JOINT HEARING

SENATE COMMITTEE ON HEALTH, EDUCATION, WELFARE
AND STATE INSTITUTIONS -- ASSEMBLY COMMITTEE
ON COMMERCE

The meeting was called to order at 3:15 p.m. on Wednesday,
March 2, 1977, in the Senate Hearing Room, 131, with
Assemblyman Harley Harmon in the Chair.

PRESENT: ASSEMBLY SENATE
Mr. Harley Harmon Chairman Jack Schofield
Mr. Don Mello Vice-Chairman Joe Neal
Mr. Robert Barengo Senator William Raggio
Mr. Daniel Demers Senator Richard Blakemore
Mr. Don Moody Senator Wilbur Faiss
Mrs. Karen Hayes Senator William Hernstadt

Mr. Robert Price
Mr. Nash Sena
Mr. Robert Weise

GUESTS: See Exhibit "A"

A.B. 121
Chairman Harmon called for a motion to consider and discuss
amendment #38 to A.B. 121:

Senator Schofield: Motion to adopt Amendment #38
Assemblyman Hayes: 2nd the Motion.
The Motion passed.

Chairman Harmon opened the discussion on the Amendment
only, with Mr. Marvin Kratter speaking in behalf of the
drug involved, Gerovital H3. Mr. Kratter submitted a
written testimony to the Committee, (Exhibit "C").

Senator Neal asked Mr. Kratter what were his qualifications
to support this drug? Mr. Kratter replied that he was

the owner of many private corporations, primarily related
to Real Estate developments, and he owned 52% of the
Rom-Amer Pharmaceuticals, Ltd, Company which has the right
to distribute GH3 in the United States. Senator Neal
suggested that sole ownership of this Company will cause

a monopoly in pricing of this drug. Mr. Kratter said that
he might be willing to sell licenses for distribution of
this product, but since he represents thousands of share-
holders, he could not distribute this product, profit-free.

Assemblyman Weise asked if Mr. Kratter felt that a statute
was necessary in order to produce GH3? Mr. Kratter said
_that physicians feel uncomfortable if distribution of a
drug is not endorsed by the Federal Drug Administration,
or not approved by the State of Nevada.
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Assemblyman Weise asked how will the patients know about
this drug? Mr. Kratter said that the presence is well
known due to the I.N.D. (Investigation New Drug) tests
done on animals, and the "Double Blind" tests conducted
with human patients, which were approved by the F.D.A.

Senator Hernstadt asked if the Rom-Amer Company had
sole and exclusive right of distribution of this drug
in the United States? Mr. Kratter said yes.

Assemblyman Hayes asked how does this drug work? Mr.
Kratter answered that the major claims are in the area
of curing or helping to cure geriatric depression.

Assemblyman Price asked if the drug could be produced
without the adoption of this amendment? Mr. Kratter said
yes, his company could produce the drug, but the physicians
would probably not distribute it. Mr. Kratter added, that
as stated in the amendment, the distribution would be done
by prescription only.

ek dkdk ik

Dr. Morton Kurland, Psychiatrist, spoke next as proponent

of GH3. Dr. Kurland said that he had worked with Dr.

Max Hayman (Exhibit "D") in conducting a study of depressed
patients. Dr. Kurland said that they used the "Double

Blind " method where % of the patients used GH3 and

%X of the patients used a saline solution without the knowledge
of whether their drug was authenic or not. There were

33 people on the active drug, and 30 on the saline solution,
with the youngest patient being 45 years of age, and the
oldest being 83 years old. The tests showed a significant
difference in behavior, and there were no noticable side
effects. The doctors concluded that the drug was non-toxic.

kkkkkkhk

Dr. Ted Jacobs, Internist, and share-holder in the Rom-Amer
Company, said that in January and October of 1974, he treated
nine (9) patients who were all aware that they were receiving
the GH3. One of the patients dropped-out, six of the patients
showed marked improvement in their depression, one showed
slight improvement, and one showed none at all. Dr. Jacobs
said that he also takes injections himself.

kkkkkkk*k
Dr. Harold Feikes, M.D., said that he was on the Board of

Directors of the Rom-Amer Company, and he has witnessed two
clinical observations, one of the patients being his own

N
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father. Dr. Feikes said that it helped his father overcome
his depression, and even eliminated a tremor in his hands.

Dr. Elias Ghanem, M.D., said that he treated his father
with GH3, and within four weeks, his depression had
completely disappeared.

Senator Neal asked if the effect of GH3 is temporary only?
Dr. Morton Kurland said that the patients taking the drug
have daily dosage, and it has only been used to treat
depression.

Assemblyman Hayes asked if any genetic research has been
done on this drug? Mr. Kratter said that it was felt that
this was not necessary, as GH3 has been used for so many
years in several countries.

% %k k %k ki
Dr. Harold Harper, Surgeon, spoke in behalf of GH3, and
said that he had studied the effects of the drug, first-
hand in Bucharest, Romania, where it is produced and
used in clinics, and has used it himself. Dr. Harper
said that he had first learned about the drug in 1968,
during a study on aging he was conducting. In the clinic
in Bucharest, GH3 tests are conducted on over 7,000
animals, primarily white rats. Dr. Harper said that
the drug is non-toxic and can be mixed in any physician's
office, because the ingrediants are so basic. Dr. Harper
said that he saw films in Romania that showed that GH3
also has positive effects in healing arthritis.

kddkkdkdkdr
Mrs. Mary Henderson, private citizen, spoke in behalf of
GH3 and Laetrile, and submitted a written statement for
the record, (Exhibit "E").

% %k d k Xk k ok k
Mrs. Phipps and Mrs. Loeb both gave personal testimonies
in behalf of Laetrile and stated that they were in total
support of A.B. 121's adoption, as they were cancer
patients, and had felt very positive results from the Laetrile
treatment. Mrs. Elaine Camp also related a story of
her cousin who had undergone the normal cancer treatment,
of cobalt and chemo-therapy and had suffered drastic side
effects, but had found very great relief when she began
to take the Laetrile treatment.

khkkikkikk
Mr. Thomas Padden read a statement in behalf of Mr. Michael
.Culbert, editor of "The Choice", who said that for five
years the Committee for the Freedom of Choice has been
leading the drive for adoption of Laetrile and GH3. Mr.
Culbert wrote that the therapy is legal in 27 other countries,
the latest being Israel. Mr. Culbert stated that 1100
cancer patients die each day in the U.S. who are not treated,
or have been treated with the usual methods of radiology,
chemo-therapy, cobalt and surgery. Mr. Culbert said the g2
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only report that claimed the failure of Laetrile happened

to be the 1953 California Commission Report, which, if read
closely, should convince anyone that even the 44-terminal,
non-ambulatory patients to whom low dosage of Laetrile

were administered felt uniformly better. Mr. Culbert also
wrote that the Laetrile treatment costs much less than
chemical therapy which may range from $15,000 to $80,000

per patient. Mr. Culbert stated that his figures indicate
that approximately 65% of cancer patients find at least

some improvement by using the Laetrile program, particularly
in the relief of pain and improvement in the quality of 1life.
And this is most impressive when almost 90% of the above

65% are considered terminal cancer patients. Mr. Culbert
stated that A.B. 121 does not disallow orthodox cancer
treatment, but merely allows for freedom of choice, (Exhibit "E-1").

Assemblyman Weise asked if there could be open-market
competition with this drug? Mr. Patton answered yes,
that anyone can make it. Mr. Patton said to Senator
Hernstadt that he did not know of any drug manufacturer
in Nevada that has expressed an interest in producing

Laetrile.
%k gk ke kdkhk

. Mr. Ralph Pearl, columnist of the L.V. Sun, gave a personal
: account in favor of the Laetrile treatment. Mr. Pearl
testified that with Laetrile and proper diet, he was
still alive after four years, when he had been told he
was terminal. Senator Hernstadt asked what the treatments
cost Mr. Pearl? Mr. Pearl answered that the Laetrile
and the other enzymes he took cost approximately $4.00
per day. :
khkkhkikhkk
Dr. John Detar, Urologist, spoke in favor of A.B. 121,
and stated that it is ironic that individuals have the
choice offered in other medical problems, such as pregnancy
or abortion -- treatment or "right to life", but cannot
choose the type of cancer treatment they wish to receive.
Assemblyman Weise asked if the use of Laetrile would conflict
with other types of treatment? Dr. Detar responded by
reading a letter from the American Cancer Society which
said in the second paragraph, "if this bill (A.B. 121)
were to be passed, it would be tantamount to allowing
Laetrile to be an accepted cure for cancer. Thus depriving
some cancer patients of necessary proven methods of treatment.
.Dr. Detar said that this statement by the A.C.S. is an
'absolute lie'. Patients should be able to receive Laetrile
along with the conventional measures. Senator Neal asked
' how does Laetrile affect the cancer cells? Dr. Detar said

that he has read the hypothesis on this, and understands
that it is a technical process having to do with the
cyanide radical and oxygenation of cancer cells.

93
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The Joint Hearing reconvened at 7:30 p.m.

Dr. Harold Harper spoke again, this time in behalf of
Laetrile. Dr. Harper stated that he was not on anyone's
payroll, nor did he have any interest in any pharmaceutical
company, and he paid his own expenses to get to this meeting
from Los Angeles. He said that the public is in a great
dilemma today concerning the safety and efficacy of drugs.
This is because .30¢ of every consumer dollar is spent on
products that require approval of the F.D.A. And, the
F.D.A. frequently prohibits the use of drugs that have been
proven safe and efficacious elsewhere, and it takes between
eight to ten years to get new drug approval. Dr. Harper
added that from his own personal experience, he knows of many
cancer patients who were given less than a year to live, and
are still surviving after five years due to the use of laetrile
and accompanying enzymes and vitamins.

khkkkdkkkik
Dr. E. Paul Wedel, stated that he is licensed to practice
in Oregon and has an inactive license in good standing in
California. In his testimony, he referred to a book
entitled, Complimentarity in Biology by Dr. James Pershing
Isaacs, and the major portion of Dr. Wedel's testimony
is attached, (Exhibit "F").

% %k %k kv k%
Dr. Gary Gordon of Sacramento, California, President of the
American Academy of Medical Preventics, commented that his work
during the past ten years has placed him in close contact with
many physicians who use unorthodox treatments, including
laetrile. He knows of no patient under this treatment who
has had any adverse effects. Dr. Hans Nieper of Germany had
told Dr. Gordon that laetrile alone is only working about
40% effectively, but when enzymes are added it is closer
to 60%, and A.N.C. and Zinc are added it is up to 80% over-all
efficacy. F.D.A. will only test the laetrile itself, and
not in conjunction with the other agents.

Senator Schofield asked Dr. Gordon about the laetrile clinic
in Tijuana, Mexico. Dr. Gordon said that the clinic would
welcome a visit by the Senate Committee.

% d d %k ok k k
Dr. Douglas Brody of Lake Tahoe is in general practice with
a background in internal medicine and nutrition. He has had
an opportunity to observe many patients being treated with
laetrile and enzymes, and he also had an opportunity to ob-
serve patients in the office of Dr. John Richardson of
Albany, California, and has been very impressed with the
safety of the program and the apparent relief in pain. Dr.
Brody said that it is striking that the use of laetrile and
nutritional therapy has enabled patients to get off of narcotics
without withdrawal symptoms. Patients appear to have an improved
feeling of well-being and their appetite improves.
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Mrs. Frances Miller spoke in regards to her personal
experience with laetrile, under treatment from Dr.
Ernesto Contreras in the Tijuana clinic. She expressed
her desire to have it legalized in the U.S., so she
does not have to suffer the embarrassment and humiliation
of smuggling it across the border.
% d¢ de % & ke ke k
Betty Lee Morales, secretary of the National Health Federation,
appeared as a proponent of the bill. She stated that the
N.H.F. believes that Americans have the right of choice
if it is not harmful. The F.D.A., the American Cancer Society,
and the American Cancer Institute do not have the right to in-
terfere with the sacred relationship between patient and
physician. Ms. Morales has visited fifty-two countries
studying cancer in relation to nutirition and individual
life-styles. She stated that no responsible doctor ever
speaks of laetrile therapy as a cancer cure, but the choice
of treatment should be allowed.
dhkkdkkkkkk
Charles W. Baker, a businessman from Reno, testified that
in 1975, he was told that he had contracted cancer. Mr.
Baker went on the laetrile therapy from Dr. John Richardson
and is now in better shape than before he started treatment.
khkkkkkhkkk
Ms. Joan Atkinson, a registered nurse, described her personal
experience in having a lung removed for cancer and how
laetrile helped her in her subsequent treatment of cancer.
Her husband also appeared to support her testimony.
hkkkkkkk
Betty Taylor and Lola Farrell also gave personal experiences
in support of laetrile.
% de Kk kK ok kk
Roland C. Bartlett of Las Vegas, stated that he had spent
several years traveling throughout Europe and Central and South
America investigating GH3, and he knows its value for restoring
hair, skin-care and rejuvenation. As part of his testimony
Mr. Bartlett presented a letter to Senator Gaylord Nelson,
(Exhibit " G").

d ke dkkkkk

Dr. Roger D. Miercort was the first speaker who represented

the opposition to A.B. 121. The doctor said that he disagreed
with some of the statements made by previous witnesses. He

said that he has seen many terminal cancer patients survive
over five years; survival statistics with conventional treatment
exceed 5%. In his own practice, he can count on curing 1/3 and
helping 1/3. However, if individuals could be persuaded to see
their physicians earlier, conventional treatment could cure
one-~-half of the patients. Dr. Miercort said that in accord
with a request from Assemblyman Demers, he would submit three
letters concerning cases where laetrile treatment failed,
(Exhibits "H", "H-1" & "H-2"). 1In addition, Dr. Miercort

also showed two sets of x-rays to the Committees. The doctor gg
continued by saying that cancer is a multitude of diseases,
which will respond totally differently to different methods
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of treatment. Dr. Miercort further stated that there is

no simple non-toxic method of treatment, that for every
treatment of a malignancy, there is some hazard. The

doctor said that he feels he can legally give laetrile

to his patients, and he does not understand why "all the
fuss" unless the object of the bill is to manufacture

and sell the drug. As the bill is now written, Dr. Miercort
feels there is no protection for the consumer. Dr. Miercort
submitted a letter from Dr. Fred M. Anderson for the record,
(Exhibit "I").

In response to a question from Senator Schofield, Dr. Miercort
said he did not know if laetrile would be easily accessible to
him or not, as he did not plan to use it.

Assemblyman Demers questioned Dr. Miercort's statement that
he could legally administer laetrile to his patients, and
read from the Nevada State Board of Medical Examiners' rules
that, "No doctor can administer any drug or medication that
has not been approved by a Federal regulatory agency." Dr.
Miercort conceded that if that was in the regulations, then
he was wrong.

d Jdk ok ok dkkk
Dr. Robert Young, representing the Federal Food and Drug
Administration, was the next speaker. F.D.A. is a consumer
protection agency and their investigation has failed to
conclude that laetrile has a value in the diagnosis, treatment
and cure of cancer. There is no evidence that establishes
the validity of the theory that laetrile kills cancer cells
or has any affect on animal tumors. Dr. Young said the
F.D.A. will conduct a public hearing on laetrile on May 2,
1977, in Kansas City, Missouri. Dr. Young concluded by
stating that individual case reports do not constitute a
proper scientific study, and that these claims are often
unsubstantiated and misleading.

% %k de Kk ke kk
Dr. Stewart Nightengale, also representing the F.D.A., explained
how the Administration functioned under the Food, Drug and
Cosmetic Act, and the current status of legal and administrative
procedures. It is the contention of the Administration, that
laetrile is a new drug which is subject to all the provisions
of the above mentioned act, and because laetrile is not approved,
it is violative when it is introduced into interstate commerce
for use as a drug. See (Exhibit "J") attached testimony.

do ke dkdkkkkk
Mr. Ronald Harrison spoke about his mother, Eleanora Harrison,
who is now at Southern Nevada Memorial Hospital. Mrs. Harrison
has been under the care of Dr. Barbosa and Dr. Contreras in
Tijuana. Mr. Harrison stated that after spending $26,000 and
seven months in treatment, his mother has approximately one
week to live as of the date of this hearing. Mr. Harrison
asked the Committee to consider carefully the consequences
before legalizing laetrile in the U.S.

%ol
<
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Dr. Roland D. Wussow of the National Cancer Institute, Office
of Cancer Communications, spoke in opposition to A.B. 121,
and submitted a written testimony for the record, (Exhibit

Dr. Barry Morrison, Assistant Director of the National Cancer
Institute, said that the Institute has been conducting
experiments since 1937, and progress in medicine is a

process of scientific change and scientific advancement,
which is deliberately achieved. Dr. Morrison remarked that
in all their tests of laetrile, it has been found negative

as a cure for cancer. Dr. Morrison submitted documents
showing the nature of the tests the National Cancer Institute
and the National Institute of Health have performed,
accompanied by two articles taken from the literature

which show the extreme detail and complexity of these
studies, (Exhibit "L").

d ok ok kk kK

kkkkkhkik

Dr. James W. Forsythe, cancer therapist, works with Dr.
Roger D. Miercort at Washoe Medical, and treats approximately
85 patients per day. Dr. Forsythe said that the sanction
and endorsement of laetrile will delay proper treatment for
cancer patients, and the freedom 6f choice puts the decisio
on an emotionally sick person to decide on his own type of
treatment. '

% J % % Je k k%
Mr. Orville Kelly, a cancer patient, who works as a consultant
for the National Cancer Institute and is founder of 'Make
Today Count'(a national organization for advanced cancer
patients and their families), felt that everyone fears cancer
so greatly that they are looking for an easy way out, but
Mr. Kelly felt that laetrile treatments are not the answer.
He said that cancer patients must rely on people who have
expertise.

sk kkkkkk
Connie Edwards, a volunteer for the American Cancer Society,
said that finances should be considered, and although $4.00
per day sounds small for laetrile, that adds up to $120.00
a month, and to a social security recipient who is receiving
from $220.00 to $320.00 per month, that is a large drug bill.
She asked if the State of Nevada, through its social agencies
will be responsible in endorsing this bill and give assistance
to the medically indigent patients who will obviously come
here to receive a drug they cannot legally receive in other
states? She also asked, will the indigent patients be able
to.receive Federal assistance for a drug which is declared
illegal by the Federal government?

* %k dk kK kk
Dr. Dean Burk, a senior biochemist, stated that he had been
working in the field of cancer for fifty years and for
thirty-five years, had been working in the National Cancer
Institute. Dr. Burk also worked in laboratories in European
countries, and has consulted over 10,000 cancer patients.
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Dr. Burk contended that laetrile is not a drug, but has
been a food for man for many years, and is in actuality

a vitamin.

The F.D.A. is trying to establish that it is a

new drug, but they are now enjoined by the Tenth Circuit
Federal Court from making such a declaration, so there is
no legal basis for declaring laetrile as a drug.

Dr. Burk presented the Committees with a booklet entitled,
A Brief on Foods and Vitamins, which discusses amygdalin

(laetrile)

as Vitamin B-17. Attached is a copy of the

letter Dr. Burk sent to Assemblyman Demers in which he
expresses his views on the legalization of laetrile,
(Exhibit "L").

khkkkkkikk

Chairman Harmon dissolved the Joint Hearing and stated
that there would be a two minute recess, after which the
Assembly Commerce Committee would take action on A.B. 121.

Assemblyman Weise: Motion that no action be
taken by the Committee until a later date
for the following reasons:

All of the testimony had not been
received; the Committee had not had
time to digest the information
submitted; he would like an oppor-
tunity to determine if laetrile
would come under the jurisdiction
of the Nevada Cancer Council, and
an opportunity to possibly re-amend
the bill.

The Motion 'died' for a lack of a second.
khkkkkkkkk

A.B. 121 (Exhibit "M")

The meeting of the Joint Committees was adjourned at 12:05 a.m.

Assemblyman Hayes: Motion that the Committee

adopt Amendment #38 to A.B. 121

Assemblyman Moody: 2nd the Motion.

The Motion passed. (Assemblyman Weise voted "NO";
Mr. Harmon, Mr. Mello, Mr. Demers, Mrs. Hayes,

Mr. Moody, Mr. Price and Mr. Sena voted "YES")
khkkkkkhkk

Assemblyman Mello: Motion to amend and Do Pass
Assemblyman Sena: 2nd the Motion

The Motion passed. (Assemblyman Weise voted "NO";
Mr. Harmon, Mr. Mello, Mr. Demers, Mrs. Hayes,
Mr. Moody, Mr. Price and Mr. Sena voted "YES")
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The minutes of the Joint Hearing on laetrile, A.B. 121,
are respectfully submitted by:

Jane Dunne, Assembly Secretary

&c@ e ——

Sheba L. Woolley, Senate Secretdry

Approved by:

As Harley/Harmon, {Chairman

e
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EXHIBIT "A"

GUEST LIST

PROPONENTS OPPONENTS
Mr. Marvin Kratter " Dr. Roger D. Miercort
Dr. Morton Kurland Dr. Robert Young
Dr. Ted Jacobs Dr. Stewart Nightengale
Dr. Harold Feikes Mr. Ronald Harrison
Dr. Elias Ghanem Dr. Roland D. Wussow
Dr. Harold Harper Dr. Barry Morrison
Mrs. Mary Henderson Dr. James W. Forsythe
Mrs. Phipps Mr. Orville Kelly
Mrs. Loeb Connie Edwards

Mr. Thomas Padden
Mrs. Elaine Camp
Mr. Ralph Pearl

Dr. John Detar

Dr. E. Paul Wedel
Dr. Gary Gordon

Dr. Douglas Brody
Mrs. Frances Miller
Betty Lee Morales
Charles W. Baker
Mrs. Joan Atkinson
Betty Taylor

Lola Farrell

Mr. Roland C. Bartlett

Dr. Dean Burk
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1977 Amendment N? 38 Replaces Amendment No. 211A.

Amend seétion 1, page 1, delete lines 1 through 14 and insert:
""Section 1. Chapter 453 of NRS is hereby amended by adding thereto a
' new section which shall read as follows:

1. The board shall conduct inspections of manufacturers of amygdalin

(laetrile) and Gerovital H3.

2. The board may establish reasonable fees, to be collected from the

manufacturer, for the purpose of paying the costs of the inspections."”

‘Amend section 2, page 1, line 18, after " (laetrile)" insert "or gerovital

( "

. o

Amend section 2, page 1, delete lines 19 and 20 and insert:

"requested the substance."”

Amend section 3, page 2, delete lines 3 through 5 and insert:

"lin (laetrile) or Gerovital H3 to a patient under his care who has

requested the substance.”

Amend the bill as a whole by adding a new section, designated section
4, following section 3, to read as follows:

"Sec. 4. Chapter 638 of NRS is hereby amended by adding thereto a
new section which shall read as follows: |

A pharmacist is not subject to any penalty for:

1. Filling a prescription for amygdalin (laetrile) or Gerovital H3

( the prescriotion is issued to a patient by his physician, osteopathic

physician or osteopathic physician or surgeon; or

1¢1

2. Dispensing Gerovital H3, without a prescription, if the use is for

topical application only." Wo Journal




- Amendment No._38 to_ Assembly B3j31No._ 121 (Bpr 40-362 ) Page_2

Amend the title of the bill to read as follows:
"AN ACT relating to substances; permitting the use of amygdalin
(laetrile) and Gerovital H3 under certain conditions; and

providing other matters properly'relating thereto."

1¢2

AS Form 1b  (Amendment Blank) 2487



\«.‘ . AN 174
BY MARVIN KRATTER SR C_

‘ ‘ STATEMENT TO JOINT COMMITEE
HEARINGS ON AB 121, MARCH 2, 1977

GENTLEMEN OF THE JOINT COMMITTEES:

May I first express my appreciation for this
opportunity to present to you our Company's position on

the amendments to AB 121.

I feel it incumbent on me to disclose to this
distinguished committee that I am personally the owner
of 52.5% of the stock of our Company, ROM-AMER
PHARMACEUTICALS, LTD., and that the majority of the
balance of the outstanding stock of this Company,
which is a publicly-owned company traded over-the-
counter, is held by approximately 1,000 residents of
the State of Nevada. Our offices are located in Las Vegas,
. and we are about to become a Nevada corporation.

Our Company, ROM-AMER PHARMACEUTICALS, LTD.,
has been in business for approximately seven years,
when it first obtained the rights from the Romanian
Foreign Trade Organization to distribute its medical
product, Gerovital H3, in the United States. During
that time, it has spent over $1 million in testing
and research activities in an attempt to have Gerovital H3
cleared for sale pursuant to the rules and regulations
of the lnited States Government's Food and Drug

Administration.

The Food and Drug Administration has approved
two IND's for the injectable and oral use (pill form)

i of the product. An IND is an acronym for "Investigation




New Drug," - the application which must be approved

by the Food and Drug Administration to permit the testing
of the drug in humans. Generally, IND's are only granted
after animal studies have been completed (which was the
case with Gerovital H3) to establish the product's

safety before testing the drug in humans. The clinical
testing, which has since been carried out on approximately
750 to 1,000 patients, has been conducted by recognized,
distinguished clinical medical investigators.

Actually, although by FDA definition Gerovital H3
is a "New Drug," the basic medicine in this drug,
procaine-hydrochloride, has been known for 72 years, and
used in this country and all over the wgrld. Those of
you who have ever had to visit a dentist are familiar
with this medicine under the trade name of ""NOVOCAINE."
The other contents of Gerovital H3 include a preservative
(one similar to that used in preserving tomato catsup)
and two other compounds which are used to regulate and
buffer the acid-alkaline balance of the product, and

to regulate its rate of absorption into the body.

It can thus be seen that this product is really
not, in fact, a new drug, but is one merely by FDA
definition, since all of the contents are known drugs

listed in the United States Pharmacopeia.

The first clinical research work on this
product was started back in 1956, by Dr. Ana Aslan, the
Director of the Romanian Institute of Geriatrics in
Bucharest, Romania, and the use of the drug throughout
42 countries in the world has been increasing ever
since. At the present time, for example, both the

injectable and pill form of the drug are sold in West
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Germany, without prescription, and in England,

Switzerland, France and Spain, with prescription.

To my best knowledge, there have never been
any reported cases within the scope of the clinical—
investigation within the United States and Canada,

(or in any of the other countries where the drug is

now being sold), of any serious debilitating side effects
or toxicity, and while the drug originally started being
used as an anti-aging drug (i.e., one that would make
old age more tolerable, happier and more productive,

but not necessarily as a life-extender), there have

been increasing reports of other uses, including but

not limited to, as an anti-depressant, as an anti-
arthritic, as a vasodilator improving circulation and in
certain skin applications involving skin problems and
other external body manifestations such as hair loss

and color changes in certain cases.

Unfortunately, at the present time, only
wealthy senior citizens of the State of Nevada can
avail themselves of this drug, if they have the money
to travel to Romania, where the drug is administered
in 17 clinics operated by the Romanian government, or
travel to Mexico or The Bahamas, or if they can afford
to pay outrageous black market prices to smugglers who

are importing the drug into the United States illegally.

It is my belief and the belief of several U.S.
Senators, including our own distinguished Howard W.
Cannon, expressed in a letter to a Las Vegas resident
on August 12, 1976, a partial quotation from which

follows, that:
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"While there is no legislation currently
-before the Congress that addresses issues
specifically related to Gerovital and Laetrile,
Congressman Symms of Idaho has introduced a
bill which would eliminate the requirement that
new drugs be regulated according to their
effectiveness. The bill states that such drugs
should be regulated solely to assure their
safety. While it does not appear that this
bill will win approval this year, it is my
view that if a drug is not harmful,'people

ought to be able to use it." (Emphasis added.)

This same general opinion was shared and
expressed by Senator Ernest Hollings, a Democrat from

South Carolina, in FAMILY WEEKLY of August 26, 1973,

and a favorable impression was also expressed by
Senator Thomas Eagleton of Missouri, in a Chicago
Tribune story on December 19, 1972. The Hollings' and
Eagleton opinions are enclosed herewith as Exhibits 1
and 2.

The problem with clearing this medicine through
the Food and Drug Administration has primarily arisen
because of the extensive testing that that agency requires

to prove the drug's efficacy and efficiency as an anti-

depressant. While the Company has had large amounts of
clinical research work done by medical clinicians fully
acceptable to the Food and Drug Administration, apd
while generally all of the reported conclusions of these
clinicians do not reveal any real danger from the use

of thi§ product, the Food and Drug Administration has
accepted these reports with a recommendation that they

be used only to help create new further and more -
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expensive efficacy reéeafch procedures known as "double- -
blind studies." These studies involve persuading
depressed patients in need of help to agree that, as
part of a testing program, instead of receiving
Gerovital H3, they may only be receiving a placebo,

which is a saline solution. Getting large numbers of
depressed people to agree to this type of guinea-pig

testing is an extremely difficult chore.

It is not my intention, nor would it be
appropriate or fair, for this request for your action
to be considered in any way an attack upon or a criticism
of the Food and Drug Administration. That agency is
only doing its job as mandated by Congress in 1962,

when the powers and duties of the agency, which previously

had related only to the safety of drugs, was expanded
(in an over reaction to a bad drug incident relating
to safety) to include the requirement of verifying the

efficiency and efficacy of drugs. Unfortunately, the

determination of the efficiency or efficacy of a drug
lies frequently '"like beauty, in the eye of the beholder"
or, in this case, in the individual and subjective

reactions of each person who uses a drug. Human beings

are not octane-consuming machines of an absolute uniform

and stereotype composition, and particularly is this the
case in the ability of any testing mechanism to reflect
the innermost results obtained in the treatment of a

depressed person.

The Company's position in sponsoring the
amendments to AB 121 which would, in effect, legalize
the use of Gerovital H3 within the State of Nevada by
physicians and by prescription, is, that the public,

particularly our senior citizens who are so desperately
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in need of help during the times of depression which
occur during their waning years, who feel unproductive
and who become a medical burden on the commumity, should
be entitled, (given the‘acceptance of the premise that
this medicine is safe and non-toxic), to be allowed to
use it on a real life, everyday basis and not have to
fade away and do without for the five to eight years

that the FDA's required efficacy studies usually require.
As you will notice from the reference to the Senator
Cannon letter above-mentioned, both Congressman Symms

of Idaho, and Senator Cannon, as well as Senator Hollings,

feel that this procedure should be followed.

This new idea of limiting the‘FDA's authority
to pass only on the safety and not the efficacy of drugs
is shared by many of our federal legislators and on
January 4, 1977, two bills, H.R. 53 and H.R. 54, were
intfoduced into the House of Representatives with the

following preamble:

"A bill to expand the medigal freedom of choice
of consumers by amending the Federal, Food, Drug and
Cosmetic Act to provide that drugs will be regulated
under that act solely to assure their safety; to the

Committee on Interstate and Foreign Commerce."

The following Congressmen, including our owm
Mr. Santini, were sponsors of the introduction of these

bills:

By Mr. SYMMS (for himself, - Mr.,
BrEDILL, Ma, CHISHOLM, Mr. COCHMRAN,
Mr. Corrxvs of Texas, Mr. Cramm,
Mr. HAMMERSCANIDT, Mz, Krrenoa,

© Mr. Emeoness, Mr, La PFace, Mr,
LacoMansivo, - Mr. Lotr, Mr. Mc.

My,

"Hd;amzununnnn.-,i
- By Mr. ANDERSON “of Galtfornta (tur
_ . bimszslf, Mr. Conuaw, Mr. pz Luvo,
: Mr. Epaax, Mr. Pascrir, Mrs. Bout,
Mr. Jommsow of California, Mr,

Miazrory, Mr. Mrrns, Mr. Morramarw,
- Mr. Morrr, Mr. MUrPHY of Nlinols,
Mr, MorTRA, Mr. O'BriEN, Mr. ROX,
Mr. Smx, Mr.. Spack, snd Mr,
TATRON) @ T -
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These names present a complete spectrum of
the political shadings of the House of Representatives
and include both staunch conservatives as well as
liberals like Miss Shirley Chisholm. On January 6, 1977, an
additional bill was introduced, H.R. 150, by Mr. Ashbrook.

The essence of these bills is that the FDA
is to be charged only with regulating drugs to assure
their safetﬁ and to provide that in the labeling of any
drug that is passed by the FDA in this manner that its
label will contain a clause clearly indicating "that
this drug has not been tested or reviewed for efficacy

by the Federal Government."

As part of the exhibits which are being sub-
mitted to you today, you will also find a letter from
Sidney Cohen, M.D., Professor of Psychiatry, Neuro-
Psychiatric Institute, University of California;

Thomas Ban, M.D., Professor of Psychiatry at Vanderbilg
University, Nashville, Tennessee, and McGill University
at Montreal, Canada; Dr. Leonard Cammer, Clinical
Associate Professor of Psychiatry, New York Medical
College andrflower Fifth AVenue Hospital; and Dr. Max

Hayman, Professor of Research Psychiatry at UCLA,

You will, today, also hear firsthand from a
major clinical researcher, Dr. Morton L. Kurland,
Associate Clinical Professor of Psychiatry, University
of Southern California Scﬁool of Medicine, and also
Medical Director of the Desert Hdspital Mental Health

Center at Palm Springs, California.



In addition, you will be hearing from three
distinguished practicing physicians from Las Vegas,
who have firsthand knowledge from their use of this

medicine.

Also submitted are excerpts from a Foreword

to an Evaluative Study called, ""DRUG REGULATION AND

INNOVATION, by Professor Henry G. Grabowski of Duke
University. (READ)

i
|

It certainiy seems odd that Americans going

to highly civilized, highly regulated countries like

West Germany, Great Britain, France and Switzerland,
should be able to avail themselves of good medicines
which are not available to the people of Nevada,
particularly when over a 20-year period that same
medicine has been used by millions of people in these

countries, particularly in Romania, where it was used

for a four- to five-year period on thousands of people

in 44 governmentally established centers under controlled

experiments.

Enclosed also as Exhibit 5 __, for your
consideration, 1is an excerpt from a book called,

GH3 WILL IT KEEP YOU YOUNG LONGER?, by Herbert Bailey,

setting forth the results of a study on 15,000 people
reported to the International Symposium of Gerontology
at Bucharest, Romania, in June of 1972. The main
objective of this testing was "to pfolong thé active
life period of workers, especially those undergoing
temporary working incapacity and to pre§ent the process

of infirmity." A careful reading of this chapter
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g will, in my humble opinion, convince you of the
b desirability of legalizing this medicine for sale within
the State of Nevada. (READ)

In conclusion, what we are asking you to do
is to make legal, within our great state, a medicine
which by its nature has almost become an international
vitamin, and to give to your constituents in our state
a freedom of choice. I think that freedom of choice

+--: -was-in.a fair- and statesman-like manner best expressed
by Governor Jay Hammond of the State of Alaska, on
June 24, 1976, who, in commenting on a similar bill

o+ .« - ~offered to him for signature, said, among other things:

"My decision not to Veto the‘bill, in
spite of the:recommendation to do so from L
several physicians, hospitals and the Food
and Drug Administration is based on one
. Camas strong: persomal: conviction -- the individual's

7 right to decide on a course of conduct or a
mode of treatment, given the alternatives
" s romw s . - -available.. I my-opinion, that right outweighs
the shortcomings of the bill and the possible
complications for the medical profession.
. Such choices must be made by the patient

and his physician. (Emphasis added.)

"As a layman;, I cannot judge these things.
As a governor, I can only review the bill,

- ' consider the thoughtful testimony and corres-
pondence and determine what seems to me in the
best interests of persomns affected. In this
instance, I am persuaded by patients, their
families, and physicians and have concluded

that it allows each Alaskan to decide for

himself."
-9-
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¥ I have great faith that the physicians in our
“ state are honest, competent, objective human beings

and that they will not misuse in an unethical manner,
their rights to prescribe and administer this drug

and then only in agreement with their patients' desires.
We have a pioneer history and should not hesitate to

pioneer in giving our people their inalienable right

to preserve their health in consort with their physicians.

Our last exhibit is a letter received this
week from a lady in Scottsdale, Arizona, which speaks
for itself.

In closing, I would recommend you to the
preface to the Bailey book mentioned before, which is

reproduced here as Exhibit 6 . (READ)

I strongly urge you to pass these amendments
- and brighten the lives of so many of our Nevada senior

citizens.

-10-
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EXHIBIT 1

By Rona Jaffe: . Tasty'Turkey Tip " Rod McKuen: How
The Special Ties For a Barbecue Life Finally Forced
'That Bind Women ~ That Saves Dollars Me to Be Myself

; : .
Tlnenn W
ﬂ@fk Rkl
Want to ask s famous person 2 ion? Send the q lon en 8 p f N
Lexingten Ave, New Yark, N.Y. 10022, We'li pay §5 for published-questions.

¢, 10 “Ask,* Family Weekly, 641
Sarry, we €an'l answer others,

FOR SEN, ERNEST HOLLINGS (D-5.C.)

\What is the advantage of Gerovital, the Rumaninn drug that
you and other senators are seeking to hring Into this coun-
try?—R. Z., Hayward, Calif,

® Gerovital, called the “youth drug,” is widely used In
Europe and Mexico, It was developed by a 73-year-old
woman doctor, Ana Aslan, in Bucharest. Tom Eagleton,
Howard Cannon of Nevada and I had an Army doctor from
Walter Reed Army Medical Center check out the claims for
this drug as a cure for arthritis, for making hair grow and
general rehabilitation, The doctor came nway much fm-
pressed. Stll, the U.S, bans the drug. 1 think wo ought to
obtain its entry into this country to help the clderly.




Chicago Tribuna‘Tuesday, December 19, 1972
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- Senators Press Search Jor .‘Eter ,’,’-‘_'ﬁ?’l Seniqrity

Washinglon

® THE VISIT ol three U. S. senators {o the Bucharest
Gerlatric Institute in Romania several weeks ago may pave
the way for experimentation in this country with a controver.
sial “youth” drug that has been credited with “revitalizing"
such world leaders as Nikita Khrushehey and Koorad Ade.
nauer.

Sen, Thomas Eagleton, member of the Senate's special
Committee on Aging, was joined by Nevada's Scn. Howard V.
Cannon and South Carolina’s Sen. Ernest F. Mollings for an
Inspection lour of the famous clinical facilities for the elderly.

The group was briefed by Dr. Ana Aslan, the 73-year-old
ereater of Gerovital, a procaine formula widely-used in Eu-
rope but outlawed here by .the FDA since the 1950s as a
suspected hoax. '

Dr. Aslan claims Gerovital has “cured” such complaints’
of old age as arthritis, arterjosclerosis, wrinkled skin, bald-
ness, gray hair, angina pectoris, heart disease, deafness,

neuritis, neuralgla, Parkinson’s disease, varlous psychie ail-
ments,
__ Both Khrushchev and Adenauer underwent Gerovital treat-
ments. So did Saudl Arabla’s old King Ibn Saud, Britain's
Fleld Marshal Montgomery and former Vice President
Ilenry Wallace.

None of the three U, 5, senators who went to Bucharest
took Gerovital while they were there. Their visit was merely
for study purposcs.

Sen, Eagleton was favorably impressed with what be
learned, a staff member said afterward. He brought back
papers on Dr. Aslan’s work that now are in the process of
being translated into English.

The manufacturers of Gerovital are expected to ask the
FDA soon to ease its restrictions and permit the drug to be
imported here, at least for the purposes of further study by
U. 8. sclentists,

@ SOME OF SEN. GEORGE McGovern's campalgn
workers with as much as three weeks’ unpald salary coming
to them, have taken their plights to the D, C, Minimum Wage
Board, Which can enforce payment, At the first hearing last
week, a secretary was awarded her claim, and other hear.
ings are scheduled. Matriarch Rose Xennedy, who has not
*had her portrait painted in half a century, plans to sit next
week for Palm Beach artist Dick Banks, The artist, who just
got back from London where he painted Peter Sellers' wife,
Miranda, gets between $3,000 and $5,000 per painting,

" Seetion 2 * g
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' Bagleton: ‘Eyclng Gerovital,
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We: found. some degree. of improvement from slight to marked i 85%"6f gur’ patients

UNIVERSITY, OF CALIFORNIA, LOS ANCGELES

_BERKELXY * DAVIS ¢ JAVINK * LOS ANGELES * RIVERSIDE * SAN DIECO * SAN FRANCISCO SANTA BARBARA « SANTA CRUZ

OFFICE OF THE CHANCELLOR
LOS ANCELES, CALIFORNIA 90024

. . February 24, 1977

Commerce Committee of the Assembly
The State Legislature
Carson City, Nevada

- Gentlemen:

It is my understanding that you have under consideration legislation that will

" permit the sale of Gerovital (GH3) by physician's prescription in the State of Nevada.

As one o the clinical investigators of this drug working under an Investigational New
Drug application from the Food and Drug Administration, I would like to provide you
with the results of my own experience in a large scale open trial of GH3. The study
was done in association with Keith Ditman, M.D.

It was administered to a series of 233 patients with mild to moder ate depressive
states or with chronic physical conditions with a reactive depression. One or more
courses of medication were given consisting of three injections weekly for four weeks
with a non-medicated period interspersed between courses.

In evaluationof a drug for approval for commercial use, three elements should

be carefully considered: (1) safety, (2) efficacy, and (3) potential for abuse. I would

like to comment on all three items.
1. Safety

In our series no patient sustained moderate or severe side effects of any sort.
Mild side effects were uncommon with transient dizziness being reported in 12 (of 233)
instances. We recorded rare complaints of nausea, flushing and drowsiness, all
minor and temporary in nature. No patient required discontinuance of the medication
because of an adverse effect. The laboratory tests conducted, complete blood count,
12 blood chemistries, urine analysis and ECGs showed no deviation from normal. I
was our conclusion that GH3 is a drug with an unusually wide safety margin as used .
by us. Other investigators report similar experiences. )

2. Efficacy

In a paper presented at the American Academy of Psychosomatic Medicine,

November 20, 1973 at Williamsburg, Virginia and subsequently published in Psychosomatics

15:15-19, 1974, we presented ocur results with the first 41 patients given GH3 therapy.

EXHIBIT 3 ‘



Commerce Committee of the Assembly -2- February 24, 1977
Carson City, Nevada

and no improvement in 15%. The improvement consisted of mood elevation and a
reduction in depressive symptoms. A few of the patients with chronic pain
spontaneously reported a reduction of pain. Our subsequent experience tended to
confirm this initial report.

3. Potential for abuse

I am particularly concerned about problems of drug abuse and have worked
on the Federal level to assist in prevention and control of dangerous substances.
Rom-Amer Pharmaceuticals requested that I review the Gerovital and the procaine
literature regarding actual or petential abuse liability. This was dbne and reported
to them in my letter of February 17, 1975, In summary I found no evidence of Gerovital
abuse in the world literature. Procaine is also not an abused substance. It is found
as an adulterant in some samples of cocaine as are benzocaine and xylocaine. This
is because of its local anesthetic effect in case the buyer tests the material by tasting.
.This. is- analagous-to.the adulteration.of herecin-with quinine to prodace a bitter taste.
In summary, no problem of abuse should be anticipated with Gerovital,

It is a pleasure to transmit this information to you. v ‘

i

s ori. oL s Sincerely yours, '
. -~

-~

~igT A2z '\ Vs é(’-‘v‘
Sidhey Coher/, M.D.

SC:dec
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: EOREWORD

3 The FDA has forced U.S. firms to manufacture more and more abroad in

recent years because of increasing delays in approval of New Drug Appli-
cations (NDAs). “Regulations prohibit drugs from being exported without
an approved NDA. With the greatly increased time required to attain NDA
approval . . . in 1975 twelve new chemical NDAs were approved with an
average of over eight years from IND filing to NDA approval . . . indeed
with the possibility that it might never be approved here—there is more
and more of a pattern for U.S. firms to introduce a new drug in a number
of foreign countries before attempting to market it in the United States.
Being unable to export from the United States, these firms must establish
production facilities abroad. . . .* New Drugs: Pending Legislation (Wash-
ington, D.C.: American Enterprise Institute for Public Policy Research,
1978), p. 49. See also comments by Halberstam and Lasagne, Reforming
Federal Drug Regulation (Washington, D.C.: American Enterprise Institute,
1976), pp- 2-3. .
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Anomalous situations develop where U.S. doctors send patients
abroad for treatment in order to use a drug not available here.*

One of the bitter ironies of this situation is that the 1962
amendments were spurred by an alarm over the safety of new
drugs—by the fears created by the thalidomide incident. The
irony lies in the fact that the 1962 amendments are keeping off
the market new drugs that are safer than the drugs they would
replace. Professor William Wardell's study of the lags in the
introduction of new drugs in the United States cites, as one
example, the five-year delay in the appearance on the U.S. market
of a benzodiazepine hypnotic. If it had been available in the
United States as it was in Great Britain during those five years,
Professor Wardell estimates that 1,200 lives would have been
saved.®”

‘

¢The 1962 amendments did add a requirement that no investigation of

- toxicity and therapeutic effects in human beings could begin until thirty
days after filing a new-drug Investigational plan (IND) giving the results of
animal tests and detailing proposed research protocols for human tests.
The FDA was also given the power to halt new-drug investigations if it felt
that any data supplied at that point or later threatened the safety of human
volunteers. In view of prior experience, however, this new power was not
required to improve safety. E. A. Carr, discussion in “Clinical Pharmacology
and the Human Volunteer,” Clinical Pharmacology ond Theropeutics, vol. 18,
no. 5, Part II {1872}, pp. 790-785.

¥

1 Professor David Schwartzman, in The Expectsd Return from Pharmaceu-
tical Ressarch (Washington, D.C.: American Enterprise Institute, 1973), esti-
mates that the average research ind development cost of a new chemical
entity as of 1973 amounted to $24.4 million {p. 28) exclusive of the cost of
capital invested in research and development. As of 1960, he estimates
research and development costs per new chemical entity of $1.3 million
(p. 42). This ejghteen-fold increase in costs would have been only a nine-
fold Increase according to independent estimates by Professor Sam Peltzman
(Regulotion of Pharmaceutical Innovation [Washington, D.C.: American Enter-
prise Institute, 1974], p. 112), and Professor Martin Baily (“Research and
Development Cost and Returns: The U.S. Pharmaceutical Industry,” Journal
of Political Economy, vol. 60, no. 1 {January/February 1972}, p. 78) if the 1982
amendments had not been passed. The nine-fold increase was expected to
occur b of the increasing t of testing for safety as new pro-
cedures were developed enabling the performance of new tests and because
of inflation. An indirect confirmation of the doubling of research and devel-
opment costs caused by the 1982 amendments Is provided by Britain's
Natfonal Economic Development Office, Focus on Phermaceuticals {London:
Her Majesty’s Stationery Office, 1972), which pointed out that “the UK's
innovative efficiency was between 2 and 2% times that of the U.S.” {p. x).
? Symms Bill-H.R. 14428; Kennedy-Javits Bill—S. 2607; Rogers et al. Bill—
H.R. 14289; all 94th Congress.

% This is, in part, a consequence to be expected from the bias in the assembly
of data concerning the effects of a drug released for general use. Professors
Lasagna and Wardell point out that “A situation has arisen in which we
now have methodology available which, while defective, is being used to
estimate the total harm of drugs to the community; but we have no com-
parable methodology available for measuring the total benefit of drugs to
the community.” (Regulation and Drug Development, p. 95).

Perhaps the perversity of FDA reviewing officers stems funda-
mentally from the role in which they have been cast. Legislation
has cast those who -would market the medicines we need in the
role of malefactors intent on robbing the public by selling ineffec-
tive drugs—malefactors quite as willing as burglars with guns to
damage those from whom they seek to extract funds. Reviewing
officers, then, think of themselves as policemen stopping burglars
from plying their trade. They cast themselves in the role of stop-
ping new drugs from reaching the’ markét where they would
defraud and damage unsuspecting customers. -
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3% The widened array of choice is important in the treatment of patients
even if the new drugs are no more effective than those already available.
Professor Wardell has pointed out that “Failure to show & difference in
efficacy between a new drug and an slder one should not be taken to mean
that the new drug cannot be a worthwhile advance. . . . First, each drug's
efficacy may be exerted on‘a different segment of the population; if both
drugs were available, the proportion of patients treatable might be much
higher than if either drug were avajlable alone. By the same argument, a
drug that is ‘on average’ less effective and more toxic than existing therapy
may still be highly desirable for some segments of the population. Our
current simplistic statistical concepts of efficacy and safety usually fail to
take this into S d, it is to find that the spectrum of
side effects differs for each drug, or that the pharmacokinetics are different
enough to confer different dosage regimens upon each drug. Third, in the
actual treatment of many types of conditions, a patient should receive
several drugs in turn on a trial-and-error basis until the one that is best
for his needs is determined empirically. These realities of therapeutics for
individual patients are generally ignored in the current requirements for
evidence of drug efficacy. All these factors can be crucial for tailoring
therapy to an individual patient to achieve maximal efficacy, safety, com-
o achi

fort, convenience, and compliance with the therapeutic regi T (N

these goals it is desirable to have a number of alternative therapies from
which to choose.” Wardell, *"Therapeutic Implications of the Drug Lag.” p. 76.

We have received little benefit from the 1962 amendment, and
we are paying large penalties. The sick are being deprived of-
effective treatment for some of their ailments. Drugs, some of
which are drugs of choice, are available abroad but not here. The
-rate of pharmaceutical innovation has been depressed, further
depriving those in need of effective treatment. The international
position of the U.S. pharmaceutical industry has suffered a setback
that is apparently growing more severe. Our share of innovations
is declining and pharmaceutical research is shifting to overseas
locations.® This is having undesirable effects on the value of the
dollar and on U.S. prestige, and a secondary impact (which has
not yet been measured) is likely to be shown in depressed support
for academic pharmacology and less rapid advance in basic knowl-
edge. These are all "benefits” of the 1982 amendments which L
for one, am quite willing to do without.
Yale Brozen

Graduate School of Business

University of Chicago
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IS IT THE KEY TO REJUVENATION?‘ :
Penicillin, progesterone and now GH3, ISDTHIS THE THIRD WONDER

Is this the third wonder drug? RUG OF THE CENTURY?
Can it actually halt the aging process? b
What is the real story of GPHSP
GH3-WILL IT KEEP YOU YOUNG LONGER?
Based on over 500 laboratory studies
conducted by lea‘ciling physicians
L] an L]

EXHIBIT 5

"

gerontologists all over the world, there is
evidence that in some cases:
GH3 may help old people feel young, i
GH3 may usgful as an antidepressant, ¢!
It can give a sense of well-being,
GH3 may make cells live loriger, :
GH3 may increase muscular vigor. !
GH3 may reduce hypertension and arthritis. )
Here is the first, full fascinating
. account of the exciting and controversial
drug developed by Dr. Ana Aslan, You

“WILL IT KE
YOU YOUNG LONGER?
- _BYHERBERT BAILEY_

MILLION-COPY BESTSELLER

will nd it enthralling,

'Wnrnlnvﬁ.ﬂ'l‘he Fountain of Youth is not
* here. e CH3 is approved for use
in England, France, Italy, Switzerland,
among others, it is currently under study
- for use as an antidepressant in the U.S, by
the Federal Food and Drug Adminjstration,

VITAMIN E,YOUR KEY TO A HEALTHY HEART

THE FIRST FULL, FASCINATING
ACCOUNT OF THE EXCITING
AND CONTROVERS!AL DRUG DEVELOPED
BY DR. ANA ASLAN,
DIRECTOR OF THE NATIONAL
INSTITUTE OF GERONTOLOGY
AND GERIATRICS,

and has not been approved for any pur-

pose by that agency. BUCHAREST, ROMANIA.
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AJ¢o;the conditions which GH3 benefits are related |
in one way at least: they are associated with the aging
process, It is logical that if you have a substance which
will biologically retard, or in some cases; roll back the
p;ocas we call aging, it.should affect every aspect of ..
aging. . L
It is easier to test the effects on just one condition—
which is what the present series of tests in the United
States are doing. Old-age depression. This may seem
too narrow to some; but according to the FDA and
other medical authorities, depression is one of the most
important ailments efflicting man. They claim it is -
easier to ascertain in a short time if a substance is effica~
cious than to perform an experiment on longevity or
experiments with heart disease or cancer, i
Furthermors, if old-age depression is benefited, so -
will the other accom anyinx maladies—if the substance
is universally beneficial. And that is just what has
happened in the United States expetiments, Concomi-
tant ailments have been favorably affected as well as
depression. - o . v

o

The most effective refutation of the critics who say
 GH3 hasn’t been studied scientifically is to examine a
mammoth experiment by Dr. Aslan, her ‘colleagues at
the Institute of Geriatrics, Bucharest, and 400 other
doctors in Romania. The study further refutes those
- who_say that even if GH3 acts against old-age symp-
toms and diseases, you cannot prove it prevents aging;
that if we start taking GH3 at say, 30 or 40, we won't

be subject to those all-too-familiar s
No proponent of GH3 ever claim

.

ptoms of aging,- :
it would prevent -

oy
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aging; only the critics use thess terms to obfuscate the
real value of GH3, T

Dr. Aslan's study on the prophylactic qualities of
GH3, most carefully conceived, executed and recorded,
answers all the critics’ skepticism by overwhelming, in-
controvertible evidence. (See Appendix 2.)

Never before has such a scientific antiaging program
been conducted on such a large scale and with such
scientific thoroughness, It should (and will) make her
critics hang their heads in something resembling shame,
or at least contrition, for not having examined the
evidence before criticizing. ot

First, the experiment was staggering in its size and
scope. Convinced by previous studies during a twenty-
year period that GH3 was not only an effective anti-
aging factor in the aged, but would act as a preveitive
of aging as well, Dr. Aslan—working, or course, with
the government of Romania—established 144 centers
throughout Romania, in factories ‘and other industrial
sites, and in agricultural areas, . o

There were 15,000 people tested, ages 40 to 62. The
experiment lasted two years before Dr. Aslan correlated
the data and reported to the International Symposium
of Gerontology (Bucharest, June 1972). The study is

* still continuing in many phases.

The main objective was to “prolong the active life
period of workers, especially of those undergoing a
temporary working incapacity, and to prevent the pro-
cess of infirmity."” ' _

All these active, elderly working people received
every health-saving aid known to medical science. In
addition, 4121 received GH3, while 2905 did not,
acting as a control group, To repeat, they all got the
same medical treatment g\ every other respect; all un-
derwent a battery of 11 objective physiological and
biochemical tests. For the first time in medical history,
a controlled study was being made on a mass scale,
testing an antiaging substance. Remember, these were

healthy yet aging people, active at all types of work, -

under al! conditions, indoors and out, country and city,
being tested where they worked—not in a hospital, In

o ——— s . .
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short, an excellent cross-section of average, so-called '

normal men and women. o

The tests,. made at regular intervals, Included
weight, pulse, blood pressure, breathing frequency, mus-
cular strength, cardiovascular tests before, during, and

after exercise, blood sedimentation rate, number of red

. and white blood cells, total lipidemia (amount of fats,
such as cholesterol in the bloodstream), spirometry

(measurement of air capacity of the lungs).

Some results follow.

1. Blood pressure: those treated with GH3 showed an
improvement (normalization whether high or low) of
85% compared to only 61% in the group which re-
ceived the same medicalv care but no GH3,

There were other therapeutic effects besides nprmaliz-
Ing of blood pressure. For example, among the elderly
workers, there were naturally some who had cardio-
vascular problems in addition to hypertension (in some
cases, caused by hypertension). Since GH3 is a vasodi-
lator (opening the arteries) in addition to exerting a
beneficent effect on each cell, heart problems were im-
proved by 83.2% in the GH3-treated patients vs.
63.8% of the controls, \

Probably the most significant findings were the pro-
phylactic résults. Many subjects were normotensive:
they had norma! blood pressure, but should, according
to previous reports, gradually change for the worse
(either up or down) during the two-year study. Pa-
tients treated with GH3 maintained their normal blood
pressure in 97.2% of the cases, while only 2.6%
showed a decrease in arterial pressure; 96% of the
controls maintained normal blood pressure. (Any

departure from the norm is bad—contrary to popular

concept, low blood pressure, frequently seen in aging
persons, is just as deleterious as high blood préssure—
also frequently seen.)

2. Pulse rate: in patients with tachycardia (high pulse
rate over 90 beats per minute), the pulse was nor-
malized in 93%), while subjects with bradycardia (low
pulse rate) were also normalized. Results in the con-
trol group were not as good. GH3 also intensified the




‘phantin) in patients with cardiac insul
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action of specific medicines (such as d;ghalis and stro-

ciency (where

the heart does not operate efficiently). In fact, all heart

and blood pressure medicines could significantly
reduced with GH3 therapy. ;

3. Cardiovascular effect: those showing a low score

of heart effort at the initial examination were improved .

after six months, 48.4%; 12 months, 56.0%; 24
ronths, 60.0%. For those patients who had a good or
fairly good cardiovascular cffort score to begin with,
GH3 maintained most of them at the same level for
two years—when it might be expected they would
slowly decline because of their age.

4, Muscular strength: in clinically healthy patients
under GH3 therapy thers was a gradual improvement;
after two years about one-fourth, or 23.9%, showed
improvement while only 3.5% declined—72% were

13

unchanged. These are remarkable figures because a .

gradual decline in muscular power almost always
occurs in people of that, age bracket (40 to 62). The
improvement occurred in twice as many of the GH3-
treated group as in the control group, which proves
again GH3’s dramatic role in preventing or reversing
the age process in over 96% of the treated patients in
this highly important test.

§. Respiratory capacity: after 24 months 96.1% of
the GH3-treated group .were unchanged in lung ca-
pacity compared to 91.2% of the control group. This

may not seem much, but lung capacity goes rather .
quickly in late middle age. At about 70 the average per- -

gon has lost over 40% of the lung capacity he had at 25,
This decrease is bound to affect all other systems of
the body, "heart, kidneys, liver, brain—in short, the
whols body; since the oxygen so vital to every cell is
drastically reduced, the other systems -are naturally
affected too, That is why oxygen-conserving substances
such as GH3 and vitamin E are essential.

Now consider another phase of the prophylactic effect
of GH3, just as objectively, scientifically demonstrated
as the medical test results, The number of days of
medical leave due to sickness required by GH3-treated
patients diminished nearly 40% compared to the pretest

A DEFINITIVE POSITIVE STUDY - 53

: years. Also, 77% performed their production norms (a
' standard set by calculating what the majority of work-
ers achieve), 209 exceeded them, and only 3% of the
elderly failed to achieve the norms. This is truly re-
markable, since even maintenance of the norm is not
expected at this age level. We must remember that
every person received all the medical attention possible.,
Therefore, any difference between the GH3-treated
group and the GH3-untreated must be attributed to

the action of GH3, the only added factor.

No mention is made of any factor that cannot be
_objectively measured, either by physical medical tests
or by mathematical computations. There is no mention
of depression, mood elevation, happiness, or any of
the.hundred or so other psychological factors which af-
fect the human equally as much as the physical—yet
are harder to measure and correspondingly harder to
convince die-hard skeptics about.

Here we have all the necessary ingredients for a truly
objective, unarguable experiment. It would be hard to
argue against the Romanian government that GH3 js
all & grand delusion, that it’s all in the workers’ minds

- that they fecl better and are able to produce better and’
live healthier. The Romanian government has the facts
now, That is why the fact that Romania continues to
mpﬁ_ort GH3 is solid testimony to the fact that it works;
research costing millions of dollars would not be sup-
ported without some. practical results, The government
would not contiriue to spend milliony treating its mid-

off in the workers being healthier, more interested in
their work, and expanding their effective working lif@..ee=
3 n r
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dle-aged and elderly workers with GH3 unless it paid ./, I
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.Preface

' book of this nature which requires years of re-
zlela:chbo:;xd writing, there are necessarily hundreds of
persons to whom I am indebted. As much as I would
like, I cannot list them all, (Sever;l are listed specifical-
. n the Acknowledgments page.
= ?{qw:ver. the co% ration of the researchers in-
volved in Gerovital ‘H3 is most appretiated. Although
the researchers were separated by many thousands of
miles—from Massachusetts to Florida; from New
" York to California to Washington, D.C., to North Carnoc-l-
lina—they were united in & common cause: to fi
out the truth about Gerovital H3. And these places
only mark the major research locations in the United
States, Extensive research on the antidepressant, anti-
aging qualities of Gerovital H3 has been going on in _
Romania and other European countries for nearly three
decades. Yet it was in the United States with testing
beginning in 1973 under Federal Food and Drug Ad- .
minjstration supervision that the controversy over GH3 .
appears (o have been resolved in a manner which must
please all true scientists, This Is due to mum-p!:asg
testing on humans including several “double-blind’
- studies. There is also confirmation in many laboratories
" on animals and on their cells and tissues—all by bril-
liant researchers whose works cannot be contravened
because the conclusions are so ovérwhelming when
viewed in their entirety. ‘
The rapport I established with these eminent re-
searchers through close communication and frequent
visits was most essential to the type of book I, as an
independent writer, demand. The manuscript was sub-
X i

e v————

mitted to those researchers working under the FDA-
supervised project for their comments, corrections and
insertions. Almost all made suggestions which I was
grateful to Incorporate in the book to avoid technical er-
rors. Almost all were pleased with the book itself,
which in turn, pleased me. ‘

Several knowledgeable observers have: predicted that
Gerovital H3 may prove to be the third “wonder drug”
g‘l t;ﬁ?em times—the other two being Penicillin and

e Pill.

There have been many so-called ‘:\fondcr drugs” in .

the last 30 years. Some have proved to be much less
than wonderful and have been cast into the medical
waste-heap. Some have proved useful for specific con-

ditions and are included in the ever-growing list of

worthwhile drugs ;doctors need fog specific conditions
—these drugs can and do save many lives.

But it is difficult to imagine a near-universal anti-
dote for depression and even harder to stretch the
imaglnation still further and concelve that such an agent
could also be an antidote for the_signs and symptoms

"of aging—and that it might actually be one of the

long sought for substances necesbary ‘to counteract
man’s most ancient enemy. 't
As an investigative writer-reporter for many years

- without any real challenges to mywrublished books or

articles—I can say that I agree with the majority of
GH3 researchers: that GH3 is a safe effective medica-
tion, proved clinically on thousands of people and now
&mv;ed in the laboratory. It is no longer a theory. It

a act. & o

Therefore, 1. believe that any investigative writer,
after having examined the facts logically, objectively,
should take a stand in defense of the truth of which he
writes. He should present all sides, of course, but still

have the courage to report the faéts no matter what .
ensues. This 1 believe I have done in this book, and -

the researchers believe 8o, too, as they have stated.

We think we are on the eve of a ‘great breakthrough
in the history of the human race. Yet even if GH3 is
only a unique antidepressant without side effects, we

would still be achieving a major- victory, for almost,

"

.
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every member of our race suffers from depression, and
as we progress toward our transfer to another dimen-
sion, depression and its apocalyptic partners are almost
universally with us. We are now apparently in pos-
session of Siegfried’s Magic Ring—which while not
yet conferring the immortality of the Gods, will ens
able us to undertake our lives on this planet with
lengthened "and broadened understanding; therefore
with greater majesty and dignity when we are eventual-
. 1y faced with g, old age and death.

™ Herbert Bailey
Sandy Hook, Connecticut
“r July, 1976
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.. IN THE HOUSE OF REPRESENTATIV

o,

P

Jaxvary 4, 1977

Mr. Syarus (for himself, Mr. Beprry, Ms. Cinsutory, Mr. Cocrrrax, Mr. Cot-
- LIN8 of Texas, Mr. Crave, Mr.. Hasxoerscusuor, Mr. Keivy, Mr.
Kercnuoar, Mr. Kixpxess, Mr, LaFavrce, Mr. Lacodarsivo, Mr. LotT, Mr.
McDonarp, Mr. Sax1ivt, Mr. Treex, Mr. WacconyER, Mr. Bon TWiLsox,
Mr. Crarves Witsox of Texas, Mr. Hacr, and Mr. MarTiv) introduced

the following bill; which was referred to the Commiittee on Interstate
and Foreign Commercs IR : .

- D0 e o Ty,

N
E

i .. T A BILL T
To expand the medical freedom of choice of consumers by
aniending the Federal Food, Drug, and Cosmetic Act to
_provide that drugs will be regulated under that Act solely
'to assure their safety. v

=y,

R : e e
1 Be it enacted by the Senate and House of Representa-

(3

tives of the United States of America in Congress assembled,

3 That (a) sections 201 (p) _‘ and 201(W) of' the Federtlaj‘

Food, Drug, and Cosmetic Act (21 U.S.C. 321 (p), (w))
are each amendéd by striking out (1) “and effectiveness”
2) “and effective”

« : B Coq 2!

4

5.

6 each place it oceurs, and
. .

7 it occurs. f
N P R

I L f -

each nlace
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~viable rationale for testing a drug, and such a limited

In a report published in MEDICAL WORLD NEWS,

a ﬁcGraw Hill Publication, on April 6, 1973, Volume 14,
No. 14, Dr. Elmer Gardner, the then head of the FDA's
Division of Neuro-Pharmacology, was quoted with regard
to Gerovital H3 as follows:

"There is no safety problem with the drug and

the Rumanian producer has agreed to good standards of

N

manufacture. Also, claims for the drug have been reduced
from the ridiculously extravagant ones of several years

ago. Fighting geriatric depression is a perfectly

claim makes valid testing possible."
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STATE OF TENNESSEE
Oepartrnant of Mental Health and Mental Retardation

TENNESSEE NEUROPSYCHIATRIC INSTITUTE
VANDERBILT UNIVERSITY
School of Medicine 1501 Murfreesboro Road - Nashville, Tennessee 37217
Ty .o Telephone (615) 741-7431 N ot

February 28, 1977

State of Nevada
LegisTature Assembly . . e G At TR saEten .t o1ria: w faetmTar
Commerce Committee ‘
Carson City, Nevada

Gentlemen:

<~ -~ My.attention.has been.directed to.the.fact,-that you are considering. legislation ..-.. .. .-
to legalizing the use of Gerovitol H, in the State of Nevada. In this connection,
I thought it might be helpful for yoa to have a record of some of our experiences
with this medical product. =

A few years ago Dr. H.E. Lehmann and I were contacted ip Montreal to set up a
... clinical study with .Gerovitol H,.. After a.careful study of the literature on the

drug and with consideration to ar. Lehmann's previous experience with procaine

(in" a study in which he had collaborated with Dr. V.A. Kral), we designed a

double-blind, placebo-controlled, clinical stud{wwith 40 depressed psychogeriatric

outpatients. This study started approximately iwo years ago in collaboration with
Dr. M. Amin and is still underway. Since the code has not been broken, we.cannot

-~ ===:make any -comments-on:the:-therapeutic.findings in it. On the other hand, on the
basis of our experience with the 33 completed patients in this study, we can state
that no serious adverse effects have occurred.

I hope you will find this information useful in your deliberations.
Lriir. sa 1YL . YOU[‘S tru]y,
rL A Ty

Thomas A. Ban, M.D.
Professor of Psychiatry.

TAB/sc

AN EQUAL OPPORTUNITY EMPLOYER

12¢
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Feb, 22, 1977
Dear Sirs
For the past three years my Mother,

Mrs Irene Kunkel, hag been receiving the
Gerovital H 3 injections throufhg Dr. Keith Dittnman,
He informed her that he is now unable to obtain the

product and to check with you people. Is there anyone
in the Phoenix area that is doins. the irial shots.
' My Mother feels so m uch better wi)en she is on
shots &nd would like to continue with them, If
there is no one here, perhaps she gould go to the
Dr. in las Vegas or another Dr, in Beverly Hills,
After all this testing, I truly hope the FDA will
allow it to be put on the market, My Mother is
77 yrs‘old and is in so much better all round
condition, |
Please let me hear from you,
Iois Jones

6927 E. Glenrosa Ave
Scottsdale, Arizona 85251

EXHIBIT
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LEONARD CAMMER, M. D.:
110 EAST 82ND STREET :
NEW YORK, NEW YORK 10028

TRLEFHONE (212) 288.4548

February 26, 1977

The Assembly Commerce Committee
State Legislature
Carson City, Nevada

Gentlemen:

s o e o

Inquiry has been made as to my experience in the investigation of
Gerovitsl 3. I am also advised that you are considering lesisletion which
will le;alize the use of Gerovital-H> by preceription in the State of Nevada.
I would endorse such legislation. ’

I am a physicien, specializing in psychiatry, and licensed to practice
in New Tork and Arizona, I am a Divlomate of the American RBoard of Psychiatry
and Neurology, a Fellow or member of numerous psychistrie, medical and
scientific societies, former Clinical Associate Professcr of Psychiatry at
New York Kedlcal College and the author of three books and over 59 sciertiflc
papers in clinicsl research and experience.

In ¥ay, 1975 I uncdertook a double blind study of Cerovitszl H2 on &0
men snd women at, or past their menopausal period to evaluate the efficacy
and szfety of this drug in the treatment of depressive disorders. The 20
patients who received Gerovital H3 intramuscularly for a 4 weesk period improved
notably.  The 20 patients in the placebo group did not, -

EZvidence of efficacy was obtained from a variety of psychiatric scales
that measured depression, personality function, social activity, free time
setivity and elinical global impressions of illness and irprovement. The
administration of Gerovital K3 produced significant improvement en all scales.

Evidence of Szfety was measured by beforec-and-afier blood cheristries,
blood counts and urinalyeis, The drugz was found to be safe, with no substontial
side effects or changes in body cheristry.

¥y studies showed that the majority of the patients who received
Gerovital F3 accepted the drugz with enthusiasm because of the physical and
mental benefits cerived, It was my strong impression that the drug has
therapeutie merit as a psychls energizer with negligle, if any, risks stiendant
upon its proper adrinistratlon.

Sincerely yours,
Lo sy,

[E0NARD GAGEA, 7D
132
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Max .A[ayman, m. :b . : 160 LURING DRIVE

SVUNURCSER D B

PALM SPRINGS, CALIFORNIA 92282
(714) 327-8813

March 1, 1977

TO WHOM IT MAY CONCERN:

I have been asked to write on experiences with a procaine derivative
for the treatment of depression (formerly called Gerovital H3). We have
carried on two studies, the data on one having been published in
Psychosomatics 1976:Vol XVII:No. 2, called "A Procaine Derivative for
the Treatment of Depression in an Outpatient Population: A Double-Blind
Study." The data on this paper showed clearly that the vast majority of
patients on this medication improved significantly. They included differ-
ent types of depression. Since this was a carefully studied double-blind
experiment and since levels of significance on the order of .001 were
obtained, it indicates the great advantage of having such a medication for
depression. Depression is rapidly becoming the most prominent psychiatric
condition. This paper has been published and is available for investigation.

In addition to the above study, we have carried out another experi-
ment utilizing the same medication in an open study with 55 patients. The
data on this study have been coltected, but not written up as yet. How-
ever, the results of this study were as significant as the above, with
a level of significance on the order of .001+. ‘

Again, a variety of different types of depression were treated in
this case as well. We also found that the younger patients did equally as
well as the older patients, although it had been accepted that this was a

- treatment for older patients.

V We have carried on many other studies with different medications, and
we must say that our results with this medication have been superior thus
far to most of the other antidepressant medications, good as some of them
have been.

We can also say that the side effects of the medication were minimal
and no subject who took part in the experiment had to give up the project.

I would be happy to have the medication available for patients, and
we would be happy indeed to carry on further studies with the medication

_ in different types of patients with this condition.

Sincerely,

Max HaymaAj:;;%%ggz;j7#yycqﬁﬂﬂ-—'

Consultant to Desert Hospital
Mental Health Center

MH:rs , 131



CURRICULUM VITAE

Morton L. Kurland, M. D.

PERSONAL DATA:

Clinic Office Address: Desert Hospital Mental Health Center
: 1150 Indian Ave. (P.0. Box 1627)
Palm Springs, California 92262
Telephone: -325-9166

Private Office Address: 160 Luring Drive
. Palm Springs, California 92262
Telephone: 327-2813

Birth Date: September 29, 1932 - Richmond County, New York
Married: ~ June 10, 1956 |

Children: Four daughters

Military Service: - 1956-59 U.S. Public Health Service

(including U.S.C.G. Tour)
. EDUCATION:

. | Wagner College, Staten Island, New York - B.S. 1952
State University of New York, Downstate Medical Center - M.D. 1956

POST-GRADUATE TRAINING:

)

Internship - U.S. Public Health Service Hospital, New York  1956-57
1st Year Psychlatnc: Res. - U.S.P.H.S. Hosp., Lexington, Ky. 1957-59
2nd Year " - V.A. Hospital, Bronx, New York 1959-60
3rd Year " ' - N.Y. State PS}’Chla.tI‘lC Institute 1960-61
Psychoanalytic Candidate - William Alanson White Institute 1963-64

PROFESSIONAL EXPERIENCE:

1971-Present: Medical Director, Desert Hospital Mental Health Center

1970-71: Clinical Associate Professor of Psychiatry,
College of Medicine of New Jersey, Newark;
Director, Outpatient Clinic, East Orange, New Jersey

1964-1970: Assistant Professor of Psychiatry, Post-Craduate Teaching,
¥ew Jersey College of Medicine § Dentistry

1963-1964: Senior Instructor of Psychiatry, Drug Research,
Seton Hall College of Medicine

1962-1963: Instructor of Psychiatry, Psychosomatic Medicine,
Seton Hall College of Medicine
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Morton L. Kurland, M. D.

LICENSURE, DIPLOMATES & FELLCWSHIPS:

Medical License, State of New York, 1959

Medical License, State of New Jersey, 1960

Medical License, State of California, 1961

Diplomate, National Board of Medical Examiners, 1957

Qualified Psychiatrist (QP), State of New York, 1963

Diplomate, American Board of Psychiatry § Neurology, 1964
- Fellow, American Psychiatric Association, 1970

. ACADEMIC APPOINTMENTS:

. Associate Clinical Professor, Department of Psychiatry,
‘ U.S.C. School of Medicine, Los Angeles, California, 1972-Present

Adjunct Professor of Psychology, Pepperdine University, Desert Div.
HOSPITAL APPOINTMENTS: '

Consultant in Psychiatry:

.  N.J. State Fospital, Marlboro, N.J. 1963-68
N.J. State Fospital, Trenton, N.J. 1962-67
V.A. Hospital, East Orange, N.J. 1963-71
Eisenhower Medical Center,
Palm Desert, California . ) 1972-Present
Angel View Crippled Children's Hospital, '
Desert Fot Springs, California 1971-Present

Attending Staff:
Desert Hospital, Palm Springs, Calif.  1971-Present

PROFESSIONAL ORGANIZATIONS:

Arerican Psychiatric Association 1962-Present
American Medical Association 1957-
Society for Adolescent Psychiatry 1969-Present
N.J. Neuropsychiatric Association 1964-71
So. Calif. Neuropsychiatric Association 1971-Present
Internationil Society for Existential

Psychiatry 1969-72

131



CURRICULUM VITAE

Morton L. Kurland, M. D.

16. Depressive Heurosis: Disease of Many Disguises - Clinical Medicine, -
Vol. 83, No. 9, pp 13-16, September 1976.:
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Morton L. Kurland, M. D.

ADDENOUM

CLINICAL RESEARCH ACTIVITIES:

1.

During residency and as an associate with two other physicians,
we researched and later published studies having to do with the
use of Librium in the treatment of alcoholic patients.

As a member of tne faculty of Seton Hall College of Medicine,

I was asked to review and comment upon certain sections of the
AMA publication "New & Unofficial Drugs," specifically in re-
lationship to psychotropic drugs and to evaluations of the
research design, clinical trials, etc.

Upon assuming directorship of the Palm Springs Mental Health
Center, I completed a study originally undertaken and largely
worked on by Max Hayman, M.D., having to do with the drug
Tranxene,

A study on the comparative use of Mellaril and VYalium for the
Sandoz Pharmaceutical Corporation was completed during the
1972 calendar year involving 1,296 patients, and presented as
an exhibit at the AMA Convention in New York City in 1973.

I completed a project for the use of Librium in chronic schizo-
phrenic patients who were already on maaor tranquilizers. The
use of Librium was an adjunct to the major tranquilizer, and we

studied twelve severely disturbed patients, completing extensive

reports on eight of them.

A brief study on cardiovascular effects of anxiety and tension
vis-a-vis blood pressure readings in different physical posi-
tions.

Two studies recently completed involved the comparative double-

blind use of Mellaril, Serentil, and a placebo. One study
involved 100 outpatients in the Mental Health Clinic, and the
other involved 75 geriatric patients in a nursing home. The
results.of these studies are being evaluated presently.

A study in the usé”of Gerovital H3, an injectable moderate to
weak monoamine-oxidase inhibitor, in the treatment of depress-
ive patients ages 45 and older. Done in conjunction with

Max Hayman, M.D., on 60 patients. )

1960

1962-63

1971

1972

1972

1973-74-

1974
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ADDENDUM

CLINICAL RESEARCH ACTIVITIES: (continued)

g'

10.

11.
12.

13.

14,

15,

16.

9/76

A study involving 100 patients in conjunction with the Schering
Corporation, of Bloomfield, New Jersey, testing the chronic tox-
icity and possible neurolog1ca1 effects of the new benzodiazepam

product which they have produced (Halazepam), as well as its
efficacy, double-blinded, against Valjum.

A study involving 20 patients (with Max Hayman, M.D.) on
Lenperone, a major antipsychotic agent for the A.H. Robins
Company, of Richmond, Virginia.

A follow-up study on Gerovital H3 (procaine hydroch]or1de
derivative) for Rom-Amer Ltd. on 100 open pat1ents with
Max Hayman, M.D.

A study 1nv01ving 45 patients testing double-blinded a new
antianxiety agent (Ketazolam) for the Upjohn Company,
Kalamazoo, Michigan. ;

A study on 30 patients testing h.s. doses of Librium for

" Hoffmann-La Roche, Inc., MNutley, Hew Jersey

A study of 60 patients for the Hoechst-Roussel Company, of
Somerville, New Jersev, involving a new antianxiety agent
(Clobazam), double-blinded vs. placebo.

A study of 70 patients with primary depression for Hoffmann-
La Roche, Inc., Nutley, New Jersey, quadruple-blinded.

An ongoing study of 35 depressed patients'over 65 years of
age for Hoechst-Roussel, Inc., Somerville, New Jersey.

1974-75

1975

1975

1975

1975

1976

1976

- 1976-77
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IN THIS LIFE WE ARE SOMETIMES LUCKY ENOUGH TO

‘CO.ME IN CONTACT WITH BRILLIANT, DEDICATED PEOPLE WHO
WORK MIRACLES FOR THOSE AROUND THEM. DOCTOR HANS -
NEIPER IS JUST SUCH A "MIRACLE MAN"." THROUGH HIS
DEDICATED CA;E AND THE DRUG mev;*lx WON A GRUELLING
BATTLE WITH DEATH AND OVERCAME ONE OF MAN'S WORST
EN‘EM}IES. . CANCERI
‘ 4.CANCER OF THE TONGUE STRUCK LCNG EE‘FOREil".K.NEW
| HAD IT. fvl'H:E.“.FIRST S‘I}GN WAS A ‘TERR';{BL_‘E"CRAM"fé’xN'G' N THE
RIGHT SIDE OF MY NECK EACH TIME | SWALLOWED. THIS
WENT oNV FOR ABOUT SIX MONTHS BEFORE | FINALLY DECIDED
10 SEE MY DOCTOR IN COLORADO.
HE FE"LT-IT WAS CANCER. A BIOPSY CONFIRMED THE

FACT. WHEN YOU STARE DEATH IN THE FACE, A LOT GOES

THROUGH YOUR MIND - BUT MOST OF ALL, YOU THINK,

' "I DON'T WANT TO DIE".
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TO L. A. AND ST. JOHN'S HOSPITAL FOR OUT-PATIENT
TREATMENTS OF COBALT. AFTER NINE SUCH TREATMENTS,
(3,000 RADS) | BECAME SO ILL, | LOST MOST OF MY SENSES.
AFTER THAT, IT WAS DECIDED M. D. ANDERSON CANCER CLINIC
IN }‘;.OUSTON,» TEXAS WOULD BE BEST FOR ME. WITHIN TWO AND
A HALF' MONTHS | WAS SUBJECTEDTO 6,000 RAbS OF ALTERNATE
"C_OBJALT_JAND BA‘\_TA.T’RON' T‘REATMVEKI\'!Ti,k"’VVVHI‘('.I»H_‘MADE‘ 9»,19»00' RADS -
.ALT‘OGE‘TI.-IEAR",»E‘N?QU'GH'},‘ 1AM TOLDi, FOR A FULL—GRQWN MANZ;
OF ZOO}WPOUNDS.A

MY MOUTH AND THROAT HAD BEEN BURNED DRY OF
SALIVA. LATER, RADIATION SORES BEGAN APPEARING ON THE
'OUTER SKIN OF MY TONGUE. THE DOCTORS ASSURED ME THAT

MY SALIVA WOULD RETURN WITHIN SIX MONTHS. TODAY,

- s D -

. R NS S
- Y

IT HAS BEEN ALMOST THREE YEARS, AND I STILL HAVE NO

SALIVA.
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DESPITE THE AMGUNT OF RADIATION GIVEN TO ME,
(BIOPSY SPILL SHOWED PERSISTIN + GROWING CANCER)
THE TREATMENTS WERE UNSUCCESSFUL./ OPERATING WAS THE

ONLY CHANC!-:'LEFT, AND T;-IAT WAS AONLY A ‘30% CHANCE..
CTHIS CPERATION WQCULD HAVE REMOVED MY TOCNGUE AND
PART OF MY FACE AND NOSE. AS ANY WOMAN ‘(W!T‘H EVEN
HA!_F HER \S,ENVSES)k WOVULD DO I4NA'THJIS S[TFJAATLI_O_N, »l‘ ‘TOLDA |
MY HUSEAND 1O JUST LET NE DIE. HOWEVER, HE NEVER GAVE
 ur wore ox sToreed TRYING. | |
HE" f-TobKA‘s'fl-\;E'f BAEK .fvd LOS ANGELESAND _‘ST.l ..-J(OAHN“SA' |
'DUE TO .l'NC-I}NE’R‘ATMION. 6F VMY THROAT;' l;WAS 'U‘NABL'E"
TO EAT OR SWALLOW ANYTHING, SO A TUBE HAD~ TO ?E

PLACED DIRECTLY INTO MY STOMACH FOR FEEDING.

MY CHANCES OF SURVIVAL WERE ZERC, AND | WAS.

FINALLY bSENT HOME WITH TERMINAL STAMPED ON MY CASE,.

1410



—4-

BUT, MY HUSBAND LEFT NO STONE UNTURNED. THROUGH A

r

NUTRITION STRESS RESEARCH FOUNDATION HE BELONGED TO
HE HEARD OF A SO-CALLED MIRACLE DRUG. . . . . THAT SO-
CALLED MIRACLE DRUG WAS LETEIE. HE ALSO FOUND THAT
V"lAT‘W‘A‘S AGAINST THE LAW IN AMER:II‘CA, AND THAT -TON‘E oF

 THE FEW PLACES IT COULD BE ADMINISTERED WAS GERMANY.

.~ SO, 1'WAS FLOWN THERE IMMEDIATELY. .

. 1T WAS THERE THAT I FIRST MET DOCTOR NEIPER; AND, =

LI e
| | BELIEVETHATTHE Sh\/\PL!E'{!;_li'TL‘E_ e OD-cREATED ’.'P.IT.-O_F A N | |
APRICOT COULI:)"AR.REST;AAND DES’TVROY ONE OF THE M:osr‘_
DREADED DISEASES OF -MANKI‘ND!
MY FIRST EXPERIENCE WITH LAETRTIE WAS NOT A PLEASANT
ONE. DOSES OF IT WERE INJECTED IN THE BASE OF MY

TONGUE, NOT LONG AFTER, THANK GOODNESS, |

GRADUATED TO LAETRIE PILLS. T WASN'T LONG BEFORE THE

1141 -
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MEDICINE BEGAN WORKING, AND SOON AFTER, | FELT MY
STREN'GTH AND SENSES COMING BACK.

ONE OF THE WONDERFUL THINGS THAT HAPPENED WAS
THAT | NO LOI;IQER NEEDED 7O TAKE PERKADIN TO EASE THE
TERRIBLE PAIN. IN LOS ANGELES, | HAD S.EEN TAKING
N PERkKADIN.}(W}H’lC'H IS A FORM OF MORPHINE) _Ev'gav.Two ‘HQURSV.
M.Y‘HxUSBAND _F»EA’RED 1%H‘AT_, 'EV_EVN_ }ilF }fHE‘_IVC/T‘-\NCI.ERAC_OU“L‘:D}:‘BE‘
Ai’cu_R‘ED;., n WQULb'jYRE:M'Am f'AV }‘H‘CPE‘FE"S.S‘V}DQL:I.G A:DjD‘lCYT}‘ THE ‘RE_ST‘;:f "
OF MY LIFE. BUT GOD PULLED ME _THR@UGH, ‘AND. | FOUND
| T!‘-lAvT WHENI N'Ol'LONGER ‘FELT PA::{!,' NI.EI}'HE'R MY M‘!NAD' NOR
MY BODY HAD GROWN DEPENDENT ON THE ‘PAiN KILLER.

IN THE SIX WEEKS | SPENT IN GERMANY, LAETROE BEC AME
AS MUCH A PART OF ME AS EATING, AND, DR. NEIPER
BECAME AS MUCH A PART OF MY HEART AS BEATING. THANKS
TO HIM, MY HUSBAND, AND THE MIRACLE OF LEIRNE, | AM

ALIVE AND STRONG. MY CANCER HAS BEEN CURED.
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SINCE | AM STILL VERY SUSCEPTIBLE TO CANCER, IT
'S NECESSARY FOR ME TO CONTINUE TC TAKE MEIRIE. EVERY
DAY. . . . . A SMALL SACRIFICE FOR LIFE.
| STILL SUFFER FROM MANY OF THE EFFECTS OF OVER-
EXPOSURE TO RADIATION. THOUGH | HAVE NOT REGAINED
MY ,{SALl‘V'ﬁ AN'D':‘,’{\Mv AU_."\,’,"“‘?LE”TQ, ]"AST}E“AI;&Q_SVT: ALLFOODS o
AND T_HCA)U}G_IHI MY NERVES AR‘E SENSITIVE, DUE TO BEING
 BURNED INTENSELY, 1VSTI}LL.!A-iAVE.},FA}lTH'TH‘/.\T.—SO‘MEDA\’" T

WILL RECOVER COMPLETELY.

“WOULD ANYONE LIKE TO ASK ANY QUESTIONS?
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Mr. Chairman and members of the committee, I am Michael

s

ulbert, Editor of The Choice, the magazine for Freedom of Choice in

Cancer Therapy, Inc. It is an honor for me to address this meeting
of the Nevada Legislature on a matter which is a life-and-death issue
and one of deep political significance to the entire United States.

For five years, our organization has been leading the
fight for the restoration of the doctor-patient relationship and for the
unhanpered use of Laetrile or Vitamin Bl7, and for the recognition of
non-toxic, metabolic and nutritional therapy in disease. We now have
500 chapters and 30,000 members, among whom are some 2,000 individuals

in the health-arts field, including well over 1,200 medical doctors.
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Despite all the controversy and emotion over the issue of Laetrile
or Vitamin B17, the passage of Assembly Bill 121 in Nevada should perhaps
be looked upon as a simple matter of justice and common sense: it would
restore the freedom of choice of physician and patient -- WITH THEIR
INFORMED CONSENT -~- to have access to an alternative, non-toxic cancer
therapy.

This therapy, while now legally available in 27 other countrieg--
the most recent being Israel, whose government sent a medical team to
the United States and to Mexico tv' investigate: the.matter -- is regarded
by our medical establishment as worthless. So be it. But it is also known
to be harmless. If it is harmless, then there is simply no reason for
the intervention of government into the doctor-patient relationship,
particularly when dealing with a disease for which the so-called
establishment has neither a known cause nor a known cure.

Please bear in mind that while we are discussing this subject today
abawe, 1,100 Americans will be dead by midnight either of cancer or from
the TREATMENTE of cancer--the standard,so-called orthodox treatment, which
remains surgery, chemotherapy and radiation, or all of these. Chemotherapy,
now regarded as a treatment of choice, is the administration of poisonous
chemicals in a desperate effort to burn through the body'qstissues and kill
cancer cells before these same poisons kill the patient or, as so frequently
happens, so destroy the body's natural defenses that a minor infection does
the patient in. iatd i W o
The fact of the matter is, the success rates of these so-called orthodox
therapies have increased scarcely at all since 1950, a point emphasized
last year in President Ford's Environmental Quality Council report. In many
cases, chemotherapy and-or radiation do not work at all; in many others, they
may actually cause the SPREAD of cancer. We will agree with orthodox

medicine that a small percentage of people are today relatively free of the

symptoms of cancer after undergoing these standard modalities~-but
this percentage is so small, that, in the analysis of physiologist
Dr. Hardin Jones of the University of California, statistically a

person with diégnosed cancer will live longer and feel better if he

does NOTHING at all to his tumors.
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The opposition likes to claim that Laetrile has been tested
and re~tested without a shred of efficacy ever having been found. It
1lso claims that Laetrile constitutes a gigantic ripoff of desperate
patients by money~hungry ghouls. Let me deal with these two points right
away:
First, it is difficult for physicians in this country to
come forward with the carefully controlled experiments the FDA likes to
look at because of a "Catch-22" concerning Laetrile:_
One the one hand, the government is saying, "show us your
evidence;" on the other hand, doctors who step forward and announce
such evidence may be arrested, as in California, or find their licenses
in jeopardy, as in Oregon, Alabama and several other states. At the same
time, the government officially pooh-poohs the considerable foreigh research
which has developed on Laetrile. The government also issues utter falsehoods
concerning the embarrassingly positive results with Laetrile and Laetrile-1like
compounds achieved, for example, at Sloan Kettering Memorial Cancer Center
in New York--where AT LEAST eight series of experiments in animals, and some
in humans, have indicated Laetrile's cancer-inhibiting effects. The
impressive foreigl research in the medical literature IS known to the 0;44;;u‘
establishment, coming from such centers as the Pasteur Institute in Paris,
the von Ardenne Research Institute in East Germany, the clinic of Dr. Hans
Nieper in West Germany, and the 50 or so published papers by Dr. Manuel
Navarro of the University of Santo Tomas in the Philippines. Evidence also
mounts from the thousands of cases developed for the Mexican government by
doctors at ides Tijuana clincs--many educated, by the way, in the United
States. ., The only genuine tests American orthodoxy points to when claiming
the failure of Laetrile happen to be the very dubious 1953 California
'ancer Commission report, a close reading of which should convince anyone
that even the 44 terminal, non-ambulatory patients to whom low dosages of
Laetrile were administered UNIFORMLY FELT BETTER. Early positive fkﬁﬁbnses

i
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in patients were also reported in medical literature based on the
experience of Dr. Morrone in New Jersey. Some of the officially sanctioned
nimal studies referred to by the government are so statistically cumbersome
that one of them -- the 1973 National Cancer Institute--Souther Research
Institute research on Lewis lung tumors in mice -- has been denounced
by a City of Hope Hospital analyst as, in his words, "a textbook example of
how to lie with statistics." Other officially sanctioned animal reports used
to discredit Laetrile also reveal that the animals involved underwent life-~
extension, whether their tumors decreased or increased. In this connection,
it is increasingly the opinion of a growing number of physicians and
researchers thaERSZasuring of a chemical's effect on a tumor is no genuine
indication of whether cancer ITSELF is being treated. 1In fact, treating
lumps and bumps--the tumors, or symptoms--of cancer, is somewhat like treatinc
as orthodoxy did for hundreds of years, the skin lesions of smallpox and
syphilis in the wvain and dézggggigfbelief that by so doing they were

attacking these diseases.
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Orthodoxy's defense of its failure to curb malignant disease

which is now striking 1 our of every 4 Americans, killing 1 out of every 6

r 1,100 per day, affecting 2 out of every 3 families, and which constitutes
the number one killer of children to age 14 and the second killer of

adults, is that cancer is really at least 110 separate diseases with as
many more possible variations. Metabolically oriented doctors say "aonsense"
cancer is a systemic, chronic, metabolic disease, and treating its symptoms--
the tumors--is NOT an attack on the underlying disease itself.

As to Laetrile being a ripoff.

This charge overlooks the following facts:

EVEN in the so-called black market, Laetrile carries a 10

- percent markup over the prices set--not by smugglers but by the Mexican
government. The alleged markup of Laetrile over production costs of 900
percent, even if true—;which it is not--would pale alongside the markup of

'EVERY SINGLE LEGAL CHEMICAL ENTITY ON THE MARKET TODAY IN THIS COUNTRY--
a markup which varies not from a paltry 900 percent but from THIRTY~-TWO
HUNDRED TO SEVEN THOUSAND PERCENT.

As to the cost of Laetrile-based cancer treatment in this
country and abroad, it happens to be far less than the cost of orthodox
therapy, one which may now range anywhere from $15,000 to $80,000 per patient.
If you multiply such figufes times the 675,000 new cases of cancer to be
diagnosed in this country this year, you will have some idea of the
$25 billion-dollar-per-year cancer bill. Official medicine stands
scientifically and economically in opposition to the simple, natural,
unmysterious and, most importantly--UNPATENTABLE--Vitamin-like Laetrile,
whose synthesis and refining from any of its 1400 natural plant sources
could spell a potentially INEXPENSIVE treatment for cancer and offer the

’rightest of all hopes: PREVENTION of the dreaded disease.
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I am not here to debate the merits of metabolic and nutritional therapy
in cancer, but I do wish to state that infgpmation from our Bl7-using
ysicians in the United States and abroad indicates that Laetrile, as a
entral factor in metabolic therapy, is far more successful than so-called
orthodox agents in arresting or controlling cancer. Our figures indicate
that between 65 and 70 percent of cancer patients find at least SOME
palliation or improvement by using ﬁhe Laetrile program, particularly in
relief from pain and improvement in the quality of life. These figures
may be better appreciated when it is realized that more than 90 percent of
patients on the Laetrile program are already considered "terminal"--
that is, without hope.

So the question for these people is very simple: IF they are regarded
by orthodox therapy as terminal, if orthodox therapy has been tried and
failed on them, then by WHAT CONCEIVABLE RIGHT DOES THE FEDERAL STATE

'INTERVENE TO TELL SUCH A PATIENT AND HIS DOCTOR THAT THEY MAY NOT HAVE
ACCESS TO A HARMLESS ALTERNATIVE CANCER THERAPY?

Bear in mind that this bill does not affect orthodox modalities in
cancer treatment. Not at all. What it allows is freedom of choice=--NOT
the open sale of Laetrile over the counter, not a license for patients to
treat themselves. All this bill states is that no physician shall be
punished or harassed because he and his patient have mutually agreed they
should have access to vitamin therapy in cancer.

The issue IS freedom of choice, not Laetrile itself. If Laetrile
is as worthless as orthodoxyclaims, its use will soon fade away. But if
it is a useful analgesic, or an excellent adjuvant therapy, or has any
promise Wwhatsoever, its availability to, and use by, Nevada physicians
becomes a simple matter of justice.

' THANK YOU FOR YOUR ATTENTION.
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J01E T.CTO OF LIFS

the free citizens and doctors of the State of Cregon, add of the United States
of Americe., who Just happen bty the foresight of our founding fathers to be
protected by the laiwrful laws as provided ‘oy thiz atinwy
T L OF THS IADeeeeo
Tae general micconcepntion is that zny statute pasced by leglslators

bearing the appearznce of lawr constitutes the "Law of the Land",,The U, S,
Constitution is the suprene law of the la.nd, and 2y sta.*lii;e,' to be valid,
rust be in agsreenentes It is i.mgoss:.'ble for both the Constitution and a
law v:.ola.ting it to be velid. OCne must prevail., This is succinetly stated
as follows _k ‘ '

-7 "The general rule is ilzi an unconstitutional statute, though having
the form .and nsme of law, is in realilty no law, but is vwholly vo:!.d, and
me""‘ﬁctive for any purpose; cince unconstitutionslity dates from the time
of iuo enactment, ard not merely from the date of the Geclsion so brandin g
ity £n unconsiitutlonal law, in J.egg.l comn emnla tion, is as inoperative as
if it hed never been pisseld.s Such o statute leaves the question that it
purporis to settle Just ns it would be el the stetute not been enscicd.,

"Puch an unconstitubtionsl low is V'O:LL, the genere ) prineiples follow
thet it inposes no cduties, confers no rignts, creates no office, bestows

no duties, bestors no power or suthority on anyone, a2ffords no protectlon,
and Jjustifies no acts perfoxrmed under it.

"L yoid act cennot e legrlly consistent with a velid one, An un~
constitutional law connot oderate 1o supersede any exsisting velid law,
Indeed, insofexr as » stetute Tuns counter to the fundamentsl lew of the -
le.mf, it is superseded there'd:,-’.

"o one is bound to obey an uriconsbi’;utionzl I1~w 2nd no courts sre

N | BV

bouiig@ enforce ite ) .
o /3:_}01
27 Tais-being our Zicentennicl anmniversiry it mey be worth reviewing

sonie of the events just prior to the signing of our Constitution. During

the 10 d2y period before the Toimel Dixth of this Metion, Dr. Benjemin
Zwsh, » prominent physician ond lelegete o the Constiiutlonal Convention
that wrote tihe Conctituiion of tiie Unitcd Stotes of merlca proposed that

the Bill of Rightec contsin en zmnendement gusranteeing freedom of medicind ()
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Liberty and the pursuit of Inphiness.

The proposel wos iguored becruse e other dele.tes were of .the opinion
that this right wns included in'all the otuer ziguts It wes not, and
Jre dush's prediction et even uuc.]_s.r7 awedicine In the Uniiled States would

be corrupted LY & nLugc concentre.iion of pover nas for &1l intent and

purpose been verilfiel,

M ~m—m—een 1l men are cieated equel that they exc endowed by

their Oreator with certein umnlicneble Dights thet among these cre Life,
. At 1 .

. A

There 1s no ciztule, rule, lett, precedence or enyining else thet
says 1 can not exexcisze my own judgement cboub whet 1z best for the preser-
vation of my 1ife «ad heslth sc loug o3 in so doing I do not infringe upon
the rights of ny Tcllowr hwisns.

Further as © Joctor of ledlcine ther is no zintute ,' :m.le, low, preced-
ence or enyuiing elsc that ooys I must stop leraning ¢lter grodusting from
lediccl School ~nc Wit L c=n ot shexe my lecuming, ‘mowledge, experience
and ebilities with ~ny oue wiw =cks fox it s0 long o I malke no clzaims ox
mecommendations that the person 1 ‘exjperiences I have had zre not necessaxrily
applicsble ‘oo the person acidng soout Lie

On fugust 22, 1965 I suddenly oxpericunced peinless uminexry trmet bleed-
ing. Cystoscopy, vionsy and mvlogmphy revesled s (rade IV fungeting flat
besed edenomstous pryiloms. of thie Lladdcr avout the size of a golf ball

with o netesietic ositcoiyiic Lesions 1u ny 1’n,n lunter vertebrae, <The bleed-

A [0 Er W-f i a,rmmv FES ,/«A A A %W
I revieved =il oxilololr 7ol non no\_o.. “oneom.c,; of mcl_..gmncn.es 7
and their their thexrplex Tae "i'op.xoul st Theoxy o D::, John Zesxd, ©

Scotilsh Znbryologizt =t thie twrp of Tthe Ccatury mrde The most sense o me
and wes most consisicav with mp oim citensive studies in emoryolosyse 4%
that tine, belng = Fellor ot UCL. Los ~ngeles L coon hadl & cross file of
1l literture on tis renect of the subjccte.L promptly nede a phone call
to Dr, Howmaxd Serxd of Terrs (ro vellion to John lerid). Cn the ptjone

I was glven an ¢artline of the therngy program and by adlimeil specisl
delivery he sent ..c tae specific litercture znd the necesscxry infoim=tion

for obtaining the necessixry supillies, leedless to
Dully but secretly cund —a olive cad vell odrye 4 ocon't go bazek and try

scy I followved it ccre=~

another mouse o sce il it iould have, begn bellcr oxr vorse-~--I'm snitisfied
T Fowrtt -(/’gu,, Yy

(%

Ak tne course LTve filiene .o7 rxolecslon ool o w -ell foout this g«zh,/w//,)

isscue. 74 LLZ:? _

~ ; . . %
In liovember 1904 I Depn %o shoie my erperlence with othery

e TN

~/cencer ot

- a1m

ing xw,,:7,._., .)1' electo Crutei e // /t ‘/r C/ﬂwws/:ww7 al )b T T v
e uf%r


dmayabb
Original


Cegekdns, I coir o J_;; “hooe who lind pome the graul of oxtuodory and hel been

0ld"™ there ic nothing roxe we tray do rox Iou". 3 ol June 30, 1975 I have

ceen 3,500 percons offlictiC with canfer ol every naiwre wnd description
nl
12

Toon 1l over tie worli., Doughly 10

00

«re still living ~nd two ol these

Toon 1966, OF the 1000, one lmwraed ninety seven are for 211 intent and

surposes well aad hesliliy in totcl menission. The remninder are function”

ing rerconably well in » contiol sta

L

UG

ny cxperiecnce Tith V2 Dersouns thio cLae o
the best of my Imwiledge 21l 73 are Tolloiing this progrem per primus on
their om volition ~nd so Jex as I Imovr they cxe doing wells Time will tell,

_lly shuple conelusion tbout ¢

between educc.tion, fegrecs, suthorit

S

of Tradivweshing sTidh 1ts concoiliant

whic

£~ e

A clcy

.

Sihce Jonusry 1975 I've shexed
ne fox & "second opinion". To

is Wt on inverse relation exist
wrictive reguletions aand the dep'bh

rited horicon ol the stifling of

wny ner leaxning., “hnt is the voxe Uie degrees znd £l else the greater

is the breimhshiing ~ud leso lesiminis.
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ROLAND C. BARTLETT
Wanaging Editor .
Former Democratic Nominee
J. 8. Congressman

July 26, 1976 EK\'\\\.\O{‘\- \\C.U

Hon. Senator Gaylord Nelson
United States Senate
Washington, D. C.

Dear Senator Nelson:

I am writing this communication because of the editorial in the
Jack Anderson column of July 21, 1976, concerning the private
letter written to you from the FDA concerning Laetrile.

I believe that the FDA is not only distorting, but mutilating,
and decapitating the truth.

Under separate cover I have mailed you two sixty minute each
cassette tapes titled: "The Earth Without Cancer"; and "The

. Miracle Drug That Keeps You Young." I believe that both of
my commentaries will substantiate my former remark.

Laetrile (B1l7) is a compound that is part of the nitriloside
family which occurs abundantly in nature in over twelve hundred
edible plants, and is found virtually in every part of the world.
It is particularly prevalent in the seed of fruit, but also
contained in grasses, maize, sorghum, millet, cassava, linseed,
apple seeds, bitter almonds, and many other foods that, generally,
have been deleted from the menus of modern civilization.

In the tiny kingdom of Hunza whose people are known the world over
for their longevity and good health, visiting medical teams from
the outside world report that there never has been a case of
cancer in Hunza. They eat foods abundant in nitrilosides. The
same applies to the Eskimos, the Abkasians near the Black Sea,

the Hopi and Navajo Indians of North America, and certain native
populations in South Africa, and South America. In Utah, which

is seventy-three percent Mormon, the cancer rate is twenty-five
percent below the national average.

Enclosed is a photo-copy of a letter that I have just mailed
to Honorable Lawrence P. McDonald, Democrat Congressman from
Atlanta, Georgia. The Congressman is also a Doctor and has
been treating his patients with Laetrile. '

’ Of particular interest is the news release dated April 24, 1976:

.......



Hon. Gaylord Nelson Page 2 July 26, 1976 -

"U. S, District Judge Luther Bohanon granted permission to six
patients for them to import Laetrile for their own use."

UPI news release, May 16, 1975. The average American works a
month each year just to pay the doctors, hospitals, and health
insurance companies, and by 1980 he will be working two  months
to cover those costs, Governor Patrick J. Lucey of Wisconsin

said.

The morays of government who are denying citizens the right to
determine their own destinles can be circumvented. Recently I
was informed that the Alaska Legislature had legalized Laetrile
(Bl17). I have been assured a similar bill will be 1ntroduced
in the next session of the Nevada Legislature.

I believe the years of research devoted to obtaining the edito-
rial for the commentaries will justify the allotting of your
valuable time in lestening to them.

Cordially yours,

Roland C. Bartlett

RCB; pm
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Over Cluza4ézdha¥ @@z&tq/(ﬁyx#amnd%:éﬁ%u&z

"November 5, 1973

RADIOTHERAPY CONSULTATION

DIAGNOSIS: Carcinoma of
the right lung

We started Mr. on radiotherapy recently, in a semi-
emergency situation. His situation, as I understand it, is
as follows.

Mr.[ " 1is a 71 ysar old white male who, in Late Augu

st and

T early Septemter, began hiaving the symptoms of cough, minoxr
shortnass of breath and scm2 minima2l hemoptysis. Six waeks
2arlier he had been ssen by Dr. - and a chest series dewon-
strated a sm2ll lesion in the rignht mid lung field withou% other
symptomotology. Upcon his rso=at visit, n2 had the svmptoms of
zough, fevax, and hemoptysis and a repsat chest series shouved
rathear marked grcwth of the mid lung lesion withh fluid at the
cisht pzse. Tha patient was 2dritted to St. Mary's Heospital
cn 9/5/73.
Sputuns were obtained, which suggested malignant cells; bronchos-
copyv was pzricrmad, which suggestsd a partial occlusicon o the
cronchus. to the right uppoer lobe. Washings and biopsy were
verformed, the &izgnocis being that of a broachoganic carcinoma,
lzarge g2il, variant., Cn 3,/12/73, a linitzsd taoracobony was
cerformied, wnich demcnsztrzied a lzarge amount of tunmor cixt=adirc
gdically 1inzoc tis apex of ths pl2ura, lateraily and infaricrly
alonz =Za2 wvleura Jown 2o ths diaphragm and inedially sloag the
noricardium.  2one furvey was <Son2 which vas nagativa. Cansi
x—-rays rava23aled rathar m=avrked d=n3ity in the rignt mid lupnj fiz2ld.
The vatient then elected to go down to Tiajuzna Zor cancar chano-
+herzpy and apparently spant six iresks down in Mexico. Upon his
rsturn he was still kaving preblems with hamoptvsis, ancrexia,
and waight loss and was readmitt=d to St. Mary's Hospital because
cf ratner marxad shcocriness of breath and hemoptvsis.

S I DI LTI SR T L
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work-up during his second hospitalization revealed a white

count of 15,000, hematocrit of 33%. Chemistry panel revealed

2 low albLmln, sllgb tly elevated alkaline phosphatase and

ccOoT. Normal EKG. Because of the pableﬁt‘s rather poor
-1ln1cal situation and the fact that he was starting to get
oqe suggestive evidence of superior vena caval obstruction,

was transferred to Washoe Medical Center and referred to

for the starting of radiotherapy, which Dr. Boyden initiated.

RIS W]}

W

rast medical history indicates that the patient has been in
:TTHEE—good health all his life. He has had two hernia opsra-
~icas. He has otherwise been in excellent health other than
s-me benign prostatic hypertrophy, also mild cervical arthritis.

rhvsical examination revealed a somewhat obtunded, slightly
zhort 0f breath white male who appsars scmawhat younger than

=:is stated age. There is elevation of tihe external jugular

«-2in with the patient supine and his face appsars to be slightly
~-ollen. The patient has rather distaent treath sounds over his
~izht lung field and dullness on ferCUSSlCn can be elicited,
;:Bgastlng the presence of fluid. He is febrile. No definite
vical cr paraclavicular adencpathy is cdemonstrated. The

+ iung appears clear. Eeart sounds are normal with a mild

-chycardia. The akdomasn demonstrates no evidance of liver

- rpleen enlargemant and no pelvic massss are noted.
. -2ause of the patient's rather poor clinical conditicn and

~. 2 sugyestive signs of =zarly superior vena caval obstruction,
... was irradiated first fairly heavily at the midplane rate of
22 rads a day. We have since slcwed down to 200 rads midplan2
3= z2nd are treating the entire right lung. I would estimate
t:2t hs will receive at least 30C0 rads midplane dose and,
Z+nznding vpon his clinical response, we mav co on up to 4500

L 3000 rads, if improvemant is demonstrated.
w7111 try to keep you abreast of his clinical situation.
X you very much for allowing us to see this patient in

Y
R N
n3alta leL.- \

Sincerelv yours,

, -7} A .
r( . L ’ TN
o VIR P e N

Roger D. liercort, M.D.
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S WASHOE MEDICAL CENTER

77 PRINGLE WAY . RENO, NEVADA 89502 . - 785-4100/CODE 702
TELEX NO. 354454 (WSHOMEDCTR RNO)

Over One Hundred @eawi a{ @ammumlﬁf Service

November 2, 1976
RADICI'H?IRAPY CONSULTATION
DIAGNOSIS: Poorly differentiated

carcinama of the left breast,
post mastectomy

D@r Dr. : S

.
(L]

We saw Mrs. - ~ in consultation recently. We urderstand that Mrs. is. a

(‘ 56 year old, caucasian female who approximately one year ago noticed a mass in
the inferior lateral aspect of the left breast. She did nothing about it for
approximately 6 months but then because of growth she went down to the Bay area
where she received Laetrile. Despite being on Laetrile, continued growth of the
mass occurred and she developed ulceration and draining, nipple changes and skin
thickening. The patient eventually elected to see Dr. who placed her in
SR Hospital where, on the 20th of September a mastectomy was performed
with split thickness skin grzft on the chest wall.

At the time of surgery, a large mass on the left breast which had caused nipple
retraction, ulceration, skin ncdularity and also extended up into the axilla.
Obviocus extension was present high in the axilla. Pathological report was that

of a poorly differentiated infiltrating ductal carcinama with lymphnode metastases.

During her stay at<SS» Hospital, she had a normal CBC, normal chemistry
panel except for an elevated alk. phos., normal liver scan. She also had a normal
chest x-ray and normal urinalysis. The patient was then transferred to Washoe
Medical Center where she was seen in consultation by Dr. . . and multiple

drug chemotherapy was initiated and I have been asked to consider chest wall irradia-
tion, as well as ovarian ablation.

PAST MEDICAL HISTORY includes 3 Cesarean sections. She is one year post menopausal.
She takes 2 grains of Thyroid daily and Pancreatin tablets for her bowels.

FAMILY HISTORY: The patient's father died at age 60 of heart attack, and the mother
"lied at.age 72 of wide spread colon cancer.

l
.,
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PHYSICAL EXAMINATION reveals a nervous, quite talkative, caucasian female appéari.ng
her stated age and in no distress.

head and neck: exam of the head and neck fail to reveal any evidence of lymphadenc-
pathy. Evidence of a nicely healing graft on the left chest is noted. Above this,
however, an area of mass and thickening extending into the axilla is demonstrated
which in my opinion represents persistent tumor in this area. No definite tumor
nodules are seen in the graft site hawever. The right breast feels normal. No
right axillary nodes are found. )

lungs: clear to percussion and ascultation.

heart: heart sounds are normal.

abdaminal exam: unremarkable.

We will go ahead and start out with ovarian ablation and I estimate that approximately
1400 rads will be necessary to accamplish this. Following this, after camplete healing
of the graft has occurred, we will go ahead and irradiate the chest wall as I feel there

is a large mass of tumor present in this area.

' The rationale for radlotherapy and the rationale of the comb:med ramotherapy—chenothelaj
program have been explained in detail to Mrs. including the possible problem
of losing the skin graft. After a lengthy discussion, she appears to understand the
above and was initiated on her ovarian ablation.
-Thank you for allowing us to see this patient in consultation.

Sincerely yours,

S D

Roger D. Miercort, M.D.

RDM:j1c™
cc: hospital chart

Dr. King

ook
&
o

{
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RADIOTHERAPY CONSULTATION

Octoben ,
o, . - -0
Keno,” Nevada 89502
RE: . - o, Diagnosis: Adenocarelinoma of the Left
Therapy ¥3580 ~ breast, post-radical mastectomy, -
Stage T3,NO,HO.
Dear On, 3
1 saw Mxrs, ) in consultation today, =~ /72, The situation,

as 1 undenstand it, is as follows.

Mrs. {8 a 54 yean old gravida 1V, para IV, aboata 0 white femalfe
who was in hern usual state of nobust health until she noted a small
amount of bloody discharge issuing from hen Left nipple. After thdis

‘had occurrned for several months, she became awanre of a sfightly tendea
masd in the upper inner quadrant of the Left breast. She then saw D,

who refernred her o you for funther therapy. She was admitted

to Washoe Medical Center and, on /72 a LefL radical mastectomy wal
performed. The pathological report was that of a 7 ecm. in dlametea
infilinating comedo carcinoma, 13 Lymph nodes wene nemoved, all of
which were negative for metastatic disease. The tumor extended Zzo
within a {ew milLimelend of the pectorallds musculfature, according 2o
Dn. who nread the sections. The patient L8 now recovering nicely
from her surgery and L& here for consdideration for possible radlo-
Lherapy post-operatlively.

Duning hen hospitalization, 8he had a CBC which revealed a white count
of 7800, hematoenit of 44%. She had a normal urinalysis. She did not
recedlve Liver function studies or metastatic bone survey. A PA and
Lateral chest §1&m was performed which was felt to be unremarkable.

The patient's past medlcal hlstorny is essentially unremarkable., She
has never had any surgeny. Her Mothex and Father are both Living and
well. She has nine 81b2ings, all of whom are well., The only history
of cancer In hen family 18 an Aunt who died of cancer of undeteamined
type on site.

It shoutd be noted that the patlent is allengic fo Codedine.
'22 physdical examination today nevealed a well nounished, well developed

eenful white female in no distress. The examinatlon of the neck
neveals no wrvical adenopathy:sno palpable supraclavicular or ax{llary
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RADIOTHERAPY CONSULTATION
!

-

adenopathy {8 felt. A healing Left rnadical mastectomy 4inelsdon 1s

demons trated without evidence of deamal or Subcutaneous Lmplant,
The Livear 18 noamal in sdze, and the nemainden of the abdomen {4 un-

remarkable.

Page Two

1 feel Hrs., {8 a candidate for post-operative radiotherapy for
the following nreasons:

1. The size of the Leslon places her inte a Stage T3 cateaony,
The rate of necunrence in Zhe scarned chest wall Ln these patients
is8 fairly high, and 1 f§eef that treatment o the cheit wall via
med{al and Lateral tangential fields L& zZhus indicated.

2, In addition, the fact that this was a medial Lesdion Indlcates
that Atatiéticaltz, despite the absence of positive nodes in
the axitla, the chance of her having involved inteanal mammanry
nodes 48 in the range of 15%. For these neasons, 1 feel that
radiothenapy Lo the nodal areas, namely, the inteanal mammanrny
and paraclavicular areas 48 also indicated,

1 would anticipate a dose of 4500 rads in a {ive week period. Possible
complicatios of radiotherapy including shin neaction, scarning in the
Lungs, mediastinitis and esophagitis have been thoroughly explained

2o the patient. She {8 scheduled fo rehnrn In one week's time. We

will then evaluate her and Lf she £{& healed enough, we will go ahead
with Localization and plan her therapy to starnt shoatly theneaftenr.

Thank you very much for allowing us to participate in the care of
this patient, '

Sincerely yduaa,

ROGER D. MIERCORT, M. D,
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WG WASHOE MEDICAL CENTER — DEPARTMENT OF RADIATION THERAPY -
returns for a routine follow-up evaluation. Sne 15 feellf

75 Mrs. : [
1 well except for the following complaints. - She STiTl has problems witT

dysphasia. She feels that there 1s a lump in her throat immediately
above the suprasternal notch area. 1In1s 1S an episodic type Of Symptas
whereim, after waking up in the morning, it does not appear until dpP-
proximately 1 or 2 in the afternoon. She has no difficulty 1n SWAIIO®
but just has a feeling of a lump at that area. 1The Second conpratmt 1
one of a small nodule in the 1nner aspect of her ferl eyelld, upper-
examination today, no abnormalities are noted exceptl vor a sSmall 3 !
nodule in the left medial upper eyelid. No evidence of Fecurrence 15
noted and the right breast remains normal. As part oF her evaluatrion,
she was seen by Dr. who felt that this was 1nflammatlory-
treated this symptomatically and stated that 1¥ 1t does not disdb
<hortly that an excision would be indicated. The patient 15 sSch€ ul
for a repeat chest x-ray, esophagram on Thursday §-3-75 and 15 150 10

have CBC, and Chem Panel at that time.

ROM:jlc o)
: ; ey Za
‘ : Roger 0 Mie —~—F T U—/—————— .
. N T . i p————
_' ~'.¢at¢" ) :-;3; ) : -VLATO-;*; A 3 :' ] % Pay
i2 4 2 o 2 3 e
2 g Qs iz, BEog o~ :
‘g im =y 3 f £ &8 8 3 & o 3 <
S e > DQW « 3 %I w & I Iao a rz3 >
'z Qm( )i T X R x ®x X xR £ 2 2 ‘,‘:’
®: NN ! g
.5 < 8“? ceig et 2>_
io o Zz -] LA va
HEIE AT O
co V< ~ed erngh—— w © > O '
£ 331 as i 32 “?Z?J"“’"{’ o0l wa < zo ~ «
£ .} HE R EI Rt AR IN S O R R R R RN 3
g < -é . 12 =2 4 9 wf
E = (@ - [~ b Q 19 z3 (%)
132 22282 %elg* |33 o ) * +5 2T
-oaag a =42 s EF I N« S
& w o
\: \d ) Og w
E o=l -1 12> |" 1.1 4 1S 2
5 - I R R VI HHHHHE 8
b4 >\ ..
f olnlolo w0« V535158200V |3 z
o = B . . HHHHRHREEDS g
-— 2 2 - ;82 vlelololclalldla !
| o 5 z . . =3 ISR A CIEHE <9 — 3
. . - v < < ly
-39\‘3 s ]lmlo s |- loim|™|i2¥z|F]|5{2|2]21z]z A:\ \'jp.{
i -
! 653 04-04 < » - .. WMCER MIERCORT "~ ... - 450-779 4/3 4977
i *09.9 mg¥% CA++ 8.3-10.6 :
‘l 2.80 mg% PHOS 2.44.5
l 109. mg% GLUC 77-113
18.5 mg% BUN 6.0-21.0 .
] 04.2 mg% URIC ACID M3.1.9.0F 2276
| 29s. mg% CHOL 130-250
| 7.74 © gm% T.PROT 6.18.0
| 4.83 gm¥% ALB 3.25.0
| 0.35 mg% T. BIL} 0.1-0.9
: fa mu/mi ALK.PHOS  20-100 (Child Bone Growth: 40-290)
9S5. mu/mi LDH 44-100 o
" 085S. mu/mli sGoOT 32100 ' 161
i 141 meq/1 NA+ 137-143
i 4.5 meq/1 K+ 3655
' UNITS TEST NORMALS

————— e = —

THESE NORMAL VALUFS APPI Y NN V TN Yo



E WASHOE MEDICAL CENTER — DEPARTMENT OF RADIATION THERAPY

=75 The esophagram was normal. The UBL—and Chem Panel were totally nor-
mal. Chest x-ray revga]ed what appeared to be probable areas ﬁt
pulmonary metastasis in the left apex and one in the Te¥tv TateraT
lower lobe. Views of the left shoulder were normal. Becayce of ThE
probable pulmonary metastases, whole Tung Tomograms were optained
today which 1 feel confirm the presence of at least 3 Tesyons W
the left apex and one lesion in the left Tower Tobe lateraTly. mWrs.

was informed of this. She 1s going to +— - T 5 Yor 3 week
To visit a serijously 111 father and then will return. At That CTIWE;
we will reter her to either Dr. = - o Dr, ) Tor con-
sideration for either hormonal or appropriate chemotherapy.
RDM:jlc I a,
el P
Roger D. Miercort, N.D.

Mrs. =--_ elected to go to Tijauna for treatment by Dr. Contreéras at

o, his clinic with Leatrile. She went down there on the ZIst of April
;44{' had a Chem Panel, urinalysis, CBC, all of which were normal. She had

- films of her lumbosacral spine, pelvis and chest taken which showed
essentially no change in the appearance of the pulmonary lesions with
them being unchanged. She has undergone a course of enzymes and Leatr
and is currently taking 3 Leatrile tablets a daily. She states that s
feels extremely well. On examination today, her lungs are clear. Hneca
sounds are normal. The chest wall clean. " The liver normal 1n size wi
out evidence of adenopathy. What we will do i1s follow her along ana s
is to return in 1 and 1/2 month's for a repeat chest x-ray which Will
. compared with are previous films. "
.' RDM:1jlc

!

-
Roger D. J&I€rcort, M.D.

=25 - Mrs,., - -~ returns complaining of continued problems with coughing,

_ guestionable shortness of breath and epigastric distress. She states

A%A%’ that she had a ulcer several vears ago. As part of her evaluation tod:
an _upper G.I. series was performed which demonstrated duodenitis and
a guestionable duodenal ulcer, Chest x-ray showed rather marked pro-
gression of the pulmonary metastases with bilateral involvement now
demonstrated. In the face of progession of her disease even sS<Ir gon

* Leatrile treatment, T acain suggested that hormonal or chemotheraputic
management is in order although I would tend to favor chemotherapy whic

a D ‘e .. ==t - and the patient is goir
to he seen bv _him todayv for his consideration.
RDM:31c
fod odr Dr, = =
: a
JEo22A

Roger D. Miercort, M.D.
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6!1’ by physicians. Why then pass a law to approve it?

‘!: —_ -

; *\p\( # .
’ \ < Frang A. RusseLL, M. D.

Frep M. Anperson, M. D. U\,\‘ 275 HiLL STREET
] Rexo. Nevapa 89501

al 3222161 E )(\/\\ \o\ _\__ \\11/

March 2, 1977
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Fred M. Anderson,

I am a generol surgeon in Reno and a considerakle part oF my practice deals with
I -, ' . (~/,—, ; -_»'}‘j‘!i' "'» . R .nl‘/"}

ive years | was an the State Board fof Dlrec'rors oF the Nevbdc
K \\ " \\

e American Cancer Society. For four years | was on the thonal Boor of Dlrects(s

\

of the Americah Cancek Society and : ser ed Fo Ithree yecrs on its ommlvfee on New any Unopprosed
\ wh hwves J‘r les Leudufent frectments

Methods of Cander Treo’r?\venf/\ For many years | aiso served as a member of the Nevada Governors
; /

ya

m\ A
cancer pcfienfs.\' For about 'wenty F

D(vision of

o /

ouncil. When I first-féarned of ‘this bill i was considerably disturbed but my

\
Cancér Advisory

reaction at my age was to let the younger doctors iake care of it. Two days ago however, | was

My reaction was that for the sake of

e

called and asked if | had an'opinion, and if | would testifi.

L

.resenf and future sufferers from cancer that | could not refuse.

pwh : :
From myAmedicc! experience and my rather large study of the literature, | believe

there is no positive evidence by animal exparimentation which has been carried out by trained

—"

scientists g that Laetrile has any beneficial effect in the treatment of cancer. These have been

M v B
done in numerous places such as the National Cancer Institute, the world famous Sloane Kettering

‘ 2

Cancer Institute, and the Catholic Medical Center in New York, and the Southern Research

Institute in Birmingham, Alabama. A variety of tumors have ceen tested. : .

In addition it is the opinion of well trained members of the Medical Profession who
have large experience with cancer treatment that Laetrile, when sought and used by sc]‘)me of their

patients, and still followed by these doctors, adds nothing beneficial to their treatment.

There is at present in Nevada no law that prevents the use of Laetrile or the giving

TF J belord Hit LesTrle soled
ahy i g/ehdfg/‘p/ % fn.ch,arfg,, cer L w.»u/‘;/a.y/ ;4/1/\613415 A5 77///%-1' A5
4:&/&‘2 or nsf, e
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Frep M. AxpEerson, M. D. 275 HiLL STREET Frank A. RusserLn, M. D.
Reno. NEvabpa 89501
322-2161
red M. Anderson, M.D. (cont.)
The only reason | can perceive why some people want approval |s Ljﬂ" ced such @ far
Pmﬂ’ ”

If Tt waewstling
Loetrile the support and respectabiiity thai passage of a siate law would give to IfAThlS type of

respectability and the publicity that would go with it could well induce many patients to seek out
this useless treatment and thus pass up seeking proven methods of cancer treatment that might cure
them. All that they would be e‘ncouroged by this Law to sacrifice,would be their lives.

As | mentioned earlier ! served for manv years as a member of the Governors

Cancer Advisory Council. - ]

This Council can investigate any substance or device used in the prevention or
treatment of cancer and can request findings or studies by other organizations such as the State

Health Department, Scientists withjn Universities or Medical Schools, the National Cancer ‘

[wdy pendenl Sciehis voe ’ ¢ g‘FV&/‘lC
nstitute or other®. After such studies it renders an oplmon regarding the value or rebabmess of

such substance or device.

This Council has functioned very effeciively over the years. It has never found
unfavorably on anything that was effective or useful in prevertion or cure of cancer and it has
in several instances determined some substances to be of no value.

After a few years of the existence of this Council, cancer frqud and guac
New l“«-mlp 371///32/ /S &mmended se 7t nev?‘e ‘fé‘(\’é}fé‘z[
practically ceased fo, exist in NevadaJ e ps wen? oV, fé{ Lovernivs Adviser C""'“/ cawlidy ‘”/KJ “be
5‘“55]'}.»48 | evihn wWach U'/ x4 dm §u e;f—m//éc‘/{ pwﬂj fc‘ [w wr.’fft

I sincerely hope that this Assembly Bill No. {12! will not be passed, and thus lend
respectability and support to a substance that would be useless to the cancer patient and in many
cases would prevent the patient from getting appropriate treatment at a time when help or cure was

weuld

still possible. | don't know just who it is in Nevada that wemkess exploit the cancer patient in this -

'dnner, but | humbly ask that you do not permit it. Passage would undoubtedly result in a large

number of unnecessary deaths. 161



Evnioir 37

TESTIMONY OF THE FOOD AND DRUG ADMINISTRATION

Laetrile is the latest in a long history of alleged
cancer remedies which have defrauded a vulnerable
public. This drug 1is now derived from pulverized
apricot pits and has been widely promoted for
prevention, treatment, and cure of cancer. Laetrile

is also known as amygdalin and vitamin B-17.

The extent of current Laetrile promotion and the
continuing manipulation of the therapeutic claims made
for it should be of concern to the public as well as
health professionals.

Promotion Shifts to "Prevention"

When Laetrile was first promoted, it was offered as a
"cure for cancer". Today, the preparation is more
heavily promoted than ever before, but the statements
now being featured do not refer to "cure" as often as
to "prevention," "relief of pain," "slows the cancer,"

"stops its spread,'" and other unproven claims.

Laetrile's promoters are more vocal and better organ-

ized today tham in the past. They are sponsoring



seminars and conventions for cancer victims and their

families.

They are encouraging articles in the press

and appearances on radio and television talk shows to

promote the drug as well as lobbying and organizing

write-in campaigns to influence state legislatures and

Congress.

Most of these efforts are being orchestrated by four

lobbying groups promoting Laetrile use:

The National Health Federation, a champion
of so-called health foods and other unor-

thodox medical treatments.

The International Association of Cancer
Victims and Friends, which publishes the

Cancer News Journal.

The Cancer Control Society, which publishes

the Cancer Control Journal.

The Committee for Freedom of Choice in

Cancer Therapy, an organization which treats



efforts to regulate Laetrile and similar
unproven substances as an invasion of per-
sonal privacy. Committee leéders recently
were indicted on charges of conspiracy to
smuggle Laetrile into the United States.
This Committee is now widely publicizing a
film which makes false and misleading claims

for Laetrile.

A direct result of the promotion of Laetrile by these.

groups has been:

o In 1976, Alaska passed a law prohibiting
hospitals and health facilities from barring
the use of Laetrile when prescribed or
administered by a physician and requested by

a patient.

o Bills to legalize Laetrile have been intro-

duced in many other state legislatures.

o At least one prominent conservative journal-

ist has condemned "know it all doctors" and



argues against the Government forbidding
individuals the '"freedom" to use Laetrile
"merely because experts regard it as worth-

less."

Newspapers such as The New York Times and

Detroit Free Press editorially question why

Laetrile should not be made available to

those who want it.

A number of lawsuits are active in many
areas of the United States in which indi-
vidual citizens are seeking legal access to

Laetrile.

FDA is receiving 50 inquiries or more each
month from congressmen on behalf of con-

stituents interested in Laetrile.

A Federal judge in Oklahoma recently ruled
that numerous victims of cancer wishing to
import Laetrile for their own use should be
allowed to do so without Government inter-

vention.



The FDA Position on Laetrile

The FDA position on Laetrile remains clear and un-

changed:

0 Laetrile is a "new drug" under the Federal
Food, Drug, and Cosmetic Act because it is
not generally recognized by qualified ex-
perts as safe and effective for the recom-

mended use.

) Federal law prohibits the interstate dis-
tribution of a "new drug" unless FDA has
approved a New Drug Application (NDA) sub-
mitted by the sponsor and containing full
reports of clinical 1nvestigations'estab—
1ishing the safety and effectiveness ofAéuch

drug.

0 While Laetrile (also known.as amygdalin) has
been marketed and promoted as a vitamin (BEE
17 or B-17), there is no scientific basis
for accepting the claim that Laetrile.is a
vitamin and not a drug. It is of no value
as a factor in human nutrition.- This view

has been supported by most courts. It is,



therefore, illegal to market Laetrile as a
"vitamin" or as a nutritional supplement and
all attempts to market the product as such
are thinly veiled efforts to avoid the drug
labeling provisions of the Food, Drug, and
Cosmetic Act.
On December 16, 1976, the National Nutritional Consor-
tium, Inc., with its reputable member societies
including the American Dietetic Association, American
Institute of Nutrition, American Society of Clinical
Nutrition, Institute of Food Technologists, Society
for Nutrition Education, American Academy of Pediat-
rics, and Food and Nutritional Board of the National
Academy of Sciences-National Research Council, issued .
a formal statement which said, in part: ". . .there
is no recognized vitamin B-17 or any possible need for

the substance so named."

FDA contends that it would not only be illegal but also
contrary to the public interest to exempt Laetrile, as
some propose, from the efficacy requirements of Federal
law (the Kefauver-Harris amendments). Such an exemp-
tion would set an unacceptable precedent for other
unproven drugs. The drug provisions of the Food, Drug,

and Cosmetic Act do not permit FDA to arbitrarily exclude
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some drugs from complying with the law because of

emotions, popularity, etc.

FDA believes there are serious faults in the "freedom
of choice" argument. HNo worthless drug is without
harm; a patient's choice of Laetrile to the extent
that such choice delays or interferes with swift
diagnosis and prompt effective treatment is poten-
tially suicida].

The "evidence" of efficacy presented by Laetri]e
promoters consists entirely of ahecdotes, hearsay
arguments and patients' testimonials. FDA énd the
National Cancer Institute have reviewed "success
stories" submitted by the most prominent promoter of .
Laetrile, a Mexican physician and failed to find

evidence of therapeutic effect.

‘History of Laetrile and FDA Actions

Despite the fact that it has been known, tested, and
used for more than a quarter of a century, no valid
scientific evidence which indicates that Laetrilé has
any potential value in cancer management has ever been

found.
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Despite confused and mislcading reports from Lactrile
prbmoters; the FDA has found no study which provides
any evidence that Laetrile is active against any

cancer.

No other reputable organization has found any evidence
to support the use of Laetrile in the treatment or

prevention of cancer.

The only investigational new drug application (IND)

ever received by the FDA was in 1970.

In 1971, the Department of Health, Education, and

Welfare completed a five-month review of the Laetrile

issue. The review inc]udéd reevaluation by the Food .

and Drug Administration of submissions by the McNaugh-
ton Foundation of California, Laetrile's most recent
sponsor, and statements made on behalf of Laetrile by
its various proponents, including DeAn Burk, Ph.D., a
chemist then employed by the National Cancer Institute;

Dr. Ernesto Contreras of Mexico; and Dr. Hans Nieper

of Germany. )

A separate review was made by an independent special

advicory cornittee of cancer experts from all over the



country. These experts were members of the academic
research community and specialists in oncology. All
of the McNaughton Foundation submissions, including
the statement of the Laetrile supporters, also were

made available to the committee.

Both the advisory committee and the Department found
there is no acceptable scientific evidence that Lae-

trile has any anti-cancer effect.

Repeated requests, as recently as 1975, have been made
by the Food and Drug Administration to the McNaughton
Foundation thaé it submit whatever scientific data it
might have to correct the serious deficiencies in its
animal tests and plans for clinical investigation. To
date, the Government has not received any scientific
data which would justify clinical trial under proposed

conditions of use as an anti-cancer drug.

Over the past 20 years, a number of scientists have
tried to demonstrate the alleged anti~cancer effect of
Laetrile by seeking to control animal tumors known to
respond to anti-cancer drugs shown to be useful in
man. The largest series of tests have been sponsored

by the National Cancer Institute and conducted in a
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number of independent laboratories, including the Sloan
Kettering Institute and Southern Research Institute,
throughout the country. Laetrile shows no anti-cancer
activity in the ten different model tumor systems
tegsted. The FDA has no scientific reports that con-

tradict these findings.

Over the past 25 years, a number of medical scientists
have reviewed the case histories of cancer patients
who allegedly benefited from taking Laetrile. Among
the organizations sponsoring these reviews have been
the California Cancer Advisory Council, the American
. Cancer Society, the Food and Drug Administration, the
Canadian Drug's Directorate, and the Australian Drug
Evaluation Committee. The cases reviewed were usually
furnished by those who claim that Laetrile has an
anti-cancer effect. The cases the FDA reviewed were
submitted by Dr. Ernesto Contreras of Tijuana, Mexico.
After a thorough review of the submitted cases, the
universal conclusion was that there was no scientific
evidence that Laetrile has any demonstrable anti-

cancer effect in man.

Based on all of the above, FDA has considered Laetrile

a "new drug" within the meaning of Section 201(p) of

174



the Federal Food, Drug, and Cosmetic Act, in that it
is not generally recognized among experts qualified by
scientific training and experience to evaluate the
safety and effectiveness of drugs as safe and ef-
fective for use in the cure, mitigation, treatment, or

prevention of cancer in man.

The FDA has initiated numerous enforcement proceedings
under the Act, many of which have been successful. We
intend to continue initiation of enforcement pro-
ceedings against distribution of Laetrile. These en-
forcement actions are in the form of (1) seizures, (2)
injunctions, and (3) criminal prosécutions. Some
cases instituted against the FDA in the Federal
District Courts have resulted in the granting of
relief to the plaintiffs.: To date, there have been
approximately 15 such suits. Only four have been
successful. All others have been finally decided in

favor of FDA.

In cases where court has permitted Laetrile to be
used, relief has been liﬁited solely for the personal
use of an individual cancer patient. No court has
authorized commercial sale or distribution of Lae-

trile.
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FDA Ordered to Conduct an Administrative Hearing by

Federal Court: Rutherford Vs. Bnited States

The Rutherford case commenced in Oklahoma City in

March of 1975 when a terminal cancer patient and her
husband sought to have an alleged FDA order prohibit-
ing the use of Laetrile voided so that she could

obtain the drug for her own ﬁse. The district judge
denied the requested relief on the grounds that the FDA
has not issued any order regarding Laetrile. In Juﬁe,
1975, another cancer patient, Glen Rutherford, inter-
vened in theicase seeking the same relief sought by

the above patient. District Judge Bohannon heard the
case in August 14; 1975, issued a preliminary injunction
allowing Mr. Rutherford to purchase and transport a v
six-month supply of Laetrile solely for his personal
use. On appeal, the 10th Circuit, in October 1976
affirmed the injunction, but held that judicial review
of two issues, i.e., (1) the new drug, and (2) grand-
father clause must await development of an adequate
administrative record, and remanded the case to the
District Court. Thereafter, Judge Bohannon remanded
the case to FDA on January 4, 1977 to compile within-
120 days an administrative record on the issues set
forth. The details of the administrative proceedings

are fully detailed in the Federal Register Notice of

February 18, 1977.
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+The administrative record to be compiled must deal
with whether or not Laetrile is exempt from the new
drug application requirements (by having '"grandfath-
ered" status) and whether or not Laetrilais con-
sidered safe and effective (generally recognized to be
so by experts qualified by scientific training and
experience to evaluate these issues). In shoft, FDA
must reiterate for the record why it believes Laetrile
is a "new drug" and, thus, violative in not having

approval.

It should be emphasized that FDA is undertaking this
rule-making proceeding solely becauseLEhe Agency was
directed to do so by the Court. It is well estab-
lished that the FDA has primary jurisdiction to
determine the status of products under the Act, in-
cluding the two issues set forth above. The Agency
also has the discretion, if it wishes to exercise it,
of initiating enforcement proceedings to have the

issues decided in the District Court.

We would expect that the rule-making procedure will be
very important for FDA because this will uphold our
right to act as we have under the law and should
discourage the marketing and attempted distribution of

other "quack" remedies. We hope that the publicity



surrounding this process will counteract some of the
current propaganda in the lay press and show, in an
open record, the true issues. Interested and know-
ledgeable professionsls are invited to submit infor-
mation and evidence in response to the rule-making

notice.

Laetrile and the Medical Profession

Physicimashave encountered many cases of patients who
are curious about Laetrile and many are presentéd with
anecdotal reports of "cures" which patients have heard

about.

At its meeting in Phiiadelphia in December, 1976, the
House of Delegates of the American Medical Association

adopted the following resolution:

RESOLVED, That the American Medical Association
continue to inform the public of the danger of
delay in the diagnosis and treatment of malig-
nancies by methods not generally recognized by
the medical profession as beneficiant and effec-

tive; and be it further

RESOLVED, That the American Medical Association

inform the public that the safety and efficacy of
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amygdalin for the treatment of palliation of
malignancies is unproven and that the use of
amydalin in such cases exploits the victims of
malignancies and their families by preying upon
the emotions of the hopelessly ill, in some cases

for the profit of the unscrupulous.

FDA is aware of state medical board disciplinary
actions in California, Ohio and elsewhere involving
physicians who deal in Laetrile. We are assisting
those medical boards in any way possible in connection

with these actions.

FDA 4is honoring official requests from state legisla-
tures to provide expert medical testimony on our know-
ledge of Laetrile in any hearings held on pro-Laetrile
legislation. The Agency is also working with Congress
and the press to counteract misstatements and misinfor-

mation diseminated by Laetrile promoters.

FDA asks that health professionals be alert to the
kihds of claims now being made by Laetrile promoters.
Examples include the following excerpts from the

televised film "World Without Cancer'":
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. . .vitamin B-17 does control cancer in human
beings with an effectiveness approaching 100 per

cent."

"Unfortunately, mostvcancer victims start taking
Laetrile only after the disease is so far ad-
vanced that they've been given up as hopeless by
routine medical channels."

". . .a patient can have his cancer destroyed by
vitamin B-17 and still die from the irreversible

damage already done to his vital organs."

"Of those with early diagnosed cancer, at least
eighty per cent will be saved by vitamin therapy.
And, of those who presently are healthy with no
clinical cancer to begin with, close to one
hundred per cent can expect to be free from
cancer as long as they routinely obtain adequate

amounts of vitamin B-17."

"Once vitamin B-17 is as widely understood and
available as other vitamins, cancer then will be

. as rare as scurvy or pellagra today."
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FDA has prepared a brochure on Laetrile which sets
forth, for the layman, the history of this substance.
This brochure may be helpful to physicians who treat
cancer patients and whose patients ask about Laetrile.
m;ﬁltiple copies of the brochure,
called "Laetrile: The Making of a Myth," by writing to
Consumer Inquiries, Food and Drug Administration, HFG-

20, 5600 Fishers Lane, Rockville, Maryland 20857.
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JESTIMONY BEFORE NEVADA

LEGISLATURE, MARCH 2, 1977

MR. CHAIRMAN, COMMITTEE MEMBERS, LADIES AND GENTLEMEN. MY ROLE HERE TODAY
. DIFRIENT PerspecTL e, e
IS TO STRIKE A 5 1F YOU WILL, ABOUT ¥ VERY SIGNIFICANT ISSUE CONFRONTING

As
ALL OF US, WW CONSUMERS OF AMERICAN AND NEVADA  CANCER MEDICINE

TODAY - THAT ISSUE IS i.AE’g%}E‘\ VITAMIN B 17, AMYGDALIN, AND APRIKERN,

I AM A HEALTH COMMUNICATIONS \SPECIALIST. I AM NOT A PHYSICIAN OR A SCIENTIST.

BUT I AM UNIQUELY QUALIFIED TO SHARE WITH YOU SOME OBSERVATIONS AND FACTS ABOUT

THE ISSUE AND THE PUBLIC -- PATIENTS AND FAMILY, FOR AMONG OTHER THINGS I FREQUENTLY
FIND MYSELF IN A ROLE OF SERVING AS AN ABSORBER OF THOUGHT AND OPINION ABOUT
MEDICAL AND SCIENTIFIC SUBJECTS. ONE OF THOSE SUBJECTS IS LAETRILE, A SUBJECT

OF INTEREST TO ME SINCE 1971, WHEN I WAS A MEMBER OF THE ADMINISTRATIVE STAFF OF

THE MAYO CLINIC. ADMITTEDLY, I AM AS WERE MANY OF THE PREVIOUS SPEAKERS, INFLUENCED
IN MY OBSERVATIONS FOR MANY REASONS. AMONG THEM IS THE FACT THAT I AM PART OF

THE MEDICAL ESTABLISHMENT - THE 'SYSTEM' IF YOU WILL. I READ MEDICAUSCIENI‘IFIC
LITERATURE: ATTEND MEDICAL/SCIENTIFIC MEETINGS: SOCIALIZE WITH PHYSICIANS AND .
SCIENTISTS. WE ARE, AFI'ER ALL, CREATURES OF OUR ENVIRONMENT. SIGNIFICANTLY, BECAUSE
OF MY ENVIRONMENT, I HAVE COME TO TRUST THE JUDGMENT OF THOSE MEDICAL/SCIENTIFIC
TYPES WHO HAVE EDUCATION AND TRAINING IN THOSE NOBLE FIELDS.

WHY INDEED, IS THERE A LAETRILE MOVEMENT AFTER ALL? MANY REASONS. CANCER IS BOTH

A POLITICAL AND AN EMOTIONAL ISSUE. IT IS A MEDICAL AND A SOCIAL SCIENCE. I'M NOT
TOO SURE MANY OF US - UNTIL RECENTLY, DEFINITELY RECOGNIZED THAT.

A SIGNIFICANT NUMBER OF PEOPLE STRICKEN WITH CANCER - ABOUT 110,000 EACH YEAR -

ARE DYING UNNECESSARILY OR PREMATURELY. USUALLY DUE TO LACK OF EARLY DETECTION

AND DIAGNOSTIC EFFICIENCY, MORE AND MORE, PEOPLE ARE ASKING 'WHY''?

FROM THE POINT OF VIEW OF MANY OF US, AN ALREADY LARGE, AND WIDENING GAP BETWEEN
MEDICAL KNCWLEDGE AND ACTUAL PRACTICE EXISTS. OUR HEALTH CARE DELIVERY SYSIEYS,
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ARE BY MANY STANDARDS, INEFFECTIVE. MANY COMMUNITIES ARE INCREASINGLY UNABLE TO
PROVIDE TOP-FLIGHT MEDICAL SERVICES OR TRAINED MEDICAL PERSONNEL IN SPECIALITY
AREAS, AND THE LACK OF KNOWLEDGE ON THE PART OF THE GENERAL PUBLIC IS TOO
CONSIDERABLE AS IS, SURPRISINGLY, THAT OF MUCH OF THE MEDICAL PROFESSION -

AS TO HOW AND WHERE TO OBTAIN THE BEST MEDICAL CARE WHEN CANCER STRIKES.

THAT FACT ALONE IS ILLUSTRATED DAILY BY WE AT THE NCI. THE PUBLIC SEEKS KNOWLEDGE
AND INFORMATION. BETWEEN JUNE 1975 AND MAY 1976, NCI RESPONDED BY MAIL TO SOME
55,000 INQUIRIES FROM THE PUBLIC HAVING QUESTIONS ABOUT SOME ASPECT OF CANCER.
ABOUT 1/5 OF THOSE - 11,000 - DEALT WITH QUESTIONS ABOUT UNPROVED METHODS OF
TREATMENT - PRIMARILY LAETRILE.

NOW, CONSIDERING THAT ABOUT 675,000 NEW CANCER CASES WERE DIAGNOSED BETWEEN
THAT BLOCK OF TIME IN THE U.S.; AND ASSUMING THAT THE MAJORITY OF PEOPLE ARE |
CONCERNED ABOUT THEIR DIAGNOSIS, AND IN SOME PART, HAVE QUESTIONS ABOUT THEIR
CANCER - WHERE, IN FACT, DO THEY GO FOR ANSWERS? OR BETTER YET, DO THEY EVEN
ASK THE QUESTIONS? 55,000 QUESTIONS CAME TO NCI; UNDOCUMENTED THOUSANDS MOST
ASSUREDLY WENT TO THE ACS; SOME WENT TO PHYSICIANS, BUT THE VAST MAJORITY OF THOSE
DIAGNOSED APPARENTLY mN'T GET THEIR QUESTIONS ANSWERED. DON'T RECEIVE THE
INFORMATION AND EDUCATION THEY SEEK - YET PERHAPS CAN'T ARTICULATE

THERIN, LIES A KEY. THERIN IS AN OPPORTUNITY FOR GROUPS SUCH AS THE COMMITTEE
FOR FREEDOM OF CHOICE IN CANCER THERAPY AND THE INTERNATIONAL SOCIETY OF

CANCER VICTIMS AND FRIENDS TO APPEAL TO THE EMOTIONS OF PEOPLE DESPARATELY IN
NEED OF EXPRESSIONS OF HOPE IN THE FACE OF THEIR PERSONAL BATTLE WITH CANCER.

TO THOSE WITH THE DISEASE, THEIR RELATIVES AND FRIENDS, CONTACTS WITH LAETRILE
ADVOCATES HAVE SERVED AS A FORM OF ""EDUCATION'' AND "INFORMATION'. @MAT REONE

1976 ESTIMATES
ALONE APPROXIMATERY THAT ABOUT 20,000 AMERICANS - MANY FRGM NEVADA - TRAVELED TO

MEXICAN LAETRILE CLINICS FOR TREATMENT.
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WHY?

DESPARATION. MISINFORMATION. MOST OF THOSE DESPARATE ATTEMPTS - AS WE ALL
KNOW TOO WELL - END IN DESPAIR - AND DEATH.

UNPROVED REMEDIES FOR CANCER TREATMENT ARE AS OLD AS THE DISEASE ITSELF. SOME
PEOPLE HAVE MADE MILLIONS OF DOLLARS OVER THE YEARS FROM FEAR-STRICKEN CANCER
PATIENTS WHO GAMBLE THEIR LIVES ON MAGICAL CURES AND TREATMENT. THE LAETRILE
MOVEMENT HAS BEEN LIKENED TO A SUPERSTITION; AND I SUBMIT IT IS EXTREMELY
DIFFICULT TO FIGHT A SUPERSTITION WITH SCIENTIFIC AND MEDICAL FACTS. ONE

OF THE MOST EFFECTIVE WAYS TO COMBAT LAETRILE IS THROUGH PUBLIC EDUCATION,

THIS FORUM IS A STEP IN THAT DIRECTION. PUBLIC EDUCATION ON ANY HEALTH SUBJECT
TAKES TIME. AND THERE IS NO GUARANTEE OF SUCCESS. WIINESS~FHk-HEBAVY-—INVESIMENTS

THIS NATION IS NOW WELL INTO WHAT IS THE FIRST NATIONAL, COORDINATED EFFORT

TO TACKLE THE COMPLEXITIES OF CANCER. THIS EFFORT IS SPURRING HOPE. WHILE

STILL TOO MANY PEOPLE BELIEVE THAT WE ARE ON THE VERGE OF A ''BREAKTHROUGH" -

CANCER SCIENTISTS AND ONCOLOGISTS CERTAINLY CAUTION AGAINST OVERPROMISE.

ONE OF THE MOST EXCITING THINGS THAT HAS HAPPENED IN CANCER - AND IS VITALLY

IMPORTANT TO COMMUNICATE IN A PUBLIC EDUCATION FASHION - IS THAT DURING THE LAST

FEW.YEARS SCIENTISTS HAVE FOUND WAYS OF CURING AND/OR CONTROLLING SOME FORMS
' OF THE DISEASE. DOCTORS BELIEVE THAT ABOUT TEN KNOWN TYPES OF CANCER CAN

NOW BE CONTROLLED OR CURED. NOW, CONSIDERING THE FACT THAT THERE ARE AN

ESTIMATED 110 DIFFERENT VARIETIES OF CANCER, THAT MAY NOT SOUND LIKE MANY 184



TO THE PUBLIC AT RISK,

M, PARTICULARLY
TO THOSE ACCEPTING THE RHETORIC OF THE LAETRILE MOVEMENT., BUT DOES ASPIRIN
CURE ALL HEADACHES? IS THE SAME INSULIN DOSE ACCEPTABLE FOR ALL DIABETICS?
PROGRESS IN CURING THESE 10 CANCERS HAS DEVELOPED IN THE PAST DECADE OR SO! !

IN MOST CASES, THE JOB IS DONE WITH A BATTERY OF FATRLY NEW DRUGS THAT, WHEN
USED IN COMBINATIONS WITH EACH OTHER, CAN WIPE OUT TUMOR CELLS. THE

CANCERS INVOLVED INCLUDE SEVERAL OF THE FORMS OF LEUKEMIA AND LYMPHOMA THAT
STRIKE LITTLE CHILDREN, HODGKINS DISEASE WHICH IS LIKELY TO AFFLICT YOUNG
ADULTS, CHORIOCARCINOMA (CANCER OF THE PLACENTA) ANDC A COUPLE OF OTHER FAIRLY
RARE BUT DEADLY TUMORS, CANCER OF THE CERVIX AND SKIN CANCER.

THE TRAGIC ELEMENT IN THIS OTHERWISE HAPPY SITUATION IS THAT TREATING THESE
CANCERS IS A TRICKY BUSINESS. THIS TOO, THE PUBLIC DOESN'T  BUT SHOULD -

GENERALLY KNOW AND UNDERSTAND. SO TRICKY, IN FACT, THAT COMBINATION DRUG THERAPY

SEEMS TO WORK BEST ONLY IN THE HANDS OF A BROADENING NUMBER, BUT STILL YET
TOO FEW SPECTALISTS WORKING AT CANCER CENTERS WHERE THEY AND THEIR CO-WORKERS,
INCLUDING NURSES AND OTHER MEDICAL PERSONNEL, HAVE REAL EXPERTISE.

PRACTICING PHYSICIANS AT COMMUNITY LEVELS NEED TO KNOW MCRE ABOUT WHO THE EXPERTS

ARE. CENTERS FOR CANCER TREATMENT ARE BEING GEOGRAPHICALLY SPREAD ACROSS THE
COUNTRY SO MORE PEOPLE WILL HAVE ACCESS TO THE BEST THERAPY THERE IS, NEVADA'S
MEDICAL COMMUNITY IS BEING ENCOURAGED AND INFLUENCED TO BECOME AN INTEGRAL
PART OF THE SOPHISTICATED CANCER CENTERS. THE PUBLIC NEEDS TO KNOW THAT
EFFORTS ARE BEING MADE TO ENSURE THAT THEIR CCMMUNITY PHYSICIANS ARE BEING
GIVEN THE OPPORTUNITY TO LEARN MORE ABOUT WEW METHODS OF CANCER TREATMENT

THRU -CONTINUING MEDICAL EDUCATION - QME - AS ITS CALLED.

WE FREQUENTLY HEAR FROM LAETRILE PROPONENTS THAT THE SUBSTANCE IS PROCLAIMED
"LEGAL" IN MORE THAN 20 COUNTRIES. ACTUALLY, IT IS NOT ILLEGAL IN THOSE
COUNTRIES - AND MANY MORE - FOR THE SIMPLE FACT THAT THE U.S. AND CANADA ARE
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LEADERS IN THE WORLD WITH LAWS PROTECTING THE CONSUMERS OF MEDICAL GOODS AND
SERVICES.
SGME TIME AGO, DR. SHERWOOD LAWRENCE OF THE ACS IN CALIFORNIA WROTE TO OFFICIAL
AGENCIES IN A NUMBER OF COUNTRIES PROCLAIMED BY LAETRILE ADVOCATES THAT
LAETRILE WAS "LEGALIZED", ASKING ABOUT THE STATUS OF THE COMPOUND WITHIN
THEIR BORDERS. I HAVE REPLIES WHICH WILL SURPRISE YOU. I WOULD BE HAPPY TO
SUBMIT THESE FOR THE RECORD.
SOME REPLIES:
FROM MEXICO, BASTION OF U.S. LAETRILE SUPPORTERS:
"HAVING UNDERGONE THOROUGH STUDIES BY THE CHEMISTS AND DOCTORS OF THE TECHNICAL
DRUG DEPARTMENT, IT WAS FREQUENTLY REJECTED,

BECAUSE THE THERAPEUTIC PROPERTIES
ATTRIBUTED TO IT (TO CURE ALL FORYS OF CANCER) HAD NEVER BEEN PROVEN. AFTER
| SEVERAL YEARS OF RESEARCH AND STUDIES, HOWEVER, THE PROPONENTS WERE ABLE
TO PROVE THAT THE AGENT AMIGDALINA HAD A CERTAIN ANALGESIC EFFECT IN CERTAIN
TYPES OF CANCER OF THE BRONCHI. THIS FACT, COUPLED WITH THE RESULT OF PREVIOUS
STUDIES (WHERE IT HAD BEEN ESTABLISHED THAT THE PRODUCT WAS HARMLESS AND ITS
PROLONGED USE DID NOT LEAD TO ADDICTION), LED TO THE AUTHORIZATION OF MANUFACTURING
THE PRODUCT AND TO RESUME SCIENTIFIC RESEARCH.
AFTER ANOTHER YEAR OF EXPERIMENTATION, REGISTRATION OF THE PRODUCT WAS GRANTED.
THIS REGISTRATION, HOWEVER, IS RESTRICTIVE, FOR ITS OVER-THE-COUNTER SALE IS
PROHIBITED. THE SALE OF THE PRODUCT IS LIMITED TO RESEARCHERS, HOSPITALS,
AND CLINICS, AND ADVERTISING IS RESTRICTED TO 'ANALGESIC FOR CERTAIN TYPES OF
CANCER OF THE BRONCHI'.
FROM THE PHILLIPINES:
" 'LAETRILE' HAS NEVER BEEN REGISTERED WITH THE PHILLIPINE FOOD AND DRUG
ADMINISTRATION. I HAVE PERSONAL KNOWLEDGE OF THIS DRUG BECAUSE OF MY FREQUENT
COMMUNICATION WITH U.S. FDA, AND BECAUSE OF THIS, I DO NOT THINK WE SHALL
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EVER RECOGNIZE OR ACCEPT THIS DRUG FOR INTRODUCTION IN THE LOCAL MARKET,'

’ FROM AUSTRALIA:
"LAETRILE IS NOT BEING MANUFACTURED IN AUSTRALIA; NEITHER IS IT APPROVED FOR
GENERAL MARKETING OR FOR USE IN CLINICAL TRIALS, AND THERE IS AT PRESENT NO
AUTHORIZED IMPORTER/DISTRIBUTOR."
FROM INDIA:

- '"WE HAVE RECEIVED NO APPLICATION FOR REGISTRATION OF AMYGDALIN FOR USE IN
THE TREATMENT OF CANCER IN THE COUNTRY, THIS DRUG IS NOT BEING MARKETED IN
INDIA."
FROM BELGIUM:
""ANSWERING YOUR LETTER OF JUNE 19 CONCERNING THE LEGAL AND MEDICAL STATUS IN
OUR COUNTRY OF THE COMPOUND CALLED 'AMYGDALIN', I ONLY CAN AFFIRM YOU THAT
THIS DRUG IS UNKNOWN HERE IN BELGIUM."

. FROM GREECE:
"IN REPLY TO YOUR LETTER DATED JUNE 19, 1975 WE WOULD LIKE TO INFORM YOU THAT
IN GREECE IT DOES NOT CIRCULATE PHARMACEUTICAL SPECIALTY CALLED VITAMIN B17
OR LAETRILE CONTAINING THE DRASTIC SUBSTANCE AMYGDALINY

I
THE RHETORIC OF LAETRILE PROPONENTS IS ENDLESS. THE RESULTS OF THE RHETORIC-
IF CLEAR, CONCISE, REALISTIC AND ACCURATE INPUT OF THOSE OF US IN LEGITIMATE
PUBLIC HEALTH TRUST POSITIONS IS NOT BALANCED TO AN INTERESTED PUBLIC - MAY
BE DEVASTING.
THIS YEAR, MORE THAN 15 STATE LEGISLATURES - INCLUDING NEVADA - WILL AND ARE
BEING APPROACHED BY LAETRILE SUPPORTERS TO OFFER VARIOUS FORMS OF ''LEGALIZATION"
OF LAETRILE LEGISLATION. LEGISLATORS MUST NOT BE MISINFORMED OR MISEDUCATED ABOUT
mw. LADIES AND GENTLEMEN, YOU MUST ASSESS YOUR POSITION OF RESPONSIBILITY
VERY CRITICALLY. YOUR JUDGMENT IN CONSIDERING THE LEGISLATION BEFORE YOU

' MUST BE CLEAR. I URGE YOU NOT TO YIELD TO EMOTIONS AND RHETORIC BUT WEIGH

SCIENTIFIC FACTS AND REASONED JUDGMENTS. ; ' 187
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NCI TESTING OF LAETRILE (AMYGBALIN)

The National Cancer Institute has conducted scveral series of tests

of Laetrile in the animal tumor systems used to screen drugs for anti-

cancer activity. Laetrile is variously described as a form of Amygdalin,

a nitriloside, Vitamin Bl7’ or 1-mandelo-nitrile-beta-glucuronide.

Amygdalin is a cyanogenic glucoside that occurs in many plants. Supporters

of the drug have used the names Laetrile and Amygdalin synonymously. The

compound actually used in all tests at NCI and elsewhere (including clinical

studies) has been Amygdalin., The compound was tested alone or in combina-

tion with an enzyme, beta-glucosidase. In each of the tests, summarized

below, the compound failed to produce a reproducible antitumor effect.

1957:

1960:

1969:

Amnygdalin was tested with three transplanted mouse tumor
systems used at the time by the NCI €ancer Chemotherapy
National Service Center (CCNSC) to screen compounds for anti-

cancer activity. Amygdalin produced no significant inhibition

" or growth of the carcinoma 775 or sarcoma 180 tumors, and

produced no significant increase in the lifespan of mice with
leukemia L1210 tumors.
Material from a different source was tested against the same

three mouse tumors. The compound failed to show antitumor

~activity. -

Amygdalin was tested alone and in combination with beta-
glucosidase against leukemia L1210 in mice. Amygdalin was
inactive against the tumor, alone and in combination with the
enzyme, Toxic side effects incrcased when the drug and

cnzyme were given together.
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1973: Amygdalin was fested alone and in combination with beta-

4 glucosidase against the Walker 256 carcinoma in rats‘and
against the following 4-tumor mouse screen currently in
use by NCI: leukemia L1210, lymphoid leukemia P388, B16
melanoma, and Lewis lung carcinoma. Amygdalin was completely
inactive agaiﬁst the four tumors, alone or in combination
with the enzyme.

1975: Amygdalin was tested alone and in combination with beta-

glucosidase against three‘transplanted mouse tumors;
klymphoid leukemia P388, Lewis lung carcinoma, and Ridgway
osteogenic sarcomia. In these tests, Amygdalin had no
antitumor activity.

Testé of Amygdalin are continuing at the Memorial Sloan-Kettering
Cancer Center, New York City, with spontanecous, naturally-occurring mammary
(breast) tumors in two strains of mice: Swiss and CD8F1 hybrid. To date,
Amygdalin has shown no reproducible effect on either growth of the original
tumors or development of subsequent metastases. Scientists at the Memorial
Sloan-Kettering Cancer Center are also testing the effects of Amygdalin
against a spontaneous, naturally-occurring leukemia in AKR mice.

The National Cancer Institute is conducting additional tests of
Amygdalin against a metastatic mouse tumor, the Lewis lung carcinoma. The
current tests are directed toward assessing the effect of Amygdalin on
development of métastases from the tumor. Previcus tests showed conclusively
that Amygdalin did not inhibit growth of the primary tumor, nor did it

reproducibly increase the lifespan of the mice.
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Chemically, Amygdalin is a derivative of a molecule called mandelo-
nitrile. Specifically, it is mandelonitrile-beta-gentiobioside, in which
mandelonitrile is linked with a chain of two glucose wnits. The enzyme
beta-glucosidase, used in some of the tests, can break the link between
mandelonitrile and the one or more sugar derivatives. Mandelonitrile may
decompose further, releasing highly toxic cyanide.

Emnst T. Krebs, Jr., who claimed the synthesis of Laetrile in 1952,
proposed that the compound acted through the release of cyanide in cancer
cells. He suggested that normal cells contain an enzyme called rhodanese
that detoxifies cyanide by coverting it to thiocyanate.

Past NCI tests of Lactrile in many rodent tumor systems have failed
to produce evidence of anticancer activity. Because there is ﬂo basis
for predictiﬁg that Amygdalin might act against cancer in humans, the
National Cancer Institute does not intend to test Amygdalin in cancer
patients, Nevertheless, the National Cancer Institute is committed to pur-
suing any evidence that might provide a basis for clinical trials with

cancer patients.

# # #
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Experiments are described in which four transplantable rodent turmors (L1210
Iyraphoid leukemia, P388 Iymphozcytic leukemia, B1S melanoma, and Walker 256 car-

cinosarcoms) were used to investiygate the antitumer sctivity of amygdalin MF.

Amygdalin 3 F was given aione and in combination with 3-giucosidase which was

edminisiered ¥ hour prior to amygdalin M, starting 24 hours after tunor implanta-

Hion. Ne antitumor activity was observed in any of the four tumor systeras tested with ,
- thedruyg alone or in combined theravy. The combined therapy showed potentiation of ;

toxicity with doses of amygdaiin MF greater than or equal to 100 mg/kg.

[Cancer Chemother Rep §9:939-950, 1975]

Amygdzlin MF, found in the kernels of bitter al-
monds, peaches, aud apricots, has been reported to
have been used in cancer chemotherapy since 1845
AL In spite of it5 avzilability for 130 years, thereis
a striking paucity of published data on the antitu-
mor effects of amygdalin MF on experimental tumor
-systems. The mechanism proposed to explain the ac-
Aivity of amygealin MY is that suflicient ameunts of
“hydrogen cyanide (HECN) ere released in the presence
of g-glucosidese to stop tumor respirﬂtion which is
lethal for the tumor cells (fig 1) {2). ECN is reported
to beless lethal for normal tissues because they con-
tain the enzyme thiosulfate sulfurtransferase EC
2.8.1.1 (thodanese) which converts the dCIN in the
presence of thiosulfate to thioeyanate (3). Burk et 21

 (4,5) reported that Enhrlich ascites cells, treated in -

vitro, are sensitive to combined treatment with
amygdalin MF and g-glucosidase because of the syn-

e ey

1Rzceived Apr 11 1975; revised June 19 1975; accepted July 3,
-1975.

#Supported by contract NO1.CM-33727 from the Division of Can-
cer Treatmert (DCT), Natioual Cancer Ipstitute (NCI), National
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fare.

© 3Amygdaling MF (NSC-B900540; lot No. 7209): CAS reg. Wo. -

672-72.0; p-mandelonitrile, gentiobioside; Laetrile. Obtained by
Drug Resencch and Development Program (DE2&DP), DCT, NCi
frorm the Food and Drug Administration, and prepaced by the Me-
Nauzhton Foundation, Montreal, Canada.
f-Glucosiduse (Ratch MB) was obtained fram Calbiochem, San
Diega, Culif, by DR&DP, DCT, NCL
4Arthur D, Little, Ine., Camnbridge, Mass.

‘- -SRepriat requests to: Mr. Isidore Wodinsky, Arthur D. Little, Inc.,
Acorn Park, Cambridge, Mass 02140,

‘.
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ergistic effects of the HCN-benzaldehvde mixture
which produces a decreased vespiration and an in-
creased aerobic glycolysis, whereas Levi et al (8)
have reported that the samples of amvgdalin MF
they tested on human tumor tissues and Ehzlich as-
cites cells had no significant eifect on respiration or
on aerobic and anaerobic glyeolysis. Levi et al eiso
found no signiiicant inhibition of DNA. BNA, or
tein synthesis.

The lack of in vivo experimental data prompied
the DR&DP, DCT, NCI{o initizte a series of expori-
ments on a spectrum of tranaplaniable rodent neo-
piasms with amygdalin MF alone and in combination
with g-glucosidase at cur laboratery. The results o
these tests are reported herein,

k2
oro-

+
4

MATERIALS AND RETHODS
Compounds

Amygdalin MF solutions were prepared fresh dai-
ly in physiclogic saline, A volume of .4 1! was ad-
ministered intraperitoneally (ip) each day for 9days
starting 24 hours after tumor impiantation.

B-Glucosidase was dissolved in cold saline each day
and injected ip Y2 hour prior to ihe amygdalip MF
treatment daily for 9 days. According to the
DR&DP, the 8-glucosidase was obtained frow Calbio-
chem catalog No. 346801 which contained 4pDTOXI-
mately 800 1U/mg. The mice received a maximum of
160 1U/mouse/injection and the rats received a maxi-
mum of 400 IU/rat/injection.
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The L1210 and P3S8 leukemias, B16 melanoma,
and Walker 256 carcinosarcoma test systems used in
these studies are described elsewhere (7). These
transplentable rodent-tumor systems have, in ret.
rospective studics, detected most of the curreatly
active clinical drugs (8).6 ' :

Briefly, in the L1210 leukemia test system, CDF,
mice were inoculated ip vith 105 tumor cells from the
ascitic fiuid of donor DBA/2 mice. Daily injections of
amygdalin MF and d-giucosidase aione and in combi-
hation were given starting 24 hours after tumor
implantation. The S-glucosidase was administered 12
hour prior to the amygdalin MF injection. The test
was evaluated by determining the mean survival
times of test groups of ten mice as a percentage of
the mean survival time of the control group of 30
mice (T/C). It is also reported as percent increase in
lifespan ($1LS) or T/C — 100. (Significant activity is
= 256 ILS. Significant toxicity is <-15%).

In the P383 leukemia test system, CDFy mice were
inoculated ip with 109 cells from the ascitie tluid of
donor mice and the same procedure used inthe Li210
leukemia test system was employed with the excep-
tion that an increase in median survival time was
the criterion for activity.

Inthe B16 melanoma test system, 0.5 ml of a 1:10

g/mt tumor brei was inoculated ip or subcutaneous-
ly (sc) into BDF; mice; treatment began 24 hours
after tumor implantation and was administered dai-

ly for 9 days. The parameter for presumptive activi-

Venditti JM. Pian for antitumor screening in animals and selec-
tion of new agests as candidates for clinical trial. In Report of the
Division of Cancer Treatment, NCI, 1973. Bethesda, Md, NCI, 1373,
vol 2, pp 2.27-2.75.
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further study.

In the Walker 256 carcinosarcoma studies, 105 as-
cites cells were implantad intramuscularly (in) in
the hind leg muscle of Sprague Dawley rats and drug
treatments of single 0.4-ml daily doses were givenon
Days 1, 8, and 6 after tumor implantation. The pa-
rameter for activity was an increase in madian sur-
vival time of a treated group of ten rats, compared
with the control group of 30 rats.

RESULTS
11210 Leukemia Tezt System

Amygdalin MF did not increase the lifespan of
CDF; mice bearing ip implanted L1210 lsukemia
when administered as a single daily dose for 9 davy
at dose levels of 6.25-800 mg/kg, and toxicity wzs not
observed as evidenced by the changes on Day 5 in
mean body weight and death of the mice.
B-Glucosidase (10 mg/kg) was also ineflective and
nontoxic. There was no increase in lifespan noted for
any group treated with g-glucnsidase % hovur prior
to the amygdalin MF injection. Eariy deaths (due to
the drug) were noted in combinad therapy with
amygdalin MF (100 mg/kg) and g-glucosidase (i0
mg/kg) (table 1).

Amygdalin MF was tested in a sacond experimant
at dose levels frem 25 to 3200 mp/ka. The resuits
showed that the mice gained weight with amygdaulin
ME alone at the hichar doses but no antitumor effect
was noted. The mice died at the same time 23 the con-
trols. 8-Glucosidase was inactive and nontoxde 2t 10
mgikg. Combinations of 2000-800 mz/kg of amygdalin
MF and 10 mg/kg of B-glucosidase were toxde; all

Cancer Chemotharapy Reports Part 1
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Tavre L—Effect of combination chemotherapy with amygdalin M¥P @n& ﬁ :glucdalaase on the survival time of CDF, mice bearing L1210 leukemia®

: _ . Mortality Distribution ' o
. Dosga®#* 4 X Bady Weight : (Day) Mean Survival

'S o6 T

Druvg . mg/ke/ini. Grams (Day §) 1 2 '3 4 S 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20+ Time (Days)
Control 0 +1,0 612 7 5 9.4
g-glucosidase 10 +1.5 3 4 3 9.0
Amygdalin MF 800 +2.9 - 1 5 4 9.3

400 +0.9 1l 3 4 3 . 9.0

200 +1.0 6 2 1 9.4

100 : +0.9 3 3 3 1 9.2

/L s0 +1.4 13 5 1 9.6

’ 25 _ +0,9 4 3 3 9.2

12,5 +0.9 & 4 1 1 8.9

! 6.25 +0.7 2 6 2 10.6

g8-glucosidase 10 + 100 - _ 2 4 1 3 6.3

and 10 + 350 . +1.7 3 4 2 1 9.1

Arcypdalin MF 10 + 25 $l.1 53 2 8.7
10 + 12.5 Y14 2 5 3 9.1
10+ 6.25 +1.0 3 3 4 9.1
* L1210 ~ J.O5 cells in 0.1 ml f.p. ‘ .
*% g-plucosidase - administered i.p. on days 1-9 1xdayf1/2 hr prior to amygdalin
Amygdalin - admintstered {.p., on days 1-9 lxday
Exp. L6381



mice died after the first injection At 100 mo/ke of
amyrdalin MEF and 10 wy'kz of 8-glucosidase, the
toxicity was evidenced by the lower increased mean
lifespan (table 2).

P3838 Leukemia Test System

"The results were similar to the L1210 leukemia
test system. In the first experiment, amygdalin MF
alone or f-glucosidase alone was not effective and
was nontoxic for mice bearing P388 lymphocytic
leukemia. Amygdalin MF (6.25-100 mz/kg) and
g-glucesidase (5 or 10 mg/kg) in combination therapy
were neither active or toxie (table 3).

These same doses of 8-glucosidase were emploved
in z second experiment but the dose levels of amyg-
dalin MF were higher (100-i00 mg/kg). The results
(table 4) showed no toxicity or activity with either
drug alone but when the drugs were combined, the
200- and 400-mg/kg doses of amygdalin MF were tox-

" i¢ with both the 3- and the 10-mg/kg dose levels of
B-glucosidase. At the highest nontoxic combined
treatment dose levels, no antitumor activity was
noted. :

ip B16 Melanoma Test Syst‘em

The results using this test system were similar to

those noted with the L1210 and P388 leukemia test -

systems. Amygdalin MF 2nd B-glucosidase used as
single agents showed ne antitumor zctivity, as evi-
‘denced by the parameter of increased survival time,
and no toxicity, as dvidenced by drug-related deaths”’
and mean chanege in body weight. There is some evi-
dence, a2gain, that the combination of 100 mg/kg of
amygdalin MI" and 10 mz/kg of B:glucosidase was
toxic for the BDF| mice. Three of the ten mice died by
Day 9. The medizn lifespan of the group, however,
was 19.5 days compared with 20 days for the control
groups of mice (table 5). P :

Sc B16 Melanoma Tesi System

The results in the sc B16 melanoma assay demon-
strated that both compounds were well tolerated at
the highest dose level tested and, in general, the
mean weight gain for the treated groups was on the
positive sida. Death in the control group occurred
between 17 and 35 days with 2 median of 26.0 days,
and one mouse lived past Day 45. We noted that al-
most all of the deaths in the treated groups fell with-
in this range and no group survived long enough to
produce a 257 ILS. There were eight mice with large
ulcerated tumors alive at the end of the experiment

942

(Day 45). Only the combination of 106 myg/kge of
amygdalin MEF and 10 mg/ky-of 3-glucosidase was
toxic for the mice (table 6.

tm Wallker 255 Carcinosarcema Tast System

The median survival time for a group of 30 control
rats was 14.0 days with a mean weight gainof 18 gon
Day 5. There were two of 30 survivers on Day 45 in
which the tumor had regressed completely by Day
18. Regressions with the irn implanted Walker 258
carcinosarcoma have been observed previously (3,-
10).

Table 7 shows that neither amygdalin MF nor
B-glucosidase administered as single agents at dose
levels up to 1600 and 10 mgz/kg, respectively, in-
creased the median survival time of the tu-
mor-bearing rats. The drugs, given in combination,
were toxic for the rats at both the 250-mg/kg amygz-
dalin MF and the 5- and 10-mg/kg B-zlucosidase dose
levels. The maximal ILS (21%2) was noted in this ex-
periment at a combined dose of 31.3 mg/kg of amyg-
dalin MF and 10 mg/kg of A-glucosidase.

Becausze of this observation, a second experiment
was initiated (tahle 8) using an overlapping rang2 of
amygdalin MF (1.95-62.5 mg/kg) with 3-glucosigase
(1.25-19 mg/kg) administered as single agents and in
combination. The results of this experiment showed
no antitumor sctivity and no toxicity for the tumor-
bearing rats with all combinaticns or with the érugs
alone. » . -

CORCLUSIGN .

The pioneer study by Skipper et al (11) demon-
strated a positive codrelation between the drug Kl
of leukemic cells and an incresse in the survival tinz
of the tumor-bearing hosts. The results of our exper-
iments showed that the neoplastic cells of L1210
lymphoid leukemia, P383 lymphoceytic leukemia, ip
and sc implanted B16 melanoma, and im implaniad
Walker 256 earcinosarcoma were not sensitive to
amygdalin MF or to B-glucosidase when adminis-
tered as single agents or in combination. There was
no signtficant increase in the mean or the madian
lifespan of tumor-Learing groups of animals zt the
highest nontoxic tolerated dose levels, If a signifi-

_cant percentage of the hosts’ tumor cells had been

killed by the treatment, 2n increase in survival time
would have been expected; however, this wzs3 not
observed,

Amygdalin MF was not toxic for tumor-bearing
mice when injected ip at a level of 64 mg/mouse/day
for 9 days, and B-vlucosidase could be administered
safely at a dose icvel of 0.2 mg/mouse. Toxicity was
noted only when S-giucosidase was administered

Cancer Chemotherapy Raports Part 1
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Tanm.e é.—-l-!ffeét of combination chomotﬁgnpy with amygcalin MF nnd ﬁ-ﬁlucosldne on the survival time of CDF, mice bearing L1210 loukemix®

' - . ‘ , Mortality Distributien v
Doserx. 4 X Body Weight ) (Day) Mecan Survival

Drug mg/ka/ing. Grams (Pay 5) T 2 3 .4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 _Time (Days)
Control . ‘ 0 +1.1 . 116 12 1 9.4
g-glucosidase 10 +0.9 . 4 6 _ 8.6
Anygdalln MF 3200 +1.4 1, 2 2 4-1 8.8

1600 +0.7 1 6 3 9.2
800 +0.9 ’ 33 3 1 9.2
400 +1.2 . 2 3 5 . 9.3
200 41,2 2.7 1 8.9

" ' 100 ¢ +1.9 43 2 1 9.0 )
\ . S0 +1.0 4§ 3 2 1 9.0
25 - +0.8 15 4 . 9.3
+ B~glucosidase 10 + 800 - _ 10° 2.0
and 10 + 400 . - 10 2.0
Anygdalin MF 10 + 200 - 10 2.0
10 + 100 +1.2 1 7 2 7.7
10+ 50 40.8 &2 4 9.0
10 + 6 2 8.6

.

25 +1.4 o £

* L1210 - 10° éells 1n 0.1 ml 1.p.
** p-plucosidase - administered i{.p. on days 1-9 lxday 1/2 hr prior to anygdalin
Anypdalin ~ administered i{.,p. on days 1-9 lxday

Exp. L6397
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TanLE3.~Eflect of combination chemotherapy with amygdulir; MFaond ﬂ»g}ucosidnne on the survival time of CDF, mice bearing P388 lymphocytic leukemia®

Dose#k A X Bedy Weight

Mortality Distribution

**% f.plucosidase - administered i.p.

amygdalin

Exp. PS1974

R

LT

- administered i.p. on days 1-9 lxday

R T R L L S ueprr s

rrwa

A g A A e b

B R

on days 1-9 lxday 1/2 hr prior to amygdalin

Ll we e A AT

oAb ey i ey

(Day) Median Survival
Drug mg /ky/ind. Grams (Day S5) 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 Time (Days)
Control 0 +0.5 3 15 10 1 1 11.0
B-glucosidase 10 0.0 5 3 2 11.5 ,
5 -0.3 4 5 1 ' 12.0 )
" Amygdalin MF 800 -0.1 1 1 6 2 J11.0
400 ~-0.9 6 4 e 11.0
200 -0.2 2 3 4 1 / 11.5
. 100 -0.2 ' 1 . 3 3 3 12.0
50 ~-1,5 C- 3 3 3 1 11.0
25 ~-1.4 . 1 1 3 4 1 11.5
12.5 -0.8 1 6 3 11.0
6.25 +0.5 1l 3 !} 12.0
g-glucosidase 10 + 100 -0.7 1 1 2 3 2 1 12.0
and 10 + 50 ~0.6 6 3 1 11.0
Amygdalin 10+ 25 0.0 5 5 11.5
10+ 12.5 -0.7 5 4 1 11.5
10+  6.25 -1.0 2 .2 6 12.0
5 + 100 -1.0 1 6 2 . 11.0
5+ 50 ~0.6 1 3 4 2 12.0
S+ 25 -0.7 1 2 2 5 11.5
5+ 12.5 -0.2 2 4 4 11.0
5+ 6.25 -0.5 . 3 3 3 1 11.0
* 0388 - 106 cells in 0.1 ml 4.p.
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TanLed—Effect of combination chemotherzpy A\jvith amygdalin MF and ﬁi;!ucouldxoe on tne survival time of CDF, mice bearing I’388 lymphocytic leukenda®
i Mortality Diastribution
Dosek* A X Body Weight {Day) Median Survival
Drug mp/ke/1ing. Crams (Doy 5) 1 2 3 &4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 Tice (Days)
Control 0 +1.7 2 9 15 3 1 12.0
8-glucosidaso 10 +1.2 3 3 3 11.0
‘ . 5 +1.6 3 . 5 1 1 11.0
Amypdalin MF 400 +0.9 3 6 1l 12.0
200 +0.7 2 5 1 1 11.0
. . 100 +1.2 3 5 2 11.0
B-glucosidase 10 + 400 - 10 2.0
and 10 + 2C0 - 10 ‘ 2.0
Anygdalin © 10 + 100 +1.1 4 3 1 10.0
S + 400 - 8 . 2.0
5 + 200 - 6 2 1 2.0
5+ 100 +1.5 6 - 2 1l 10.0

% 338 - 10° cells in 0.1 ml 1.p.
% p-glucosidase - administered 1,p. on days 1-9 Ixday 1/2 hr prior to amygdalin
- administered i.p.. on days 1-9 lxday :

Amygdalin
Exp. PS2052
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Taore5.~Effect of combination chemotherapy with amygdalin MF and S glucesidase on the survival time of BDF, mice bearing ip implanted B16 melanoma *

Mortality Distribution

Dosek* A X Body Weight (Day) Median Survival
Drug mg/ks/ing. Grams (Day S) 7 8 6 10 11 12 1314 15 16 17 18 19 20 21 22 23 24 25 26 27 28 23 30 Times (Dzys)
»
Control . 0 +1.8 11 4 7 7 9 1 20

g-glucosidase 10 +2.3 : 1 4 4 1 19.5

5 -0.4 1 2 7 ) 1.0 '
Anygdalin MP 800 , - +2:6 11 2 2 211 - 20.0
400 +1.9 ‘ 1 2 4 2 1 / 20.0
200 ’ +2.2 . 1 4 3 2 19.5
« 100 - ' +2.4  ° 11 2 4 2 21.0
50 +2,1 1 31311 20.5
25 +2.1 : . 2 2 3 3 20.0
12,5 +1.8 ) 1 4 1 1 111 18.5
6.25 ~0.9 1 2 3 2 11 20.0
g-glucosidase 10 + 100 : +1.6 1 2 1 1 2111 19.5
and 10 + SO . +2.0 21 3 1 1 2 19.0
Amygdalin 10 + 25 _ +1.8 3 2 4 1 15.5
10 + 12.5 +0.7 1.1 3 3 1 1 18.5
10+ 6.25 +1.0 1 112 3 11 20.5
5% 100 +1.2 . 2 1 1 1 4 21.5
S+ 50 +0.9 1 2 16 21,0
S+ 25 +1.8 : 12 21 4 19.5
5+ 12.5 +1.7 . 2 2 2 2 2 18.0
5+ 6.25 +2.8 ' 1 4 5 20.9

i

* Bl6 melanoma - 0.5 ml of 1:10 (gm/ml) brei implanted i.p. .
** g-glucosidase - administered {.p. on days 1~-9 lxday 1/2 hr prior to amygdalin

Amygdalin

Exp. B258

- adainistered i.p. on days 1-9 lxday
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Taniz 6.—EfTect of combination chemotherapy with amygdalin MF end B -éﬁacos!dnuo on the survival time of BDF, mice bearing se implanted B16 melanoma *

102

L6

*,
. .
- . Horeality Discetbution . .
. Doset® A4 X Body Welight vay) - i . Hadtan Survival Survivers
Drug . . wgfhgling. - Crams (Day 8) 5 & F B F 101012 33 15 15 16 37 18 19 20 21 27 2y 3L ¥5 3¢ 37 28 3.9 30 31 32 33 34 35 356 37 98 09 L0 41 47 &3 44 A5 Time (Duys) {Dav 45)
Contaul 0 1.4 1 22213111 21 3 22131 1 1 1 2.0 1/
eplucowsdase 10 ‘ +1.2 : 2 2 11 T 2 24,3 110
. S +1,7 1 | N S 111 1 | | S . 25.5 1/10
. L] B
Anygdalin MF 800 . ' . 1 2 3 2 ) B . 1 24,0 vsie
400 ; +1.4 I 1 1 ? ’ ) 2 6.5 0/10
, 200 +1.9 1 2 12 2 1 1 ' 25.0 0/10
* 1C0 +0.9 : 1 2 22 . 1 2 ’ 22.8 o/i0
50 +1.2 111 3 1. 111 1 21.0 /10
y 5 40.8 R . L k] 111 1 24.0 0/10
12,3 1.6 : 2 3 4 1 . 2 2.0 0/1¢
6.25 . +1.) 111111 1 : 3 24.8 0/10
S-slucosidase 10 + 100 +1.0 1 3 N 1 : 1 9.0 1719
and - 10+ S0 N +0.7 . A | 1 1 11 1 1 1 5.9 0/10
Arygdalin HF 10+ 25 +0.? ’ 1 21 21 1 1 . 2.0 1710
10+ 12,5 +0.9 B 11 1 1 2 1 1 1 R 5.0 /10
16+ 6,25 +1,2 ) 3 21 2 1 11 1 27.0 0710
S + 100 . +1.8 ' 11 1 12 1 2 26.0 1/10
S+ 5 40.9 ‘ o 1 11 1 11 2 H . 26,8 o/10
S+ 25 +1.3 3 1 1 21 2 3 1 26.5 0/i0
3+ 1.8 . +1.0 . 111 2 11 1} 1 2%.0 YA Y]
54+ 6.2% +1.6 * 12 © 1 L} 11 9.0 o/10

® Blb Melanoma - 0.5 m) uf 1:10 (gn/ml) bret {eplanted subcutancously
*h poglucostdase = adntnistered Lup. on duys 1-9 lxday £/2 heo prior te amygdalin
Anygdalln -~ administered L.p. on daysy 1-9 lxdey

fxp. B0O)
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Mortalicy Distribution

Dosess & X Body Wetght ' (Dav) Nedian Survival Survivers
Drug ee/kz/ind.. Crams (hay 8) 123 & 56789 10 11 12 13 14 15 16 17 18 19 ;0 21 22 23 24 25 26 17 28 19 30 31 32 33 34 35 36 37 38 39 40 41 &< 4.4k &5 Tioe (Says) {24y £3)
Centrel Q +18 , 4 2 3 2 6 &2 1 * 1 1 13 140 /30
g-gluconidase 10 +18 ‘211 2 1 1 1 12.0 1710
s . 420 3 122 1 , 1 © 16,0 0/:0
Amygdalin NP 1000 +20 1 1 3 1 1 1 1 1.3 1/10
500 +19 11 41 1.0 /10
290 +19 1 112311 12.% c/io
125 +18 13 1 22 1 11.% ofie
62.3 +20 221 J b3 1 12.% c/:0
P19 ] +.8 11 3211 1 12.% 0/12
B-glucosidass 10 + 300 - 82 2.0 e/ie
and 10 + 250 - s 2 .0 0/10
Anygdalin HE 10 + 125 413 1 S B 1 321 14.0 e/to
10 + 62,3 +1) 1 121 2 1 1 1 . 12,9 ©/10
Asypdalin M7 10+ 31) +16 B 2 1 1 2 1 11 17.0 1/71e
3+ 309 ~ - ¢ 1 2.9 r/1a
5+ 250 - 3 1 1 3.9 o/i0
$ 4+ 125 +14 H 21 21 H 113 0/10
3+ 62,3 +18 11 1 11 Ed 1 D § 1 . 14.0 0/10
S+ ) 416 1 2 2111 1 1 15.5 910
* Valker 236 = 106 cells {a 0.1 mi intramvecularly ' " ’
44 g-gluconidase = adnintetercd L.p. on days 1, ) and 6 lxday 1/2 he prior to amygdalin
Asygdalin - adoinistered L.p. on days L, I and 6 lxday -
Exp. WAGLO . *
, .
. “
. - ,
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TanLe 8.~Influsrice of combination chemothorepy with umygv.!nl N MF and p‘glucocidnsa on the survival time of Sprague Dawley rats bearing im Implanted Walker 256
: b cnrcinosnrcomn‘

.

.

[

Mortality Distributien

Survivors

) . Dose*#* a X Body Weight- (hay) Median Survival
Drug we/ke/ing. Grans (Day 5) 8 9 10 3L 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26  Time (Doys) (Day 45)
Control 0 +14 "1 6 9 3 3 4 2 11.0 0/30
p-glucosidase 10 +16 5 3 1 1 10.5 0/10
5 +16 4 4 1 1 11.0 0/10
2.5 +17 2 6 11 i1.0 0/10
1.25 +15 5 2 11 1 10.5 0/10
Amygdalin MP 62.5 +17 4 3 1 1 11.0 1/10
31.3 +16 4 1 2 1.1 12.0 o/10
15.6 +15 1 4 41 10.5 6/.0
7.8 +15 5 4 1 10.5 0/10
3.9 +15 3321 . 11.0 0/10
1.95 +17 2 311 1 11.5 "2/10
g-glucosidase 10 + 62.5 +15 6 4 10.0 0/10
and 10 + 31.3 +15 6 2 1 10.0 0/10
Amygdalin MP 10 + 15.6 +10 1 5 21 1 11.0 0/10
' 10+ 7.8 +15 12 511 ’ 11.0 0/10
10 + 3.9 +13 4 2 1 1 2 « 1L.0 0/10
; 10 + 1.95 +16 ' 3511 11.0 0/10
5+ 62.5 +14 5 13 1 10.5 0/10
5+ 31.3 +17 2 4 11 1 11.0 0/10
5+ 15.6 +18 1 5 2 11.0 0/10
s+ 7.8 +17 133 21 il.0 0/10
5+ 3.9 +18 3 7 11.9 c/10
5+ 1.95 +15 1 2 2 4 1 11.5 0/10

N

2.5 + 62.5 +15 6 3 1 ©10.0 0/10
2.5 + 31.3 +16 1 5 1 2 11.0 0/10
2.5 + 15.6 +17 304 11 11.0 0/10
2.5+ 7.8 +21 - 4 2 2 2 11.0 0/10
2.5+ 3.9 +16 133 1 o 11.0 0/10
2,5 + 1.95 . +16 1 2311 11.0 1/10
) 1.25 4+ 62.5 +15 4 2 1 11.0 1/10
1.25 + 31.3 +15 5 1 2 2 10.5 0/10 .
"1.25 + 15.6 +15 3 4 2 1 11.0 0/10
1.25+ 7.8 +16 1 6 2 10.0 0/10
1.25 + 3.9 +17 5 31 1 10.5 0/10
1.25 + 1.95 -3 7 1 11 n.0 0/19

* Yalker 256 - 106 cells in 0.1 ml lntramuscularly

*% g-plucosidase - adminigcteved {.p.

Anygdalin
Exp, WAGL1

on dayg 1, 3, snd 6 lxday 1/2 hr p'ior to a»)gdalin
~ aduinistered L.p. on days 1, 3, and 6 lxday
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prior to doses greater than or equal to 100 mg/kg of
amypdalin MF. Thus, it would appear that no differ-

_ential tumor-cell/normal-cell sensitivity existed in

ese tumor systems and hence na successful chem-
yerapy resulted. .

ADDENDUM

Since this paper was submitted, Hill et a! have
reported on the lack of therapeutic effect of amygda-
linin B16 melanoma and BW5147 leukemia (12).
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Amygd.xlm MF was evaluated alone and in combmatxon with an activating agent,
B-glucosidase, against three transplantable rodent tumors: Ridgway osteogenic sar-
coma, Lewis lung carcinoma. and P283 leukemia, In dose-resnonse studies up to the T L
LD20 in normal mice, amygdalin M F alone did not demonstrate sizniftcant anutumor
activity against any of these three tumor systems. Similarly, at doses not exceeding
the LD10 in norinal mice, amygdalin MF plus 3-glucosidase did not demonstrate anti-
tumor aclivity agzeinst any of these three tumor systems. Potentiation of the lethal
toxicity of amygdalin MF by 3-glucosidase was observed in all studies where the two

agenls were given in simultaneous combination.

[Cancer Chemother Rep 59:951-965, 1975

One of the cbjectives of the National Cancer Pro-
gram is to discover and develop new anticancer
drugs. During recent years, numerous reports have

appeared in both the lay press and the news sections

of scientific journals reporting the undocumented
‘anticancer activity of amygdalin MF in man. To our
knowledze, the eniy report of possibie activity of
this drug zgainst cancer in experimental animals
appeared in an undocumented “News and Comment”
report in Science, in which it was stated that “the
results clearly show that amygdalin significantly
inhibits the appedrance of lung metastases in mice
bearing spontaneous mammary tumors and signifi-
cantly increases the inhibition of the growth of the
primary tumors over the appearance of mhlbmon in
untreated animals” (1).

The DCT, NCI recognizes the need to est.abhsh the
validity of any material considered to have antineo-

iReceived Apr 23, 1975; revxsed July -3, 197.). accepted July 8
1975.

’Supported by contract NO1-CM-43758 from the Division of Can-
cer Treatment (DCT), National Cancer Institute (NCI, National
Institutes of Health, Department of Healtn. Education, and Wel-
fare. .

3SAmygdalin MF (NSC-B200540; lot No. 7205): CAS reg. No.
672-72-0; p-mandelonitrile, gentiobioside: Laetrile. Obtained by
Drug Research and Development Program (DR&DP). DCT, NCI,
froin the Food ard Drug Administration, and prepared by the Me-
Naughton Fourdation, Montreal, Canada.

B-Glucosidase was obtained from Caibiochem, San Dieyo, Calif,
by DR&DP, DCT, NCL

{Chemotherapy Department, Southern Research Institute, Bir-
mingham, Ala.

8Reprint requests to: Dr. W. R. Laster, Jr., Southern Rescarch
Institute, 2000 9th Ave S, Birmingham, Ala 35205.

Cancer Chemother2py Reports Part 1 Vol. 53, No. 5 Sept/Oct 1975

plastic properties against any tumor system, in
animal or man. In an attempt to establish the anti-
cancer properties of amygdalin MF, the DCT re-
quested Southern Research Institute to evaluate
this compound against 2 variety of animal tumor
systems. This report will describe the results of this
study. .

MATERIALS AND METHODS

The material to be evaluated was identified as
amygdalin MF and was considered o be a clinical
sample. The analytic data on amygdalin MF, as sup-
plied by Dr. Harry Wood (DCT), are as {ollows:
DL-mandelonitrile-3-p-glucosido-8-3-p-glucoside, 2lso
known as isomygdalin (DL on the nitrile position).

87.4% iscamygualia

6.9% waler
_5.1% sopropanal
100%

Krebs and Bouzianzf have proposed that nitrilo-
sides (Laetriles) exert their anticarcer activity by
the release of nascent hydrogen cyanide (HCN) from
nitrilosides (Laetriles) by enzymatic hydrolysis wich
B-glucuronidase or 3-glucosidase. They further pro-
pose that normal cells are not destroyed by the re-
leased HCN because the enzyme rhodanese, present
in normal cells but not in tumor cells, detoxifies HCN

SKrebs ET, Jr, and Bouziane NR. Nitrilosides (Laetriles). Their
rationsle and clinical utilization in human cancer. In The Lae-
triles-Nitrilogides in the Prevention and Control of Cancer. Mon-
treal, Canada, the McNaughton Foundation.
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to harmless thiocynates (2). Based on these observa-
tions and interpretations, we tested amygdalin MF
against three murine tumor systems, either alone or
in combination with 8-glucocidase. The enzyme,
B-glucosidase, is known to catalyze the hydrolysis of

“amygdalin to yield glucose, benzaldehyde, and HCN

(2). 8-Glucosidase was given simultaneously with
amygdalin MF in order to insure hydrolysis, which
produces HCN. The activity of this lot of
B-glucosidase was 1010 1U/mgz (activity is expressed
ininternational units per milligram and signifies the
number of micromoles of substrate converted per
minute at 30°C by 1 me of enzyme preparation).

An extensive survey of the world medical litera-
ture on nitrilosides (Laetriles) by Krebs and
Bouzianeb has considered the theoretical, experimen-
tal, and clinical data. Based on this report, the deci-
sion was made to evaluate amygdalin MF against
three transplantable rodent tumors: two solid
tumors and one leukemia.

The Ridgway osteogenic sarcoma (ROS) was se-
Jected as one of the two rodent solid tumors for
study. The ROS is a uniformly fatal solid tumor that
is markedly sensitive to representatives of the ma-
jor chemical and biologically active classes of anti-
cancer drugs used in effective, but usually noncura-
tive, treatment of a wide variety of malignant neo-
plasms in man, including many solid tumors.

Established tupors (approximately 500 mg) re~
gress under treatment with actinomvein D, adriamy-
¢in, daunorubicin, bleomyein, cyclophosphamide,
melphalan, 5-fluorouracil, arabinosyleytosine,
6-mercaptopurine, vincristine, and cis-dichloro-
diammineplatinum(ID) (3). This group insludes many
of the anticancer arugs of greatest current clinical
usefulness. Because of this wide range of drug sensi-
tivity, the ROS was considzred to be the ideal solid
tumor in experimental animals to detect the antitu-
mor activity of amygdalin MF. ' _

The other rodent solid tumor sclected for this
study was the Lewis lung carcinoma. This uniformly
fatal, metastasizing solid tumor was selected be-
cause it is resistant to most agents useful in man.
except the alkylating agents such as cyclophos-
phamide and the nitrosoureas. Thus, should amygda-
lin MF show antitumor properties against this re-

-sistant tumor, its potential value in human oncology

would be enhanced.

The third rodent tumor salected to evaluate the
antitumor properties of amvgdalin MF was a meth-
yleholanthrene-induced leukemia of DBA/2 mice, thé
P388 leukemia. This tumor has marked utility as a
model animal leukemia system because of its sensi-
tivity to a variety of anticancer agents in useinman
today. The P388 leukemia is reproducibly sensitive
to (2) alkylating agents (BCNU, CCNU, methyl-

952

. Tumor,

CCNU, melphalan, cyclophosphamide), (b) com-
pounds that bind to or intercalate with DNA (actino-
mycein D, adriamycin, bleomyein), and (¢) vineristine,
a mitotic inhibitor. In addition, the P388 leukemia is
the tumor system presently being used by the DCT
to screen for natural product anticancer agents.

Ridgway Ostecugenic Sarcoma {ROS)

In the study designed to determine the antitumor
activity of amygdalin MF against ROS, AKD,F,
mice (AKR x DBA/2) were implanted subcutaneous-
v (s¢) with RCS tumor fragments weighing approx-
mately 100 mg (5 20 mg). Treatment with amyzdalin
MTI alone and in combination with 3-glucosidzase was
started 24 hours after tumor-cell implant. This was
done to begin treatment when the tumor-cell burden
was lowest, to assure a maximum likelihood of de-
tecting any antitumor activity of the agent or the
combination.

Doses of 500, 335, and 220 mg/kg of amygdalin MF
alone were used. In addition, deses of 120, §0, 53, 35,
and 23 mg/kg of amygdalin MF were given in simul-
taneous combination with 10 mg/kg/dose of
B-glucosidase. All treatments (single-agent and conw

binztion therapy) were given by the intraperitoneal -

(ip) route using ten mice per dose.

In addition to the tumor-bearing mice, normal
(nontumor-bear‘no) AKDsF; mice of the same sex
and ‘sonree were treated with the same dozes of
amvgdalin MF alone and in combination with
Bglucosidase. These mice were observed for lethal
toxicity (drug toxicity controls).

The mice were identified individuslly, were housed
in stainless steel cages, and were given Wayne Lab
Blox (Allied Mills, Ine.) and water ad libitum. The
mice were observed daily for deaths, and
two-dimensional tumor measurements were made

.every 3rd or 4th day from the time of first tumor

appearance until termination of the experiment.
easurements were converted to weight us-
ing t1#¥formula:

2 v PP,
2

where a = lengthinmm, b = widthinmm, and w=
weight in mg. :

LA

Lewis Lung Carcinoma

Amygdalin MF alone and in combination with
B-glucosidase was evaluated against both the se and
the intravenously (iv) implanted Lewis lung carei-
noma. In the sc group, BDF; micz (C57B1/6 x DBA/2)
were implanted with 40-mg tumor frzgments. In the

Cancer Chemotherapy Reports Part 1
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iv group, BDF, mice were given 105 counted tumor
cells via the tail vein. The same schedule and doses
used in the ROS group were used in the s¢ and iv
Lewis lung carcinoma evaluation, Normal (nontu-
mor-bearing) BUF | mice were treated with the same
doses of amyedalin MF alone and in combination
with g-glucosidase. These mice were observed for
lethal toxicity and mean body weight changes (drug
toxicity controls).

P338 l.eukemia

BD¥| mice were implanted ip with either 108 or 104
P388 leukemia celis. The same schedule and doses
used in the ROS and Lewis lung carcinoma groups
were used in this study. Since the strain, sex, and
source of BDF, mice, and the day of treatment and
compound preparation were identical to the Lewis
lung carcinoma group, the drug toxicity controls in
the Lewis lung carcinoma group were used for the
P338 leukemia chemotherapy trials.

RESULTS |

The results of the evaluation of amygdalin MF
alone and in combination with g-glucosidase
against ROS are shown in table 1 and in figures 1-3.
As seen in table 1 (the doys of death and the weight
change data), amygdalin MF alone was less toxie
than when given with the activating agent,

3
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B-glucostdase. When given alare, amygdalin MFP
produced 1056 deaths at a dose of 500 mr/kg, 30%%
deaths at 335 mg/kg, and no deaths &t 220 mgjkg
given daily for 9 days. However, when 3-glucosidzzna
was given at 10 mg/kp/dose in combinaticn with
amygdalin MF, the highest level of amygdaiin MF
that could be given without exceeding the LD10 in
normal mice was 53 mg/kg/dose.

Cumulative mortality plots of the ROS tum-
or-bearing mice treated with amygdalin MF and
amygdalin MF plus 3-glucosidase are shown in figure
1. -

Individual tumor measurements in the uniraated
control and’treated groups are shown in figures 2
and 3. As can be seen, no significant increase in life-
span (ILS) was observed in any of the treated gzroups
based on median survival time. In the untreated con-
trol group, the median lifespan was 40.0 days with a
range of deaths from 24 to 45 days. At doses equal to
or less than the LD10 in normal mice, the maximum
ILS was +10% with a range of deaths from 31 to &0
days.

Examination of the individual tumor measure-
ments (figs 2 and 3) reveals essentially no tumor in-
hibition at any nonlethally toxic doses.

These data indicate that amygdalin MF alone and
in combination with the activating agent,
f-glucosidase (at doses < LD10 in normal mice), was
not significantly active in inhibiting the growth of -

ROS in AKD,T' mice. ﬁ
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Figure l.—~Cumulative mortality plots of ROS treated with mﬁygda!in MF and amygdalin MF p!usa—g!ucosidase.

, Vol. 53, No. 5, Sept/Oct 1975

853



DMt Atma s Wty S L S — e - ab

et W L

[P

e remAAan S s s =

g0l

1 Wed sloday Adeiayjowsyn 192ue)

< . &

Tante L—~Therapy for ROS with amygdalin MF alone and in combination with S-glucosidase - -

¥S6

Treatment;IP:qd 1-9 days 3

55th-Day Median
Name & Dosage . : Survivors/  Life Span o,
NSC No. r(mq/kq/dose) Day of Death (Number of Dedths) . Total {duve) ILS
Contreol (untreated) 24(1).2311).33(2).40(2).42!2\‘44(1).45713- 0/10 40.0
B~900540 500 31(1),33(1),35(1),36(1),39(1),41(1),42(1),43(1),45(1),51(1) 0/10 40,0 o(*)
(Amygdalin 335 2(1),5(1),12(1),26(1),29(1),35(1),37(1),38(1),43(1),47(1) 0/10 32,0 -20
_IF) 220 31(1),34(1),3603),37(1),38()),40(1),431(2) ,44{1),45(1) 0/10 39.0 -3
1)B~900540 1)120 2(9) : ! 0/9 2.0 -95
2}128056 2) 10 (
(B-Glucosidase) 1) 80 2(2),6(1),19(1),30(1),32(1),35(1),40(1),49(1),51(1) 0/10 31.0 -23
2) 10
1) 53 29(1),33(1),37(1),38(1),40(1),42(1),43(2),44(1) ,46(1) 0/10 41.0 +2(*)
2) 10 . 1
1) 35 28(1),34(3),35(1),39(2),40(1),47(1),52(1) 0/10 't 37.0 -8
2) 10 : - , ' .
1) 23 31(1),33(1),36(1),43(1),45(1),46(1),49(1),50(1) 0/8 / 44.0 +10
2) 10
Drig Toxicity Control
-Maximum
wt., Loss Day
{crs) Occurred
B-900540 500 9(1) 9/10 0 -
© 335 6(1),7(1),36(1) 7/10 -1 12
220 19/10 o § 5
-1)B-900540 . 1)120 2(10) /10 - -
2) 128056 2) 10
1) 80 2(2),3(2),5(2),7(2) 2/10 -3 5
2) 10 : (]
1) 53 : : 10/10 -2 5
2) 10 ' ) -
1) 35 ' 9/9 -2 5
2) 10 '
1) 23 10/10 -2 5
2) 10
*Mghtest nontoxic dose, ) )

Lxperiment No, ROS 83,



CONTROL (UHTREATED)

L2Us N"‘/.‘xG’QQ“ SCHZDULE Gar
RIAYGDALIN 14r P G 1ICX 9 :

DRUS TOXISTTY SSTH-Car SURY IVERZ/TOTAL = &2

TUMOR WEIGHT (MG)

LIMIT OF N
PALPATION-MEDIAN LIFESPAN = 40.0 DAYS}

¥
. PHLPATI’J*/ MEDIAN LIFESPAN =

/;7

LIMIT CF
40.0 DAYS

RANGE OF DEATHS 24-45 PERCE_NT Its= O |
‘ i RANGE OF DEATHS 31-51 3
ROS 83' " CURES"™ 0710 ROS 83 “CURES" 0/40
T I A TR S - 15 25 35 45 55 &5 = 75
’ DRUG MG/KG/DOSE  SCHEDULE DAY £RUG MG/KG/DOSE SCHEDULE 2ay
RWY3DALIN MF 335 I Q40K & 1 ANVGOALIN HE 220 TP C0%9 1

CRUG - TOXTCITY 557H-bAY SURVI ‘/CQ::/'OTAL' Qi

4 DRUu TO)’T.CIT‘I SOTH CAY °~JPVI\."‘QS/TOTAL' 740

10 i I - /c_’/f' :
f 1 }
19 4 L
S t . e
s i
1037 t . 1
- $ 1 !
x i 1
[
* H F
4]
; [
ct L
S
= 10%: | T I
E_ : Y 0 T
. ] j I Iuvarof J R
} FALPATION—MEDIAN LIFESPAN =32.0 DAYS; 1 PACPATION—4=pTAN LIFESPAN = 39.C DAVS
+ PERCENT ILS=-20 3 PERCENT ILS = -3 1
' ANGE COF D ATHS 2 47 RANGE CF DEATHS 31-45
’ ROS 83 RANGE s CURES 0/4.0 ROS 83 *CURES" v/10
16%; 15 25 35 45 S5 65 75 5 15 25 35 45 55 65 75
DAYS POSTIMPLANT DAYS POSTIMPLANT
FJ(I:I;REZ.-’—Individual ROS tunwor measurements in AKD,F, mice treated with amygdalin MF alone.
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Ficure3.—Individual ROS tumor messurements in AKD,F, mice treated with amygdalin MF plus 3-glucosidase.
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Tance 2.—~Evaluation of amyjdalin MF and amygdalin MF plus B.glucosidase against sc and iv implanted Lewis lung carcinoma in BDF, mice

Ieolant: SC Fraszents of tewis lu Arcin . .

45th-Day Fecig

Nane & bosags ' Survivors/ Life Span =
N3G No (a3 i3} pay of Deashs (Nucher of Deaths) Total feaxs) ILS
gonszal {untreasad) 321013 ,32¢2) 3502 .36{3) ,37!1) 2/19 35,8
B-900540 500 2{1),10(2),30(1),31(1),33¢1},35(2),37(2),3911) 0/10 3z2.5 -8
{Amygaalia 335 6(2),18{1),21(1),25(2},28{3},492(1) o/10 26.0 -26
»r) 229 361}, 5¢2) 2R(5) ,29¢1),30713, 313 90 26,0 =35{>*}
1)B~900540 1120 2(2),5(1),6(1),7{2),9(1),10(1),2G(1),35(1) 0/10 2.0 -80
2)1280s56 2) 10
{B-Glucosidase} 1) 80 8(1),14(1),22(1),24(1),26(1),29(1),31(2),32(2),38(1) 0/10 27.5 -22
2) 10
1) 83 22(2),23(1),25(1),26(1),27(2},28(2),31(2) 0/10 . 27.0 =23(*)
2) 10
1) 35 19(1),23(1),26(4),27(2) ,28(2) 0/10 26,0 -28
2Y_ 19 :
Ld 6
Ieplant; 1v: 10% Tewie tung fzxgingma celly
Control (untreagsd) 1301 .,1303) ,1902),29¢3) 2103 22(1) 2%(1} /19 19.0
B-900540 500 3(2),5(1),15(2),18(2},19(1),21(1) ,22(1) 0/10 156.5 -ld4
335 16(1),18(3),23(2),21¢(1),23¢3) 0/10 20.0 +5
220 S11)  33¢2) 3A(1),13¢3) 20102 ,25(1) Q19 18,9 -5
1)B-900540 1)120 2(1),3(1),4(1),6(2),742}),8(1),10(2} 0/10 6.5 -85
2}128055 2) 10 . :
. 1) 80 202} ,6(2n,8(2),12(1),18(1),21(2),22(2),23() R . 0/10 + 15,0 -22
2) 10 :
1) 83 16{1),27(1),18(3),19(2),23(1),25(2} . o0/10 18.5 -3(*)
At 2) lo.
04 . 1) 38 10(1),17(1),19(1),20(1),21(2),22(1},23(2),25(}) 0/10 h 21.0 +10
r 4 BBAL - -
: 3
Ioy e [ ad .
) P . ! Maxizua

- Wt, Loss Day

B-900540 2000 5({5),8(1}),10(1) . - - 3/10

1 5
1000 3(2),4(1),5(1),6(2) 4/10 o -
500 3(2),6(1) /10 0 -
3315 6(3) /10 ] -
220 S{1), 241} 8/10 Q -~
1)B-900530 11120 2(3),311),5(1),51(2),7(x) ,8(1) o/10 1 s
2)128056 . 2} 10 .
1) o 8(3) 1/10 ] -
2) 10
1) 53 10/10 0 -
2) 10
1) 3s ) 16/10 [} -
2] 10 R
*Highest rontoxic dose,
Exparimens No, Spesial LL ¥o, 290,
. ° ~ .
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Tante 3.—~Evaluation of amygdalin MF and amygdalin MP plu'a B-glucosidase against P38B leukemia In BDF, mice

*Approx,
Treatment: P 4lse- ~Hedian “Approx. No. of
: At dayn pay —Me Day of % Cell Celts
—lzplant__ Name & (mg,kg/ surv./ Life $pan %  Death % Kill/Dose Altve at
Cella Route NiC No, _dose) pay of Death (Mumbor of Deaths) JIotal tday) _1Ls _ (dwing)l 1LS Loand _Enl i R
106 1P Titration 10(1),11(3),12(2),13(4),14(6) ,15(1),16(2),17(1) 0/20 13,4 12,5
105 {Dovbling time 14(2),15(3),16(1),17¢2),18(1),19(1) 0/10 16.0 15.5 '
104 a 0,51 day} 14(1),15(3),16(2),17(4) ,18(5),19(1),20(1),22(1),24(1),25{1) 0/20 18.0 11,5 - :
103 16(1),17(2),18(3),19(1),20(1),21(1),22(1) 0/10 18.6 18.0
102 18(1),19¢1),20(2),21(1),22(2),24(2) 1/10 21.1 21,0 .
10! 1041),22(1) ,38(1) 7/310 26.0 22.0 /
L Cell 2001021013, 23 (1) 12410 211 21.0
166 1P D-900540 900 12(3),13(1),14(1),15(2),16(1),17(1),18(2) 14.4 +7 1.8 +7
(Amyqgdalin 335 5(2),14(4), 15(2).46(1) 19(1) 15,1 +12 14.0 +)
P B 2 JUL. U.L.l?(ll 100, A502),1602),021000,1003) 1D tld.- 15,0, +11L2022020) /7% SR P90 U1
1)0-900%40 1)120 5(1),6(3), 7(4),0(1),9(1),13(1),15¢(1),16(1} 9.6 -29 1.5 -45
2)126056  2) 10
(P=Gluco- 1) €O 15{4),16(2),17(2),10(2) 16,2 +20 16,0 +18
widase) 2) 10
1) 53 13(2),14(2),15(2),1%(2),18(2) 15,2 +13  15.0 +11(*e) <0.1 7.0 x 108
2) 10 '
1) 35 13(1),14(3),15(2),16(2),17(1),18(1) 15.2 +13  15.0 +11 <0.1 7.0 x 108
2110 : - ——
10% 1P B~900540 500 S5(1),17(1},1u(Z),39(1},20(1),2L(3},24(1) had 19,9 410 19.5 1 .
335 3(3),6{1),10¢2),19(1),20({2},21(2},22(1) 10,3 19,5 +1) ' .
— __.._.‘OQ_dLﬁtzl.lJ_(LL.‘o_m 21031 .2242),23 (1) 20.% 41239 220000802 02 1.71.x 107
1)8-900540 1)120 2(2),5(5),6(2),10(1) 10.0 -5 5,0 -72
2)1200%6  2) 10 .
1) tlwo S{1),10(2),19(1),20(2),2L(2),24(2) 20.6 +14 20,0 +14
2) 10 .
1) :;3 6(2),17¢1),18(1),20(3),21(1),22(2) . 17.2 -5 20.0 +14(%) 0.2 6.7 x a7
2) 10 . Lo
1) 35 5(1),15(1),19(2),20(1},21{2),22(}) 20.1 #11 20,5 417 © 0.2 $.3 % 107
2L A9 ¥

o e

all deaths,

s

e g

Sepgr e

Experiment Ncs, PS=CC 31 end 32,

M, Ak AL S PR, e IR T e e S et s e e -

*Based on percent survivors (1f 20% or greater); othicrwise, based on median day of death (dying),
**itighest nontoxic dose (toxicity data tmken from Lewis Lung No, 250),
4let-Day survivors in the ticration not used in calculations,

Mean life epan ralculatud by using survivors on day S, NModian Jay of death calonlated by using
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Tantk 3.~Evaluation of amygdalin MF and amygdalin MF plus S-glucosidase against P388 leukemiz in BDF, mice

.

.

*Approx,
Treatments 1Py 41at~ —Median *Approx, No, of
. qd -9 davs Day Day of % Cell Celly
Irplant . Name & (mg,/Xg/ Surv,/ Life Span % Death % Kill/Pose Altive at
Cells _oute NuC No. _dose) pay of Death  (Number of Deaths) Yoowal __tdacl o 1LS _ ldving) 1L% Aloga) | End i D
108 IP  Tityation 10(1),12(3),12(2),13(4),14(6),15(1),16(2),17(1) 0/20 13.4 13,5
105 {boubling time 14(2),15(3),16(1}),17(2),18(1),19(1) 0/10 16.0 15,8 !
104 = 0,51 day) 14(1) ,15(3),16¢2),17(4),18(5),19(1),20(1),22(1),24(1),25(2) 0/20 18,0 17,5
102 16(1),17(2),18(3),19(1),20(1),21(1),22(1) 0/10 18.6 10.0 .
102 18¢1),19(1),20(2),21(1),22(2),24(2) 1/10 21.1 21,0 .
101 1011),22(1),38(1) /10 26,0 22,0 /
LCcell 20011,20 (11, 23L%) /19 21,2 21.9
106 1P B-900540 500 12()),13(1),24(1),15(2),16(1),17(1),1a(}) 14.4 +7 14,5 41
{Amygdalin a5 5(2),14(4),15(2),16(1),19(1) 15.4 +12 14,0
W L AR § BY) UJ,.L?(MAJ'J).la 121,26023,27203),1801) 152 Al 150 *l LL.“mJ.Q)_.._.JL-J..._. L0 1108
1)B-900%40 1}120 5()), 6(3), 2(1),8(1),9(1),13(1),15(1),16(1) 2.6 ~29 1.5 ~45
21120056 2) 10
{(P~Gluco~ 1) B0 15(4),16(2),17(2),18(2) 16.2 +20 16.0 +10
aidase) 2) 10 ’ .
1) 53 13(2),14(2),15(2),16(2),18(2) 15,2 +13 15,0 +1l(w*) <0.1 7.0 x 108
2) 10
1} 35 13(1},14(3),15(2),16(2),17(1),18(1) 15.2 +13  15.0 +11 <0,1 7.0 x 108
2110 : : ——
104 1P B-300540 500 5(1),17{(1),18(2),19(1),20(1},21(3),24(1) . 19.9 +10 19.5 +11
335 3(1),6(1),16¢2),19(1),20(2),21(2) Q2(1) 18,3 41 19,9 +11
__..._‘oLm(‘l L9400, 200121431, 2242) .23 2045 $13...21.0 +200 4280200 0.2 3 7_7_..9_7
l)u 900540 1}120 2(2),5(5),6(2),18¢(1) 10.0 ~45 5.0 =72
2)128056  2) 10
1) 80 5(1),18(2),19(1),20(2),21(2),24(2) 20,6 +14 20,0 +14
2) 10
1) 83 £(2),17(1),18(1),20(3),21()),22(2) . 17.2 =5 20,0 *ld(**) 9.2 6,7 x 107
2) 10 [ .
1) 3% 5(1),15(1),19(2),20{1),21(2),22(3) 20.1 K1l 205 +17 ' 0,2 1.3 x 107
2)_19 : :
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Experiment Nos, P5-CC 31 and 32,

*Based on pervent survivors (if 20% or greater); otherwise, based on median day of defth (dying),
**llighest nontoxic dose (toxicity data taken from Lewis Lunq No, 290),
dlst-Day survivors in the tleration not used in calculations,

all deaths,

Mcan life epcn calculated by vsing survl:ors on dny LN
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Fioune 8.~Cumulative mortality plota of P388 leukemia (ip, 104 cells) treated with amygdulin M and amygdalin MF plus Sglucosidnse,

h b J
100 T ™ .1 T T | .100 U ! ! K '
. -~ Tb«:,‘ : -
TREAIMENT: 1P, QD 1-9 DAYS TREATLET: 2. 0D %?LIS)AYS
‘ TIs - DOSAGE  (BASED ON
.90 DSIGE (3D Of — 1 % _(HG/G/ MEDIAN  PARMLLEL
' . [i 33 ." RAls - _AJEHL__" HQSD___ Llf.EsmL IQMQH
3 c—(ﬁm—m (Umﬁﬁ%—) LIFESEA. TOXICITY. © CONTROL CUNTREATED) .
sol. 0HTR ‘ i 20 © DASYGDALIN FF +1)120 + =45 L. -
s B ANGDALIN HF S0 7 D34 ~ 2)e-6LUCOSI-  2) 10 100
.: ;zg +ﬁ 830 a DASE D80+ +18 by
' 20 2) 10
70l R NOTE: TOXICITY INFORMATION TAKEN FROM . D53+« 1By .
] $P, LL-290 2 10
D35+ 41 Wy
2) 10
N A -l (4]
§0 k\ = NOTE: TOXICITY INFORMATION TAKEN FROM i
z s, LL-290
= .
SO ..... 5.‘——.-..-.—-.-———--—-0—‘—-'-——-‘-‘; _L—.._ ————————————————— 1
4of- ' 5y - 7
0L “‘ 4 .
\ A
20+ , = "
‘S‘ PS-CC-34 PS-CC.34
0L . i
v 0 1 1 ' § 1 3 . L 1 il 3
0 10 30 40 50 50 k) 20 30 40 50 &0 70




| Ueg suoday Adeisyiowsy) jaoue)

,.
c
1

PERC

HT SURVIVING

100

%0

40
30
20

10

»

=T . . . -
—JBEATMENT: 1P; QD 1-9 DAYS
118
DOSAGE  (BASED OH |
. (NG/KS/ MEDIAW.  PARALLEL
AGENT . DOSE)_ . LIEESPAN) . TOXICITY
© CONTROL (UNTREATED)

a RGDALIN BF 500 +1) W3y -
a 35 4l W
HOTE: TOXICITY INFORMATICN TAKEN FROM
S, LL-290 .

N G Se M G GRS WEey et S Gme Bow Su S Sads e -y

PS-CC-32

L [ L |

TR~

DAYS POSTIMPLANT

30 49 - 50 60 it

J.()O'ﬂ= 1 Y Y 7 T

L
i _TREATKENT: {P: § 1-9 DAYS
1 ILs
g0t Ee——st | DOSAGE  (EASED O -
(45/K6/ MEDIAK  PARALLEL
NGENT . DOSC) _ LIFESPAH) . TOXICITY
 © (OUTROL (UNTREATED)
] £ wDRYEALIN D120+ 72 Wy T
i+ 2) 10 |
ADu-5LC0- D E0+ +4 WDy
SIASE 2 10
0 e DS+ 4 Wy
2) 10
X D35+ +7 Wy
- , 2) 10 |
@ ' NOTE: TOXICITY INFORMATION TAKEH FROM
£ $P. LL-250 :
o /
.g 50""—‘—"‘"-—' (—'——'ﬂ—-—-—-——f- —————— -t
5
&
al
‘%0 =~ ]] -
30+ %‘ _ ‘i‘ -
20 | . i
. PS-CC-32
100 -
0 1 A 1. 3
Q 30 w - 50 60

DAYS POSTIMPLANT

Figung 8.~Cumulstive mortality plota of P388 leukomia (ip, 10¢ cells) treated with amygdalin XF and amygdalin MT plus, Balucosidase,

B N L e T L LI R I LI ST PESTY. YL AN

-

B T e LRt e T L T



2 N R
LI A I S, 87 St bl SN < S e AN

[ T P -- C e e e

The results of the evaluation of amygdalin MF
alone and in combination with 3-zlucosidase against
the Lewis lung carcinoma are shown in table 2 and
figures 4-1T.

Table 2 presents the days of dez th for hoth the sc
and iv implanted tumor groups and the weight
change data for the drug toxicity group. At doses
equal to or less than the LD20 in normal niice, there
was no significant increase in madian lifespanin the
sc implanted group when treated with the single
agent or the combination. In the iv implanted group,
a 10% increase in median lifespan was observed in
the group receiving 35 myikg of amygdalin MF plus
10 mg/kg of B-glucosidase; however, the range of
deaths of the treated group (10-25 days) was essen-
tially the same as for the untreateéd control group
(13-25 days).

Figures 4 and 5 show the cumulative mortality of
the sc and iv implanted Lewis lung groups.

Individual tumor measurements in the untreated
controls and treated groups are shown in figures 6
and 7. Examination of these individual tumor meas-
urements reveals no inhibition of tumor growth with
either amygdalin MF alone or in combination with
B-glucosidase. .

The results of the evaluation of amygdahn MF
alone and in combination with 3-glucosidase against
the P388 leukemiza are shown in table 3 and figures §
and 9. ] '

Vol. 59, No. 5, Sept/Oct 1975

Table 3 presents the days of death of mice im-
planted with either 105 or 104 P288 leukemin cells. In
the group implanted with 106 cells, the greatesi per-
cent increase in median survival time {atv doses =
LD20) was +11%, with only a 1-day increase in
range of deaths over that seen in the untreated con-
trol group. (an insignificant difference). In the 104
ceil-implant group, the greatest increase in median
lifespan was +17% with no increase in rangze of
deaths over that seen in the untreated conirol
group. Figures 8 and 9 show the cumulative mortali-
ty of the 106 and 104 P3S8 leukemia ceil implanted
mice treated with the single 2gent and the combina-
tion.

These data indicate that amygdalin MF alone and
in combination with 8-glucosidase was inactive
against the P388 leukemia in BDFy mice.

i

'
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DEAN BURK FOUNDATION, Inc.

4719 Forty-Fourth Street - Washington, D.C, 20016 =~
Telephone (202) 363-6279 Mareh 2, 1977.

Home Damiel Demers,
Nevada Legislature,
Carsen City, Nevada,
Dear Mr. Demers:

Iam uriﬁ.ng You in snpport of Nevada B:I,L‘L 121 because of xv lng experi:ege._ N
of n'n-tqdo treatnonts for hum.n cancer. » , v Gl ‘

My views concerning the "legalizaﬁon' of la.etrila ( anvgdalin) as already ) @
carried eut by the I.egislatnre of the Stato» of Alash, md Rew bc:\.ng projeetsd
te seme twenly othor States - a.nd with the ain of eliniumg harrassnent of medica.l
decters and their patienta using laetrile, by gevernment agancies and medical i
secieties, are well supperted by the herswith attached encl.sures. )

The ac-mpanylng "I.aetrile Fact Sheet® (Item 1) points out that laetrile 13 A

indeed on the HEW=-FDA GRAS List (feeds Gemerally Recegnizad as Sapfe); »eornta.ins ne

- prussic acid (syn.vl'xvyd_rogen_cya:.xj.@o,‘pydr-cmic acid, HCN); and thefefone cgn.iof

be classed as a Foﬁ Additive (cf. Federal Feed, Drug, ;md Cesmetis }.ct, Chapter

IT ~ Definitiems - Sea. 201(321)(s) er a New Drug, which el;ssiﬁ,ca_ﬁ.ogg 8till fail

of axy FDA “aéministrative recerd" such as called fer by the Federal 10th Circuit
Coeurt of Apjaea.ls decisien of Oci:obor 12, 1976<(No. 75-;725)3 is"deubly grean@fgthgred"
for use in the treatment of cancer prier te beth the Kefauver and Copeland Amendmpnts_ te
the F.D.8s Act of respectivelyvméa a.nd_l938_; and 1s currently used by at leasﬁ 50,000
Americans whe are able te ebtain it by telephene or in apprepriate md sterss, Item

2 is a cepy ef the apptopriato and pertaining _section of the QRAS List set up by the
FDA; Item 3 sets ferth the prime evidence that, as requi;'ed_by the GRAS List, h#trile
(amygdalin) s as an extractive of bitter almends (peaches, apricets) centains ne

prussic aéid; and Item L is 'a news item issued by the San Francisce Maminar-Assogiated

v
Press en "Alaska allews use of laetrile." A decisien ef the U.S. C urt ef Appeals,
Lith District (Ne. 71-1243, May 23, 1972), cenfirmed by the U.S. Supreme Ceurt, gave
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DEAN BURK FOUNDATION, Inc.

: 4719 Forty-Fourth Street - Washington, D.C. 20016
‘ .. -Telephene (202) 363-6279

Hen. Daniel Demers -~ pe 2, Mareh- 2y 1977,

the opinion that

"The FDA has neither primry Juriadictien = ner concurrent jurisiiction - to a.djndica1
whether a preduct is an eld iru.g or 2 new drug "

e e+ e -
BT A S

drugs inte new enes havo, under this decision, ne legal fcrcd.‘ 7

,,.,.‘;

Acceapanying Item 5, a Br:!.er on Foods and Vj_tamins, lists en pp. 3-7 seme of the i
legal and deﬁ.nitory aspeets of the prcblen; en pp. 7-11 that _laetrile is a n member of o
the Vitamin B cemplex, as a fnd used by man and anmals fer past millenia; em pp. 11~ |
' 17 seme of the extemsive evidence that laetrilc is erficaq;ogs in the treatment ef
seme ferms ef cancer in man and animals, any and all statements te the contra.ry

netwithstanding; pp 18-21 brieﬂy summarizes the mass of evidence that laetrile at
any reaaomble and cemmenly employsd desage is harmless a.nd non-t.oxic- to man a.nd
; animals, any and all statamatts te the centrary notwimstanding, and pp. 22=23 brieﬂy
summarizes my experience and qualificat‘lons credentiala.
I heps that yeu can see y-ur way te endcrsing Nevada Bill 121.
Sincerely,

Do /3%&_

Dean Burk, PhD (U.S. Natiemal Cancer Institute,
1939.197’4’ Reto)o

Attachmeats: Ne. 1 = S,



~ LAETRILE FACT SHEET* _ December 22, 1976.

; LAETRILE IS ON THE HEW-FDA GRAS LIST ’ :ZH&HUL ,‘
(*Generally Recognized as Safe" Food List)

On GRAS List. Page 320 of the 1976 edition of the FDA Code Regulations,
Title 21 CFR 121.101(e)(2) , and earlier editions, place amygdalin
(laetrile) on the GRAS list, under the heading of natural extractive from
bitter almond, apricot, or veach kernels (syn. seeds, nuts), with the only
specified proviso that it be " free from prussic acid.” -

No Prussic Acid. Amygdalin itself contains no ordinarily measurable quantit:
of prussic acid (syn. hydrocyanic acid, hydrogen cyanide, HCN), and indeed
no quantity of acid greater than 1 part in 10,000,000 when amygdalin is
dissolved in neutral water (pH 7), as has been established by many chemists.
Opinions of a limited number of affiants testifying in recent court cases

" that amygdalin is not generally recognized as safe are rendered moot and
inexpert by the FDA GRAS listing with respect to this prussic acid-free
extractive, as well as by many more informed sources going back over 100 year

Not Food Additive. Being on the GRAS list prevents amygdalin from being
classified as a food additive, and also provides a strong deterrent to
classification as a "new drug), in addition to its being in any event simply
A food universally acknowledged as such, even by the FDA, as well as by
Federal statute definition. The FDA regulations for marketing a food additivc
or a new drug are, of course, far more stringent than for marketing a food.

 "New Drug" Issue Remanded by Court to FDA. The Federal 10th Circuit Court
of Appeals on October 12, 1976 remanded the question of amygdalin being alsc
a new drug back to the FDA for preparation of a necessary "administrative
record” of support for such new drug status, which it has so far failed to dc

Amygdalin in any event "Srandfathered" as "0ld Drug." Even if the FDA were

able to establish some sort of new drug status for amygdalin, nevertheless
amygdalin could still, without IND/NDA procedure intervention, be marketed
in interstate commerce legally as a "drug" ("old drug"”) under either of two
*grandfather clauses" in the Congressional Food, Drug, and Cosmetic Act of
1938 as further amended in 1962 by the Harris-Kefauver Act. Even FDA
publicationsconcede that amygdalin was sold for the treatment of cancer
prior to 1962 (cf. DHEW Publication No. (FDA) 76-3007).

Amygdalin as a Vitamin Therefore not a Drug. Amygdalin has further been showr

to be a vitamin (B-17), as summarized in the well-known monograph, " A Brief
on Foods and Vitamins," by Dean Burk, and published by the McNaughton Founda-
tion in June 1975. Recent contrary opinion advanced by David Greenberg (Westc
Jour. Medicine, 122, 345-348, April 1975) and by Thomas H. Jukes(JAMA, 236,
September 13, 1976)can be defaulted scientifically as not addressing the
specific lines of positive evidence adduced in this monograph. As a vitamin,
amygdalin cannot be classed as a new drug in visw of the new congressional
law 94-278 (Proxmire Amendment) signed by the President April 22, 1976, and
also in view of the August 24 Jecision of the 2nd Circuit Court of Appeals

noheld by the U.S. Supreme Courtby virtue of denial of certiorari).
Current sSunoly and Usage of Amygdalin . Amygdalin will thus almost certainly

remain a food chosen for such purposes by the user, of whom there are now son
50,000 Americans consuming over 1000 kilograms a month, as obtained from a
wide variety of sources for-ign and domestic.
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§ 121101 Title 21—Food and Drugs

1 DA (_{/‘1)14\) Lis/™

(1) SricTs AND OTHER NATURAL SEASONINGS AND FLAVORINGS (LIAves, ROOTS, BARks,
Bearmxs, £7¢.)~—Continued
Botanical name of plant source -
Majorana onites (L.) Benth,
Roswnarinus ofMcinalls L.

Common name
Pot marjoram

:“\;: Ruta graveolens L.
Bagron Crocus sativus L.,
Bage Salvia officinalis L.
Sage, Oreek Salvia triloba L.
Bavory, summer. Saturela hortensts L. (Satures). .
Savory, winter Saturela montana L. (Satursja). .t
Besame Sesamum indicum L.
Spearmint Mentha splcata L.
8tar anise, Illiclum verum Hook. f,
Tartagon Artemisis dracunculus L.
Thyme Thymus vuigaris L.
Thyme, wild or moplng - Thymus serpytium L.
Turmeric Curcums longe L.
Vanilla Vanilla planifolia Andr, or Vanilla hhltexuh
J. W. Moore
Zedoary Curcums udouu Rosc.
2) EssENTIAL Ou8, OLZORZSING (Bo:.v:n'r-nm:) ' AND NAmu. EXTRACTIVES (INCIAIDING
@ DisTILLATES) . —_——
Common name Botcnimt name of plant source
Alfalfa Medlcngo sative L.
‘Alisplce Pimenta ofieinalis Lindl,

Almond, bitter {free from prussic acid}, Prunus amygdalus Batsch, Prunus lrmenlsca. L

or Prunus persics (L.) Batach,
Ambrette (seod) Hibiscus moachatus Moench.

Angellca root Angelica uch'anxou'u L. '
Angelica seed Do,
Angelica stem Do,

Angosturs (cusparis buk)-.._.......... Gallpea om.:lnnm Hancock.

Anise Pimpineils antrum L.

Asafetida Feruls assa-foetida L. and related spp. of Ferula,

“Balin (temon balm) Melissa officinalls L.

Balsam of Peru Myroxylon pereiras Klotzsch,

Basll_ Oclmum basiltcum L.

Bay leaves Laurus nobdbiits L.

Bay (myrcls oll) Piments racemona (MI111.) J. W Moore,

Bergamot (bergamot Oorange)....ceeee.. Citrus aurantlum L. subsp. bergamia Wright et
Arn.

Bitter almond (free from prussic acld) . Prunus amygdalus Batsch, Prunus srmeniacs L.,

—_—= or Prunus persica (L.} Batach.

Bols de rose Aniba rosacodors Ducke.
Cacao Theobroms cacao L.
Camomile (chamomile) flowers, Hun- Matricaria chamomilia .
garian.
Camomile (chamomile) flowers, Roman Anthemis nobilis L.
or English.
Canangs Cananga odorata Hook. f. and Thoms,
Capstcum Capstcum frutescens 1. and Capsicum snnuum L
Caraway . Carum carvi L.
Cardamom aeed (CArdAMON) eancacnecen. Elettaria cardamomum Maton.
Carob bean Cerstonia siliqua L.
Carrot .. Daucus carota L.,
Cascarilla bark.. Croton elutaris Benn.

Cassia bark, Chinese Cinnamomum cassia Blums,
Cassia bark, Padang or Bntnvu.-....... Cinnamamum burmann! Blume.

Cassia bark, Saigon . Cinnamomum joureiril Nees. .

- 820

o

c
4

. Ooca (decocainired)

. Estragon (tarragon)

Chapter l—Food and Drug Adminisiration

181101

(3) ESSENTIAL O1Ls, OLEORESINS (SOLVENT-FREE), AND NATURAL ExTrACTIVES (INCLUDING
DisTiLLATES ) —Continued

Common name
Celery seed
Cherry, wild, bark
Chervil
Chicory . >
Cinnamon bark, Ceylon
Cinnamon bark, Chiness.. ..cecanevacea
Cinnamon bark, BalgoN..auceeccncceces
Cinnamon leaf, Ceylon
Cionnamon leaf, Chiness
Cinnamon leaf, Baigon
Citronells
Citrus peeols

Clary (clary sago)
Clove bud
Clove leaf
Clove stem
Clover

Coffee
Cola nput

Ooriander
Corn silx
Cumin (cummin)
Curacao orange peel (omngo. bitter
peel),
Cusparin bark
Daadelion
Dandelion root.
Dil..
Dog grass (quackgrass, tritfcum) .. ouoe
Elder flowers -
Estragole (esdragol, eadrngon.
ragon).

tar-

Fennel, swoeet
Fenugreek
Galanga (galangal)
Garlte
Qeoranlum.
Geranlum, Fast Indian
QGerantum, rose

Ginger
Qlycyrrhizs
Olycyrrhizin, ammoniated o oo e
Qrapefrult
Quavsa
Hickory bark
Horehound (hoarhound)..ceeecececcens
Hopa
Horsemint
Hyssop.
Immortalle .

Jasmine

Juniper (berried)
Kola nut

Laurel berriesa

' Laurus nobilis L. )

Botanical name of plant source
Aplum graveolens L.
Prunus serotina Ehrh. .
Anthriscus cerefoilum (L.) Hoffm,
Cichortum tntybus L. 2N

Cinnamomum zeylanicurn Nees,

Cinnamomum cassia Blume, .
Cinnamomum toureiril Nees. e
Cinnamomum zeylanicum Nees. ol

Cinnamomum cassia Blume,

Cinnamomum {oureiri]l Nees.

Cymbopogon nardus Rendle.

Citrus spp.

Balvia sclaresa L.

Bugenia caryophyllata Thunb,
Do.

Do.

‘Trifollum epp.

Erythroxylum coca Lam. nnd other " spp. of
Erythroxylum.

Coflea epp.

Coln acuminata Schott and Endl., and other spp.
of Cois.

Coriandrum sativum L.

Zea mays L.

Cuminum cyminum L.

Cttrus aurantium L. -

Onlipes oMeinells Hancock,

Taraxacum officinale Weber and T. laevigatum DC.
Do.

Anethum graveolens L.

Agropyron repens (L.) Baauy,

Sambucus canadensis L. and 8. nigra L.

Artamista drscunculus L. .

Do.
FPoenleulum vulgare M),
Trigonolia féenum-grascum L.
Alpinia oficinarum Hanoe.
Alllum sativum L.
Pelargonium spp.
Cymbopogon martini Stapt,
Pelargonium graveolens L'Har.
Zingiber oMfcinele Roso,
CGlycyrrhiza glabra L. and other Spp. of Glycyrrbiza.
m .

Clitrus paradisi Mact,

Pgidtium spp.

Carya spp.

Marrublum vulgare L,

HRumulus lupulus L,

Monarda punctata L,

Hyssopus officinalla L.

Hellchryaum augustifolinm DO.

Jasminum offcinale I. and other spp. of
Jasmiaum,

Juniperus communi{s L.

Cola acuminats Schott and Endl., and other pp.

of Cola.
‘
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February 16, 1977.
DECLARATION '
Mr. Cregory Steut, Attorney-at-Law, , ) ‘!zfzrfL_Eé-
235 Montgonsry Street,
San Francisce, Califernia 94104.

Dear Mr. Steuts

In respense to your request for definitive information as te the presence er
absence of prussic acid in the extractive amyrdalin (lastrile) derived ‘rom the sceds
( syn. nuts, kernels) of bitter almonds, apricots, or pcaches, as listed in the HEW=-FDA
ORAS list (foeds @ensrally Resarded as Safe) of 1976 and for years carlier, I may say
that amysdalin contains no measured or ordinarily measurable quadtity ef prussic acid
(syn. hydrogen cyanide, hydrecyanic acid, IKN), any mere. than does ordinary table salt
or ale

a)‘gThe absence of prussic acid in amypdalin was first announced by the discoverers
and namers ef amypdalin (Rebiquet and Beutron, Journ. Chin. Med. VI, Hp.380;and 750,
1830), and se further reported in the U.S. Dispensatery for 183k (Part I, p. 80), and

. Turther confirmed by the great Germaa chemists Liebiy and Woehler (Ann. Chim. Phys.,

6h, 185-209, 1837 and Annalen, 22 (1), 1-2k, 1837) in their classic articles, as
further reported in the U.S. Dispensatory for 1843 (Part I, p. 80), and in ~any later
Dispensateries and Pharmacepeelas since, and universally confirmed by thousands of

experimental chesmists since, all ever the werld.

Prussic acld was discevered by the Swedish chemist Scheele in 1782, and seen
becanes detectable and measurable with great sensitivity and specificity by a variety
of metlods well knewn ta chemists and physiologists. The properties ef prussic acid
are succinctly described in various editions of the Merck Index (a standard reference

- book of commonly encountered chemical and biochemical compeunds), as eof molecular

weight 27,03, boiling point 260 Centigrade, as a celorless gas of characteristic odel'y,
and very weakly acid, nmiscible with water and alcehol, all without any indication of
the presence of prussic acid fx amygdalin.

The cyanide radical (which is net prussic acid) is very tightly bound into the
chemical structure of amygdalin, and the various litsrature sources listed above indicate
that this radical can only be released as prussic acid f{rom amygdalin by the catalytic
action of the enzyme glucesidase found in many plant materials and soms animal tissues,
Just as the cyanide radical can also be released from many preteins in meat, -~¢£:s8, milk,
gelatin products, cottonseed meal, peptones, atc., by the catalytic action of enzymes
found in many tacteria in and out ef the intestinal tracts of man and animals (Emerson,
Cady, and Bailey, "On the iormation of Hydrocyanic Acid from Proteins," Journal of
Biolovical Chemistry XV, L15-kl7, 1913; cf. alse Clawson ard Young, "Preliminary Heport
on the Production ef Hydrecyanic Acid ty Sacteria", loc. cit. pp. 419-422, 1013) Prussic
acid may also bs obtained slewly (hours, days) by decomposln? amygdalin with hydrochloric
acid at elevated temperature{Caldwell and Courtauld, J. Chem. Scf°, 91, $66-671, 1907).

In my many yecars of research work in the U.S. National Cancer Inastitute, I have had
occasion to attempt to detect prussic acid in numerous coe-mercial preparations of
amyrdalin from all over the werld, with negative results. I used various delicate, well
known chemical tests (e.z. precipitation with silver nitrats, red celor forrmation in the
Robbie copper-phesnolphthalin test, etc.) and alse several very delicate biological tests
with cancer and normal cells that weuld recspond to traces of prussic acide. Amygdalin
disselved in water shows less than 1 part in 10 million of any acid, prussic or otherwise,

Thus, the GRAS 1list requirement that the extractive amyg-alin bs "free from prussic

YN

I)ean Burk (U S.National Cgncer Ipstitute, 1939~
1974, Ret,)

" acid® is mst.

Sinceraly,
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: cancer patients in Alaska, despite misgivings by federal

© officials and a han on interstate use by the Food and

* Drug Administration, Page 11.

i !

GENETIC RESEARCH was ’
i A X placed under restrictiv
lguldc.'lnes to protect against the -imleashing olt: m':‘\ii
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jézef? "@\_"}mm 75 géfl.
Alaska allows’

“use of laetrile -

CL Assdciateﬁ Press . . LR

7. JUNEAU, Alaska — Alaska Gov. Jay Hammond,

wre

£ The Nation SF Gy, Y523 7

t LAETRILE has been legalized for usm"ﬁ;énmﬁ of

o new :ftrains-of drug-resistant germs. Page

X

-

e

. fgnoring federal misgivings, has opened the door to the -

~use of laetrile to treat cancer. patients in Alaska.
Legislation allowing Alaska doctors to administer

" the drug passed the legislature Mar. 28 and became law .

Monday because the govermor neither vetoed nor
. signed the bill. ’

" Laetrile is banned by the Food and Drug

"'Ad'mlnlstration. which says the drug is not a proven
treatment or cure for cancer.

FDA spokesman Paul Sage said Dr. Alexander
-Schmidt, head of the agency sent a telegram to
Hammond June 8 cxpressing fear the drug would lure

. cancer patients away from standard treatment. He also
said the drug will continue to be illegal in interstate
commerce. . Lo

-

But Hammond said yesterday, “The main question
-in my mind is how far do you go In protecting people
from themselves.” He said people he knew were taking
laetrile and recommended that the kill became law.

: The drug still could be banned in Alaska if the
Alaska Medical Board rules that it is harmful.

‘ The FDA prohibition affects only interstate use.
The individual states can regulate the use of drugs
within their own borders as long as wither the drug
nor the materials from which it is miade have moved in
. interstate commerce. . )

The new law provides that hospitals and health
centers may not prevent doctors from prescribing the
-drug whemw requested by a paticut unless the state
_medical board tests it and rules it harmful,

-
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FROM MARQUIS WHO’S WHO IN AMERICA
Vol. 38, 1974-75

AND

MARQUIS WHO’S WHO IN THE WORLD
Vol. 11 (1974-75)

- _ Burk, Dean, biochemist; b. Oakland, Calif., Mar. 21, 1904; s.

Frederic and Caroline (Frear) B.; B.S. U. of Calif., 1923, Ph.D., 1927;
fellow Nat. Research Council and Internat. Edn. 8d., 1927-29 at U. of

. London (Univ. Coll.), Kaiser Wilhelm Inst. for Biology, Harvard; mar-

ried Mildred Chaundy, January 28, 1929; children — Diana (Mrs.

" Richard A. Barker), Wendy (Mrs. Charles Maiorana), Frederic

Chaundy; Asso. Phys. Chemist Fixed Nitrogen Research Lab., Dept.
Agr., Wash., 1929, chemist, 1937-39; sr. chemist Nat. Cancer Inst.,
Nat. Insts. Health, Bethesda, 1939-48, prin~ chemist, 1948-51, head
chemist 1951-58, chief chemist 1958-74; asso. prof. biochemist Cor-
nell U. Med. Coll., 1939-41; research master grad. faculty George
Washington U., since 1947. Guest research worker U.S.S.R. Acad. Scis.
(Biochem Inst.), Moscow, 1935. Mem. bd of dirs. Science Resources
Foundation; Recipient of Domagk prize for cancer research, 1965:
decorated Knight comdr. Med. Order Bethlehem; Fellow A.A.AS.
(organizer, chmn. research confs. on cancer, 1942-45); Mem. Am. °
Chem. Soc. (Hillebrand Award, 1952), Am. Soc. Biol. Chemists, Am. -
Assn. Cancer Research, Am. Soc. Plant Physiologists, Sac. Exptl. Biol-
ogy and Med., (Chmn. 1949-50, sec.-treas. 1948-49), Am. Inst. Biol.-
Scis., N.Y., Washington Acad. Sci.,, Soc. Gen. Physiology, L.I. Biol
Assn., Harvey Soc, Chem Soc. Washington, Max Planck Assn. Goet-
tingen, Inst. for Cell Physiology, Berlin. Royal Society Medicine,
Ltondon; National Trust, Gt. Britain; Dolmetsch Found. Haslemere

-(foreign); Gamma Alpha, Sigma Xi; Clubs, Cosmos Club Wash. and

Commonwealth Club of California; Author: Cancer, 1945; Ap-.

- proaches to Tumor Chemotherapy, 1947; Cell Chemistry, 1953. asso.
. editor: Record Chem. Progress, 1943; Proceedings Soc. Exptl. Biol.

and Med., 1948-53, Enzymologia since 1937. Contbr. 250 sci. articles,
Home: 4719 - 44 St. N.W. Washington, D.C. 20016. -

" Appointments and Awards, 1973-1973 -
1. Foreign Scientific Member, Max Planck — Institute of
Biochemistry, Munich, Germany. .

2. Honorary President, German Society of Medical Tumorthera V
_Heidelberg, Germany. . v s

. 3. Editorial Board, Krebsgeschen, Heidelberg, Germany.

4. Editorial Board, Cancer Biochemistry and Biophysics,
Brunswick, N.J. '

5. Cancer Control Society Humanitarian Award, Los Angeles. -
6. Wisdom Society Award of Honor, Los Angeles.

7. Knight of Mark Twain Society (Succession to Sir Alexander
Fleming), Missouri. -

8. Distinguished Service Award in Biochemistry, Dictionary of
Interntaional Biography, England.

9. Humanitarian Award, International Association of Cancer Victims

and Friends, Los Angeles.

10. Guest Scientist, U.3. Naval Hedical Resegrch
Institute, Bethesda, Md. 2001k, 197%-1976.
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 ASSEMBLY BILL NO. 121—ASSEMBLYMEN DEMERS, SCHp-

H

 FIELD, VERGIELS, HAYES, GOMES AND HARMON
sm:;m 21 1977 S

Referred m(‘,‘omnmtee on'Commerce

SUM'MARY—Reqmres public heéaring for disquahﬁcatlon of laetrﬂe ,
"'In cancer treatment. (BDR 40-362). : 2
FISCAL ‘NOTE: ‘Tocal-Governiment Fmpact: No. EVARE 6
: State or Indystrial Insurance Impact: No. = |

EXPLANATION—Matter in ifalics is new; matter in brackets [ ] is material to be omitted.

- AN ACT relating to substances; perrmttmg the use- of amygdalin (laetnle) or
Gerovital H3 under certain conditions; providing for the inspection of manu-

facturers; and providing other matters properly relating thereto.

The People of the State of Nevada, represented in Senate and Assembly, :

do enact as follows

SECTION 1. Chapter 585 of NRS is hereby amended by addmg
thereto a new section which shall read as follows: :

1. The commissioner shall: '

(a) Adopt regulations which prescribe minimum standards for manufac-
turers in preparing, compounding, processing .or packagmg amygdalm
{ laetrzle) or Gerovital H3.

(b) Conduct mspectzons of manufacturers of amygdalm (laetrile) and
Gerovital H3.

(c) Establish fees, to be collected from the manufacturer, for the pur-
~ pose of paying the costs of the inspectzons

SeEC. 2. Chapter 630 of NRS is hereby amended by addmg thereto a’

new section whlch shall read as follows:

No physician is subject to disciplinary action solely for prescrzbmg or
administering amygdalin (laetrile) or Gerovital H3 to a patient under his .
care who has requested the substance.

SEc. 3. Chapter 633 of NRS is hereby amended by adding thercto a
new section which shall read as follows:

No osteopathic physician or osteopathic physician and surgeon is sub-

ject to disciplinary action solely for prescrzbmg or administering amygda- ‘

lin “(laetrile) or Gerovital H3 to a “patient under his care who
requested the substance. -

SEC. 4, Chapter 639 of NRS is hereby amended by addmg thereto a.
new section Wh.lch shall read as follows

g Original bill is _2 pag_eslong.-
Contact the Research Library for -
a copy of the complete bill.
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