this treatment,”

. And he held up the Hoxszay pillse~-the internal treatment.
"Judge, as & matter of fact, Judge Atwell takes these plills.
And he thinks they helped him." Now this is in the record of
that cas¢s So Hoxsey's attorney, himself, confirmed what ﬁas
rumored in 1949, By the way, Judge Holtsoff refused to graat
Hoxsey's request for an Injunction of us, The poster is on
‘exhibit 1$ the Madicine display of the Smithsonlan Instituiton
in the;sectiou devoted to Quackery. To add to our difficulties
in Dallas, Judge Atwell, the year before in 1948, had decided

a casgfwhich Hoxsey had brought to récover damages of one
million dollars against the Hearst publications, the American
Medlcal Association and Dr. Morris Fishbein, then the editor of |
the Journal of the A. M. A. Allegedly, they bad all called
Hoxsey a quack. In that cese Judge Atwell ruled that Hoxsey
cured cancer. Having so ruled in April of 1948, we had every

reason to believe that he would rule similarly, no matter what
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evidence we put on, in 1949 when we brought our case., Yet
we brought the case knowing full well we would lose. We
plauned to put on as strong a case as possible; build the
'.best possible record in the hope that the anticipated ad-
verse findings of Judge Atwell in our case would be re~ '
' verséd'by s court of appeals. And so we céncent;atadfou"'

developing & case which was unbeatable,

Dr. Yoz

‘Now, Just let me ask you, Vou got all the svidemce; you were
ready to bring the case. Now, what i§ the procedure that is

involved in your group in Washington getting the case set up

in Dallas?

Mr. Got

All :igbt._ Now we were ready to go., The mext queation‘wmsz .
"What kind of case shall we bringf Shall'we'prosecutéfﬁ’ This
would §e a criminal case where-prodf beyond a reasonable doubt
is :eqéired. It would be in Texas. ANobody had ever beaten' -
Hoxsey in Texas. Many had sued him, The State of Texas and
many personé had sued Hoxsey for malpractice, for fraud, but
he had never lost a case in Texas., We took due dognizance of
that, So we set aside the idea of prosecution., We could pro-

ceed by injunction, or we could seize the product. We decided
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that since injunction would mean going before Judge Atwell
this, too, was risky. The decision was reachéd that we' |
would try selzure where he shipped across the state line

ins suffiéiently large amount to justifyvseigﬁreo,vWe found
such an amount in Colorado in the hands of,a doctorvef o8tao-
pathy. We seized, in:the-hope‘tha; Hoxsey would contest;
but Hoxsey was too foxy; he was too smart. He dida’t con-
‘test, He made no appearance, and he let the seizure go by

- default so there was no trial, Our strategy failed, Our
plan was to provoke a trial outside of Téxas where we would
stand a better chance of getting a just hearing, but Hoxsey
apparently saw through our plan. If there waé to be #’trial
he wanted it In Texas. The only othexr alternative then was
to proceed with a complaint for injunction, And this we did,
We prepared a form of complaint in our office end sent it to
the General Counsel's office where it was perfected and sent
to the U, S, Attorney General with a requeét,fqr the fnstitu-
tion of.injunction.préceedingsa The Department of Justigg
concu:;ed, and sentvthg,complaint and request for iqj#nction
to the U, S, Attorney in Dallas. He, too, concurred, and.
filed the complaint. The case came up bgfo:e Judgg Atwel}.
Judge Atwell at the time was about 80 years old, and he did
not accept the government's contention that a lay person»suf~

fering from cancer is not qualified to testify about his
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condition or about any betterment of his condition from any
therapy given. The Judge felt that a person who has cancer
knows this perhaps better. than anyone else, We felt that
proof of the existence of cancer can only be established
through competent expert medical . testimony and proof based
on microscopic examination of tissue taken from the patient,
and that the patient's knowledge as to his condition was of
a hearsay nature, and hearsay testimony s not admisséble in

a court of law,

Dr, Y.:

Well, aftnr you'd spent these months gathering all this material
with the big netﬁork of inspectors working om it, you had the
data assembled. Now did you chegk this out with Billy Good~
richis offiée here in Washington before you took it down tc

Texas?

Mr, G.:
Yes, As I said before, we prepared our concept of the case
with a recommendation which went to Billy Goodrich, our General

Counsel, In doing so, we even went so far as to prepare a pros

- posed complaint and the General Counsel's office, of coursey,

revised it, polished it, gave it ifs finishing touches, and

sent it to the Attorney General, where it was further consildered,




and then sent to the United States attorney_inyballas,
Texas., Again it was reviewed by him so that there was

check upon check to be sure that the case was a sound one,
The United States attorney then gave his'acquiescence, and -

the case was filed.

DI. YO :
Now when it's filed and then about to come to trial, do you

go down with a staff from headquarters?

Mr. Go

I and a member of the Bureau of Medicine went down to Dallas
for that case with én attorney from the General Couﬁsel's_,
office. This man was Goodrich's first assistant, Joe McGuire.
The physicisn of the Bureau of Medicine who accompanied us was
Dr. Gordon Granger. We constituted the team that worked with
the Assistant United States Attofney in the preparation and
presentation of the case. It was our duty in the Division of
Regulétory Maﬁaggment, at that t$me the Division of Litigation,
to prepare a fact sheet for the testimonyvof egch government
witness., This was given to the United Stateé &ttprney in
Dallas who would have something to take homeand study. Rather
than to tell him vefbally who the witmesses are and what they

would testify to, we prepared the testimony in writing for each
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witness {n a form that would make his use of it easy for him
in bis preparation of questions.

Dr. Y.:

He has a terrific job, Youtve been working wmonths on it, and

then he has a short time relatively to get familiar with it,

and yet hes the man who's up there and can't make a mistake,

Mr. Gt

He does all of the Interrogation. You are right, He caanot
‘make & mistake, Consequentiy, the burden upon us is great

to prepars him adequately so that he can capably handle the
cases He is not a physician; he's not even an expert in Food
acd Drug law, because the United States Attorney ox his ase
sistants, and this was an assistant in the United States

Attorney's office...

Dr. Yot

Who waﬁ'he, do you remember? : - R ;

i

Mr. Go3

A man by the name of Harrely HARRE L, I believe, It's
necessary for him to prosecute cases of all sorts under the

law--income tax, interstate commerce, Federal Trade Commission,

L
pliesiaiie e g
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any act oﬁ.tﬁe books. Consequently, he cannot be an expert
in all phases of criminal law, and generally, he is certainly
not an expert on Food and Drug lawj but, if he is properly
prepared by us, he can do a creditable job, and he did. He
did an éxcellent job, Now, as I mentioned before, it was

our idea to put on so strong a case that any adverse decision
by Judge Atwell would be overruled by a Court of Appéalé;
'-Judge‘Atwell, during the course of the trial, made mmny
errors in lawe He permitted witnesses for the defense to
testify that they bad cancer, that they were treated by

Hoxsey, and that they were either cured or benefitted,

Hoxsey did mot put on any physicians for these patiemts, but -

relie¢ solely upon the testimony of Dr, Durkee who was the
doctor of osteopathy who served as the front for Hoxsey,
This exposed Atwell to a reversal, because certainly a
patientgisAnot in a position to testify whether or not a
certain drug benefitted him, TAgd‘this the courts have held
consistently, That was a question of law; But to get gute~
verséi onlthe facts, that's a realiy tard thing to do, The
Coﬁrts of Appeal have consistently taken the position that
‘the trier of the facts had the right to decide his concept
of the facts, and "Findings of Facts" of the judge sitting in
a case, such as this one, which was an injunction case, are

almost never reversed, This 1s so because the Judges of the

R %
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Courts of Appeal are mot present at trial end do not listen
to the testimony for the facts. They are to ‘decide the
validity of the findings upon a record, and they have said
consistently that the trier of the facts is in a better
position to judge the facts than the Court of Appeals because
the trier of facts is able to decide for himself the credi-
bility of the witnesses. He can tell by the witnesseé"den
meauor, whether they give evasive answers, by their facial
expiessions, etc. whether or not the witnesses are telling
‘the truth. This is wot available to the Court of Apéealsa
So the Courts of Appeal have been very loath to revexse
judges on findings of facts. And that's what we were up
against. Judge Atwell, after hearing some hund:ed witnesses
in about a six-day period, found as the facts that Hoxsey
‘cures cancer and that his treatment is at least as good as
surgery, radiation, or chemotherapy. Judge Atwell ruled
againstbus aad refused to grant the injunction. But our case
was sofgood, it was so strong, that the Court of Appeals,
when w; appealed, heid the judge would have had to bq blind
or deal not to havse seen, heaxrd and understood the evidence
that the government had put on. The Court of Appeals said
that they had a distinct feeling that a miscarriage of

justice had occurred here. They reversed Judge Atwell on




44

the findings of fact, which, as 1 say, was a rare thing ine-
deed, So, our strategy pald off, and we did get the injunc~
tion. This was appealed by Hoxsey to the Supreme Court, but
the injunction was sustained and Hoxsey was enjoined., But

this didn't stop him.

Dr, Yot
Now, I'd just want to ask & few more questions sbout the
trial, You also had expert witnesses, besides the witnesses

whom you used to try to shuw that this had Jone nc guod,

Mr., Gt

Yes,

Dre Yot

For them.

Mr. G.§

Righto'

Dr. Y3

B 1]

The patients of Hoxsey. Now, were these expert witnesses also

aessembled as a task of your team at headquarters?
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Mr. G.s
They were assembled by the team, but they did not become a

part of the team,

Dre Yo
Yes, but it was your responsibility to select the best pos-

sible witnesses to0.e»

Mr. Go2

That's right.

Dr. Y,t
ssedescribe what real cancer therapy was zud to criticize the

kind of therapy that Hoxsey was giving.

Mr, Ges

Yes. This was part of our role. We not only decided which
witnesses were necessary, but we actually went out and soli- M
cited éheii cooperation and engaged them as expert ﬁitneSSese

Then as another aspect we also planned enimal studies or

whatever investigations could be made in the laboxatory or

= perhaps in a hospital to show:the inefficacy of Hoxsey medi-

cations, When it comes to cancer therapy, you can't have a

clinical trial, because you're dealing with a quack remedy
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and In order to determine its effectiveness in a clinical
trial, you would have to take a cancer patient off competent
therapy. This would be deadly to the patient if a quack
remedy is substituted so we don't do it, The next best
thing is to see how it works on animals with cancer, and we
did undertske a ciinieél trial at the Jackson Memorial Labor-
atories in Bar Harbor, Maine, Jackson ﬁemorial Laboratories
ere nationally knowns They experiment with mice end rats,
They have developed colonies or strains of mice that are in
demand for ressarch purposes throughout the country, . For
instance, they had a cclony of mice, every female member of
which would develop spontaneously cancer of the breas;, and
these were the mice that we used the Hoxsey treatment on to
determine whether 1,, it would retard development of cancer
of the breast and 2,, whether it would have any effect on the
course of the disease. And, of course, it didn't. That
testimony was put on during the coﬁrse of the trial, We did
this, knowing full well that there are limitations to the
applic;bility of animel work to the évaluation of therapeutic
agents in human beings, But still, it did show, tﬁat in no
way did it slter the course of the csucers in the mice, Then
we engaged an individual who had done work on the role of
potassium in cancer, Dr. Max Goldzhier, en endocrinologist.

from New York, who had done extensive work on potassium and
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its effect on terminal caencer. He concluded from his work
that theré was a godd likelihood that potassium enhanced the

growth of cancer,

Pr. Y.¢

Now the point of thit was that potassium lodide was part of

Hoxsey's internal cancer treatment,

Mr, Got

lThat's right. Seventy~five grams of potassium iodide was in
a dose of Hoxsey's interunal cancer remedy, so that ﬁot only
would you not expect the ﬂoxsey treatment to be of ~ny value,
but there was also the possibility, remote or not, that the
potassium in the drugs would jenhance the growth of cancer.,
So, that was another aspect of the case that was presented,

At any rate our strategy did pay off and we did win,

Dre Yo

Now, fOu were there at the trial,

[

Mr. Get

Yes,
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Dr, Yo3

And I presume, in additlon to the briefing that you had given
the Assistant District Attornmey prior to the trial, there were
lengthy nightly meetings to get things sharpened up for each

daY'Sooo

Mr, G,¢

Yes, We would anticipate cross-ex&mination in our own case,
end plen ways of meeting it. When the defense case was on,
we planned cross-examination. We anticipated the testimony
of the witnesses end planued for cxoss-examiﬁati@n of those
witnesses. That was a Vefy important role in preparing the
United States attorney., In addition to that, we sat at the
¢ounsel table, and we wouldlﬁ;ansmit notes to the United
" States attorney to keep hiw from erring. 1If he committed an
error, or if he failed to cover a point, or if something of
significance arose by reason of the examination of the wit-
ness which had not been_previouslj discussed with the United
State§ attorney, we would prompt him, So we served a vital
role Qitting there at his elbow to guide him end to make

sure that 81l of the evidence went in.

Dr, Yo2

Now, Hoxsey, himself, in this case, did he appear as a
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witness in his own defense?

Mr. G.¢
No. He did not. He relied entirely upon Joe Durkee, the

Duv 00

Dr, Y.
You did, noosetheless, have an opportunity to observe Hoxsey

to some degree dﬁring the course of the trial?

Mr. Go¢

Yes., He sat at the counsel table with his attorney.

Dre Yot
Trying to do the same kind of job for his attorney that you

were doing for the district attormey.

Mr. G.§

Yes. '

Dr, Y.:
I've been interested in Hoxsey ags a person. Heow would you
describe him and hils demeanor and the way he behaved himself

while you had an opportunity to observe him?

s
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Mr. Gz
I had an opportunity to observe him on two occasions. We
had another tiial of the Hoxsey treatment up im Pittsburgh,
Pennsylvania, in 1956, after Hoxsey was instrumental in
opening a Hoxsey Cauncer Clinic in Portage, Pennsylvania,
a little mining town aebout seventy-five miles from Pitts-
burghs He's an lwpressive fellow. There isn't any ques-
tion about it. He's tall end he 138 not shy, Hes quite .
aggressive, His love of @aney is considerable, I had one
little experience in the trial up in Pitisburgh where, dur-
ing a recess; I was on my feet, giving myself a rest after
having been sitting all worning. I was flipping a dime in the
courtroom, aud the dime got away from me and rolled half-
way between me and Hoxsey. Hoxsey saw me approaching the
coin, buti:he approached faster, bent over, plcked up the
dime, just as I was getting ready to bend over, turned his
back on me, walked over to his side of the courtroom, and
loudly preclaimed, "You see, I'm always lucky in a courts
room.‘ And he put the dime in his pocket. 5o he owes me

a dime,

Dr. Yot
VWell, that's a good, vivid, symbolical illustration, I thiank,

1've read lots of tuings that Hoxsey wrote or that were

it sl
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written over his name, These are written in pretty good
English. From other théings that I have heard, I've had the
feeling thet perhaps something of the coal-mining background
that Hoxsey had earlier in Illinois before he got underway on
t&is Hoxsey promotion...on his cancer promotion...might have
siuck with him. When he spoke in conversation, were there

etidences of this? Did he speak good English?

Mr, G.3

Yes., He spoke acceptable English. It wasn't English that a
 college professor would use but he was articulate. His Eng-
lish, I'm sure, if it were reduced to print as he spéke it,
would be full of grammatical errors, but he gould get his
polnt across, You know, of course, he had nothing wore than
an eighth grade education. And apropos of gdur point as to
what sort of a man he was, let me tell you what his lawyer
told me he was., He told me during the course of the trial in
Pittsburgh that Hoxsey was par ‘excellence the con man. HNow,
that was his lswyer's words, not mine, In his office, he had
a littie placque which read, "The world is made up of two
kinds ;f peoples those that take and those that get‘took.“
Now, for one who's in the habit of taking, the way he was,

this thing had particular significance, I think, This was

his philosophy,
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Dr. Yoo
Right. Did you get the idea that he was in any sense a crude

man?

Mr. G.2 -
Yes, In a way he was quite crude. He wasn't polished,wby

any means,

Dr. Yo

A blurt men.

Mr. Got-

A blunt man, 3ut,iin éqdayes world, this {is quite acceptable,
You listen to people on television in high posiﬁions, and
they're just as crudc as he wase In his day, in those days,

I think iﬁ was unusual for a man‘who was crude to achleve any
great sgccess in politics ox in:the professions, But judging
by'todﬁf's standards, 1'd say, he was quite aCceptablevin his

demeanér and speech,

Dre Yo
He must have talked with patients. Of éourse, he did talk

with patients, as you found out, and he must have had a sales~-

man~like persuasivencss in his manner of speech,
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Mre Gos

Yes. And that persuasiveness was attributable to the fact
that he gave hope to these people who came to him. Many of
them lﬁd been told by their physicians that their conditions
were hopeless and that modernumedicine could do nothing more
for them., They weni to him and he gave them hope., He criti-
cized the medical profession for giving up on these patients,
~ and whereas he did not promise that he would cure them, he
would make statements which would encourage hope, He would
tell them, for instence, that "While I can't promise you that‘
I'm gelug to help .y‘ou, 1 have helped dozens of cases just like
yours,” This s enough. So this was his charm, In <hat he
was kiad to these unfortunate péople and he gave them hope,
He woulld encourage t.hem, tell them, "Don't worry, we'll help
you." But that wazn't motivated~~I'm convinced of this«-by
any humane or humanitarian impulse., He was looking for the
income to .be derived frorﬁ thils person who was about to be

taken,

i

Dr. Yoi‘
Did the words of his attorney that he was a con man agree with
the impression you got that he wasn?t like some people who may

be called "quacks,"” persuaded by his own gospel. You. have the

feeling that he was aware most of the time that he really was...
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Mro G.s

1 would think so. As a matter of fact, I think it was his
attorney who told me that he was convinced, that is, his
attorney was convinced, that if Hoxsey ever came down with
cancer, he would not rely upon his own medicine to help him,

but would go to a doctor and have surgery.

Dr. Yo3

I heard a rumor the other day that Hoxsey is in some Texas

establishment with cancer.

HMr, G.t
I heard that rumor, too., It may be more than & rumor. You
night check this out with Brandenburg who asked that an ine

vestigation be made to establish if it was a rumor or not,

Dre Yo l’

I see. S0 that is being looked iﬁto.
;

Mr. G.s

That is being looked into, from the standpoint of interest

‘more than anything else,
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Dr, Y.

Sure, From the point of view of the"issue of Hoxsey's in-
tegrity or lack of Iutegrity, wasn't there some episode in
connectlon with the death certificéte of his father which

might throw light on that point?

Mr, G

Yes, The d:z2th certificate of his father actually on file

at the State Health Department iIn Illinois showed that his
father had died of cancer, In his book, "You Don't Have to
ﬁie", Hoxsey stated that the death certificate of his father
had disappeared from the State Health Department's files be-
cause it shoved that the cause of desth was not cancer, The
death certificate that Hoxsey had published in his book showed
that a Hoxsey, but with initials different from his father's,
had died of cancer, and he ccntendgé that this death cerxtifi-
cate waénnct for his father's death, We got hold of the authe
entic déath certificete at the Health Department as it was
filed,‘aud‘it was identical t§ the one in his book in all de-
talls, except that the Initials of his father were chénged on
Hoxsey's copy, &pparently by Hoxsey, before he photographed
the death certificate fox inéotporation in his book as a
photograph of the death certificate. Tﬁe initials did not

match those on the original death certificate for Hoxsey's : }

£
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father, This was how Hoxsey thought he would get around the
fact that his father, who was touting a cancer treatment him-

self, died of cancer.

Dr. Ya¢
One of the other things that I wanted to ask ebout related to

the Krebiozen case, particularly your estimate of why it was

that after the long, long trial in Chicago, and as a result

of the trial iIn Chicago, the jury reached the verdict that

Dr. Ivy and the Durovic brothers were not guilty in a criminal

case of violating the law, when earlier it had been established

that Krebioxen, chemically speaking, was & product that could

in no way have any influence upon the course of cancer,

Mre Go3

Yes. We had a very unfortunate jury. We started off with a
panel 6£ three hundred. WVhen the judge annduncgé that the
ttial would take about three months, actuslly i;;xook nine,
he gav§ those who felt that they could not sit at a long
trial Ehe 6pportunity to be excused. That one operation

alone, reduced the jury panel down to about one hundred talise

men. In other words, we lost two hundred prospective jurors,

and these were probably our best jurors,
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Pr. Y.

The ones who would have had good jobs and...

- Mr. Ga

Thét's right=-who felt that they couldn't spare three months,
“Those who felt that they could spare three m@nths, you won=
‘dered, you questioned what ki#d'offpéople ihey were that they
can spare three months; perhaps they were retired, But I

think we lost our best people whan that oécutrédoibwoﬁ, you've |
‘got to remember, too, that tha peoplé in Cnicago had been ba-
sieged and bombarded with propegands about Krebiozen both pro
‘and con, I doubt that there was any thinking person in Chicago
who-hadn't heaxd éf Krebiozen and who hada't, by this time, had
soma idea of whether they felt it had any real marit or not.
Surely, the people iu Chicapgo who had caucer wera very apt to

wind up using the Krebiozen treatment because it was home-based,

Dre Yot
And there were encugh doctors there who were using it,

A

Mr, G.t
Yes, bacewse of the iufluence of Dr. Ivy. If Dr. Ivy had not
been involved, there woulda't have been any issue. But because

of Ivy and the confidence he instilled, doctors from Chicago,

S
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were, mostly at the insistence of their patients and their
relatives, getting Krebiozen, Now, for each person getting
Krebiozen, there are many, many perscns who kuow about it.
Congequently, to ﬁe,:it seemed a little bit strange tha; ve
had jurymen who ultimately got on the jury who pruiessed not
to héve heard of Kreblogen and, therefore, they were unin-
fluenced by the propsganda, and could decide this case with-
out bias, and that they had formed no opinion. Host amazing
to me, was that there were persons on that jury who said that
they had never heard of Krebiozen. I felt that either they
were lying or that they must be awfully ignorant., What
intelligent person would not know, at least know, about Kre~
biozen? Yet, there were persons ou that jury Qho said that

- they had never heard of it. So, we did not have an A-l jury,
and we knew this, We knew vright from the start that this was

a very poor jury to decide this very importent case.

Dre Yot
Did yoh‘really know very much about the background and the

educaiional level of the jury members?

Mr, G.t
No. We had their occupation listed, nothing moxe., But you've

got to remember thiss  that where the occupation indicated a



59

high degree of intelligence, like attorney, the defendants
challenged them, made sure that any person with any education

. was not on that jury. And they had a great many chellenges, |
because there were four different attorneys there, each re=
presenting a diffexent defendant, and each attormey was en~
titled to his full quota of challenges, giving them an enoxr-
mous advantage over the government who had only the number of
challeages to which one atdormey was entitled, - They had four
times as many challenges, Anyone with intelligence, apparent
intelligence by reason of the position held, was automatically
dropped from the jury, So, this; too, contributed-io lower

the level of the jury, Now, that was one aspect. Yet, not-
withstending that, there were at least six persons on that

jury swho were pexrsiaded by the government's case to the point
where they were for conviction of gll defendants, Theve were,
however, five who were agalust conviction. Now,; of those five,
one, who turned out to be the foremsn of the jury later, was

a person whose wife had had cancer, who had heard of the Kre-

' bioze£ treatment, and who had considered using the Krebiozen
treat;ent for his wife in the event that therQ was a recurrence
of cencer of the bréast. The breast had been amputated and,
apparently, there was no recurrence, éo he never was feced with
the need in the two years betwéen operation and jury service to

use the Krebiozen, But he later admitted to newspaper people
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that he had considered taking his wife for Krebiozen in the
event that thaie vas any return of the cancer and that he at
thaﬁ time felt that Kreblozen had value. Yet, he sat on the
jury, and he had lied in the voir dire on the part of the judge
as to whether he had heard of it or had any preconcelved ideas.
Now that was cne. Another thing was, one»of the members of the
3ury by'the neme of Butkowski was an official of the Inters
national Meatcutters Unlon, He was characterized by the jury
people who were for conviction as the "Hammer Men” on the jury,
From the very start, with the very first goverament witness,
this man attacked the government to the other jury people.
Despite the waruing of the judga with each recess that the

jury was not to discuss the case among themselves nor were

theyr to discuss the case with anyone else, that they should,
under no circumstances, permit anybody to talk with them, as
soon as there was a recess, no matter who the government wit~-
ness was, Butkowski would attack.them as liars, egg heads,
stupid. ;This International ﬁﬁateuttgrs1Union,hy§ere he was on
the board of directors, and was one of the members of the gxec;
utive cdﬁmiiﬁee, and a high official,:had taken a position
publicly:with respect to the Krebiozen case. As a,maiﬁer of .
fact, ovor union headquarters which he had to go into, every
time he went to his office, was a big sign that said: "Krébiozen

‘ghould be given a government test." During the course of the




6l

trial, there was a meating of a local of this union in Peoria,
Illinois. Ivy and Marko Durovic attended this meeting during
the course of the trial. It was also attended by this jury !

man~-~Butkowski,

Dre Yo

During the course of the trial?

Mr. Go2

During the course of the trial,

" Dr,. Yoz

Vhile it was in recess,

Mr, G.$

It was over a weekend, Ivy and Marko addressed this local and
this union leader was there, During the course of the trial,
on two occasions, evexry member of the jury was circularized -
with pro Krebiozen leaf;ets. This circularizatiou was by

mail; the letters bore the return address of this union,

Dre Yao3

You have no idea why the union took this position?
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Mres G.:

Many unions did, I think the American Federation of Labor took
a position which was pro-Kreblozen as did Senator Humphrey, as

did Senatoxs ﬁouglas, Proxmire, Hart, Kefauver. They all took

positions to get special treatment for Krebiozen from the Sece

retary of Health, Education and Welfare,

Dre Yo2
Was this out of respect for Ivy that Senator Douglas had and

then the other senators out of respect for Semator Douglas?

Mr, G.3
'I would say so. It would be my guess. Now Senator Javits
also was approached to take a similar stand, until omne day his
staff man called us on tke phone and wanted to know¢gbout this
petition fhat‘Senator Douglas was sending around téw%he othex’
members of the Senate, asking thg Secretary of Health, Educa~
- tion and Welfare to set aside the requirements of the law as
to Krebiozen and to permit interstate shipment of Krebiozen.
He wantéd*éo know, "This is a little irregular¢“ Whit are the
facts?" We gave him the facts aud Senator Javits withdrew,
But prior to that he had gone along with Senator Douglas.
Now during the dellberstions of the jury, and thiz we got from

the jury people, at the first ballot, and almost throughout the
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R J
deliberations, it was sigifor conviction and five for acquital,
and one who said shef'd go witﬁ ;He'majority@ She was iﬁdifc
ferent. Didn't cére,either waye >WhicheVGr way the majority
went, she'd go. And that's the ﬁay'this thing.rgmaiﬁedAéay
after day. 1 think they were pﬁt f;r eight dayé wﬁén ﬁhéy
appafently reached an agreement ﬁo get out of this imp;sse.
This vagisaturday, the 29th of Janu#fy, I:beligye,aL966; They
ag:eed_that they would acquit Ivy’aﬁd Marko and éonvicé Stefan

Durovice, Dr. Phillips, the Kreblozen Research Fo&ndation and

Promack Laboratories on counts whiéh they would decide after
I§y’s,and Marko Durovicls acquitaie‘ Now this "Hannmr'ﬁih"
insisted that before they deliberate further as.to what they
should convict Stefan Durovic and the others on, that they ge
in end acquit thesa two people, This wes done. ﬁh&ﬁ the jury
came back to deliberate--this we gét from those who were for
conviction~-=those who were for conviction discovered that they
‘had been éouble«crcased.' This guy from the union said, "You
misunderstood us, We haven't said that at all, Ve had no
agreemené to convict anybody." Thgt was his pesition, and they

i

ware stucke

Dre Yo » i

They were hung then, at least for the time beidng.

N Mmoo et st =
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Mr. G.:

They were hung, yes. And all the time, they had been asking the
judge to let them go because they were hung up, The judge would
>say, "No, keep on delibeiating; reach & verdict; it's your respone
. sibility." Then, ﬁhey came back, and found themselves in & posi«
tion where they had let go some of these defendauts., When they
saw the hopelessness of 1t, they agala told the judge, and again
the judge told them to continue their deliberations. This was
about the sixth or seventh time that they appealed to the judge
to declare a mistrial because of lack of agreement. That was

on Saturdey when they found Ivy and Marko Durovic not guilty.
On Suudayr, a woman ia the jury got slck, Now taose for cone
viction feels~she was one for ascquitadi=-that she didn®t really
get sick; she feigned sickness, At any rate, they: took her out
in an ambulance, and this chap from the union is reputed to
have said, this {s what wu were told by the jury people, that
"If she dles, this will be on your comsciences. You are the

cause of it." Thishhe told to those who were for conviction,

Dr, Y.t ;

Because they kept her there so louge,

M. Got

That's right. He tormented them further with the question:
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"And how can you as Christians ever sit in a church again," or
Vords to that effect. This is what we were informed when we

spoke to some of those jury pecple who were for conviction,

Weli, as it turned out, she was backknonday. Thatwwas on Sun-
day, she was back Monday, well. In the meantime, the shock of
this made those for convictién feel that they had to get out of
this thing. They were going to make one last appeal to the

judge that they were hung and that they should be 1e£ go.A_Theyv
did, that Monday morning, and that Monday the judge said, "No,

go back." This was about the ninth day, maybe the tenth day, I
don't know. It was a long time, Well, they didn't go back in, L
They felt resentment; they threw in the sponge; to get Aut they
voted for acquittal. As they were coming out of the.jufy cham=
bers, one woman who felt very strongly for couviction, heard
Butkowski say to the foreman,..."Boy, I rever thought we'd swing
it all the way like we did." And she told us that she felt like
slapping his face. Instead, she burst into tears and the accounts
of the acquittal in the newspapers havé it that she h#d tears
streaming down her face., Well, she lateg told us what had oc-
curred, She heard this remark and this so infuriated her that

she burst into tears, and she came into the Courtroom with tears

streaming down her cheeks. Now, this Hammer Man, Butkowski... | 'ggi
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Dre Yo

How do you spell the name?

Mre. Ges

BUTKOWSKI. He had been charged with contempt of court
aﬁd he pleadv“not guilty" and the matter is awaiting trialg._

(Butkowski ﬁas later convicted and given a three~year prison

sentence, )

Dr. Yoo

On what grounds?

Mr. Got

On grounds that he obstructed justice,

Dr, Y3

Because he hadn't admitted earlier that he had had some con~
nection with Krebiozen?

Mr, Go

No, Because of his failure to comply with the requirements of

the court, that he not discuss the cases
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ﬁr; Y.t
T

I gsae,

Mr. G.3
And that there he was down ih Springfield with some of these

defendants during the trial,

Dr, Y.3

I sce,

Hr; G.s

For that convention of the union local, That and the fact that
ha was constantly hasmmering away at the witnesses of the govern»
ment when he was under court instructions mot to discuss the
case at all, right from the start, And the fact that his union
had taken a position on Krebiozen and there was that sign over

headquarters,

Pr, Y.: |

And this case still awalts trial?

Mio Ga:
- Yes, Now vou ask how it is that this occurred? Well, this is how

1t occurreds Much of what I have told you here is public information..




68

now, - It was all reported in a serles of articles in the St.

Louis Post-Dispatch, written by one of that newspaper's ace
reportersy & fellow by the name of Collins, his full name slips

me at the moment. But what I've just told you is public,

Dr. Y.3 y
Aund does he allege that kbere was anything behind the.positibn

of these pro<Kreblozen jury people?

Mr, G,

No, He doesn't., Of course, the whole thing 1s mighty unfortunate,

Dea. Yot
He doesa't allege that the Krebiozen forces got to and bribed the

witnesses or anythingeee?

- Mr. G.3
No. There is nothing like that alleged, What motivated But- .

i

kowski,fi can't say. The government was doomed from the start,

Drs Yo
Now, this case differs from the hoxsey case in that it was a

jury trial.
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Mr, Go3

No. In the first Hoxsey case, that is, the case involving the
injunction in Texas, that was before Judge Atwgli without jury.
But the second trial, which involved a tremendous seizure of all
of Hoxey's medications in Pez:agé, Pannsylvania, was a jury

trial,

Dr. Y.t
Yes. I was thinking of the first Hoxsey case in Texas, There

you could appeal,

Mre. Gs¢

Yes,

Dre Yos
Would it have been possible to make the same kind of an appeal to

2 circuit court after a jury trial case?

Mr, C.t
Only in a selzure case. But in a criminal case there is notappeal

1f the government loses, To reverse an acquittal would be double

Jeopardy.
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Dr. Y.:

That's what I thoughte

Mr. G.3
Consequently, we simply had to accapt the verdict. It's an unfor-
tunate thing that the judge was so insistent upon the jury return~

ing a verdict.

Dro YO:
You think it would have been better had he recognized the impasse
and called it a hung jury and permitted, therefore, a new trial

to have been brought?

Mr. Go3

One of the jury women, the one who had tears in her eyes, told the
Assistant United States Attorney who hendled this case and Mr,
Palmer, one of FDA's inspectors: that she felt that this was a
very poor jury and that the govermment could not prevail with a
Jury offthis poor quality and that she was very anxious that the
govern;ent have another chance to prove its case. She was going
to hold out for a hung jury, but the way things developed, they
were the weaker omes, she said, and they couldn't hold out in the

face of the aggressive attackss They were sick, There was an

epidemic of the grippe going around. They were not immune. They
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were imprisoned. They could go only between the courthouse and

the hotel, They had had it,

Dre Yot

Aund this had gone on for nine months?

Mre Gos

Nine days. The trial hed gone on for nine months, But the de~
.libetations were for nine days, and they were imprisoned in
this room with a lot of antagenism bullt up, and the judge
wouldn't cooperéte with those who were for conviction., They
just felt such resentment that they threw the sponge in and

said, "The heck with it.%

Dre Yo
Of course, the judge didn't have to explain his position? He was

hopeful that he could get a verdict and avoid another leng trial,

Mr. Got fl

f
That's right, But it was no secret that he wanted a comviction.
He was convinced beyond any question that this was one of the
greatest frauds ever perpetrated upon the American public. He

was sorely disappointed in that jury,
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Pr. Ye:
But somehow he didn't, at that point, couldn't he realize what was

happening in the jury?

- Mr. Gag

He 6idn’t recognize that it was hopeless for the government, He
d1d not foresee that, if anything, instead of compromising in
favor of the government, the compromise would be agaiﬁsi the

government, He didn't recognize this,

Dra Yot
And your fealing was that your evidence was every bit as persua-

sive as the evidence had been in the case comnnected with Hoxsey.

Mr., G.3
Ig was the strongest evidence ever put ou in any case within my
experience and the members of tﬁe United States Attorney's office
aésigneé to the case have said the same thing.

I':
Dr. Y.:

It wasznot only the kind of medical evidence with respect to the
cases of people who hadn't benefitted orx hadn't been cured, but

in this case, you had fraud,
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Mr. G.3
We put on tremendously persuasive evidence of fraud. Absolutely

irrefutable,

Dre Ys2
Did this relate to such things as the number of ampuies that they ;f
had bought compared with the amount of medicine that they asserted i

that they had?

Mr, Ged
That's right. That was one thing. The money they made was another,

There were many aspects of fraud,

Dre Y.¢

Things of that sort.

Mr, Gas - .

They sa?d the} had enought so-called Krebiozen poﬁder to make only
two huq%red-thousand ampules of the iﬁjectéble solution, That's
all they had, and yet tﬂef bought well over a million ampules. I
can't recali the exact figﬁres,rbﬁt it certainly was well ofer a
million ampules and used.them. Now where did‘:ze Krebiogén powder

come from? And then, what was the substance Krebiozen? Their

refusal to give us samples of the powder was suspiclous,
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Ultimately they did give us a éample, and what did it turn out to

 be? Creatine hionohydrate., THeir purchase of horse meat was sus-

picious, We know we can make creatine from horse meat, We've

made it, Why were they buying horse meat? They were supposed to

‘have the blood. Krebliozen, they claimed, came from the blood of

horses,

Dr., Yo3

In other words, your assumption there was that they were makiﬁg
it out of the horse meat and not out of this tedlous, complicated
process that they claimed they were making iti;ut of, injecting

something In the horses and then taking the blood,

Mre. G.3

The evidence is clear to us that they made nothing., But when they
were pressﬁred to give samples to the governmedt, they had to give
ic someﬁhing. They gave creatine which they made from horse meat,
But cregting doesn't dissolve in mineral oil,+We never found any
creatig; in mineral oll, But we did find l-methyl~hydantoin, a
creatine derivatiﬁg, which does dissolve in mineral 9;1, if you
add a Iittie amyl alcohol, and we found the amyl alcohol in the
ampules of Krebiozen. Now what is the significance of this? The

dignificance is: they had glven the government c¢reatine and they

could expect the government to look for it in the mineral oil
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Krebiozen powder was supposed to be dissolved in, They knew
creatine doesn't dissolve in mineral oil so they put this creatine
derivative l-methylhydantoin into the mineral oil instead of
creatine, The amyl alcohol was added to {ncrease the soiubility
of l-me:hylhydkntoin. I'm sure they never imagined that the
government would be able to discovef and identify such emall amounts
of l-methylhydantoin and amy} alcohol in the mineral oil, They
thought the l-methylhydantoin would surely confound the government,
chemists and convince them that a substance Krebiozea did exist,
~And so, when‘we had samples examined by our chemisgts, this unknown
something was discovered which wé established ultimately, in a
beahtifulkpiece of research work, to be l—metﬁflhydantoin. We
were able to prove that Promack Laboratories, that is the Duro~
vics, had a supply of l-methylhydantoin, We knew they also had
creatine because the commercial laboratory which they hired to
analyze cé;;ain unknorm substances were givenégoded>samp1es of
creatine and 1«methy1hydantoin; The laboratoiy was told that the
sample, which turned out to be creatine, was Krebiozen powder,
This c;mmexcial laboratory reported to the Durovics that it was
creatine monohydrate, Once the government discovered that the
Krebiozen given tolthem was creatine in the powder form, or l-
methylhydantoin in the mineral oil, there was ne longer any

need fot Dr. Durovic to carry on his pretense, Immediately after

that the Krebiozen solution again became pure mineral oil, Prior




76

to their giving us the sample of creatine the injectable liquid
labeled Kreblcsun was pure mineral oil. After they gave us a
sample of the powder which we established to be creatine, they
dissolved lemethylhydantoin and amyl alcohol in the mineral oil,
After we discovered this, Krebiozen once again became just mineral
oil, The only time it countained anything other than mineral oil
was for a short period of time in 1963 when 1t contained the

1-methylhydantoin,

kNow as far.as the FDAkis c§ﬁcerned, and it cgéxinaed iﬁé United
jStétes Attorney»and the Justice Department éfytﬁis, Kfebiozen is
,ndthiﬁg Bu£ mineﬁal oil, vIt neier was anything ﬁut miﬁefal oil,
;nd evéfything else vefé the pfops of a con man. As a matter of
fact the Unlted States Attorney, in his summatian,.said he was
struck with the Similarity between Krebiozen and the faity tale of
Aﬁdersen, 5The Emperor's Clothing." The goverﬁment attorney read
Andersen'; fairy tale to the jury in suﬁmation. The story starts
off, "Two%foreighnrs who were sﬁindlers cameto the city of this
kingdom." The government attorney told the}jury that thaé's,
éxactl} whaf happeﬁed here. Two foréigners who ﬁere swindlers
éame tolcﬁicago from abrosd, They preﬁended telmékeAKrebiozeng

They brought the props to suggest its menufacture, but Krebiozen

was never made, It was only mineral oil, and the Krebiozen cloth

was just spun out of mothing.
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Dr. Yo
And in comnection with the fraud point, didn't you also have some

evidence that there had been tampering with medical records?

Mr, Go1

Oh, yes. A person who had cancer of the bladder took Krebiozen,
‘then went back to Argentina vhere he diad, of...cancer of the
bladderssoein 1956, The Krebiozen Research Foundation records

showed him as being alive and examined in 1959, had him egain

examined in 1961, and claim:d he was free of cancer~-thanks,
of course, to Krebjozen. This false record was given to the

Natlonal Cancer Institute as evidence of Krebiozen's efficacy.

Dra Yo

And you checked with the death recoxds?

S Mre Ges .
- We went to Argentina.
Drg Yc H

Did you go?

Mr, Ge¢

No. 1 was supposed to go but the Krebiozen case came up and someone
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else batted for me.

Dre Yo

1 see.

Mr, G.t
'>But,vwe actually went down there and wa dbrought up the sister,
two sisters, who testified, and we got, of course, a certified
copy of the death certificate and his medical records. His
sisber testifled that he died in 1956, Krebioken Research
Fouﬁdation carried him on their records as having been ekamined
in '59 and ‘61. They may havé'félt "Well, who's going to go
down to Argentina to check thls?" We did, S$o that was ones
There were, bh, eny number, We élleged two or three such
: falsifications of records which we charged as being criainal
acts because the false records were submitted to the National
' Cancer Institute., The one involving the fellow down in Argentina...
the dea?h in Argentine, is one of them. But there were wmany of
- them; ;anytrecorda which didn't jibe with the actual medic#l

facts.

Dre Yot
Nuw, one. ¢f the truly intriguing questions that underlies this

whole episode, end 1t makes it the kind of eplsode that it
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‘became with the stature end a magnitude of its appeal, is
unquestionabl; the fact that Dr, Ivy lent his reputation, which
had been a very high reputation, to it. From your observatioﬁ
of the trial and your examination of all the records getting
ready for the trial, did you reach any judgment as to why this

sort of thing occurred? .

Mr, Got

1 did, yes. The testimony of Ivy and the facts of the case
indicated that Dr, Ivy embrzced Krebilozen with Alﬁost no kuow-
ledge sbout it, with no knowledge about the bromoters, the

- Durovics, He worked with a physician by the name of Krasno,
Louis Kiasno, and they conducted a study with this. They didn't
know what it wasj its composition was completely imknown, and

yet, they embraced it without knowing its compbsition, ind they
conducted a study of the most superficial type on dogs and human
“beings. No scientist in his right ﬁind would accept either the
type of gtudy ihat was done or the results as having any validity,
And yet, on the besis of that-absoluteiy insignificent work, they
concluded that Krebiozen had ticmendous merit end justified in-
tensive study. Now, in March of 1951, Ivy announced to the world
in a convening of physicians and members of the press at the
Drnke~Hotel in Chicago that he had studied Krebiosen and that it

had sufficient merit to warrent further imvestigatlon by the
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medical profession, and he presented to the medical profession
a booklet with a chart showing the patients, identified only

by initial, the disease, the treatment, and so om. It was an
interesting tabulation.. Now during the trial, we tore that
apart and showed‘that there were downxight falsifications in
that chart, an of the doctors,,fcf instance, had written to
Ivy and said, "You've completely distorted" (it wasn't Ivy's
patient, but it was thisAother doctor's patient, whom Ivy was
permitted to observe),.."You've completely distorted my medical
facts cn this moane He didn"t bemefit; he get worse.” This was
after the book‘et was published. Ivy never retracted. There

. were A numﬁer of patients who had died of cancer and were shown
in this chivt as being alive and well, He knew they had died,
because one of those who had died was Dr. Pick's wife, and Dr,
Picl was one of the doctors who was working with_Ivy on this
thing. Ivyvknew Dx, Pick's wife/was dead; Certainly, Dr. Pick
“knew his wife was dead, and yet ﬁhefe they both were on the plat-
form at éhe Drake Hotel uot saying anything when they spoke of
the resuits of their study of Krebiozen, S50 you ashk me whether
I drew any opinion or any conclusion about Dr. Ivy and what
motivatéd him., My own personal feeling was this, that Dr., Ivy
had reached a stage in his life where he was about to retire on
a very small pension. Here was & man who was active all his life

and he apparently never made very much money; after all, he was
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for most of his life a college pfofessoro Although he'fs an M.D.,
he was not a practising M.D. He had five sons, fcui of whon

he sent through medical school, and I don't think he was in a
position to accumulate too much wealth in the course of his
profesiional activity. He was now reaching a time in his 1ife
when he would have to consider retirement on a small pension.
Durovik came along and, perhsps there was a lét.of wishful
thinking om the part of Ivy, he embraced this preparation, '
perhaps he had visions of a Noﬁel prize. Even as late as the

' ﬁrial in thés Kreblozen casey, Ivy sued the government, the
>United States Attorney, to keep this trial from being held,

He sought an injunction to keep this trial from coming up. And
‘among his contentions was that if he were convicted, and he

felt that there was a godd Likelihood that he would be con=
victed, he would probably be the ounly Wobel prize winner who
ever spenc'time in jails I think that's rather interesting,

in that it suggests that that's maybe what he had in mind when
he embraced this. He hadn't achleved that; he had achieved

bfame agh respect, but nét the Nobel prize. Maybe tiis was on
his miﬁd, Maybe that's whyhhe embraced it. Here wag_his wpporte
unity, I don't know whether he made any money out of this thing.
The evidence at the trial showed thazt he had deposited e sum
approximately equal to his teke-home pay as a university profes-

sor; I think what the evidence showed was twelve hundred dellars
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a month, perhaps fourteen hundred dollars a mouth, each month,
-that would be deposited. And that was equivalent to his salary
minus his deductions as his take-home pay., Nothing else went
Into this account for years, and then suddenly in 1957, a

hundred and ninety thousand dollars went into this account; in-
cluding, of course, those fourteen hundred dollar checks, And
then in anothexr year, soon after that, there was a hundred and
sixty~four thousand dollars that went into his account., This was
a lot of money, and this is in the evidence, Now, whether it
indicates that he got paid from Krebiozen, I don't know. We
weren't able to prove that, He denicd it, But the facc is that
he had tremendous stock holdings. Maybe he made it on the market,
Nébody knows, but certainly he hed at least a quarter of 2 million
dollars in stocks, This was in the evidence. It 3&1 came about
by a question asked by the defense attorney when he had Ivy én
the stand. He asked Dr, Ivy, after having portrayed him as a

man of no great mesns, who was ncw retired after having devoted

a lifetime on the campus, "Dr. Lvy, what do you live on?" And
Dr. Ivy, i&.furtherance perhaps of this thesis of giving the im~
pression o% being a poor men, said, "Well, I have a_smal; vension,
and I contributed to this pensioﬁ, and the state contributed to
this pensicn, and then some income that we have from our investidd
cavings," All of which gave the iﬁpressioh of being very, very

small, I tﬁink the pension was around six thousand dollars a year.
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Well, that opened it up, and actually he had had twelve thousand
dollars, I don't remember whether it wasg twelve thousand or four-
teen thousand, in dividends from the stocks. He didn't mention™
that, He says, "Return on the Investments that we've been able

to make from our savings,"

Dr. Y.:

Now, on cross~examination, they found out what the sum was,

Br. G,

Yes. It was twelve thousand dollars. Well, we had known this,

We had his income tax report; he knew we had his income tax ree
port. But whether he made any money out of the Krebiozen venture,
I don't know, I rather suspect that perhaps he had hopes when he
embraced Krebiozen of obteining recognition as a Nobel prize

winnex, -

Dre Y.:f

1 have %alkéd to people who have had the feeling that»he was the
sort of personality who, once he got involved in a thing like
this, would become more hardened In his defense of it rather than

admitting perhaps that he had made an initial mistake,
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Mr, Go2

1 think he is Incapable of saying "I was wrong." 1 gathered
that from his testimony. He was on the stand & long time, sube
jected to rigorous cross-examination. In my opinion, he turned
out to be a deplorable witness, It was sad, It made me sad to
see a great man responding in the manner that he was responding
to questions from the United States Attorney. So I gathered
that he was very stuﬁborn and incapable of admitting errxor on
his part, What you had gathered, I think is truey; that the
moye criticisg heéped upon him that the stronger became his

determination not to abandon Krebiozen,

Dre Yot

There was another Chicago scientist whom I wented to ask you
about. »He was a physioclogist at the University of Chicago,
Anton J. Carlson, Now in the research that I've done, I have
found that many times Professor Carlson served as a prosecution
witness for the Food and Drug Administration, sometimes in
quacke?y~cases, sometimes in other kinds of cases, While you
were with the Litigation or Regulatory Compliance part of the

Feod and Drug Administration were you involved in any cases in

which Professor Carlson was a witness?®
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Mre. Gos

Not while I was with the Division of Regulatory Management.

_ By then, Carlson had gotten sick. He'd had a heart attack, and
he was considerably less available as & witness, I might say
that Ivy was a protege of_Carlson. He was a disciple of Carl~
-son and Carlson was very proud of him until Ivy embraced N

Krebiozen,

Dr. Yo

I‘might say that & friend of mine, & medical school dean, who
knew Carlson, once met him in his latter years, after he had

his heart attack, at a convention in Atlantig City, so he told

me, oand he posed the question to Carlson as to what had happened
to Ivy in comnection with the Kreblozen situatioho According to
my friend, Carlson took his hands and clutched his chest and said,
"Thenk God, I have my trouble here instead of here," and on the

last phrase he moved his hands from his chest to his head,

i

Mrs Get

I've heard that story, too,

Drs Yas
So that that's true that Dr., Ivy was a student of Professor

Carlson,
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Mr. Go3

Yes. And Dx. Carlson tried very diligently to persuade Ivy to
give up Krebiozen, which he felt was madness on Ivy's part,

And some of Ivy's friends and colleagues banded together and
tried to persuade Ivy to give it up, Later on, Ivy accused them
of an insidious motive in that. He didn’t accept thgir efforts
in the spirit in which they made them, nemely, ﬁo persuade hinm
that this was suicide for him...professional suicide for him

to pursue this, But instead of accepting it, he resented it and
attanked them later, But comning back to Cerlson, 1 did have
occasion to be on & case in which Anton Carlson testified, I
hadiﬁéérd of Carlson, He had a great reputation as being the
dean of physilologists in this country, but I had never met him
and I-diénjt know him, The case in which he and I both testi-
fied was\a_case”brought by the government against maple Syrup
which contéinedvlead. The lead was picked up in the sap during
the colléction of the sap in those days, because of the use of
receptaqles to colléct the sap which were made of an alloy of-
tin andjlead known as "ternplate®, vNoﬁ if the sap 1s a little
acid, the tin and lead would dissolve into the sap, and then
when the sap is concentrated down to syrup, of course, the metal,
the lead in the tin also concentrates down. And so most of the
syrup which was packed in Vermont that year, and this was 1938,

was contaminated with lead. We had seiged a good part of Vermont's
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output, practically ruined the industry up there, and thexe was
8 contests The defense was that the syrup was not going to 6@
shipéed from the state of Vermett to other states in the coudi-
tion in which it was at the time of seizure, It was going to be
| deleaded, put through a process whare the lead would be precipi-
tated down, the product filtered, and the product would be free

of lead., This was their contention.

Dr. Y,¢

“At the time i~ entered int:rstate commerce.

Mr. G.3

At the time it entered interstate commerce, it had lead, 'You
see, whereas Vermont ships out a trewmendous amﬂdnt of maple

syrup, labeled as Vermont maple syrup, only & gmall part of it

is sctually produced in Vermont. A good part of it is produced

in New fork, Ohio, Peunsylvania,'aﬁd shipped in bulk to VYexrwmont,
where ;i’s blénded and repackaged and shipﬁéd out as Vetﬁant.'pure
Verman# mapled syrup but actually, iﬁs origin is New York, Chio,

Peunsylvani_, other aress, other places.

s 1o

Some of it came from Canade, yaﬁ said,
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Ml’. G.:

Yes., Nowse..are you familiar with this case?

Dr. Y.:

Not in detail about the case; but a little abodt the situation,

Mre, Gi2

Yes, Well., As I say, the farmers who were collecting the sap,

were the persons who were responsible for the contamination,..

We had the right to seize and we did, to be sure that any de-
leading would be done under our supervision. It wouldr't be

left to them. This was before the days of voluntary compliance,
r#nd we did maintain, we felt, that this was the way to do it.
If you want to be sure, ybu geize it and then it's done under

: your supervision, They pay the cost of supervision, then you kunow!

"it%s gone out without ény lead. The lead was too serious, Now,
Dr, Carlson Qaa brought in to testify about the hazards of lead
in any food product, even in minuge amounts.,

- Dre Yot f

What was the name of the case? Do you rememben?

Mr, G.t

It was United States versus so many drums of maple syrup. I can

L
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give it to you 1if you want it, I meen, if you are interested, I

can give you the title,

Dr. Y.:
I can find it, I think, but being a seizure case, that was the

way it was instead of, of course, the name ofs.,

Mt, Gat

That's right. It was a consolidated seizure, It représented
many carlsads of maple syrup which ceme in from thes: cther
séates into Vermont, We seized them plecemeal as the cars came
in, and we had all of them consolidated up there for trial, Now
ﬁhere was & curious Incident that occured with me in counection
with thate This seisure was being tried in Vexwont which is the
Hgggg of Vermont maple syrup, and the seizure was bring xried in
a small town; I think it was B#rre, Vermont, a very small town,
The juxy was composediof the farmérs,'for the most part, of
Vermont, uho had a personal loyalty and pride in Vermont maple
syrup, and the United States attorney, recognining this, had
instru;ted all witnesses not to talk to any straunger, because

he might be a local sympathizer of the faple syrup pecple, He

gave us a blanket order, He didn't want us to talk to anybody.
"Lf you don't know them, don't talk to them," Well, I had testi-

fied, and right after my testimony, & recess was called, and we
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all went to this countxyhhotel with a long porch and roékers.
After lunch, we saé out there waiting for time to go back to
court, and I sat down., Before very long, this fellow, whom I
sized up to be a local yokel came over. He was smoking a comn
cob pipe. He was very dishevelled, His suit was'udpresSéd§ one
cuff was turned downj and he sat next to me and, in an accent,
said to me he had heard my testimony and thought’it was brilllant,
I said, "Thank you." And then he continued to talk about the
case, Being mindful of what the United States attorney had told
me, I said, "I'm sorry, but I cen't discuss this case with you,"
But that didn't déter this fellow. He just kept on talking about
the cas2, and I sald, "Now look, I can't discuss it with you,

I'm sorry. I wish you'd stop discussing the case. You can talk
about anything you want to talk about but not about the case.”

- Still, he continued talking about the éase, and I said, "Look,
I'm under orders, I'm sorry, I hope I don't offend you." And

- "I got up and walked #way. When we got back into court; the

very next witness called was Dr. Anton J. Carlson. This local
yokel wﬁlked down the aisle in the courtrcom to také the stand,

f
and he was the great Dr, Anton J., Carlsom.

Dr. Yo

He enjoyed the joke enough that he hadn't tipped his hand to you.
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Mr, Co¢

No., He had not sald enything,

Dr. Y3

< Wellynnow, how was he as a witness? Do you remember that?

Mr. Got'

+Terrifics He spoke in a Swedish accent. It isn't "Jesus®; it's
"Yesus," It isn’t Jumpin Jiminy; it's Yumpin' Yiminy, but he was
very articulate, very dramatic and he impressed me tremendously.

He was an excellent witness on the dangers of lead,

Dre Yo3
Did you get any evidence from this case as to his skill in hand~
ling the cross-examination that came after he had given his

testimony?

Mo G.:%

Oh, he was one step ahead of the defense attorney or rather the
claimank&s éttorney. Always one step shead of him, Dr. Carlson
knew just what was coming. He knew just how to parr& the ques-
tions, how to answer them..yet without giving the appearance of
being flippant or iusincere or enything else., He was very good.

He was one of the most impressive witnesses 1've aever had the

pmd
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pleasure of listening to.

Dr, Y.t

I certainly gathered that from the cases that I have read, in-
cluding a few instances of the way he was able to make a question
on cross-examination turn out to be a point for the government
rather than a point for the defense, by the way that he answerxed

the question,

Mz, Gos

He'd be a msn that § would hate to have to cross-examine, As

1 say, at the time 1 saw him, he was probably in his prime--that
was in 1938--and full of confidence, I have seen many expert
witnesses,bhowever, who were brilliant men, In that Hoxéey
case, up in Portage, Pennsylvania, we had a brain surgeon from
Mayo Clinlc who testified for us, and & brain surgeon, you'd
imagine, is a man who has ner¥@s of steel, This man testified,

- and I laier spoke to him, cougra¥ulated him, and told him what

a wonderful job he had done testifying, He said, "Did wy nervous-
nesssh;wf". I»aaid; "Not pa;$}cular1y.“ He said, "Let me tell
you, I've had operations where 1've had to stand on my féet and
. operate for hours and hours and hours., The fifteen minutes that

I was on the stand was one of the most gruelling experiences 1

have ever had,.®
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Dr, Y.t
Well, in a speech once, Billy Goodrich said that doctors fear
thé,wi;neas stend almost as much as lawyers fear the operating

table, and I guess that's a good example,

HMr. Ga.t

That's right,

Dr. Y.

An 1ns§ector, such as you were for a number of years, and then even
after you went Into headquarters, you were also a witness, has al- -
ways to be prepared to be a witness, and so this kind of problem

of knowing your facts and then of being able to stand up against
the kind of hammering that comes in cross-examination, is one of

the basic requisites of a good inspector, isn't it?

Mr, G.: ‘
nquwWyAIt certainly is, All cases ave difficult to win, Never is the
expression...,"a chain is as strong as its weakest link" more
applicabie tﬁan to a court case, You can have the most solid
case in the world, but if there's one minor weakness, ybu will
lose your case, The inspector must not make a mistske on the

stand. A mistake can be fatal, He's got to kmow his facts;

he's got to be able to anticipate the cross-examination and have
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the right answers. Not only must he speek the truth, but he's

got to give the impressionbthat he is speaking the truth. So

his demeanor hes to be impeccable., Little things effect the

jury, the way the man knots his tie, for inmstance. But if he

in any way gives the impression of not telling the truth, no

matter how sincere he is, no matter how truthful, if he gives

the impression of not telling the truth, his testimony is lost.

So, he mot only must tell the truth, but hg must tell it in a

way that is believable, Ve prepare our'witﬂesses very careful-

lys We go over their testimony with them before they testify,

Wé veview their testimony but we don't tehéarse it Lut we have

to go orex their testimony with thems We try, at that time, to

smooth out things, eliminate those elements which might work to

their disadvantage when they take the stand. We have written

booklets or brochurxes on the depértment of the witness in the

courtroom, not only in the courtroom but anywhere around the

courtroom, because you mever know when you are exposed to a

jurymen, He's the one who 1s deciding the case, so you cannot

take anjthing for granted. You've got to be on your best behavior

at all iimeé. I've seen this happent where horseplay or a wise-

crack was made about the judge or about a jurymean in an elevator
pye | during & lunch hour bresk, and there was the judge on the elevator

‘at the time. You maey not recognize the judge when he's out of his

judicisl robes He may look like a different person., 1 have
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seen this happen. Some witness made a comment about the judge,
and there was the judge standing right next to him. The witness
didn't know it, Now if this is done about a juryman, God help
you if that juryman is there. So it's little things like that
that your case sometimes hinges on. The inspector has to be on
his toes at all times, and on his best behavior, dressed conserve
atively, and he must do all the things that are necessary to

create an impression of credibility, -

Drs Yo

In connection with-inspectors, you mentioned.that one of the
members of the team that was assembled to oversees these cases
waé a man who could get the evidence when other people had a
hard time dolng it. Now, that's the impression you have among
your colleagues at the Food and Drug Administtation. It's the
impression that you had £5 an Inspector, as you were coming up,
that you were very able at ferreting out hard-to-secure evidence,
and you wete:certainly in some of the difficult areas, such as
New York Ciifu Do you remember any experiences that illustrate
this point ;here you were workirg on & case that was very_hard
~ to crack and youlmanaged to find some waf through by some ia-

genlous method?
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Mr. Got

Well, first of all, it takes imeglnation, and a suspicious turn
of mind, and persistence, Now, first, as to imaginatlion, Let

me give you two illustrations that I was Involved in which point
up the question of imaginstion., I was once in a warehouse be-
tween Thanksgiving and Christmas, and some barrels came in while
I was there, while Tuwas on tae delivery platform, This was &
cold storage warehouse, I was waiting for something else, 1
don®t recall what, An Armour Packing Company truck pulled up

and a numbex of barrels were unloaded. And just out of curiosity,
I asked the warehouse foremar, "What's in these bariels?" He
said, "Turkeys," At that point, imagination came into play., What
in the world wevre turkeys coming into a warehouse for between
Thanksgiving end Christmas., - Turkeys should be going ocut of a
warehouse between Thanksgiving and Christmes. My susplcions

were aroused, You have to have a suspicious turn of mind to be

a good inspector. I réquested that ﬁhe bérrels be uncovered and
I looked into them. The barxels contained decomposed and rat
defiled turkeys the equal of which I never saw before and have
never'seén since. The meat was rat_uiﬁbled, with rodent excreta
everywhere, There was actually a2 layer of rat excreta pediets in
one of the bartels, together with rat-gnawed decomposed turkeys,
The manager of Armour end Company was trying to salvage them.

He had permitted them to go bad, and he brought them to the warehouse
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for ffeezing. Now, he wasn't going'to throw good money after
bad by freezing them unless he had some ulterior motive. He

had trucked them from Fall River,'Massachusetts;btb Providence,
Rhode Islend. The next day the shipment was seized and the £irm
was prosecuted and convicted in time. Susplcion end imagination

resulted in the interception of this adulterated food,

Anéther iﬁstancé: I passed by another warchouse in New York

city. and out thefe in the sireei, awaiting gaxbage collection,

~were barrels éf labels. The labels réads "C:éb_meato Geisha

crab meat" or something, "Product of Japan." At that tima’ﬁhere s
was a strong antl feeling In this country about Japanese goods.

"Let ﬁe see about this," I thought. So I went into thé warehouse

and, sure-enough,vthere 1 found some people busily stripping

off labels from cans of Japaneée crab meat, and putting on

anothér label, *Product of the U, S. S¢ R." The U, S, Se Ro

at that time Qas’our ally; Japan, our foe, They fished for

crab meat)in the seme waters, off Japan and Siberia, Vladivo-

stock, riéhc there, 50 the.waters are the same end it's the same o
crab meag. The owners of the crab meat couldn't sell it as a

product of Japan and so relabeled the céns to falsely declare L
the country of o¥igin to be the U. S. §. Rs This, of course,

was misbrending. It's not the most éeriéus viclation of the

| law, but it is a violation.
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Dr. Yo:
Your curiosity paid off, Didn't you have something to do in

developing the Plantation Extract Corporation case?

Mr, G.t

It takes imaginatibn end suspicion to spot a violation and then.
determinations You can®t taks "™io" for an answer. Now, the
Plantation Venillae case is one in peoint. It was the fivst

war frauds case and 1t involved briberyvof War and Navy Depart-
ments officials, FDA inspectors had gone into the Plantation
Extréct place time and again, on suspicion and on competitors?
complaints becaisse Plantation undersold everybody in the vanilla s
extract business, Yet, when Plantation's vanilla extract was
examined, it tested out just like normal vanills extract, and .
the question that the industry was ralsing was, "How can they
sell it at these prices and meke a profit?" Imspector efter
inspector visited Plantation's plant end came out with nothing.
 Now, 1 went;up there, and I just dida't accept any of their
stozies. §5just didn't believe what they said, I've got to2
deciae theifacés on whatleuyself observe and what our laboratory
tells me, And so when they showed me a product called'“i; B.,"
which was supposed to be oleo resin of vanilla, which could be
used, that's a legal product, end they showed.me invoices to show,

"Here 1t is, oleo resin of vanilla," and it's called "Jo Bely I
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wouldn't accept their word for {t. 1 tool samples of it, but
I also took samples of other lots marked "J, B." Ome waé'dieo
resin of vanilla, the other was oleo vesin of St, John's wort,
Oleo resin of vanilla is the resin of vanilla beans costing
eleven dollars a poundg oleo resin of St. John's wort is the
resinsg of a weed, St, John% wor§;costing six cents a pound,
And these resins were used for the vanilla resins, They are
vaery much alike in appearencesand properties. Now everybody
else had gone out there and reported this "J, B."™ and accepted
the invoices, you see. So that's it: persistence and not

swallowing everything that's told you, especially whexre the

industry sayst "How can they do ig?"

Dr. Yot
This was a situation in which, by wmixing some real vanilla
extract with en extract of this oleo resin of St. John's wort,

they got a product that tested like vanilla extract eud...

M. G. H

i

Well, it was s little bitter, So they added sugar.

D:o Yot
But by the chemical examinations that prevalled at the time

that were used to test, it checked out,

PR
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Mr. Go1

Plantation's vanilla looked just like pure vanilla extract, and
when tested in the laboraiqry it couldn't be distinguished from
the genuine product, Ultimately we broke the case and several
defendants went to Jail for their fraudulent scheme. Now, we
had en orange juice fraud in Houston, Texas where the analysis

clearly showed it was watered,

Dr. Y,$

Is that the Cal«Tex case?

Mr. Got

Cal~Tex case. We went in for an injunction on the basis of the
laboratory test which showed the julce was watered, Ve lost,

It was apparent that we couldn't win on the basis of just labora-
tory work.b-We had to have supplementary evidence: How do we
get 1g? :Our New Orleans District wrote in to the Division of
Regulatq:y Management and said, "What can we do?" "Can we use

a mezrkex;f to be introduéed into the adulterents for tracing pur=-
poses?” We said, "No." They asked again, "Well, what can we

do to break this racket?™ Since the District was asking for
advice, we studied the problem. Here is where imagination éomes
in. We knew we couldn't get anywhere by factory inspections.

We tried that and found the firm too clever for us to get any
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‘evidence of watering. We told our New Orleans District, "Seca
if you can't get s place to rent close enough to the factory so
that you can observe what's going on in the factory yard every
day." They were very fortunate to get en apartment directly
‘to the vear of the yard. They paid for a month's rent and
there they observed the operations and they were able to make
a clesr cut case of adulteration by watering end usec of cover-

up adultersnts.

Dre Yas

That was where they were bringing in the sugar.s.?

Mr. G.¢

That's vighte Once we got some leads by spylng, you see, then
wa were able to follow through and get other leads, It was a
spy job. The inspectors watched that place day and night, and
gat-the evidence through that means. They used field glasses,

- They took photos and movies of what they observed, It takes:
imngination§ it takes suspicion; it tskes pérsist&nce; and often
it takes p{?sn&siveness. Sometimes you telk your wey in. You
disarm thafguy; You play dumb, like a fox. You so disarm the

. guy that his guard goes down and you get your evidence. .
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Dr. Yot

Because the law is such that you couldn’t demand?

Mr. G. :A

No, wa coulﬁn’t demand. Or, let us ssy, I am going to a bank
as‘part of our inyestigation, and I question an officer_of the
Bank,: Now the instinct of the banker is, "I've got to protect
my glient," If I were a banker I certainly would protect my
client, I mean, there's a trust there. I wouldn®t give auf any
information to a govermment agent, But yet we are successful

in getting informatfon. How is it that we are able to go into

a bank and get the banker?s cooperatlon? Very often the records
of a bank reveal very important evidence necessary for the proof
of & crime. You could subpoena a bank's records if evexryyou get
to a grand jury investigation, but how do you know whether you've
g@t a case sufficlently strong to present it to a grand jury?
4You'd like t; know whether the bank does have any evidence.

A skillful,;tactful, persuasive inepector»will get cooperation
of the bénk; whereas another man, going in for the same thing,
way strike out completely and get nothing. Seo, it is t:ué that
one inspector goes to a plant and apparently sees nothing and
hears nothing,:and another inspector going to the same plant un-
éove:s a very serious, perhaps even fraudulent, violatlon, It's

the make-up of the iuspector; his intelligence, his aciuity, his
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persuasiveness, hls articulateness, his knowledge of human

behavior and how to get things out of a person,

Dr, Y2

Another area where persuasiveness obviously is impor;ant,Ait
sesms to me, is withiﬁ the Food and Drug Administ;ation at the
time efforts are belng made to determine allocation of resources,
which alweys certainly has been for the Food and Drug Administra-
tion a very difficult task, since most of the tima it hasn't

had enough resources to do the kinds of tasks the lews assigned
it to do. %o one of the problems that I've been in;etested in is
the problem of decision-making within the agency. Ome part of
that decisionemaking has been divvying up the resources among

the different projects that have been set up for the year, and,

I suppose, to some degree, this is determined by people sitting
down and debéting what are likely to be the key problem# of the
biggest megnitude for the year thét lays ahead and so0 on. You

say, you went to Washington while Dr. Dunbar was still Commissioner?

Mr, G2

Yes, in June of 1946,

Dr. Y.3
And then Mr. Crawford followed him, and Mr. Larrick followed Mr.

‘Ceeyford. You, in your position of responsibility, had dealings
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officially with them and were part of the decision-making
process that went oﬁ about what the Food and Drug Administrae
tion should be doing with its rescurces, and whether or not it
should undertake a given kind of campaign, and so on, Would

~ you mind talking for a little while sbout thiese men as person~

alities and as adminilstrators?

Mr, G.:

All three had tremendous savvy in Food and Drug enforcemeinis,
They hed a keen undervstanding of consumer seeds: whet the
consumer wented in the way of protecticu-~-they themselves,
before becoming Commissloner, had had almost a lifetime of
work in enforcement of the Food and Drug act and the Food,
Drug and Cosmetic Act. They knew so well the reaction of
industry; they could anticipate the reaction of industry; they
knew where.the difficulties would arfse. I had a tremendous
respect.for all three of thesa ﬁen. I think that the public
was ve:y‘fortunate in having men of their calibxe heading up
the Foqﬁ and Drug Administration. I think that the public got
a terrific bargaln in enforcement, We had a small staff,
Morale? I never saw morale as high in any governmental agency,
in aﬁy organization as it was in FDA., You would think that

each man had a private stake, a business steke, in the organi-

zatien. Nobody was taking any graft or bribes, It wasn’t a
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monetary stake. It just was that under their leadership, FDA's
rank and file took great pride In its work, and it was imbued
with the feeling that.the 1w ﬁas tb}ﬁe givén its"ntmosﬁ'scope
of protection. I have a tremendous respect for all three men.,
I'think that, perhaps with the exception of the last few years
of Larrick®s career in FDA, for the most part the organization

was a terrific organizationm,

Dfa. Yo .
Right, Now, how did they differ iIn their perscnalities, in the

way they went about their task of leadership?

Mr, G.t

Mr. Crawford was the idealist. He had very lofty ideals, 1

think, of the three he wag probably the most consumer-conscious.

He was the one who wanted us to extend the law as far as possible
’in order toigive protection and %o ;est out the law. He‘was of tix
guilosophy éhat if we won all of.our'cases, ther we were not giving
the public;;he full benefit of law enforéement. He should lose

some, That was his feeling,

Dr. Y.t
He had been the one who had had the most to do personally with the

drafting of the 1938 law,
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Mre. Go¢

That is right. He worked with Ole Salthe, who was an administra~
tive assistant to Senator Copeiand, end together they framed the
Food, Drug and Cosmetic Act. As I say, he was the idealist, and
yet, I know that he would criticize employees of the Food and
Drug Administration in high positions who toek the position that
all violators were déspicable characters, No, He felt that the
violator, despite his violations, deserved at least respect.

And I know he passed some disparaging rvemarks in my presence about |
men in high positions in the Food and Drug Administration would
who cast disparaging remarks about a viclator becsuse he was a
viclator. But yet he was a vigorous enforcer. Now Dunbar was

a very practical, level~headed administrator. He knsw Congress;

he kunew how to deal with Congress; he bad the counfildence and re-
spect of Congress. As I say, to me, what characterized Dunbar
most, was his hard-headed practicality., He never let himself

geﬁ off on fanciful flights, It was all down=-to-earth, every~
thing. Nowaarrick was a dlplomat. He was more of the politiciaﬁ,
perhaps thefplaéatoro I don't think he had the idealism of
Crawford, He had a lot of the practicality of Dunbarxr. But
Larrick was beseﬁ with a lot of problems-~tremendous problems
which his predecessors didn't have, Orgenizational disputes

arose within the organization. There was reorgenization that was

instituted by Crawford which functioned beautifully while Crawford
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was Commissioner and beautifully up to a time when Lerrick was
Commissioner. But then, conflicts erose in Larrick's later days
within FDA. I don't know what would have happened if Crawford
were still there at that time. He might have settled the problems
of Food and DPrug. But the conflicts which later arose were very

detrimental to the morale of FDA parsomnel throughout FDA,

Dr. Yo

This was internal as well as all the pressures that arose outside,

Mz, G.3

Yeé. this arose simultaneously with fhe external pressures, with
Congress coming into FDA. It 1s certainly sad that these internal
disputes arose. I think that Larrick was aware of them, but he
hoped that they would pass over, Larrick was a wman of tremeundous
know-how, and he had the respect of industry. He may have been
somewhat of a éompromiser. I don't think there was anything
inherently wroug in that, but apparéntly he was blind to what was
happendsigy in his own organization. He either wouldn't beiieve it
~ or he hOpeéithat it would pass over. But he was, nevertheless, a

good administrator,

Dr, Y.:
One of the other aspects of your duties at Regulatory Management

was to have certain liaison with certain of the Congressional
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comnittee, Is that not xight?

Mr. Gus

Yas, that's right. The Kefauver committee, as you know, around

1960, started to investigate the pricing of drugs to determine whether
there were moncpolistic practices in connection with rew drugs that
hed passed clearance with FDA, And that brought FDA into the scopa
of Senator Kefauver's investigations. Since the hinvings that
Kefauver was conducting were a quasi~judicial type of thing, it

was Larrick's thought ﬁhat the Division of Regulatory Management

who lived with court cases would be tha most logical Jivision in

~~ Food and Drug to work with the committee, And so all requests

from the committees were funneled through our Division, and we had
to provide the material and the information for the committees.
How thils was not alweys a pleasant thing, because often the com~
nittee would agk for information which the General Counsel's
office and pefhaps the Sécretary's office felt should not be
»givan to thé committee, The questién that came up early in our
dealings uifh the committee was, "How much information from new
drug filasf;hould the committee have?® fhe Federal Food, Drug
and Cosmetic Act prohibits the giving to anyone of information
which, as a trade secret, is entitled to protection, except to

8 court or to the Secretary of Health, Education and Welfare.

This is what Congress had written, and here we had a Senater
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from Congress asking for informetion which fell squarely within
the scope of that prohibition, Yet Congress wrote the prohibie
’tion end Congress was now ésking for information within the scope
\of that prohibition, The Senator felt that he should have such
information, However, the attorneys in the Food and Drug Admine
istretion and even the Secretary's office stated that the Semator
couldn't have it, because of the proliibition., Indeed, I, in the™
Division of Regulatory Management was caught in the middle. And
this was rather an unsavory positiocn to be in, 1 think this con=
troversy over what may ox méy net be given to a Congreésman or
Senator, that's in the new.drug files, was responsible for the
Foéd and Drug Administrétion acquiring the reputation up on thae
Hill of being obstructionist and recalcitrant. HNow I recognized
that, and I did everything that I could in my power to plaéate the
conmittee members end I think, in time, we worked out a compromise

which was satisfsctory to them,

Dre Yot
Did you’ﬁo your’dealing‘in this diplomatic mission with members

of the staff or with Senator Kéfauver himself?

Mr, G.2

On one occasion I had a conversation with Semator Kefauver, but

almost exclusively it was with members of the staff,
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Was that My, Dixon?

"Mr, Got

Mr. Dixon...yes. He was chief of the staff, Yes, end I had som:
dealings with him and John Blair, the economist, andGéodwin and
Irene i1l end Dr, Wayles Brown and a rumber of others...Schaeffere.,
quite a number of others, On enother occasien, the committee delved
into possible ralfeasance on the part of Dr. Welch, who was the

head of the Antibiotics Divisien at the time, And this was a-
rather unpleasant experience where we had to provide not only to

the committee but also later to the FBX informetien ccnerrning
activities at the Division of Antibiotics, and Dr, Welch’s
activities, tod, And then later on, we had other committees,

we had the Fountaiu committees, we had the McClellan committee, aﬁd
the Humphrey committee~-~we had much dealing with the Humphrey
committee., It was my job to give to these committee members the

feeling that we were cooperating with them, and I think that by

and large, our dealings with the committee were fruitful both to
the FDA and ‘the committece My own reaction was that Kefauver
was doing aﬁ important job in the investigation and that it was

absolutely our duty to cooperate with him to the fullest to the

extent that the law permitted.
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Dr, ¥.:

Certainly., In connection with the Kefauver committee, readiﬁgj
the industry reaction both within the hearing and in publications,
oue galns the impression that industry believed or sought to let
the public think they believed that Kefauver was interested in
building his own political image for his own political future,
rather than being genuinely sincere xthout the kinds of problems
involving drugs that he was investigating. From your association
with the members of the staff and with the Senator, the time you
talked with him, do you believe that this image from industry was

wrong or right?

Mrs Go:

Oh, I think that Senator Kefauver was sincere, There wasbnothing
evgr'in my obsgrvation of Senator Kefauver during the HLearings or
in his statements to the Senate which would lead me to believe
tha: he wasn}t sincere, but 1'm not going to be so naive as to say
that he might notrhave had in addition te this sincerity a desire
to uplift h#s image and promote himself, and T would say the same
thing about Senator Humphrey, But I think that all the staff
people there were sincere. They were impatient with us§ they
wouldn't bzekk eny hesitation on our part or epparent reluctance

on our part to provide the information. They made great demands

upon us which required a considerable allotment of manpower to
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dig up the informatiocn, and sometimes we wondered whether we
could, under the law, provide the committee members with the

information they were asking for, They were impatient whenever

we questioned this, They acted like policemen, almost, in their
dealings with us and at times a little high~handed, But I wouldn't

say that they were not sincere.

Dr. 'Yo 3
Was the decision with respect to what could be given to them and™

what could not under the law, made at the Secretary's levell

Mr. Go¢

Sometimes at the Secretary's level; sometimes at the Coumissioner's
level., "And 1f it was cut and dried, it was even done at my level,
where souething had already been decided and they simply wanted
information aloﬁg the 1ines of "he decision. Then, of course, I
fel: free to give it to them, but if it was new, it was either the
Commissioner or the Secretary who decided whetner the Information

should be provided,

Dr!‘Yo:
But there was a kind of general policy line that the lawyers in

the Secretary's office worked out, that you had to operate ou.
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Mrb GQ H

Yes, That's right.

Dta Yo‘ :

Was this a written document?

Mr; Gt

No, 1t was perhaps in the form of an interview merorandum, tele-
phone conversatfon memo, or it might have been a letter to the
Senator in connection with an inquiry that he made. We dil

© dnsist, for the most part, upca written requests and this, too,
was troublesome. The Secretary's office wanted a written record
of these requests, and this generated, for 2 time, some rather
hard feelings among soma of the congressmen, They felt this .

was an unreasonable requeaﬁ; they felt that time could be saved'
by picking upfthe phone and calling for the inférmationn I know
in the case of the Humphrey commitﬁee'that even though the request
for a written reduest had been made ‘to them, aud for a time they
did comply; there would be a tendency fo? that committee, parti-
cularly Cabn, Julius Cahu, to drift away from that requirement,

He would simply pick up the phone and put the request to me by
phone. And after a while I thought, that where there was precedent
and where it could be handled coavenieﬁtly, I did, I felt they

had an important function,
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- Dr. Yo

But you didn't have a document from the lawyers that sald, "Such
and such information you can give whenaver it's asked for, And
other kinds of information, you can't give withouﬁ seeking permis=

sion,%

Mr, Got

No. I had no such document.  But if it had been the decision of
the Secretary's office that we may glve them certain information
with respect to a certain drug in the new drug file, them I felt
and the Commissionex felt that in a similar situation involving

anothaer drug, we could give the same kind of information under

the same circumstancus.

Dr. Y.3

So loug as a certain breach iu the trade saecrat sanctity had been
m#de, up‘tovthat line then and subsequaatly, you felt you had a
right to go. |

Mr.vG.:

Exactly. But you know, something peculilar happened when Fountain
got to imnvisclgating FDA. We had worked a cowproumise out with
the Kefauver committee enablihg them to get certain information

from the new drug file. And then Fountain came along and asked
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for the sams kind of information and, for some reason, which I will
never undérstand, the Commissionerts office said, "Nol" Well,
now the Fountain staff people knew that we had given information
of this kind to the Kefauver committee, They felt that we were
discriminating agalnst them., As a matter of fact, one of the -
staff members told me that he felt that we were discriminating
against the Fountain committee. Well, we got that iromed out
andviﬁ time gave them the same kind of information. But it's

a lapse like that, you see; that creates the hard feeling thét
did exist between the Fountain committee and FDA. They genuinely
felt that we were giving scoops to the Kefauver committee and were
withholding information that the Fountaln Eommittee ought to have,
But, after a while, though, we got very friendly and I think we

had a very barmonious relaticnship.

Dr. Yo
Certainly. ,The 1962 Law was 3 very importaubsdocusenistheizcame
from that particular set of hearings.

i

Hr. Go3

‘The Kefauver hearings. Yes,

Dr.e Yo

Let me ask you a question about quackery which was certainly one
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of the most central of your interests. You worked hard; you won
.a multitude of cases; and yet the job really never ended. it
" wasn't the kind of battle perhaps in which totai victory was
possible. Am I right about that, and if I am, what commén;s do

you have to make about it?

.Et. Got

You certainly are. Well, first, it is amazing how the failings

of human beings cfop up when quackery is attacked,..Emotlion.,.
prejulici, aind wlindness often sezem to prevail us agains( reasons
I've seen that in operation a thousand times, I've even seen it
operating among people whom I know to be intelligent, educated,
discriminating, knowledgeable, and aware. Yet, when it comes to
matters of health they react &s emotionally, and as blindly, and
as without reasouing as eny uneducated fourth grader, And this is
a barrier to easy enforcement. Because I have seen cases time and
again lost in courtss.good casas,rimpoitant casesssslost in court
becatse of fhe myopla and prejudice of a judge, or a juryman, who

acts in the same emotional way.

Dre Yo

Arxe there other cases besides the Hoxsey Case and Judge Atwell that

you could cite?
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Mr. Got

Oh, yes, there are. It crops up all the time, Now Atwell took
the position that a person certainly ought to know whether he's
been benefitted. He ought to know what aills him. After all,

he's the man who has the ailment, and if he doesn't know what's : e
wrong with him, who does? That was the way Judge Atwell viewed it
but that's en unthinking way of looking at its I don't know

what alls me whenvI feel 111, and I rely upon a phy#ician who
tells me what my ailment is and I accept his word., He may be
wrahg, but I ecceot his word, But under any circumstances, I'm
the last oné in the worid who is qualified to say what my ailment
is, And yet, I have seen a number of judges who pursued ﬁhe line
tﬁat was taken by Judge Atwell, that the patient is the best

judge of what he has, and the best judge of whether a drug is
helping hims I dou't have to tell you how much psychology and
emotion enter into a man's appraisal of whether he is benefitted,
Certainly, scientifically, one can no;“accept as thg final word
what s patient says about his condition and about how he is proe
gressing. And yet_judges will ddopt the attitude that the patient
 himself is the best person to testify about his condition and have
not only allowed such testimony, but have also been parsu#ded by
it and ruled against the government. Now in a criwminal case,

there is no appeal, Fortunately, in the Hoxsey Case, which was

a civil case, there was an appeal, and Judge Atwell's misconceptions
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were sharply criticized by the Court of Appeals on what a lay

witness can say about his condition in his testimony,

Dr. Y.t
What ere some of the other majox quackery cases that you worked
very hard buillding up to get to court im which the public wasg

‘rendered a disservice when, for reason of this myopia either on

the part of the judge or the jury, you lost them?

Mr, Gt

Wa had a case in Oklahoma involving an arthritis preparation, end
‘the testimony of the government was essentizlly the testimony of
experts plus a minor clinical study, The testimény of the de=
feudant was primarily the testimony of satisfied users, The
government's case from a sclentific standpoint was overwhelming,
The judge, Judge Chandler, now deceased, ruled againét the govarne
' @eut, acqultﬁing the dafendant., It ﬁas’a eriminnl casa; thara was
no appeal,’ fnd in chambers, the judge said, "You can't accept the
word of an g¥pert." He had mo confidence in the word of a physician,
He had seen too many instances in which they were wrong. Ile pre=

- ferred to place his credence upon the persons who used the drug,

that is, lay users,

Dr. Ya.$

What was the product?
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Mr. G.:

tIt was an arthritis p¥iparation, I can't recall the name of the
preparation. But we know that arthritics will always get relief
from a drug they're trying for the first time, because ;f wishful
thinking, The symptoms of arthritis are not unrelated to ésyého-
somatic elements, and if the patient is promised relief, he hopes
for relief, end he will actually find some temporary relief in
anything new, no matter what it i3s3 Sooner or later; he wmay be-
come disilluéioned with the drugy but for the begimning at least
he's satisfied with 1t, gives a testimonial, testifies about it,
and the court is persuadeds Now the court should know better,
Then agaln when it comes to matters of health, everybody seems to
be an expert. In the Krebiozen case, for instance, people in all
‘walks of life protested the Sovernment action. They disregarded
what the government expexts said about Krellozen and assumed the
role of self-styled experts, declaring the government to be bilased
or the government had an ulterior motive. They became the experts,
organiaéng mass movements, to protest and obstruct the government
investigatioﬁ. Yet;vthey demanded a government-sponsored test
for Krebiozen, All kinds of people, without qualificatiens, were
telling their fellow citlzens that the country's top physicians
were wrong, that tﬁe government was wrong, that the scientists

were wrong. They déclared they were right. Kreblozen was effectiva,

s
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Dr. Y.¢
Quite a few members of Congress put bills into the hopper in

support of Krebiozen?

. Mr. Go3

Right, Aud'they acted as though they werxe the expertss. 1In
matters of health, it seems that, especially with é congroversial
product, everybody‘but the expert is the expert. And this is
something that we seem to have e lot of trouble with everytime
we investigate or plaﬁ action against a controversial quack

remedy,

Dre Yot
Now, in connection with the tremendous scale of operation such
as ﬁoxsey's_became and such as Kreblozen became, we are better
. off, we became better off as a result of the passage of the
Kefauver-Harris Law, than we had been before, as far as public
policy 1s concerned, did we not?

L
Mr. Go@ j

Yes,.

Dre Y,¢

Even though the criminal case which you discussed was lost.

b
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Nonetheless, the regulations of the Kefauver Law permitted the-

closing down of distribution of Krebiozen in Interstate commerce.

Mf.'G.z

Yes, With the Kefauver Law we were able to charge a violation of
lgw which we weren't able to charge before, There are provisions
of the law now which require, in the case of new drugs, that. the
drug be shown to be effective, Before the Kefauver amendment
only safety had to be shown for new drugs. Well, we couldn't
initially do anytbing ébout Krebiozen when Krebiozen wasunothing
but mineral oil, We couldn’t show that it was unsafe, But when
Kefauver®s bill became law requiring the showing of efficacy,

then we had Krebiozen licked,

Dzr. Y.

You even had them before, going into court on a problem of efficacy
" because...they themselves wouldn't hgree to the kind of regulations
that were set up in connection with the testing that preceded a

new drug nﬁplication.

Mre Got
Yes, That's right. We could have gone after them under commercial-
ization, that this distribution was not foxr the purpose of bona fide

investigation but for commercialization, and they were commerclalizing




the product. However, be that as it miy, for one reason or
another, FDA did nothing until after the Kefsuver-Harris Amdnde
ment went into effect. And I might say thist that althoﬁgh we
lost the case, the disclosures and the exposures of the trial
convinced the medical profession throughout the world that .
Krebilozen was nothing., Nothing at all., And Krebiczen is today
é;actically off the market, even though the sponsors were unot

convicted,

nr, Y,

Is 1t your feeling that the stronger provisions of the Kefauver
Law will really pérmit the Food and Drug Administration to pre-
vent anyvremedy that makes the kinds ef claims that were made in
the Hoxsey end Krebiozen cases from zooming to bilg~scale intere

state commerce?

Mr, G.t

~ It's ¢ question of whether FDA will enforce the law. If they do,
yes. The law is such now that we should never have another Hoxsey
Gase or another Kreblozen case if the law will be enforced vigorously

and promptly., If it's permitted to drag on, as it was in the Kre«

biozen case...Kreblozen could have been stopped effectivély under

the Public Health Service Act, biologicals provisioms, This was

represented to be a biological, and as such, it had to be licensed.

F AT
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If the law had been enforced, and an !nsistence upon licensing.
made, under éenalty of law, Krebiozen would have either gone
-off the market, or its sponsors would have complied. But, of
course, they couldn't have complied. ‘So it would have gone off

the market,

Dr, Y. ‘3

What held up the efforts to bring Krebiozen to book?

Mr, G.1

I think, frankly, there was tooc wuch pelitics {nvolved., IXthate

to say this, but the government was Intimidated by Senator Douglas
and other senators whom Ivy got to assist him, Kreblozen became a
"hot potato" and rather than challenge it and perhaps bite off‘
more than it could chew, the Government preferred to let it rdll

on. Well, let's not rock the boat,

Dr, Y.
Had you, in Regulatory Management, made the concrete suggestion,

"Let's try such sand such," &nd then were turned down?

- Mr. Go@
Well, no. Long ago, the Food and Drug Administration had been

told by the.Secretary, Oveta Culp Hebby, that Kreblozen is
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unquestionably a biological, which, of Course, was a false premlse,
because it wasn't enything, réally; it was just wmineral oil, and
it was a food and drug product, and not a bilological, We were
told by Secretary Hobby that since Krebiozen is a biological, the
Division of Biological Standards will handle it, It was a bio-
logical by pretense only. The Division of Blological Standards
did nothing and Food and Drug was told "It's gwob your baby,"
Initially, Ivy said, "It's a bilological."™ But then when he was
told he has to have a license, and in crder to be licensed under
the biological act he had to show efficacy, he switched, and said
"It's e hormone, It is not a biological." 4And he submitted

paper after paper to establish that this was a hormone and, there=
fore, subject to the Food, Drug and Cosmetic Act, and he went so
far as to file a new drug application for it as a hormone, which
was never approve&. But the Departmeht of Health, Education and
Welfare was not persuaded and éince the Secretary had said, "This
‘i3 a matter for the Public Health Service and not the Food and

Drug Administration," FDA's hands were tied,

Dre Yo i

So you gathered information, but you couldn’t go beyond that,

Mz, Cot

That's right. Whenever anybody wrote, we told them, "This is a




125

matter for D. B. S., the Division of Biological Standards, and

we atre forwarding your letter to the Public Health Service, the
National Institutes of Health." And that's the way we routinely...
Right up to '63, this was the way we answered letters. Tens of
thousands of them. We were derelict. FDA was derelict., We

could have stopped this,

Dr. Y.3
Butcof course, Secretary Hobby went out leng before that, but you

just presumed that the same pdlicy was..,

Mr. Go:

Ch, yes. Ve were never told that Secretary Hobby's policy was

changed. We had no evidence ds to the composition of Krebioezen :
until our 1963 enalysis. However, we were fo:ced into the case

by Krebiozen supporters' insistence upon a government-sponsored

clinical trial, Well, finally, they goaded Boisfeuillet Jones who

was a speclal assistant to the Secrétafy on medical matters to

the point where Béisfeuillet said, "Okay, boys, 1f you want the

test, we'rg‘going to give you a. test. Bdt, first, we've got to

have certain information. We're esking FDA and DBS to go out

there to Chicago and get that certain information." That's how

FDA ultimately got into the Krebiozen picture and as you know our g

trip aut to Chicago with DBS to get the informaticn ultimately
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led to the frsud indictments. .

Dre Yos

According to John Minor who is a medico-legal officer in the
California state set-up, there is a good deal more quackery now,
and still a more tremendous amount that is intrastate than is
interstate. Did you find as you were clesing down one big
opeiation after snother that there was a deliberate effort on the
part of the quecks who were contesting to get into intrastate

operation?

Mre Go3

Yes, Aund some of them got into trouble. Lelord Kordel, as you
know, hes been in trouble with Food and Drug on a number of oce~
casions. He's a health food lecturer. Now, initially, he shipped
his éroduct in interstate commerce with labeling, and we proceeded
to take action on that., Then, when he was convicted of that, in
an attempt to beat the law, he took off the labeling. He had no
written, printed-or graphic matter accompaenying his product which
could misbraéd his products, But, instead, he would make speeches
about his products. Now the product, let us say, was produced in
Chicago, When he went to Detroit, in advance of his trip to De-

troit, he would ship from Chicago whatever he thought he could

sell in Detroit, and then we would give his lectures in Detroit
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and he would extol the virtues of these products which had been
shipped from Chicage. As you know, the courts have held that

oral statements may serve to misbrand. Even though labeling is

written, printed or graphic matter accompanying the article, still
thé?e i# abgimmick in the.law which enables you to charge misbrand-
ing if you make orél claim for a product, and ghe directions for
use for the conditions that you are claiming the product to bé
effective for are not stated on the label. So he misbranded his
products by these oral claims. Let's say the product was simply
Vitamin A, but in‘his speeches he said Vitamin A was good for #hig,
that or the otﬁer disease. You go to the label, and find tﬁere.
ate‘noidireétions for use for these diseases which he says Vit&min
A is good for, fhe product then i3 misbranded for lack of directions
for its use because the directions doun't tell you how to usevthe
product in treating the claimed disease, And in that way, through
a squeeze play, we are able to prosecute him, He then realized
that he had to do something more drastic to get out from undex

the law, s0 he thought he would go completely intrastate. Thié is
what he did, If he were going to betfoit to make a speech, hg
would set up an outfit in Detroit which menufactured the pfoductso
Now he got away with this for e while since this is purely intra-
state; it is all produced in the state of Michigan end hi#yépéeches
are made there. But then we got court decisions which held ﬁhatg

if any of the ingredients move in interstate commerce, even though
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they are compounded into what might be regarded as a separaté
article, it 1s still the same érticle, says the court, and it has
moved in Interstate commerce. Lelord Kordel was recéntlyiconvicted
. in Detroit in this attempt-éf his to circumvent the law by going

-~ intrastate, But you can't go intrastate anymore, iftthe ingree

dients move interstate,

‘ Dr.'Yo‘
So if he gets out of jail, he'll probably make his product within

2 state with products thet he uigs out of the ground,

Mr. G.3

That would be the only way he could get out of it, But a propos
your guestion, "Are they driven to an intrastate business?" The
answer is, "Yes." But they've got to be careful. It's difficult
to be completely intrastate now. You've got to be sure that every-

thingseo™

Dr. Y{!'

Presumably the box..s

Mr, Got
Everytiiing significant...not the box, no, the article, It's,the

article. Now the article...the ingredient has to be & sipnificant

ingredient, For instance, let us say we have a mixture of
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amphe tamine and pheunobarb in a tablet, and let us say, the
excipient moved iInterstate, the starch, I don't believe that we
could hold that the article is starch, The articles, ampheta=

mine and phenobarb, they would have to move interstate,

Dre Yot
So that there are limits to the way in which this kind of Mr,

Crawford logic can be expanded.

Mra Ga.3

Dr. Yot

Not to the very periphery. As I understand it, the Food and

Drug Administration now has an organization in which there isn't
so much of a central team to manage the cases from the center that
you had, There may be central managémeuts for major nationel pro-

motions like the diet pillis.

Mrc G. H

- There is still a Bureau of Regulatory Compliance.

Dr, Y.?

Right.
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Mr, Ge:

But they dou't have this corps of experts. It doesn't exist
anymore, and Im just wondering whether FDA can wount a really
tough case like they had consisteﬁtly mounted in the past. As a
matter of fact, since ﬁhe abolition of thé Divisioun of Regulatery
Management, the pace of the development of cases of national
‘scope and importance has dropped into the cellar, There are now
very few, whereas before, FDA was éonstantly coming out with big

Cases.

_Dr; Yot

They aléo aren't working on cases, because of budgetary limita=
tions, which are only threats to the pocketbook and not threats,

as they say, to health., But I was wondering, do yocu see any kind of
haezards in this from the point of view of quackery closed-in-on

breaking lose as it were in some way?

Mr. G2

1 think the Kgfauver Law requiring thé showing of efficacy for new
drugs will effectively curb new quackery, if the law's enforced. =
I must say that, because we could have curbed Kreblogzen, We
didn't. We iﬁtﬁit'becéme a moﬁste:. We let it viétimizéaandwkilk

vmaﬁy, many pecple for lack of adeéuate sreatment while they were

experimenting with K- biozen., And we did nothing about it, I
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can't say anything more than that we were derelict. Conceivably,
that kind of dereliction could cccur again, but if the law's

enforced.ee

Dr, Y.?

As it was in Rand Anti~-cancer Vaccine €ase,

Mr. G.3
As it was in Rand, exactly. There's no reason why we should have

another Krebiozen, or any big quackery outfit,

V Dl‘o Y_o3
Then it would be & matter of the smaller fry operating within

the stateso

Mr. Gs3

Yes. I would say so. You could close in rapidly on a firm who's
seiliﬁg a quack remedy under the New Drug provisions. The governe
ment doesn't have io.show lack of gfficacy. All it has to show

is there's no showing of efficacy by them, It's the difference
between our haying to show that the product is’worthlesso‘ The

burden is upon then to show efficacy.
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Pr. Y.3
‘And that, of course, is an infinitely dififexent thing; then they
have a burden of the magnitude that you had when you h:d to show

that there wasn't & single case that turned out rigut for them,

Mr, G.3

That's right,

Dr, Y;s

Well, you've been most kind to spend your afterncon today in
talking about these questions that you've devoted such a long time
to working on, aud still are interested in and su.ive about, and

I want to chank you very much, %5ilbert,

Mre Geo?

You are welcome, Harvey. My pleasuze,
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