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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 

Mr. Harley Harmon 
Mr. Don Mello 
Mr. Robert Barengo 
Mr. Daniel Demers 
Mr. Don Moody 
Mrs. Karen Hayes 
Mr. Robert Price 
Mr. Nash Sena 
Mr. Robert Weise 

GUESTS: See Exhibit "A" 

A.B. 121 

SENATE 

Chairman Jack Schofield 
Vice-Chairman Joe Neal 
Senator William Raggio 
Senator Richard Blakemore 
Senator Wilbur Faiss 
Senator William Hernstadt 

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. 

******** 

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 where½ of the patients used GH3 and 
½ 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. 

******** 

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. 

******** 

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 
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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. 

********* 
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. 

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

******** 
Mrs. Phipps and Mrs. Loeb both gave personal testimonies 
in behalf of Laetrile and stated that they were in total 
support of A.B. 12l'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. 

******** 
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 92 
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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 life. 
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. 

******** 

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. 

******** 
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. 12l) 
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. 

PAGE FIVE 

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. 

******** 
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 
Isaacsr and the major portion of Dr. Wedel's testimony 
is attached, (~xhibit "F") . 

******** 
Dr. Gary Gordon of Sacramento, California, President of the 
American Academy of Medical Preventic~ 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 ~0% 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. 

******** 
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. 

******** 
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. 

********* 
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. 

******** 
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. 

******** 
Betty Taylor and Lola Farrell also gave personal experiences 
in support of laetrile. 

******** 
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"). 

******** 
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" & "~). In addition, Dr. Miercort 
also showed two sets of x-rays to the Committees. The d6ctor95 
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 II I II) • 

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. 

******** 
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 scientifiq study, and that these claims are often 
unsubstantiated and misleading. 

******** 
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. 

******** 
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. 96 
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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 
"K"}. 

******** 
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 
studiesr (Exhibit "L"). 

********* 
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 decisiop 
on an emotionally sick person to decide on his own type of 
treatment. 

******** 
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) r 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. 

******** 
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? 

******** 
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"). 

******** 

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. 
********* 

A.B. 121 (Exhibit "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") 

********* 

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") 

The meeting of the Joint Committees was adjourned at 12:05 a.m.98 
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The minutes of the Joint Hearing on laetrile, A.B. 121, 
are respectfully submitted by: 

Approved by: 
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Mr. Roland c. Bartlett t Dr. Dean Burk 
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Or. Stewart Nightengale 
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1977 Amendment N\> 38 Replaces Amendment No. 211A. 

Amend section 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 

~..mend 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 pha~acist is not subject to anv penaltv for: 

1. Filling a prescription for arnygdalin (laetrile) or Gerovita1 H3 

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

vsician or osteopathic physician or surgeon; or 
1r1 

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

tooical application onlv." !Tri :.Journal 
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Amendment No. 38 to, __ A_s_s_emb __ l_.Y.____,..Rill No. 121 (BDR.__40_-_3_6~2 __ )Page_2_ 

Amend the title of the bill to read as follows: 

"AN ACT relating to substances; permi'tting the use of amygdalin 

(laetrile) 'and Gerovital H3 under certain conditions; and 

providing other matters properly.relating thereto." 
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BY MARVIN KRATTER 
~ \,. I • . .l,.. \\ r I/ X., .. \ .-)\ I \.._ 

STATEMENT TO JOINT COMMITEE 

HEARINGS ON AB 121 1 MARCH 2 1 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 conmdttee 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 United 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) 

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

-3-
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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 !!!I. 

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, and 

while generally all of the reported conclusions of these 

clinicians do not reveal any real danger from the use 

of this 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 research 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 community, 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 

introduced into the House of Representatives with the 

following preamble: 

"A bill to expand the med~cal 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 own 

Mr. Santini, were sponsors of the introduction of these 

bills: 
BT Mr. 8YMM8 (for hlmHlf.·Mr. 

Bcn.,.. Ma. CKlsHOLK. Mr. COC>aA>r, 
Mr. Col.l.Dfa ot Te:oo, Mr; ca.unr, 
Mr. llAKNJ>tl!ClDl<lDr, Mr. xrrc......_ 
Mr. XDrDttta. Mr. L& P.u.a,. Mr. 
l.AGoKAJl!IINO, · Mr. Lorr, Mr. Mc
DolfilD. Mr B.unpg, Mr. TnDr. 
Mr. WAGGO""""- Mr. Boa WD.sow, 
lllr. Cllll1A Wn.,ox of Te:oo, Mr. 

· · HAu., and Mr. M.umr): ·-... · 

. Br Mr. AllDERSON~omla (tar 

-~- ~~:.~~~~ i=: 
Mr. .Tom<aow ot C&lltomla, Mr. 

. Xl:Tc>nn<. M!'. B:?>rmrm. Mr.· Ka-
- Mr. L&G0--11<0. Mr. 1..xmux. Mr. 

. . LD<T. Mn. Ll.oTa ot T•=•-• · Mr. 
°Mil%0Ll. Mr. Mnns, Mr. M01.U11Ulf0 

Mr. M=n.. Mr. M,,...HT or Illli>ola. 
Mr. Muanu, Mr. O"Bllmr. M!'. Ros. 
Mr. sisa:. :1,1r.. SL.lex, and Mr. 
YAnON'): 

-6-
108 



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 safety 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 Vanderbilt 

University, Nashville, Tennessee, and McGill University 

at Montreal, Canada; Dr. Leonard Cammer, Clinical 

Associate Professor of Psychiatry, New York Medical 

College and Flower 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 School of Medicine, and also 

Medical Director of the Desert Hospital Mental Health 

Center at Palm Springs, California. 
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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) 

It certainly seems odd that Americans going 

to highly civilized, highly regulated colllltries 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 . 
colllltries, particularly in Romania, where it was used 

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

in 44 governmentally established centers llllder controlled 

experiments. 

Enclosed also as Exhibit _5 __ , for your 

consideration, is 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 Jlllle of 1972. The main 

objective of this testing was "to prolong the active 

life period of workers, especially those undergoing 

temporary working incapacity and to prevent the process 

of infirmity." A careful reading of this chapter 
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will, in my humble opinion, convince you of the 

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 -faire ancb- s,ta-tesman-like manner best expressed 

by Governor Jay Haxmnond of the State of Alaska, on 

June 24, 1976, who, in coIIDllenting on a similar bill 

- r offered to him for signature, said, among other things~ 

''My decision not to veto the bill, in 

spibe of the,recoIIDllendation to do so from 

several physicians, hospitals and the Food 

and'Drug Administration is based on one 

strong persona~ conviction -- the individual's 

right to decide on a course of conduct or a 

mode of treatment, given the alternatives 

- available. In mrupinion, 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 persons 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. 
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By Rona Jaffe: 
The Special Ties 
That Bind Women 

Tasty Turkey Tip 
For a Barbecue 
That Saves Dollars 

Rod Mcl{uen: Iiow · 
Life Finally Forced 
Me to Be Myself 

§k Them Yoinrself 
Want to 1111. • f1moua ptflon • 4ut1tlonP S1nd lht quutlon •n • ,,,ic1ur, 10 "A1k/' famlf)' Weekly. 641 
Lt,inrttn Ayt._ Haw Yark. H. Y. 10022. We'll pay 15 fot publi1h1d•C1u11llon1. Sony, wt can'I 1n1w1r olhtrl, 

FOR SEN, ERNEST HOLLINGS (D-S.C.) . f 
Whnt 11 the 11dv1111tage or Cerovltal, the Rumanlnn drug that 
you nnd othar 1ennturt nra 11eklng to hrlng Into thlt coun• 
try?-R. Z., Hayward, Cnllr. 
O Ccrovltnl, called the Hyouth dmg,• It widely use<l In 
Europa and Mexico. It wns developed by n 73-yeor-old 
womnn doctor, Ano Aslnn, In Duchnrest, Tom Englcton, 
Jlownrtl Cnnnun or Ncvadn 11ml I ho<l un Am1y doctor from 
Wnlt~r llce<l Army Mcdlcul Center check out the claims for 
this dmg 111 11 cure fof' nrthrltls, for 1_nnldng hnlr grow and 
general rehnbi1lt11Uo11, The cloctor cnmo nwny much Im· 
pressed. Still, the U.S. bnns tho drug. I think wo ought to 
obtain Its entry Into this country to help tho elderly. 

, r. 
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Chicago Tribune Tuesday, December 191 1972 · :+, rf'.riciiei+:Mr,i•·• ii:t,e h · ' Section 2 . ..: 3 · 

· Senators Press Search for .Eternal Seniority 
: ·, . . ', . . . 

Wotlilng!Dll 

• THE VISIT of three U. S. senators to the Bucharest 
Geriatric Institute In Romania several weeks ago may pave 
lhe way for experimentation In l.hlJ country ,,,.Ith a conlN>Yer• 
slal "youth" drug that has been credited with "revll~llzlng" 
such world leaden u Nlltlla Khra1behn and Koarad Ade• 
1:autr. 

Sea, Thomas Eagleton, member of the Senate's special 
Committee on Aging, •·as j31ned by Nevada's S<,n. Jlowanl w. 
Cannon and South Carolina's Sea. Ernest F. llolllng1 for an 
Inspection tour of the famous clinical faclUUes for the elderly. 

The groui, was briefed by Dr. Ana Aslia, the 73-year-old 
CTHter of Gerovllal, a procaine formula ...-ldely-used In E~ 
rope but outlawed bere by . the FDA &Ince the 1950s u a 
suspected hou. 

Dr. Asian claims Gerovltal )'Al "cured" such complaints ' 
of old age as arlhrlliJ, arterjoeclero!b, wrinkled skin, bald
ness, gray hair, angina pectorls, heart dbease, deafness, 

newitls, neuralgia, Parklnaon's dlseue, various psychic all
ments.· 

Both Khrushchev and Adenauer underwent Gerovltal treat
ments. So did Saudi Arabia's old KloC lbn Saud, Britain's 
Field Marshal Montgomery and former Vice President 
Henri Wallace. 

None of the three U. S, senators who went to Bucharest 
took Gcrovltal while they were there. Their Ylslt was merely 
for study purposes. 

Sen. Eagleion was favorably Impressed with what . he 
learned, a staff member said afterward. He brought back 
papers on Dr. Asian's work that now are In the process of 
being translated Into English. 

The manufacturers of Gerovltal are expected to uk the 
FDA soon to ease Its restrictions and permit the drug to be 
Imported here, at least for the purt)Oses of further 1tudy by 
U. S. sclenUst.s. 

O SOME OF SEN. GEORGE McGovern's campaign 
workers with as much as three weeks' unpaid salary coming 
to them, have taken their plights lo the D. C. Minimum Wage 
Boarcf, )vhlch can enforce payment. At the first hearing l!lllt 
week, a secretary was awarded her claim, and other bear• 
Inga are scheduled. Matriarch Rose Keoocdy, who has not 

·hnd her portrait painted In half a century, plans to sit next 
week for Palm Beach artist Dick Baaks, The artist, who just 
got back from London where be painted Peter ScllMs' wife, 
l\llranda, gets between $3,000 and $5,000 per painting. Eagleton, ~:,clnlJ GeroTllal, 



UNIVERSITY. OF CALIFORNIA, LOS ANGELES 

"BENCEl..ET • DAVlS • JRVJN& • LOS ANCELU • IU'VEI\SIDC • SAN DIECO • UH FnANCJSCO SANTA. BA.JIB.All.A. • SANTA CRUZ 

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

Gentlemen: 

OFFJCE OF nR: CHANCELLOII 
LOS ANCELES, CAUFOIIHJA 9()024 

February 24 • 1977 

It is my understanding that you have under consideration legislation that will 
pe_rmJt !he sale. of Gerovital.(GH3) by physician's prescription in the State of Nevada. 
As one d. 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 moderate depressive 
states or with chronic physical conditions with a reactive dep~ession. One or more 
courses of medication were given consisting of three inj~ctions weekly for four weeks 
with a non-medicated period interspersed between courses. 

In evaluation·of 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. It 
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 our results with the first 41 patients given GH3 therapy. 
Vfe .found. soine degree of improvement from slight to marked in' 850/o'of' dur patients 
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Commerce Committee of the Assembly 
Carson City, Nevada 

-Z- February Z4, 1977 

and no improvement in 15o/o. 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 don·e" 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 h,noin-with quinine to produe~ a·bitter taste. 
In summary, no problem of abuse should be anticipated with Gerovital. 

SC:dec 

It is a pleasure to transmit this information to you. 

Sincerely yours, 
/ 

-,:i- ... ...r..,,. .. c-c- ( .-11k.1-......... 
Sidiley Cohei{. M.D. 
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FOREWORD 

• The FDA has forced U.S. firms to manufacture more and more abroad IA--
receot years because of Increasing delays In approval of New Dnig Appli• 
cations (NDAs). '"Regulations prohibit dnis• from being exported wlt&out 
an approved NDA. With the sreaUy Increased time required to attain NDA 
approval •• • In 1975 twelve new chemical NDAs were approved with an 
average of over eight years from IND flllni to NDA approval • . • . Indeed 
with the possibility that II might never be approved here-there 11 more 
and more of a pattern for U.S. ftrma to Introduce a new drog In a number 
of forelsn countries before attemptlns to market It lo the United States. 
Being unable to export from the United States, these l!rm1 must establish 
production facilities abroad .• •• " New Drugs: Pending Legislation (Wash-
ington. D.C.: American Enterprise Institute for Public Policy Research, 
1976), p. 49. See also comments by Halb~rstam and Lasagna, Reforming 
Federal Drug Regulation (Washington. D.C.: American Enterprise Institute. 
1976), pp. 2-S. 
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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 ls 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.•· · 

G The 1982 amendments did add a requirement that no Investigation of 
. toxicity and therapeutic· effects In human beinga could begin until thirty 

days after filing a new-drug lnvestlgatlonal plan (IND) giving the resulta of 
animal test• and detailing proposed resear.ch protocola for human tests. 
The FDA was also given the power to halt new-drug lnvestigatlona If It felt 
that any data supplied at that point or later threatened the safety of humm 
volunteers. In view of prior experience. however, 1h11 new power wu not 
required lo Improve safety. E. A. Carr, discussion In "Clinical Pharmacology 
and the Human Volunteer," Clinlcol Pharmacology and Therapeutic•, vol 13, 
no. 5, Part II (1972), pp. 79o-795. 

T Professor David Schwartzman, In The Expected Return from Phormacau
licol Research (Washington, D.C.: American Enterprise Institute. 1975), esti
mates that the average research md development cost of a new chemical 
entity u of 1973 amounted to $24.4 million (p. 28) exclusive of the coat of 
capital Invested In research and development. Aa of 19GO, he estimates 
research and development costs per new chemical entity of $1.3 million 
(p. 42). This ~ighteen-fold Increase In costa would have been only a nine
fold Increase according to independent estimates by Professor Sam Peltzmm 
(Regulation of Pharmoceut/cal Jnnovotlon [Washington, D.C.: Americm Enter
prise Institute, 19741, p. 112), and Professor Martin Baily {"Research and 
Development Cost and Returna: The U.S. Pharmaceutical Industry," JoumaJ 
of Politico! Economy, vol 60, no. 1 [January/February 19721, p. 78) if the 1982 
amendments had not been passed. The nine-fold locreue wu expected to 
occur because of the Increasing amount of testing for safety .. - new pl'O
cedures were developed enabling the performance of new tests and becauae 
of inflation. An Indirect confirmation of the doubling of research and devel• 
opment costa caused by the 1982 amendments II provided by Britain'• 
National Economic Development Office, Focus on Phormoceuticols (London: 
Her Majesty's Stationery Office, 1972), which pointed out that "the UK'• 
innovative efficiency waa between 2 and 2¼ times that of the U.S." {p. x). 
• Symms Blll-H.R. 14428; Kennedy•Javits Bill-S. 2697; Rogera et al. Bill
H.R. 14289; all 94th CongresL 
t Th.la Is, in part, a consequence to be expected from the bias In the assembly 
of data concemlns 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. la being used to 
estimate the total harm of d"ruga to the community; but we have no com
parable methodology available for measurlns the total benellt of druga to 
the community." (Regutation 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 robb.ing the public by selling ineffec
tive drugs-malefactors quite as willing as burglars with guns t9 
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! market where they would 
defraud and damage unsuspecting customers. 

11~} 



11 11,e widened a~•)' of choice ls l111portant In the treatment· of patients 
even If the new drugs •re no more effective than those •!ready available. 
Profesaor Wardell hu pointed out that wF• ilure to show • difference In 
efficacy between a new drug and an :,Ider one should not be taken lo muu 
that the new. drug cannot •be a worthwhile advance. ••• First. each drug's 
efficacy may ba 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 available alone. By the same argument. a 
drug that ls 'on average' less effective and more toxic than existing therapy 
may still be highly desirable for aome segmenta of the populallon. Our 
current simpllsllc statistical concepts of efficacy and safety usually fail to 
lake this Into account. Second, It ls common to find that the spectnun of 
side effects differs for· each drug. or that the pharmacoldnetlcs 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 tum on a trial•and-error basis until 1he one that la best 
for his needs ls determined empirically. These realities of therapeutics for 
individual patients •re 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
fort. convenience. and compliance with the therapeutic regimen. To achieva · 
these goals It ls desirable to have a number of alternative therapies from 
which to choose. w Wardell, "Therapeutic Implications of the Drug Lag." p. 78. 

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. 20 This is having undesirable effects on the value of the 
dollar and on U$. prestige, and a second~ 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 1962 amendments which I, 
for one, am quite willing to do without. 

Graduate School of Business 
University of Chicago 

Yale Brozen 
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IS IT THE KEY TO REJUVENATION?* 

Penicillin, progesterone and now GH3. 
Is this the third wonder drug? 

Can It actually halt the aglngyrocess? 
What ls the real story of GH3? 

GH3-WILL IT KEEP YOU YOUNG LONGERP 
Based on over 500 laboratory studies 

conducted by leading physicians 
• and • 

gerontologists all over the world, there ls 
evloence that in some cues: 

G H3 may help old people feel young. 
GH3 may be useful as an antidepressanl 

It can give a sense of well-being. 
GH3 may make cells live longer. 

G H3 may increase muscular vigor. 
GH3 may reduce hypertension and arthritis. 

Here is the llrst, full fascinating 
account of the exciting and controversial 
drug developed by Dr. Ana Asian. You 

wlll Jlnd it enthralling. 

*Warning: The Fountain of Youth Is not 
·• here. While CH3 IJ approved for use 

In England, France, Italy, Switzerland, 
among others, It IJ cutrently under study 
for we as an antidepressant In the U.S. by 
the Federal Food and DrugAdmlnjstrallon, 
and has not been approved for any pur-
pose by that agency. ' 
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WILL IT KEEP 
YOU YOUNG LONGER? 
BY HERBERT BAILEY 
AUTHOR OF THE MILLION-COPY BESTSELLER 
VITAMIN E, YOUR KEY TO A HEAL THY HEART 

THE FIRST FULL, FASCINATINQ 
ACCOUNT OF THE EXCITING 

AND CONTROVERSIAL DRUG DEVELOPED 
BY DR. ANA ASLAN, 

DIRECTOR OF THE NATIONAL 
INSTITUTE OF GERONTOLOGY 

ANO GERIATRICS, 
BUCHAREST, ROMANIA. 
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- A)fO:-°t}lo conditions whlch OH3 &;;ii;; ~~~lated 7 
In one way at least: they are associated with tho aging 
process. It la logical that if you have a substance which 
will biologically retard, or In some cases; roll back the 
process !t'e call aging, It. should affect enry aspect of . • 
aging. · . ' 

It is easier to test the effects on Just one condition
which Is what the present series of teata In the United 
States are doing. Old-ase depression. Tkis may seem 
too narrow to some; but according to the FDA and 
other medical authorities, depression la one of tho most 
Important ailments afflicting 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. 

Furthermore, if old-ago depression Is benefited, to 
will the other accompanying maladies-If tho substance 

I 

Is unlvenally beneficial. And that Is just what hu 
happened in the United States expetiments. Concomi
tant ailm~nta have been favorably affectfd as well u 
depression. · · • 1 · 

Tho most effective refutation of tho critics who say 
OH3 hasl!'t been studied scientifically ii J'> examine a 
mammot1i experiment by Dr. Asian, her colleagues at 
the Institute of Oerlatrica,. Bucharest, 81/;d 400 other 
doctors in Romania. Tho study further refutes those 
who say that even if OH3 acts against qld-age symp
toms and diseases, you cannot prove It prevent1 aging; 
that if WI! start taking OH3 at say, 30 or 40, we won't 
be subject to those all-too-familiar symptoms of aging. 
No propJnent of GH3 ever claimed It wbuld prevent 

,:. ~ ... .. 

' 
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,ct1on o( speclftc medicines (such as dlit!t,lls and atrcr 
phantin) In patients with cardiac lnsutilclency ( where 
the heart does not operate efficiently). 111 fact, all heart 
and blood pressure medicines could be significantly 
reduced with OH3 therapy. 

3 Cardiovascular effect: those showing a low acon, 
of h~rt effort at the lnldal eumlnatlon were Improved , 
after six months, 48.4%; 12 months, 56.0%; , 24 
months, 60.0%. For those patients who had a good or 
fairly good cardlovucular effort score to beRln with, 
OH3 maintained most of , them at the same level for 
two years--when it might 1:ie expected they would 
slowly decline because of their age. 

4. Muscular stren,rth: In clinlcally healthy patients 
under OH3 therapy there was a gradual Improvement; , 
after two years about cine-fourth, or 23.9~, showed 
Improvement while only 3.5% decllned-72% were 
unchanged. These are remarkable figures became a 
gradual · decline in mUICUlar power almost always 
occurs~ people of that, age bracket (49 to 62). The 
Improvement occurred In twice as many of the OH3-
treated ~up as In the, control group, , which proves 
again OH3'1 dramatic role in preventl114 or n,verslng 
the age process in over 96 % of the treated patients In 
this highly Important te~ 

5. Respiratory capacity: after 24 months 96.1 % of 
the OH3-treated group , were unchanged In Jung ca
pacity compared to 91.2% of the control group. This 
may not seem much, but lung capacity goes rather 
quickly hi late middle age. At about 70 th' average per
aon has Jost over 40% of the lung capacity he had at 25. 
This decrease Is bound to affect all other aystems of 
the body, 'heart, kidneys, liver, braln-;ln short, the 
whole body; since the oxygen so vital to every cell i,s 
drastically reduced, the other systems ,are naturally 
affected too. That is why oxygen-conserving substances 
such as OH3 and vitamin E are essential. 

; .';: ~.; ' ' I , .. , 
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years. Also, 77'16 performed their production norms (a 
standard set by calculating what the majority of work
ers achieve), 20% exceeded them, and only 3% of the 
elderly failed to achieve the norms. This ls truly re
markable, since even maintenance of the norm Is not 
expected at this ago level. We must remember that 
every peraon received all the medical attention posaible. 
Therefore, any differenco between the OH3-treated 
group and the OH3-untreated must be attributed to 
the action of OH3, 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 psychologlcil factors which lf
fect the human equally as much as the physical-yet 
are harder to measure and correspondingly harder to 
convince die-hard skeptics about. 

Hero we have all the necessary Ingredients for a truly 
objective, unarguable experiment. It, would be hard _to 
argue against tho R.omanlan govern.91ent that OH3 Is 
all a grand delusion, that It's all In the workers' minds 

· that they feel better and are able to produce better and 
live healthier. The Romanian government has the facfS 
now. That Is why the fact that Rolljlania continues to 
supJ>ort GH3 Is solid testimony to the, fact that It works; 
research costing millions of dollars would not be sup
port~ without some practical re!llllts, The government 
would not continue to spend million~ treating Its mid
dle-aged and elderly workers with GH3 unless it paid /I 
off lo the workers being healthier, more Interested in 
their work, and expanding their effective worklna Hr~ 

Now con.sider another nhase of the propJ:iylactlc effect 
of OH3, Just as objectively, scientifically ,demonstrated 
as the ~edical test results. The number of days ·of 
medical !~ave due to sickness required by OH3-treated 

~=--::N•h~ ,,.riJ40~ =~•ro ~• --~L .... __________________ _.. . '' -•· 
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,Preface 
II 

In a book of this nature which requires yean of re:.: 
search and writing. there are necessarily hundreds of 
persona lo whom I am Indebted. As much as I would 
like, I cannot list them all. (Several are listed speciflcal~ 
ly on the Acknowledgments page.) . 

H9wever, the cooperation of the researcben In
volved In Oerovltal 'H3 la most appreciated. Although' 
tho R1Carchen were separated by many thousands of 
miles-from Massachusetts to Florida; from New 
York lo Callfornla to Washington, D.C., lo North Caro
lina-they were united In a common cause: to find 
out the truth about Oerovltal H3. And these places 
only mark tho major research locations In the United 
State,, Bli:temlvo research on the antidepressant, anti
aging qualities of Oe,rovltal H3 baa been going on In 
Romania and other European countries for nearly three · 
decade,. Yet lt waa lo the United States with testing 
beginning In 1973 under Federal Food and Drug Ad
mlnlstratlon supervision that the controversy over GH3 
appears lo have been resolved In a manner which must 
pleuo all true scientl~ts. This Is due. to multi-phase 
testin{ on bu.mans Including several. "doubl~bllnd." 
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 over,vbelmlng when 
viewed In their entirety. 

The' rapport I established with these eminent re
tearchen through close communication and frequent 
visits was most essential to the type of _book I, as an 
Independent writer, demand. The manuscript was su~ 

X 
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milted to those researchen worlclng under the FDA
supervised project for their comments, corrections and 
Insertions. Almost . all made suggestions which I was 
grateful to Jncorporate lo the book to avoid technical er
rors. Almost all were pleased with the book Itself 
which In tum, pleased me. · ' 

Several knowledgeable·observers have·predlcted that 
Oerovital H3 may prove to be the third "wonder drug" 
~e1;fit.em times-the other two b~ln- g Penlcillln and ,·, '.;,~,'.•~ , ·,-;~' ,' ,, ·, ~. 

_ • • ~ l \\~ -'t,'- I 'l I , •J. • 
There have be an -- --11ed ..... d d 1

v'•-'t ~t.:'f fjt ~\··~,I~( ,,./-' en m y"""""' .,,on er rugs" In . ,, :''\'7f},,,..,,, , :: : ,., _J• 
the last 30 years. Some have proved to be much less .',; 1 t;,·,;:,• ;:·,:· :.\·, ,'.~ '.'.· t,.- ._;,. 
than wonderful and have been cast Into the medical ~ 
waste-heap. Some have proved useful for specific con
ditions ~nd are ,Included In the ever-growing list of · 
w,1;,rtbwh1le drugs ;doctors need fot specific condit/pns 
-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 
lm1aglnatlon still fui;ther and CQncelve that such an agent 
could also be an antidote for the .signs and symptoms 

· o!_,.aglng-and thM it might actu~lly be one of the 
long, sought for substance, n~ary ··to counteract 

I 

I 

mans most ancient enemy. ' . 
As an lnvestlgatjve writer-reporter for many years '.• ,•\, 1~'1'' •·r '. · 1 '' • • • J r • i ,, •, 

without any real challenges lo m;Jubllshed books or "" 11•1 ,,} "' ,' ' · "r"' ,. ' i · · " 

,, l ',, ' ~ 

· ,• .. f 

~1!~~1~~~~ :111If :lJ1~t;,;.:: ,: 
should take a stand in defense of the truth of which he ?:/> L ·; , · , . ,• .. · .. ,', ·:: • . .'.' -.~ · ' 
wrlJes, He should !)resent all sides, of course, but still 1.1 •, , • ., • , · • , , , • • . ,. , ,,, • .,.,. , , 

• 

::~:t~!IE:1f;:~:~]0!eey~~:~~~~ w~aJ -/(-·: r)< _.: : :. :r . .1j\)::i:\.:.;\}!;.i{(\: ·, .. 
W think " ' 'i"' " ?, '·t -~r' '., •.:;·q :.,;.f,·1; _,.,~..,,~ l:1.~:,··t'·"',:, l~;•.,t , · 

e we are on the eve of a •great breakthrough .,.-_:· . ... ;_':;:-:· ,· : 1 
• .-,:~, 11:\J·-" ','I,~ :j,(',1_: i';'(1, ·i-~-~ 1r·:-· .. ·, : .' ·: · · 

In ~he history of the human race, Yet even if OH3 Is ,,,_.,,..; :1·• ., .. ; ,•, .• ·.,< •. ~.-11i1· ~,,{-~:r'ff1,·;;,rJ:: /f" .1,,,~f ,'H<k•'• , , ' .: 
n] I !

Jr ! ,!• , .:. • , , 1 • I 1:"- '"' ~-, ,•' , , ~ .. , .~ .J _j~~:.:!/"l ,.,d,J ' -·' .... • / 
o Y a un que ant uepressant without side effects we -, , :/ ,r . ·, •, • ,, ': • >: •~.i.;'!'.t~~'.j '.t-(· '.,'\,1:.~.iiii:~' .-,1,fi:J;;'' ;/•:,, · · · .' · - .';, ~ · 
would still be achieving a major · :victory, for ahnost . • '· ,., ', •'·' ·, ·. , • '~:• •:(i(•~~ l; ., 1;tt-.i~:• \t\'.1~1~1 .. t,. '" •·: i '.l • ' 

•! ;• ' r l.:,>\ t,,,~•.-t :r, -.:·\: ·,._./,'~r ?~t/-"'.'i~~,:~;';~ ~ ,},.~::t •~ .. :· ..1, ' :·-J":"i-1 
.J• , !~,,I ...... , ~.,~'.l'ft\,f, , ,• J~:,,• " t.fl,."'"r•• • 

··n 1'i 1 ',~ ,> •i', . ~·., ,1'1.•·:·1•h;.t, ,:'~"-'"1.S:~t,.,•..., ,d,( \!1'1"; 't ', ., ... ~ t•Ut:-

~~}zl~,J~: ,rJ~ ~ .~t~-~ ~,n·~·.-:i••.i;' t~W. ~~ '·"<~,~:r ~ ·!\:;)¾; ·, q :: 4 . /, , .\ ·;t ~ t .. ····~-·----..,. . .,........ii.--------------:...---------j ... '; 1:~, ,.;/ ,, • . l /,'_ \•I ~) ,-.. ~.r- ,-;J.;.J,'-~"j,~ ;.,,;~,1~? :, ,;. \ ... , , ,~i., ,,,..\(.~1 
• . ~· .. :•-.. ;1 \ ;._:-,;,•,\' ~.·~->~·;?-'l'~ ,.. · ... :~, .. t;'1;1\/t: .;,·~~?;~, .';~1,:_·• .t' ;'., ,\ ·}··~· . 

· I 
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every member of our nco suffen from depression, and 
u we progress toward our transfer to another dimen
sion, depression and Its apocalyptic partncn are almost 
universally with us. We are now .apparently In pos
ses,lon . of Siegfried's Magic Ring.--whlch while not 
yet conferring the ~ortality of the Gods, will e~ 
able us to undertake our lives on this planet with 
lengthened · and broad,ened understanding; therefore 
with greater majesty and dignity when we are eventual
ly faced with aging, old age and death. 

Herbert Balley 
Sandy Hook, Coruiectlcut 
July, 1976 
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IN THE HOUSE OF REPRESENTATIVES 

J ANUAIIY 4, 1977 

Mr. Snnu (for himself, Mr. DEDF.LL, Us. C1mm0Ll(, llr. COCTra.t:v·, llr. Cot
uxs o( Te.,:ns, 1\Ir. Ca.\:..:, lllr .. lIAIDCEllllCll)UDT, lllr. R:ti.Lr, lllr. 
iu:rcnux, Ur. Knn>xEss, llr. LAF,\I.CE, }Ir. LI.Goll.\RSINo, lllr. Lorr, llfr. 
McDoNALD, llr. 8AXTJXI, llir. TREEN, lllr. 1YAGGONXF.n. lllr. Boa WILSON, 

Mr. Ciuru.ES "\Yn.sox of TexlIS, llir. IL\LL, antl llfr. 1\LrnnN) introduced 
the follmving bill; ,..-hieh \Vns referred to the Committee on Interstate 
and Foreign Commerce 

• _• ~ j l ·A ·BILL t· i 

To expand the medical freed~in of choic~ of consumers by 
amending the ;F'edeml Food, Drug, and Cosmetic Act to 

provide that drugs will be regulated under tha-t Act sillely 
, !l . . ., # f 

to assure their safety. 

1 
• I . . .. : ' , . ! ,~ 

Be it enacted by the Senate and House of Repre.senta-

2 fices of tlie United States of America in Congress assembled, 

3 That· (a) sections 201 (p). and 201 (w)_ of the Feder~l 

4 Food, Drug, and Cosmetic Act (21 U.S.q. 321 (p)~ (w)) 
. . ·: .. ' .. 

5 are each amended by stiiking out ( 1) "and efl'ecti,eness" 

6 each place it occurs, and (2) "and effective" eaeh nface 

7 'it occurs. 
I 

4 .. 

f 
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In a report published in MEDICAL WORLD NEWS, 

a McGraw 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 prob~em with the drug and 

the Rumanian producer has agreed to good standards of 

manufacture. _A1so, claims for the drug have been reduced 

from the ridiculously extravagant ones of several years 

ago. Fighting geriatric depression is a perfectly 

viable rationale for testing a drug, and such a limited 

claim makes valid testing possible." 

,. 

EXHIBIT 12S 

)· 



State of Nevada 
Legislature Assenbly 
Corrmerce Conmittee 
Carson City, Nevada 

Gentlemen: 

TENNESSEE NEUROPSYCHIATRIC INSTITUTE 
1501 Murfreesboro Road· Nashville, Tennessee 37217 

Telephone (615) 741-7431 -· ,_ ".,. 

February 28, 1977 

A I l :':.::I J .S.r",,-'4 -. 

MY- attention~has- been .directed. to .. the .. fact,- that you are cons'iderJng. legis.lation 
to legalizing the use of Gerovitol H1 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 in 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 study with 40 depressed psychogeriatric 
outpatients. This study started approximately two years ago in collaboration with 
Dr. M. Amin and is s ti 11 underway. Si nee the code has not been broken, ~e. cannot 

·· '"=~",make any -comments.on the thera13euticcfindings in it. On the other hand, 9n 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. 

TAB/sc 

Yo_urs truly, 

,2...~ 

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

AN EQUAL OPPORTUNITY EMPLOYER 

.... 
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Feb. 22, 1977 

Dear S1.ra 

~r the past three years iq Mother, 

Hrs Irene Kunkel, has been receiving the 

Gerovi tal H J injections throu:f'hg Dr. Keith Dittman. 

He inf"ormed her tl:at he is now unable to obtain the 

product and to check w1 th you people. Is there anyone 

1n the Pooenix area that 1a doing the trial soota. 

Hy Mother feels so m uch better when she is on 
' 

soots t.nd would like to continue w1 th them. U 

there is no one here, perhaps she ~uld go to the 

Dr. in Ia.a Vegas or another Dr. in Beverly Hills. 

After all this testing, I truly rope 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, 
Lois Jones 
692:l E. Glenrosa Ave 
Scottsdale, Arizona 85251 

EXHIBIT 
130 
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LEONARD CAMMER. M. D. : '' 
110 EAST 82ND STREET , 

NEW YORK. NEW YORK 10028 

TKUPH0NIC (212) 2aa • .cs,u, 

T!le Assembly Commerce Committee 
State Legislature 
Carson City, Nevada 

GenUemen: 

February 26, 1977 

i 
Inquiry h~s been made as to my exoerienoe in the invest1ga~1on of 

Gerovital W.,. I an:: also adviseo that you Are considering le~isletion ~-hich 
'Will ler,alize the use of Gerovital-HJ b7 pre~cription in the State of Nevada. 
I would endorse suoh legislation. 

I am a physiei~n, specializing in psychiatry, and 11oensed to practice 
in New York and Arizona. I am a Diolou:ate of t.he Ar:.eriean Board of Psychiatry 
and Neurology, a Fellow or member of nwr,erous psychi@trio, medical and 
scientific societies, former Clinical Associate ?rofesscr o~ Psychiatry at 
New York Mecical College and the author of three books and over 50 scier.tific 
papers i."1 clinicsl research and experience. 

In ¥.ay, 1975 I undeiitook a double blind 8tudy of C:erovi tal H3 on 40 
men and wo;::en at, or past their menopausal period to evaluate the efficacy 
and safety of this drug in the treat1aent of depre~sive disorders. The 20 
patients who received Gerovital H3 intrarouscularl7 for a 4 ~esk period ir.lprovPd 
notably.· The 20 patients in the placebo group did not. -

Mdenee of efficacy was obtainoo from a variety of psychiatric scal~s 
t..~at measured depression, personality function, social activity. free tim~ 
,ctivity and clinical global 1mpre5sions of illne~s and ir.provement. Tho 
administration of Gerovital H3 produced significant improve11:ent on All scalee. 

Evidence of Safety was ~0asured by before-and-after blood chen:istries, 
blood counts and urinalysis. The dr.1g w~s found to be ~afe, with no substanti2l 
side effects or ch~ng~s in body chereistry. 

l'.y studies showed that the majority of the :.oatiants who received 
Gerovital P.3 accepted the drug 11.'5.th enthusiasm beoause of the physical and 
mental benefits deriver!. It was my strong im?r~ssion that the crug hns 
thera:peutie merit as a psychio energizer with negligle, if any, risks ~ttPrufant 
upon its pro?9r adrinistration • 

LC:ie 
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TO WHOM IT MAY CONCERN: 

160 LURING DRIVE 
PALM SPRINGS, CALIFORNIA 92262 

(714) 327-8813 

March 1, 1977 

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 collected, 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. 

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, ----
~~o/ ?:----1-c_ ~.,....._ 

Max Hayman, M.D. 
Consultant to Desert Hospital 
Mental Health Center 
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CURRICULill-l VITAE 

• Morton L. Kurland, M. D • 

PERSONAL DATA: 

Clinic Office Address: 

Private Office Address: 

Birth Date: 

Married: 
Children: 

Military Service: 

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

160 Luring Drive 
Palm Springs, California 92262 
Telephone: 327-2813 

September 29, 1932 - Richmond Cotmty, New York 

Jtme 10, 1956 
Four daughters 

1956-59 U.S. Public Healt.1. Sen'i.ce 
(including U.S.C.G. Tour) 

. EDUCATION: 

• Wagner College, Staten Island, New York - B.S. 1952 
State University of );"ew York, Dm~nstate Medical Center~ - M.D. 1956 

POSf-GRADUATE TRAINING: 

Internship - U.S. Public Health Service Hospital, ~ew York 
· 1st Year Psychiatric Res. - U.S.P .H.S. Hosp., Lexi.i.'"lgton, Ky. 

2nd Year rr " - V.A. Hospital, Bron."<, Xew York 
3rd Year " " - N.Y. State Psychiatric Institute 
Psychoanalytic Candidate - William Alanson White Institute 

PROFESSIONAL EXPERIENCE: 

1956-57 
1957-59 
1959-60 
1960-61 
1963-64 

1971-Present: Medical Director, Desert Hospital )~-ental Heal th Center 

1970-71: Clinical Associate Professor of Psycl1iatry, 
College of Medicine of New Jersey, ~eNark; 

Director, Outpatient CliI1ic, East Ora11.ge, New Jersey 

1964-1970: · Assistant Professor of Psychiatry, Post-Graduate Teaching, 
?{ew Jersey College of Medicine & Dentistry 

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

1962-1963: Instr.1ctor of Psychiatry, Psychoso::i.atic Medicine, 
Seton Hall College of Medicine 
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CURRICULUM VITAE 

~!orton L. Kurland., M. D • 

LICE'fSURE, DIPLCM~TES §_ FEI.LOWSdIPS: 

Medical License, State of New York, 1959 
Medical License, State of New Jersey, 1960 
Medical License, State of California, 1961 
Diploma.te, National Board of Medical Examiners, 1957 
Qualified Psyc..na.trist (QP), State of New York, 1963 
Diplomate, 1\merican Board of Psychiatry & Xeurology, 1964 
Fellow, American Psychiatric Association, 1970 

ACADBfIC APPOIN'IMENI'S: 

Associate Clinical Professor, Department of Psychiatry, 
U.S.C. School of ~!edicine, Los Angeles, California, 1972-Present 

Adjunct Professor of Psychology, Pepperdine University, Desert Div. 

OOSPITAL APPOINIMENTS: 

Consultant in Psychiatry: 

N .J. State H:>spi tal, Marlboro, N .J. 
N.J. State I-bspital, -Trenton, N.J. 
V.A. Hospital, East Orange, N.J. 
Eisenho,..;er ~-~edical Center, 

Palm Desert, California 
Angel View Crippled Children's ibspital, 

1963-68 
1962-67 
1963-71 

1972-Present 

Desert fbt Springs, California 1971-Present 

Attending Staff: 

Desert Hospital, Palm Springs, Calif. 1971-Present 

PROFESSIONAL ORGANIZATIONS: 

• 

American Psychiatric Association 
American Medical Association 
Society for Adolescent Psychiatry 
N.J. Neuropsychiatric Association 
So. Calif. Xeuropsychiatric Association 
Internatio~l Society for E..xistential 

Psychiatry 
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1962-Present 
1957-
1969-Present 
1964-71 
1971-Present 

1969-72 
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Morton L. Kurland, M. o· • 

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

ADDENDUM 

CLINICAL RESEARCH ACTIVITIES: 

•--

1. During residency and as an associate with t\·10 other physicians, 
we researched and later published studies having to do with the 
use of Librium in the treatment of alcoholic patients. 

2. As a member of the faculty of Seton Hall College of Medicine, 
I was asked to review and comment upon certain sections of the 
/lJ1A pllblication 11 New & Unofficial Drugs," specifically in re
lationship to psychotropic drugs and to evaluations of the 
research design, clinical trials, etc. 

3. 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. 

4. A .study on the comparative use of .Mellaril and Valium 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 •. 

5. I completed a project for the use of Librium in chronic schizo
phrenic patients who \•;ere already on major 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. 

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

7. 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. 

8. A study in the use~of Gerovital H3, an injectable moderate to 
\•1eak monoamine-oxidase inhibitor, in the treatment of dP.press
i~e patients ages 45 and older. Done in conjunction with 

1960 

1962-63 

1971 

1972 

1972 

1973-74-

Max Hayman, M.D., on 60 patients. . 1974 
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Morton L. Kurland, M.D. 

ADDENDUM 

CLINICAL RESEARCH ACTIVITIES: (continued) 

9. A study involving 100 patients in conjunction with the Schering 
Corporation, of Bloomfield, New Jersey, testing the chronic tox
icity and possible neurological effects of the new benzodiazepam 
product which they have produced (Halazepam), as well as its 
efficacy, double-blinded, against Valium. 

10 •. 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. 

11. A follow-up study on Gerovital H3 {procaine hydrochloride 
derivative) for Rom-Amer Ltd. on 100 open patients, with 
Max Hayman, M.D. 

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

13. A study on 30 patients testing h.s. doses of Librium for 
· Hoffmann-La Roche, Inc., Nutley, New Jersey 

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

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

16. An ongoing study of 35 depressed patients over 65 years of 
age for Hoechst-Rousse 1, Inc., Somervi 11 e, Ne\'1 Jersey. 

9/76 
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IN THIS LIFE WE ARE SOMETIMES LUCKY ENOUGH TO 

COME IN CONTACT WITH BRILLIANT, DEDICATED PEOPLE WHO 

WORK MIRACLES FOR THOSE AROUND THEM. DOCTOR HANS 

NEiPER IS JUST SUCH A "Ml~ACLE MAN". THROUGH HIS 

DE D I CATE D CARE AN D TH E DRUG LAP.:l!RlLE , ' I WON A GRUELL I NG 

BATTLE WITH DEATH AND OVERCAME ONE OF MAN'S WORST 

ENEMIES ••••• CANCER! 

CANCER OF TH E T O N G U E ST RU C K LO N G 8 E F O RE I K N E W • I HAD IT. THE FIRST SIGN WAS A TERRIBLE CRAMPING IN THE 

RIGHT SIDE OF MY NECK EACH TIME I SWALLOWED. THIS 

WENT ON FOR ABOUT SIX MONTHS BEFORE I Fl NALLY DECIDED 

... 

TO SEE MY DOCTOR IN COLORADO. 

HE FELT IT WAS CANCER. A BIOi>SY ·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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t 
TO L. A. AND ST. JOHN'S HOSPITAL FOR OUT-PATIENT 

TREATMENTS OF COBALT. AFTER NINE SUCH TREATMENTS, 

(3,000 RADS) I BECAME SO ILL, I LOST MOST OF MY SENSES. 

AFTER THAT, IT WAS DECIDED M. D. ANDERSON CANCER CLINIC 

- . 
' 

IN HOUSTON, TEXAS WOULD BE BEST FOR ME. WITHIN TWO AND 

A HALF MONTHS I WAS SUBJECTED .TO 6,000 RADS OF ALTERNATE 

COBALT AND BATATRON TREATMENT, WHICH MADE 9,000 RADS · 

ALTOGETHER, ENOUGH, I AM TOLD, FOR A FULL-GROWN MAN 

•· OF 200 POUNDS. 

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, 

IT HAS BEEN A1:_JvtOSTTH:-R~E YEARS, AND r STILL HAVE NO 

SALIVA • 

• 
13~ 
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DESPITE THE AMOUNT OF RADIATION GIVEN TO ME, 

(BIOPSY S?ILL SIDWED PERSISTllV + GROWING CANCER) 

THE TREATMENTS WERE UNSUCCESSFUL./ OPERATING WAS THE 

ONLY CHANCE LEFT, AND THAT WAS ONLY A 30% CHANCE. 

T'H I S O PE RAT I O N WO UL D H AVE REM O VE D MY TON G U E AN D 

PART OF MY FACE AND NOSE. AS ANY WOMAN (WITH EVEN 

HALF HER SENSES) WOULD DO IN THIS SlTUATION, I TOLD 

MY HUSBAND TO JUST L.ET ME DIE.· HOWEVER, HE NEVER GAVE 

.-_ ·-

UP ·HOPE OR STOPPED. TRYING. 

H E T O O K ME BA C K TO L OS A N G EL ES _A N D ST • J O H N ' S 

AGAIN. 

DUE TO INCINcRATION OF MY THROAT, WAS UNABLE 

TO EAT OR SWALLOW ANYTHING, SO A TUBE HAD TO BE 

PLACED DIRECTLY INTO MY STOMACH FOR FEEDING. 

MY CHANCES OF SURVIVAL WERE ZERO, AND I WAS-

FINALLY SENT HOME WITH TERMINAL STAMPED ON MY CASE • 
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BUT, MY HUSBAND LEFT NO STONE UNTUR>,JED. THROUGH A 

' 
NUTRITION STRESS RESEARCH FOUNDATION HE BELONGED TO 

HE HEARD OF A SO-CALLED MIRACLE DRUG ••••• THAT SO-

CALLED MIRACLE DRUG WAS LAETRILE. HE ALSO FOUND THAT 

IT WAS AGAINST THE LAW IN AMERICA, AND THAT ONE OF 

THE FEW PLACES IT COULD .BE ADMINISTERED _WA~ GERMANY • 
... . :· .... - .. --- ---- ,;_ 

. -: . ··-- . - .. . 

so, I :wAs FLOWN THERE. IMMED·IATELY. __ .:·_ .. 

. . :.; ~ .::· ··._ ~--- .. 
. . 

. :-- ~-. 
. . . 

·. IT WAS THERE.THAT I FIRST.M°ET bOCTOR NEIPERi AND, 
.- -·- - .. ,- - ·- . - . . . . . -

. -·- --· -- -. - ... - --- . . - . ·- -·-- - _.,. ... - . . . . .. -

• . . 
. _, - . ---

IT WAS THERE THAT I FIRST MET LAETRILE,. WHO WOULD EVER 
. ·-- :.~- -.. ~-- · ... ·. ..- ·-

BELIEVE THAT THE SIMPLE· LITTLE GOD-CREATED PIT OF AN 

APRICOT COULD ARREST AND DESTROY ONE OF THE MOST 

DREADED DISEASES OF MANKIND! 

MY FIRST EXPERIENCE WITH tAETRlLE WAS NOT A PLEASANT 

ONE. DOSES OF IT WERE INJECTED IN THE BASE OF MY 

TONGUE. NOT LONG AFTER, T:-!ANK GOODNESS, I 

• GRADUATED TO LAETRJI.E PILLS. IT WASN'T LONG BEFORE THE 

1,11 · 
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MEDICINE BEGAN WORKING, AND SOON AFTER, I FELT MY 

t STRENGTH AND SENSES COMING BACK. 

ONE OF THE WONDERFUL THINGS THAT HAPPENED WAS 

THAT l NO LONGER NEEDED TO TAKE PER"KADIN TO EASE THE 

TERRIBLE PAIN. IN LOS ANGELES, l HAD BEEN TAKING 

PERKADIN (WHICH IS A FORM OF MORPHINE) EVERY -TWO HOURS~ 

MY HUSBAND FEARED THAT, EVEN IF THE CANCER COULD BE 

CURED, I WOULD REMAIN A HOPELESS DRUG ADDICT THE REST -
' ' . • ~-

· OF MY LIFE. 8 UT. G O D PULL E D M E TH RO U G H , AN D I F OU N D 

THAT .WHEN I NO LONGER FELT PAIN, NEITHER tv\Y MIND NOR 

MY BODY HAD GROWN DEPENDENT ON THE PAIN KILLER. 

I N T H E S I X WE E K S I S PE N T I N G ERM A N Y , LAETRILE.· BE C AM E 

AS MUCH A PART OF ME AS EATING, AND, DR. NEIPER 

BECAME AS MUCH A PART OF MY HEART AS BEATING. THANKS 

Td HIM, MY HUSBAND, AND THE MIRACLE OF LAETRILE, I AM 

• ALIVE AND STRONG. MY CANCER HAS BEEN CURED. 
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SfNCE I AM STILL VERY SUSCEPTl3LE TO CANCER., IT 

IS NECESSARY FOR ME TO CONTINUE TO TAKE LAETRILE' EVERY 

DAY. A S MAL L S AC R l F I C E F O R L I F E . 

STILL SUFFER FROM MANY OF THE EFFECTS OF OVER-

EXPOSURE TO RADIATION. THOUGH I HAVE NOT REGAlNED 

MY _SALIVA AND AM UNABLE TO TASTE ALMO_STALL·Fooos, 

AND, THOUGH MY NERVES ARE SENSITIVE, DUE TO BEING 

BURNED INTENSELY, I STILL HAVE .FAITH THAT SON'iEDAY 

WILL RECOVER COMPLETELY. 

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

t 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 

uJM.aropg~@& 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 . 

• 14·1 
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Despite all the controversy and emotion over the issue of Laetrile 

or Vitamin Bl7, 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 countries-

the most recent being Israel, whose government sent a medical team to 

the United States and to Mexico te•·invef?:ti:gat-e 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 

~, 1,100 Americans will be dead by midnight either of cancer or from 

the TREA'I!MEN~ of cancer--the standard,so-called orthodox treatment, which 

remains surgery, chemotherapy and radiation, or all of these. Chemotherapy, 

now regarded 

chemicals in 

as a treatment of choice, is the administration of poisonous 
"~~ 

a desperate effort to burn through the body's~tissues 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. iaAiation is a blow-torch aooroach to destroying iiurno~ 

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 diagnosed 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 

.ls~ claims 

.. patients by 

away: 

that Laetrile constitutes a gigantic ripoff of desperate 

money-hungry ghouls. Let me deal with these two points right 

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-likE 

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 foreig~ research in the medical literature IS known to the .f+:C;J 
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 .taiN 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 r.t~f:,onses 

i 



in patients were also reported in medical literature based on the 

experience of Dr. Morrone in New Jersey. Some of the officially sanctioned 

t nimal studies referred to by the government are so statistically cumbersome 

hat 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 tha;:-r:;asuring of a chemical's effect on a tumor is no genuine 

indication of whether cancer ITSELF is being treated. In fact, treating 

lumps and bumps--the tumors, or syrnptoms--of cancer, is somewhat like treatinc 

as orthodoxy di4 for hundreds of years, the skin lesions of smallpox and 

i a " ~tl "' t . • syphilis in the vain and damgerous belief 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 "nonsense" 

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 figures 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 sy,nthesis 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 infa~mation from our B17-using 

.ysicians in the United States and abroad indicates that Laetrile, as a 

&:ntral 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 the Laetrile program, particularly in 

relief from pain and improv~ment 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 1HE FEDERAL STATE 

.NTERVENE 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 whatsoever, its availability to, and use by, Nevada physicians 

becomes a simple matter of justice. 

• THANK YOU FOR YOUR ATTENTION. 
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tilt~ 
;;ords of u.nla.u:ful lan to conspire, impair, a.:nd inf'rinee upon the rights of 

• 

• 

the free citizens ~nd doctors of the State of Oregon, a!'.!d of the United States 

of Amerlc.::., who jU3t ha.:2:pen "'uy the foresight of our fowiding fathers to be 

protected by the lawful J.;:;.ws .1s :provided by tbi.:: latiri~ 

T:.10 c;ener&.1 mi::::concer,t:1.on is that LlrJ ::;tatute :pa.szed by legisla.tors 

"ocaring the a.ppea.ri.nce of lr..,: constitute::-: the "La··, .. w of the Land" u 'n1e U. ::r. 
Constitution is the 31.1].JJ.--ene law of the. la.nc1, a.nd any statute; to be valid·, 

.,. 

r.rust be in 8-Go"Teeraentoe It is iL1possible for both the Constitution a.nd. a. 

law violc-1. ting it to be W-lic. o Cne rau.::; t prevu.il o Thi::; is succinctiy st.a. ted 

as follo-;.;s: 

,r· "'Ihe general rule is t1£.t r..n. unconst:i.tu·aono.J. statute, though having 

the form and nc~r.1e of lc:-i.u, is in roe .. lit.y no lair, but is nhollj· void~ and 

in~fective for any J?'LU"'J?Ose; cince unconstitut.ionality dates from the time 

of _it::: enactment,· r.nd not nc::-e~- ::'rem. the elate of the ~eclsion so bran.din g 

it', Ln unconstitutional la.-,:, in le6-r..l co11"~em!)latio11, is as inoperative a.s 

if i-t. had never bee~1 )?'3,ssctlo. Such n. s-!:a.tute J.e;,.ves the question that it 

lJ1ll'I)Orts t.o settle Just ~G i-i:. nould. be 11,.:::: the stz.tute not been ene.ctcd •• 

"~uch an U11co11:::ti'.:.ution~.1 12,r is voi<l., the genci--al principles follow 
t:1a.t it iml)Oses no C::.uties, confers no ri1)1.ts, creates no office, bestows 

no duties, oesfon; no :pouer or ~.utborlty on anyone; a,ffords no protection·, 

and justifies 110 actc perfo:rmecl und.er it, 

"A void .:-..ct cr.nnot be lcg.:,.J.ly consistent with a valid one. An un;;_ 

consti tu-'donal J.e;w cr,nnot ope:rs:~e to super3ede arry e~:sisting v;,lid law o 

Ind~ed·, insofar Rs ;:,. stLtute 1."l.Uls counter to the funo.a.menteJ. 12.w- of the ·· 
' 12.nd, i-'.:. is su:perseclec. thereby. 

· "Ho one is bound to obey _D.n unconsti tutiol'lcl. l<'w 2.nd no cou:rts i:.re 

bouz,]d ~ enforce it,," ~ , 
- ·-~eing our 2icentcnr..i2.l ttnnive~;::;'"rif it ~-Y "be v:orth reviewing 

some of the events just J! .. cio:i:- to the si6'11ing of our Cons ti tutiono During 

the 10 clay period bei' ore the f 01.--m.c".l biz'-G.~ of ·er.is H: tion'i Dr o Benj2min 

?..ush, ::i. prominent :physici2 .. n ,~Ee. -J.ele1:,7.tc -co the Constitutional Convention 

tba.t wrote the Cor1::·~itution of -~l1c Li1tl·::.C0. St.:::.tes of :,mer.tea. proposed. th.st 

the Bill of ~ghts cont,c.ln e.n ~.L1neni:.eme11t [,Ut.:.r;mteeing f=eedom of mec!ic~O 
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th".'.t this rlgh·::. w,,.s :1.nclt:dec,. in' allQ~i~ :;.--i{;;l1t:. 

Jro Rush's :p:i..--ediction -:~?2.i cven·~ue.ll~;f noeu.cii1c in the 

It u"s no~. a.nd 

Uirl.ted States wou1d 

be co:...TU:r,torl ty- Q, :-~u,;o conccn.,wX.tion of ::;:o,~er hE..::; for ¼ll intent and 

:p1.i:r:poce been ve:;_"'iflcC.. a 

•~:...:...:.._,:.._;_,;__,:_;., ___ ;-_J.J. r;~en arc c::..--ea.·::.ed eg_w,l that they ~.::c endowed by 

their G:rea.tor 1rith cc:::-·Gt.in Tu"1Cl::.ene.bl-e :'J..;~1t::; tl~,t an:.ong these rxe Life·, --· Liber~"'~ a.11cl -~L1c :.~ui"C, of r::-.p~)i.:.1esG • _____________ ,:_•• 
.--•·-•-~ 

':'hc::.--e is no ::t;:..tu-~c, rule, le .. ::, :precedence or ,.nyt.hing else ·Umt 

~ys I c~.n not eJ::crclse my oim j~"u.clgcJ1ent ~.bout i:l-iE:t. is bes·t for the preser::.. 

vation of my l.ii'c c:1,:. hcr.1·:~h so lOi.J.G r.3 in c.o cloing I do not infrlnge upon 

".:.he rlgi.1t:: of r.ry f cllo,: :m.r,l£-.nz. 

:'m:ther a..s r~ Jocto::: of :i~ew.cine ·(,hen iz no str,tu·t.e; :rule, lu.w, preced:. 

i·ieclie2J. School ,.m: -~::i.;::.-:. I c:::-n ;.:o<:. sl-:..;::.::cc my le.:...:..'11.inG, :~.1.owledge, e:c:perlence 

am: abilities 1ri t11 -:.11:y one :;~.o 2si,;:G i'o::;;: it. so long ;:•.s I mal;:e no claims o:::

::;.--ecor.nr.endz,tions th.:.t, the 11e:rson~l ·e:;:i;,ci"1.c:1cc:: I hc-,V0 liz-,C::.. a.re not necessa.r.1.ly 

:J.)?I?lict.ble to ·foe pc:rso1::. .::.;:;U.1ic .::,ooui:. ito 

On ! U.f:,i.ts·t. 22, 1?65 I 3aC.C.e;.u.y o:;::r?o.i..lcnced ?tll'D.o;:;s un:i.11c.:cy- t~.ct bleed

ing. Cy;3toscov.r, oio:)sy a.110. ::-.:.r.."'..:.oe;i,,J?l1Y :.:eve2.l0c.. e:. GL~,clc IV fw'l@;'.ting flat 

br:.ced c..denomr :'.;ouz rir 11ilor.v., o-:: t~.tc "uk,clC:..o:;: ::i. "uout ·;:.he si::;c of a golf' ball 

•ri.!.'.~ ·'··-·o ·10-l•-:-,:,.!.- ·'•i·c 0~····0• 0 ·-'--~c -c,··io'•,:o 1•;1 ·~,- L,-•·11 l"~~--r V"'r.t.,.,,;.,.,..,,e ,,,__e bleeG.". f* u.;..J. l,•t .i. \,tll.,,t..., L<, .. V 1J t..,L,: .!-J V-:... ..!.. ,..,_ J..l,...l,;J • .. , .. J ( L,L 1,.,,U1,d,,c., V I..A,U.,i,,.lf.... • .i!l -

ing m:,,s,_;;·:.o}?'OOC. 0r elec·~:."'0- c,:e.:;cj_..,~ o l'i/ I,/-.-.,-;,. Cpc -Y , ..... ,/.,--: ,_<'_~ J ri,. ~)I;" Z' 'J::., ~-
/1/-1dt> d 1~:::,.,~-,,·,·'f/,,-1 -s:.· eifr~,_,_,.; rrs/f'-n.,;,v!/~4 6!_~, ~_17-" f ~~.,:) r:,;t;~~, 

I rcvimfec} -ll o·,:-tl·o1..·o-- -.n," ·~o-- o:::-•:•110··0·· t.heoric~ of' ro.2Jiim:-,11cie~ /i. ,, / .re/,,-- r., ,.._ , '" ,o1.,. (. - J..,.- .L"' ,.J,. V - "--- .. 'I,. 
1 

J,, t:),/ - ✓ t..J6-- .;) ) ~/ 
. y_". ~ -=j~ 

~ncl -their -i;,heir -t,:;c:_"":".:;ie,~ o o -:.--:.--..e ::."ro:pl10:,1: ::;·::, T:1G03.""Y o~ Dro Jol--..n Ee~.rd, c> 

r..ru: 1ms mos·::, con;,;i::;·;;...i.1~ ~.-1-111 n.,· o,m c::tensivc :..ti.:dies in emor-.roloQT .. :~t, 

-~l:ir,t ti."le, 0einc :: }eJJ.o-:· 2..-t. 'JG:i.;. 2::os ,',ngel.es .1. soon il2.J. a. cxoss file of 

c~ll litexc.ture on t::.!c :-.:::,cc·~ or t.Le ::;u0jcc·to aI }?i"Ora:-i;,tJ.y ni',ele a :phone cr:.11 

·'.;o Dra r~OlIT'..J.'Cl ::;errc: o:: ':'c:~·.s (To l."el:: ~..:ion -to JoLn ]c:-- ;._·'(J • On the »}ione 
I rro.s g-1 ven 2.n (.iu·t.li:·~e of the (,i·,e1.nJ?y l)l."Ot.,-:."'2.Jil ancl o~" d ,"'i:'lZ.il speci;-,1 

cl.ell very he sen·(, 1.-3 ·'.:<le ::-;:_:,ecilic li -te::1.'r:i:-1.U."C ~.ri: t.½e necessc::17 ini'ol:!lls:~ion 

:~eec:J.oss to ::;;: y I follo,;eC: it cc.re-

..... ~~ ~u.L "'6C""'"'+1 •~ --,' -n -ll·•-n ~-,r~ •·e-n .•.,._,> •• i L' , w v ..., ..., v U.,J,,.J <.. .... u.~. ,__... ~.. " _. t-...1.-\.4 , • \J l.l'\,,l\..oJ . • ., o 

iszue. 

In Loyerabe:: 19i;.(; ..;.. ~Jo_:;:: .. n 

o::: :~o::-se.:..-:.r 'm s;:-,·c.isfied 

·e,o ::c2i <'oout thi:::; 6:~~_j;u,,1~'J 

1/i~ 7-~ 
;,/1Xk J ;=;==.-,L 

o-t,he:."1cr·.ncer 7..ra..-0-?r, 
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~-- I :::c.~.- o~~- ·:.bo;:-;o :rl:o :.:--C. ;:,u1"t tho g::-::iut of o:i..-tl1oc1o::y r-.nd. hc.c":. been 

tolc1.". '::.hel."O ic no-t.hir:..; :r·.oJ:c 1;c er .11 do io.:....· r:ou". ., ..::. o: June JO, 1976 I have 

.::.een 3,,53S J?e1.~0113 :~i'::-J.ic·'.~,c. ::it:1 C/4;.nCe:;: o:.· evcx:r nc:::.u:.~ ::~na. deccriJ?tion 
·r:'1.1-

f:..'0:m ,ill over ti:.c h:o.rlc:o ::-:Ouc:11:t 1000 tre c-till liv:ing :--.ncl tuo o-Z these 

::':.'On 1966. o-.r ti1c 1:00, 0110 im,;.1::.:.--ecl 1tli.1e-Ly seven ;,,.re for 2.11 i."1-cen·::. ;:,,nd 

?l,U1)('.)se;:; :~ell c..-ic~ i~c:-J:Ghy ~1 -;;.ot.:-J. :reniz::;iono 'Ib.e re:illc~nd.cr a.re f'tmction'.; 

:u• "'-7 -~.-~- ~ ,.,.,..,, ' ' 1 •r -·e• : ·• lJ. ~ CO"' .1 •• ..,.._ ~ _ .1...., ·'· 0 -·-6 .J.vt.-.o•.,,··J,U'-u~ t, ..a-i.. J.. ,, J..l. vJ..vJ. ...; Vt' . ., t.,'-4 J ..,• 1u··-• 10"75 I've ~•..,.,. . .,,,d < ••• Cl..;..j ;, ( i.)~,i;-..s.,,._, 

r::..y c:Qe:."ic11ce :~i-c::. /3 :;x;:r::3oi1c ~.-:10 CL,7.o x, .::,1.e fo:: ;:. "~ecollil opinion". To 

-thei:: o,m volition ~.nc.l ::;o :?~ r•.;:; I !:.i10'\r ·::.Ley r.re cloill{; well. Til".e nill tell. 

~--_Hy ~:ple co:1clu:;ior-. ,.001..:::. cJ.1 -i:.hi:c: ir: w1::-:c ;:.n il-:i.verse: relation exists 

bctwee:a educ~::J.oi1, 0.CQ..'E:GG, LutlJ.01.1. ~-:,- ::es·Grlc-~ vc :..~eQ--J.2.tions a.:a.d t'11e d.ep·::.h 

of "b:.··a.in:~,:::l'rl.l1€ ~tl·::.i.1 i -!:.::::; conco~:::..-'.:-2,:1t lirJ.·'.:oc.1- hon~n c,i:cl ·Ghe stL.~ of 

r.ny no:r lee:..mng. '::1::-.-'.:. is ·~~c 1,oI"c ::.lic: C:c~;:."86S ~.nd c:ll e:lse the g:roo,ter 

• 
7 

~<:;_ c? y--· 
ct7~ ((~-

le 
J--:, '--, 

~ : 
-:-~ tv' _✓,vi~, 
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ROLAND C. BARTLETT 
W•naging Editor ~ 
r:orm,r D•mocratic NominN 
'J. S. Congr•ssman 

t 

• 

• 

P. 0. Box 11152 • Las Vegas, Nevada 891 n • Telephone (702) 734-1291 

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

Dear Senator Nelson: 

July 26, 1976 

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. 11 I believe that both of 
my commentaries will substantiate my fol:Iller remark. 

Laetrile (Bl7) 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: 
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Hon. Gaylord Nelson Page 2 J1uly 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, l975. 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 destinies can be circumvented. Recently I 
was informed that the Alaska Legislature had legalized Laetrile 
(Bl7). I have been assured a similar bill will be introduced 
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. 

RCB;pm 

Cordially yours, 

1~-;2.-,b', 1✓vL? ~ -,,1/ JC--Cd)-ucl/G w!~'Y -
Roland c. Bartlett 

15•1 
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WASHOE N.IEDIC-~L CENTER 

77 PRINGLE WAY REHO, NEVADA 785-4100/COOE 702 

{)u.e4 One J/v.--rkd 1/f ecVv:! of ect;;-:111.u.;-i'4 $e/J,l.,Lice 

we started Mr. l 
emergency situation. 
as follows. 

Noverr~er 5, 1973 

FADIOTHERAPY CONSULTATION 

DIAGNOSIS: Carcinoma of 
the right lung 

on radiotherapy recently, in a semi
His situation, as I understand it, is 

_!'\,~~[ is ~ 71 year ol~ ,~hi te
1 
!ilale ·who, in .. Late Au9u~t and 

early Septeiil!Jer, bega11 hav.:.n:; t1e symptoms O!: cough, minor 
shortness of breath and sc~e vinimal hemoptysis. Six weeks 
earlier he had been seen by Dr. and a chast series demon
strated a small lesion in th2 right mid lu~g field withuu~ ot~er 
sy2ptor.,otology. Upon his ,::;:~-eat visit, r.-2 112.:i the sy:npto:-;-:s of 
,::.:>ugh, fever, an:?. herr:opt:rsi.s and a r2?eat ch<;s~ S(.'ric-s shc·,.:1:d 
rather narked growth of the ~id lung lesion ,1itb fluid at the 
right base. The patient· was ad~itted to St. Mary's Ecspi~~l 
en 9/5/73. 

Sputi.1ms ·,/'1er:e obtai:r!2d, \-:hich suggeste::. r.1.J.l ig:::ant cells; b~o:.icl1:)s
c0py \•,as :?=!°fcrT.2d, \::-:.ich s~s;es tai a part::..::!.l o:::clusi0~ o:: tl;,2: 
~rcnchus.to the right upper lobe. Washings and biopsy were 
p~rfor~ed, the ~i~gno~is bei~g that of a bro~chog~nic c~rci:;;0T~, 
l .::.::-9 e c-2 l l, \rar i~!~ t. ·J11 '11,. 13 ./ 7 3 , a l i~,i. ~ 2 ..... ~. t -~~ ~: 2.coto:1~· \·.t~~ s 
;;er £0= .. :e.:., ,,r;-1 i--:l--: d.er~c :-1E tr.::. tee=. a 1-::. rge a.::-.. -~l..:r: t a£ t :.4r.-lo:..· c:-:1: ::-.:,1Ci rs 
a?ically in~o ~~s 29e~ ~f t~s pl~ura, l~ter~lly an~ i~f~ric~ly 
=.l~!l·; ~:12 ~-le 1..::!:".:1 dc~·:r, -:.o -tl1e C:la?!:rag~ an·:i i:--.c.d.i2tl.l:~ f.l'--~.1s t.::e 
~~ric=..r<li;..::."'7!. 3~r.e ~U!.."\=-e}~ ·.-;2s •~c,:ie -.'1hich t-·:1s ~2:;;.1::.5 .. 't ... ~. c:1:!-; ~ 
:.-:-r2ys r2,;-2aled !"'2':.he.:- ~2.rkcc. ci-:;r:sity in th,? ::it;!tt r.tid l~nJ !:i2ld. 

7he patient t~en electeJ to go do~n to Tiaju~~a ~or ca~cer ch2so
~::~rapy and apparently spent si:~ ;;eek.5 dm:n in ;-!exico. Upon his 
return he was still having prob~e~s with h~moptysis, ano=cxia, 
and weisht loss and was readnitt2d to St. Mary's Hospital because 
cf rather rnark2d s~o=~~ess of breath and ~s~optysis • 

: .:. = ~ - . .. : ~ -·: ~.. :.. . ~ ... · .... .l. 
:. - !" -: . 

. . . . - . 

~ .:, 'r - .... ~··. ... . . ·. ............. - C ., ; 
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;·:ork.-up during his second hospitalization revealed a white 
count of 15!000, ~ematocrit of 33%. Chemistry panel revealed 
a 1Ow albumin, slightly elevated alkaline phosphatase and 
csOT- Normal EKG. Because of the patient's rather ooor 
;1inical sit~ation_and the fact that he was starting~to get 
50~e suggestive evidence of superior vena caval obstruction, 
~~ ·was transferred to w·ashoe Medical Center ar.d !:'eferred to 
;.; for the starting of radiotherapy, which Dr. Boyden initiated. 

? 3 st roedical history indicates that the patient has been in 
-.::tner good health all his life. He has had two hernia opera
:;~3s. Ee has otherwise been in excelle~t health other than 
;;;~ benign piostatic hypertrophy, also ~ild cervical arthritis. 

Fl!vsical examination revealed a somewhat obtunded, slightly 
!h::>~t of breath whi~e male who appears somewhat younger than 
~~s stated age. There is elevatiori of t~e external jugular 
~sin with the patient supine and his face appears to be slightly 
.--:·.·0llen. The patient has rather distant i:.reat:i sounds over his. 
~i~~t lµng field and dullness o~ percussicn c~~ be elicited, 
~~~sesting the presence of fluid. He is febrile. No definite 
~~=vical er paraclavicular adenopathy is demonstrated. The 
i~:t lung appears clear. Heart sounds are nornal with a rr.ild 
:. -•=:-.v.::ardia. The a:Cdo::-.an demor.strates ~o ev i:l:r,~e of li \·er 
c~ ~;lee~ enlaroamant and no _Pelvic ma3S2j ~=~ notea . - -
. -.:3.usa of the patient's ::-ather poor cli::ical condition anu 
:.'. ~ s:J.ggestive signs of early supe!."ior varla c=.val obst::t:.ction, 
.. .:. ·.·•~s irradiated first fairly heavily at th~ !:"!ic.plane =-:1t.:- of 
:~J rads a day. We have since slewed down to 200 rads midpl~n~ 
.. ,::.-::: 3:1d are treating tha entire right lung. I would estim:::.tc 
~::.::.': h2 ,-,ill receive at least 3000 rads micpla:ie dose and, 
~-~2nding upon his clinical response, we may go on up to 4500 

50GO rads, if improve2ent is demonstr3.ted • 

... ; ·.:ill try to keep you abreast of his clinical situation. 
·:.~ ,:1k vou ,tery much for allowing us to see this patient in 
- • . ... :J , ~ a i.. ; Q':"'\ - .. ..;, - \.... -- ~ .. 

Sinc2rel::• ycurs, 
# •• • .... j ,.• ,·. 

- r -. J . • ·- '."-~ , .. ,... . . ) . ~ 
,;;. \ __ r-"' i / !._:...~~ .. J ._.,.., 

Roger D. ~iercort, M.D • 

• ~-::: !::: 
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WASHOE f\.llEDICAL CENTER 
77 PRINGLE WAY 

Dear Dr. 

• RENO, NEVADA 89502 • . 785-4100/CODE 702 
TELEX NO. 354454 (WSHOMEDCTR RHO) 

November 2, 1976 

RADIOI'HEAAPY C'ONSULTATICN 

DIAGNOSIS: Poorly differentiated 
carcinoma of the left breast, 
post mastectc:::rf¥ 

VE sc:M Mrs. - in ccnsultation recently. We un:lerstand that Mrs. is .a 
56 year old, caucasian ferrale who approximately one year ago noticed a rrass in 
the inferior lateral aspect of the left breast. She did nothing about it for 
approxinately 6 m:mths but then because of grCMth she \-X:nt do.-m to the Bay area 
where she received Laetrile. Despite being on Laetrile, continued gr<:Mth of the 
JT\3SS occurred and she developed ulceration and draining, nipple changes and skin 
thickening. · The patient eventually elected to see Dr. who placed her in 

Hospital where, _on the 20th of September a rrastectomy was perfor.rred 
with split thickness skin grzft on the chest wall. 

At the ti.Ire of surgery, a large nuss on the left breast which had caused nipple 
retraction, ulceration, skin nc:dularity and also extended up into the axilla. 
Obvious extension was present high in the axilla. Pathological rep:,rt was that 
of a poorly differentiated infiltrating ductal carcinana with lynphnc:de ~tastases. 

During her stay at Hospital, she had a norrral COC, nonnal chemistry 
panel except for an elevated alk. phos., normal liver scan. She also had a nornal 
chest x-ray and normal urinalysis. The patient was then transferred to Washoe 
Medical Center where she was seen in consultation by Dr. and rrultiple 
drug cherrotherapy was initiated arrl I have been asked. to consider chest wall irradia
tion, as well as ovarian ablation. 

PAST MEDICAL HISI'ORY includes 3 Cesarean sections. She is one year p:,st rrenopausal. 
She takes 2 grains of Thyroid daily and Pancreatin tablets for her b:::1wels. 

FAMILY HISI'ORY: The patient's father died at age 60 of heart attack, and the not.her 
·ea at.age 72 of wide spread colon cancer. 

MAIDA J . PRINGLE, V;ce-Cho;,..,on 

NNETH L. GAUNT ROBERT F. RUSK 

CARROLL w. OGREN, Ad..,;nist,oto, 

BOARD OF TRUSTEES 
JOHN C. BECKER, M.0 ., Choi,mon ROY M. PETERS, M.O .. Soc•••o•r 

ROBERT K. MYLES, MD. MARK 8 . RAY~IOND. M.O. Ow1GHT A N[ UOM 
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PHYSICAL EXAMINATICN reveals a nervous, quite talkative, caucasian female appearing 
her stated age and in no distress. 

head and neck: exam of the head and neck fail to reveal any evidence of lymphadeno
pathy. Evidence of a nicely healing graft on the left chest is noted. Above this, 
hcwever, an area of mass and thickening extending into the axil la is derronstrated 
which in my opinion represents persistent turror in this area. No definite turror 
nodules are seen in the graft site hc,..;ever. The right breast feels nonnal. No 
right axillary ncrles are found. 

lungs: clear to percussion and ascultation. 

heart: heart sounds are nonnal. 

abdominal exam: unremarkable. 

We will go ahead and start out with ovarian ablation and I estimate that approXl..JT\3tely 
1400 rads will be necessary to accarplish this. Follcwing this, after oomplete healing 
of the graft has occurred, we will go ahead and irradiate the chest wall as I feel there 
is a large mass of turror present in this area • 

The rationale for radiotherapy and the rationale of the corrbined radioth~apy-chenotherai 
program have been ex-plained 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 allawing us· to see this patient in consultation. 

• 
1Il"1: j le-:: 
cc: hospttal chart 

Dr. King 

Sincerely yours, 

Roger D. Miercort, M.D. 
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V1r.. -_-, - .-_. '•· 
. . . ·~ -
~e.no,·~e.va.da. 89S02 

RE: . , . 
The.1r.a.py Nggo 

Vea.It V1t. . . . 

RAVIOTHERAPY CONSULTATION 

Oc.tobe.1r. ~-, . 

Vla.gnoA.lh: Adenoc.a.1tc...lnoma. 06 the le6t 
61te.a.A~, p0At-1ta.d..lc.a.l ma.Ate.c.tomy, -
S.ta.ge. T3,NO,UO. 

I Aa.w .'J1tA. ln c.oniiulta.t..lon toda.y, · ./1'1.. The. iil.tua..t..lon, 
a.A 1 unde.1tAta.nd lt, lA a.A 6ollowA. 

Af1tA. lA a 54 ye.a.It old g1ta.vlda. IV, ptUt.a. IV, a.bolt.ta. 0 wh..l.te. 6emale. 
who wa.A .i.n he.Jr. u.hua.l .h.ta..te. 06 1tobuii.t he.al.th until iihe. .110.te.d a Arnall 
amount 06 bloody d..lAc.ha.1tge. -lAAulng 61t.om he.Jr. le.6.t nlpple. A~.te.Jt .th..lA 

•
had occ.u1tJr.ed 601t. Ae.ve.Jr.a.l mon.thA, Ahe. be.came. a.wa.Jt.e. 06 a. .hllglitly .tc.nde.Jr. 
maAA ln the. uppelt ..lnne.Jt. quadJr.ant 06 the. le.6.t bite.a.At. She. then Aa.w V1t. 

who 1t.e6e.1t1te.d he.It to you 601t 6u1tthe1t the.Jr.a.py. She wa.A adm.l.tted 
to Wa.Ahoe. Med.le.al Ce.nte.Jt and, on . /1'1. a. le.6.t Jr.a.dlca.l ma.A.tc.c..tomy wa.A 
pe1t60Jr.med. The. pa..tholog.lca.l Jr.epolt.t wa..h .tha.t 06 a. 7 cm • ..ln d.la.mc.te.Jt 
ln6lltJr.a.tlng come.do c.a.1tc.lnoma.. 13 lymph node.A we.Jr.c. 1t.e.move.d, all 06 
wltlc.lt we.Jt.e ne.ga.t.lve. 6oJt. meta.A.ta.tlc dlAe.aAe.. The .tu.molt. extended to 
wl.thln a. 6 c.w mlll..lme.te.Jr.h o 6 the. pe.c..toJt.a.l.u mull cula..tu1t.e., ac.c.01t.dlng to 
VJr.. who 1tead the Aec..tlonA. The. pat.lent ..l.h now 1t.e.covc.1tlng nlc.ely 
61tom he.Jr. Au1tge.1ty a.nd lA he1t.e 601t c.onAlde1ta..tlon 601t poAAlble Jr.ad.lo
.the1ta.py po11.t-ope.1ta..t.lve.ly. 

Vu1tlng he.1t. h~~pl.ta.llza.tlon, Ahe. ha.d a. CBC whlc.h 1te.ve.a.le.d a. wh.l.te. count 
06 7800, hema..toc.1t.U 06 441. She had a. no-'l.ma.l. u1tlna.lya.l1;. She. d.ld not 
1tec.elve. llve.lt 6unc.tlon 1;.tudleA olt meta.Ata.tlc. bone Aultvey. A PA a.nd 
late.Jr.al che.At 6-llm wa.A pe.1t601tme.d wh.lc.h wa.A 6e.lt to be. un1t.e.ma.1tka.ble.. 

The. pat..le.nt'A pa.~:t. med.le.al h.lhto1ty ..u, eAhent..la.lly un1t.e.ma.1tka.ble.. Sht 
haA ne.ve.4 had any Au1tge.1t.y. Helt Mo.the~ and Fa.the.It a.4e. both llv.lng and 
we.ll. She. ha.A nlne. 11.lbl.lngA, all 06 whom aJr.e. well.. The. only hlAto~v 
06 cance.Jr. in he.4 6a.mlly la an Aunt who dle.d 06 canc.elt 06 unde..tc1t.mlntd 
type. Olt. .Alie.. 

1.t .h hould be. no.te.d that the pa.tl.en.t .lh a.Ue1tg..lc. .to Code.lne. •• 

-t phy11.lc.a.l e.xa.mlna.tlon today -'le.vealed a. weU nou1t.lhhe.d, we.ll developed 
·~e.e.46ul while. 6e.ma.le. ln no dlA.tlte.AA. The. e.xam..lna.Uon 06 .the. neck 

~tv4a.U no ce.4vlca.l. a.de.nopa.thy~Sno palpable. Aup4a.cla.v.lcula.Jt. oA axilla~y 

15~ 



RAV10THERAPY CONSULTATION 

T'a.ge. Two 

r------" ade.nopa..thy .lA Qe.U. A hea.lLng le.6t Jta.dLca.l ma.A.te.c.tomy .lnc.lA.lon ti 
demonA.t:Jta.te.d w~thou.t e.v.lde.nce 06 de.Jtma.l oJt Aubcu.ta.ne.ouA .lmplant. 
The. Uve.A ~ noJtmal Ln A.lze., and the. Jte.ma.LndeJt 06 .the. abdomen LA un
Jte.ma.Jtkable.. 

1 6e.e.l M1ti,. ~ a. c.a.ndLdate. 601t poA.t-ope.Jta.t.Lve. Jt.a.dLo.t.he.Jtapy 6oJt 
.the. 6ollowlng Jte.a.AonJ: 

1. 

f • 

The. A.lze. 06 .the. le.Alon place.A ~eJt Lnto a. S.t.a.ge. T3 cate~oJty. 
The. Jta.te. o& 1tecu1t1tence Ln .the. Aca.JtJted che~.t. wa.ll .ln .t.heAe patLentA 
LA 6a.LJtly ft.Lg h, a.nd I 6 eel .tha..t .tJte.a.tme.n.t: .to .the. c.hP . .r..t. wa.ll vLa. 
med.lat and la..te.1ta.l .tange.ntlal 6.leldA LA .t.huA LndLca.t.e.d. 
1n a.ddl.:t.lon, .the. 6ac.t. .tltat .thLA wa.A a. .me.dLa.l le.Alon .lnd.lca..te.A 
.tha..t. A.ta..t.LA.t.1.c.a.lly, deApUe. .the. a.bAence. 06 poAL.t.Lve. node.A Ln 
.the. axllla, .the. cha.nee. 06 he.Jt havlng Lnvolve.d Ln.te.Jtnal ma.mma.Jty 
node.A .llJ Ln .the. Jta.nge. 06 15%. FoJt .the.Ae. Jt.e.aJonA, 1 6ee.l .tha.t. 
1ta.dLo.the1tapy .to .the. nodal aJte.aA, na.mely, .the. Ln.te.Jtnal mamma.Jty 
and pa.Jta~la.vLc.ula.Jt a.Jtea.A LA alAo Lndlc.a.t.e.d. 

1 would a.n.t.Lc..lpa.te. a doAe. 06 4500 Jta.dA Ln a 6.lve. week peJtLod. PoAAlbLe. 
c.omplLc.a.tl.0"6 06 Jt.a.d.lo.the.Jta.py .lncludlng Akln Jt.e.a.c..tlon, Ac.a.JtJtLng ln .the. 
lungA, medla.At.lnl.tl.A a.nd e.Aopha.gLt.l.s have be·e.n .tho1tou9hly expla..lned 

• 
.to .the. pa..t.Len.t. She. LA Ac.he.duled to Jt.WJtn Ln one week'A .t..lme.. We. 
w.ill .then e.va.lua.te. he.Jt and .l6 Ahe. LA healed e.nough, we. wLll go ahead 
w.l.th loc.a.l.lza.t.lon and pla.n he.Jt .the.Jtapy .to A.ta.Jt..t Aho1ttly .the.1tea.6.te.Jt. 

Tlia.nk you ve.Jttj muc.h 6o_Jt a.llou,J..ng uA .to pa.Jt.t.lc.Lpa..te. Ln .the. c.a.1te. o 6 
.th.LA pa.:U. e.n.t. 

S.lnc.e.Jtely youJtA, 

RO.GER V. MIERCORT, M. V • 

• 
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WASHOE MEDICAL CENTER - DEPARTMENT OF RADIATION THERAPY 
Mrs. returns for a routine follow-up evaluat1on. Sne 1s teei1~ 
well exce t for the followin com laints. · She st1ll has problems w10 
dysphasia. She feels that there 1s a ump 1n roa 1mme 1a e y 
above the suprasternal notch area. Th1s 1s an ep1s-od1c type of sympto 
where't-lh .after waking up in the morn1ng, 1t does not appear unt11 ap
proximately 1 or 2 in tfie afternoon. She has no d1tf1culty in sw~llO~ 
but just has a feeling of a lump at that area. lhe second conp1alnt 1 
one of a small nodule in the 1~ner aspect of her lert eyel1a, upper. 
examination today, no abnormalities are noted except ror a small .> mm 
nodule in the left medial upper eyel1d. No ev1dence of recurrence ts 
noted and the right breast remains normal. As part of her evaluation, 
she was seen by Dr. .--=--<- who felt that th1s was 1nrlammatory. R 
treated this symptomatically and stated that 1t 1t does not disappear 
shortly that an excision would be indicated. the pat1ent 1s scheau1ed 

· for a repeat chest x-ray, esophagram on Thursday 4-3-75 and 1s also to 
have CBC, and Chem Panel at that time. 
RDM:,:i:lc /J 
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653 04-04 - ., VMCER MIERCORT 450-779 4/3 4977 

i *09 • 9 mg% CA++ 8.3-10.6 

I 2.so mg% PHOS 2.4-4.5 

l 
109. mg% GLUC 77-113 

18 • 5 mg% BUN 6.0-21.0 

1 04-2 mg% UAICACIO M 3.1-9.0 F 2.2-7.6 

i 295. mg% CHOL 130-250 

I 7 • 74 gm" T.PAOT 6.1-8.0 

I 4-83 gm" ALB 3.2-5.0 

I 0.35 mg% T.BILI 0.1-0.9 

··4 
mu/ml ALK.PHOS 20-100 (Child Bone Growth: 40-290) 

. 95: mu/ml LOH 44-100 

oss. mu/ml SGOT 32-100 161 
14 l meq/1 NA+ 137-143 

4.5 meq/1 K+ 3.6-5.5 

UNITS TEST NORMALS 

THESE NORMAL VAL UFC:: .6PPI V n"" v T"' ,-.-r~ ------ · --- -
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WASHOE MEDICAL CENTER - DEPARTIIENT OF RADIATION THERAPY 

The esophagram was normal. lhe CBC and Chem Panel were totally nor
mal. Chest x-ra rev:aled what appeared to be prooa61e areas of 

ulmonar metastas1s 1n t e et apex an one 1n e 
lower lobe. Views of the· et sou er were norma. ecause 0 
robable ulmonary metastases, whole lung tomograms were obtalned 

toda which I ee con 1rm t e presence o ·a 
the left apex and one es1on 1n t e et ower o e 

was informed of this. -She 1s 901ng·to .•:- -_--=--r-=-=--....-.::...,.._,,,....,..._.. __ _ 

to visit a seriously ill father and then will return. At that t1me 
we will refer her to either Dr. · , J Dr. --:- for con- • 
sideration for either hormonal or appropriate chemotherapy. 
ROM:jlc /h 

Roger D. M1ercort, M.O •. 

Mrs. - elected to o to Ti"auna for treatment by Dr. a£ 
his clinic with Leatrile. She went down t ere on t e s o 

and is currently taking 3 Leatrile tablets a 

out evidence of adenopathy. What we will do is follow her along ana:::. 
is to return inland 1/2 month's for a repeat chest x-ray which will 

• . 
. ---::c:-::o:-:m~p-':a;";;r;'--e"--d.;;..:.__w_i.:.._t..:...h __ A_r~e;:__,._p_r_e_v_i_· o_u_s_f_i_l_m_s...:•~----------,-------------

RDM: "le 

• 

Mrs. · _.,,_ returns complaining of continued problems with couqhinq, 
anesrionab1e shortness of breath and epiaastric distress. She states 
that she had a ulcer several vears ago. As part of her evaluation tod~ 
an uoper G.I. series was performed which demonstrated duodenitis and 
a questionable duodenal ulcer. Chest x-ray showed rather marked pro
gression of the puln~onary metastases with bilateral involvement now 
demonstrated. In the face of progession of her disease even ~<2::?:'.':
Leatrile treatment, I again suggested that hormonal or chernotheraputic 
management is in order although I would tend to favor chemotherapy whic 
mu] ti pl e drugs. I cgntacted Dr. ·_ ... -:_ ~ · ..:.:.-::: : · and the patient is goir 
ta be seen by him todav for his consideration • 

....,c..__._c ..... : _ _.n ..... r._.._. -- . -

Rog~r D. Miercort, M.D • 



FRANK A. RUSSELL, M. D. 

t 
R& .... o. NEVADA 89501 

322-2161 

Morch 2, 1977 

I om a general surgeon in Reno and a considerable parr _of my _practice deals with 
~'}fi._'.''t; .;• • ', ,· .-, ., (,., I·.,)':"'/- t,',·, ;' .. -, ,.,,,,,'j,•,1'.· 

cancer patients.\ "F'ot-aoout rwen\y., five years I was qn the Srate Boardrof Directors o"f the Nevgdo 
\ \ ,_ \ 

D\~vision of e Amer on Concer s\\iety. Fo,• four y:~-:• I wos on tOe No:ional Boar~f Direct~ 

of e America Cance Societ~ and ~~ry~d for ,.three ,ye~t~ on, its Committe~ on New an\l Unappro~d 
\ wkiil--t-.··11i,t'j·(,t,s 't"'-"J"' ic .. t- tr .. ,f,.,,.,,,,t, 

Me ods of Con er Treot~entA For m1=my years I aiso ,served as a member of the Nevada Governors 
1 - / 
\ ,, I / 

Conc~r Advisory, ounci I. -When I first·fearned of"this bif I i was. considerably disturbed b~•t my 

reaction at my age was to let the younger doctors i'ake care of it. Two days ago however, I was 

called and asked if ! hod on· opinion, and if I would testify. My reaction was that for the sake of 

•
resent and future sufferers from cancer that ; co•J Id not ref us<:. 

t,iill''1 - ~ 

From my,,t medico l experience and m :✓ rather large stud/ of the I iterature, I be I ieve 

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

scientists~thot Laetrile hos any beneficial effect in the treatment of cancer. These hove been 

done in numerous places such as the Notional Cancer !nsiitute, the world famous Sloane Kettering 
) 

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

Institute in Birmingham, Alabama. A variety of tur.,ors have oeen tested. 

In addition it is the opinion of well trained 'Tlembers of the Medical Profession who 

have large experience with cancer trea~men~ 'i-iat Laetrile, when sought ~~d use~ by s1me of their 

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

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

. . . . Jr J le!i&":J &r J,e f /:te ,Jj~/ 

f ,t by phys1c1ans. Why then pass a law to approve 11? -; , H -J -: 

/ /' · L _-,r..L f /j ·,y J.,,J'-1rr.:,~s ,)tf6 ,f 1t1J11111C"1- I{/; "~/ /f.,~ ,jeJJtT7 ii;/ /4 f;-<!,t,//J,~ tfl C:11 cei- "'~" .;i / 
Jr~Ll,t,'4 -,·y htJf, 163 
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FRED M. A..--mERSON, M. D. 275 HILL STREET 

RENO. NEVADA 89501 
322-2161 

FRANK A. RUSSELL, M. D. 

Anderson, M. 0. (cont.) 

The only reason I can perceive why some people want approval is to gj,'1e (Jit; ;e,eJ (-t-d.1£/ '4:1, 
:If* v..we;;virl~h-11e ir~ ¥f 

Laetrile the support and respectability tha~ passage of a slate law would give to it 1'. This type of 

respectability and the publicity that would go with it could we 11 induce many patients to seek out 

this useless treatment and thus pass up seeking proven merhods of cancer treatment that might cure 

them. All that they would be encouraged by this Law to sacrifice,would be their lives. 

As I 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 otl,er o·rganizations such as the State 

Health Departmen~, Scientists ,";ithi~):Jniversities or Medical Schools, the National Cancer_ 

' 

ihJ-vtPPtJenf .>, ''"t" :-s •. - fitfafv~/qe 
nstitute or other#. After such studies it renders an opinion regarding the value or ts f I us of 

such substance or device. 

This Council hos functioned very effec~ively owr the years. It hos never found 

unfavorably on anything that was effective or useful in prever.tion or cure of cancer and it hos 

in several instances determined some substances to be of no value. 

After a few years of the_existence of thi_s <;,ouncilf cancer frqud on,d guoS,~fry t1-.[/2'/2/;~fff 
/,JPIIV AfJ'c'hJ7 $ti/;,-/ /J "'?''?'o(_,,JeJ, s-, ,/faf he,lhu' <flwC' . • ': _ 

practically ceased to,exiit,in Ne ifep1-rj,"'e~lr f"¼~-f""1·t!T~'1;,,J1r,J'tl.i!r;;C<1;;,1t•1
/ uwlJ, •--1$::1 .t

6vJrl/!J' 
t"~ ~f,.,-ce 

I 
ev,n•• .,,,,,.t11 ,'t 15 

1 
LI .su/,re ,'f",.,,,,11 .ocA P'ft~l rr: oe w.1r Je~; · 

I si:,cerely hope that this Assembly Bill No. 121 will not 9_e passed, and thus lend 

respectability and support to a substance that would be useless +o ihe cancer patient and in many 

cases woulq prevent the patient from getting appropriate treatment at a rime when help or cure was 

w,"IJ 
still possible. I don't know just who it is in Nevada ;hat e11d1 •e exploit the cancer patient in this 

.anner, but I humbly ask that you do not permit ;, . Passage would undoubtedly result in a large . 

number of unnecessary deaths. 16·1 
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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 is 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 pffered 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 than in the past. They are sponsoring 
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seminars and conventions for cancer victims and their 

families. They are encouraging articles in the press 

and appearances on radio a~d television talk shows to 

promote the drug as well as lobbying and organizing 

write-in campaigns to influence s.tate legislatures and 

Congress. 

Most of these efforts are being orchestrated by four 

lobbying groups promoting Laetrile use: 

1. The National Health Federation, a champion 

of so-called health foods and other unor

thodox medical treatments. 

2. The International Association of Cancer 

Victims and Friends, which publishes the 

Cancer News Journal. 

3. The Cancer Control Society, which publishes 

the Cancer Control Journal. 

4. The Committee for Freedom of Choice in 

Cancer Therapy, an organization which treats 

166 



t 

• 

, 

efforts to regulate Laetrile and similar 

unproven substances as an invasion of per-

sonal privacy. Committee leaders recently 

were indicted on charges of conspiracy to 

smuggle Laetrile into th~ 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 facilit~es 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.:purnal

ist has condemned "know it all doctors" and 

16'7 
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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. 

o A number of lawsuits are active in many 

areas of the United States in which indi

vidual citizens are seeking legal access to 

Laetrile. 

o FDA is receiving 50 inquiries or more each 

month from congressmen on behalf of con

stituents interested in Laetrile. 

o 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. 



t 

• 

The FD/\ Position on Laetrile 

The FDA position on Laetrile remains clear and un-

changed: 

o Laetrile is a 11 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. 

o Federal law prohibits the interstate dis

tribution of a "new drug" unless FDA has 

approved a New Drug Application (NOA) sub

mitted by the sponsor and containing full 

reports of clinical investigations estab

lishing the safety and effectiveness of such 

drug. 

o While Laetrile (also known as amygdalin) has 

been marketed and promoted as a vitamin (BEE 

17 or 8-17), 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, 

16~} 



t 

• 

' 

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 provjsions 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: 11 .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 

170 



t 

• 

some drugs from complying with the law because of 

emotions, popularity, etc. 

FDA believes there are serious faults in the ''freedom 

of choice" argument. tlo 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 suicidal. 

The 11 evidence 11 of efficacy presented by Laetrile 

promoters consists entirely of anecdotes, hearsay 

arguments and patients' testimonials. FDA and 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 Laetrile has 

any potential value in cancer management has ever been 

found. 

1"'/1 



t 

·. 

• 

, 

, .. 

Despite confu:,cd and misleading rrports from Laclrile 

promoters, the ml\ has found no study v;hich 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 included 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 

aclvi"'.()i·y U','.'. 1·•:ittrr of c,rnccr experts from all over the 
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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 that 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 

tested. 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 20l(p) of 
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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 prosecutions. 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 limited 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. United 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 use. The district judge 

denied the requested relief on the grounds that the FDA 

has not issued any order regarding Laetrile. In June, 

1975, another cancer patient, Glen Rutherford, inter

vened in the case seeking the same relief sought by 

the above pa~ient. District Judge Bohannqn heard the 

case in August 14, 1975, issued a preliminary injunction 

allowing Mr. Rutherford to purchase and transport a 

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 Laetrihis con

sidered safe and effective (generally recognized to be 

so by experts qualified by scientific training and 

experience to evaluate these issues). In short, 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 because. the 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-

eluding 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 publ_icity 
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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 professionals are invited to submit infor

mation and evidence in response to the rule-making 

notice. 

Laetrile and the Medical Profession 

Physici~ashave encountered many cases of patients who 

are curious about Laetrile and many are presented with 

anecdotal reports of "cures" which patients have heard 

about • 

At its meeting in Philadelphia 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 -i-S honoring offi.cial 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 

kinds 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, most cancer 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 8-17 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-l?. 11 

"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. 

i' J a~•ka•••i•a~tts,n~•-;~;••••·•••·~-a~l•mb~• ~ltiple 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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.IBSIOONY BEFORE NEVADA 

LEGISLATIJRE, MARQi 2, 1977 

MR. 0-IAIRMAN, CCM,,IITIEE MEMBERS, LADIES AND GENTLEMEN. MY ROLE HERE TODAY 
· ~•~~ Wf'SPl9c'ttvt, j ~/ 

IS TO STRIKE A Btltbllrttlf, IF YOU WILL, ABOU1' ~VERY SIGNIFICANT ISSUE CDNFRONfING 

ALL OF US, -~ H~~, CONSlJ.ffiRS OF AMERICAN .AND NEVADA CANCER MEDICINE 

TODAY - 'IHAT ISSUE IS LAE'IRILE: VIT.At-nN B 17 , .AMYGDALIN, .AND APRIKERN. 
c:. £Qc.tt@~ \ 

I .Al\1 A HEAL'IH OM.f.JNICATIONS PECIALIST. I AM 001' A PHYSICIAN OR A SCIENTIST. 

BUT I AM UNIQUELY QUALIFIED TO SHARE WI'IH YOU ~1E OBSERVATIONS AND FACTS ABOUT 

1HE ISSUE AND 1HE PUBLIC -- PATIFNTS .AND FAMILY, FOR Af.ONG O'IHER TIUNGS I FREQUTh'TLY 

FIND MYSELF IN A ROLE OF SERVING A5 .AN ABSORBER OF TOOUGHT .AND OPINION ABOUT 

MEDICAL .AND SCIENTIFIC SUBJECTS. ONE OF THOSE SUBJECTS IS LAETRILE, A SUBJECT 

OF INTEREST TO ME SINCE 19il, WHEN I WAS A MFMBER OF 1HE AIMINISTRATIVE STAFF OF 

1HE MAYO CLINIC. AIJ.,IITTEDLY, I AM AS WERE MANY OF 1HE PREVIOUS SPEAKERS, INFUJENCED 

IN MY OBSERVATIONS FOR MA.t'JY REASONS. AMCNG 1HEM IS 1HE FACT 'IHAT I .AM PART OF 

1HE MEDICAL ESTABLISHMENT - 1HE 'SYSTEM' IF YOU WILL. I READ MEDICAL/SCIENTIFIC 

LITERATIJRE: AITEND MEDICAL/SCIENTIFIC MEETINGS: SOCIALIZE WI'IH PHYSICIA'lS AND 

SCIENTISTS. WE ARE, AFTER ALL, CREATIJRES OF OUR ENVIRONMENT. SIGNIFICANTLY, BECAUSE 

OF MY ENVIRONMENT, I HAVE CO1E TO TRUST 1HE JUDG1ENT OF '!HOSE MEDICAL/SCIENTIFIC 

'TYPES WHO HAVE EDUCATION A~ TRAINING IN '!HOSE NOBLE FIELDS. 

MN INDEED, IS THERE A LAETRILE MOVfMENT AFTER .ALL? MANY REASONS. CANCER IS B01H 

A POLITICAL .AND A'l fl.OTIONAL ISSUE. IT IS A MEDICAL .AND A SOCIAL SCIENCE, I'M NOT 

TOO SURE MANY OF US - UNTIL RECENTLY, DEFINITELY RECOGNIZED 'IHAT. 

A SIGNIFICANT NUMBER OF PIDPLE STRICKEN Wl'IH CANCER - ABOUT 110,000 EAQI YEAR -

ARE I?YING UNNECESSARILY OR PRBvfATulIBLY. USUALLY OOE TO LACK OF EARLY DETECTION 

Al'lD DIAGNOSTIC EFFICIENCY, MJRE AND t.ORE, PEOPLE ARE ASKING "WHY"? 

~ FRc:M 11-IE POINT OF VIEW OF MANY OF US, AN ALREADY LARGE, AND WIDENING GAP BETWEb"', 

MEDICAL ThTOWLEDGE AND ACTUAL PRACTICE EXISTS. OUR HEAL'lli CARE DELIVERY SY~, 
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ARE BY MANY STANDARDS, INEFFECTIVE. ~ CCMUNITIES ARE INCREASINGLY UNABLE TO 

PROVIDE 10P-FLIGIT MEDIC.AL SERVICF.S OR TRAINED MEDICAL PERSONNEL IN SPECIALITY 

AREAS, Al-ID 1HE LACK OF KOOWLEDGE ON 1HE PART OF nm GENERAL PUBLIC IS TOO 

CONSIDERABLE AS IS, SURPRISINGLY, TIIAT OF MJOI OF 1HE MEDICAL PROFFSSION .. 

AS 10 lDW AND MlERE 10 OBTAIN 1HE BEST MEDIC.AL CARE WHEN CANCER STRIKES. 

1HAT FACT ALONE IS ILLUSTRATED DAILY BY WE AT IBE NCI. nIB PUBLIC SEEKS KNOWLEDGE 

AND INFORMATION. BETWEEN JUNE 1975 AND MAY 1976, NCI RESPONDED BY MAIL TC} SGfE 

55, 000 L~RIES FRCM 1HE PUBLIC HAVING QUFSTIONS ABOlIT SG1E ASPECT OF CANCER. 

ABOOT 1/5 OF 'llIOSE - 11,000 - DEALT WI'IH QUESTIONS .A130Uf UNPROVED ME'IHODS OF 

TREA'IMENT - PRIMARILY LAETRILE. 

NOi, CONSIDERING 'IHAT ABOUT 675,000 NEW ~~CER CASES WERE DIAGOOSED BE1WEEN 

'IHAT BLOCK OF TIME IN 1HE U.S. ; AND ASSUMING TIIAT 1HE MAJORITY OF PEOPLE ARE 

CONCERNED ABOOI' 1HEIR DIAGNOSIS, AND IN SCME PART, HAVE QUESTIONS ABOlIT THEIR 

CANCER - WHERE, IN FACT, 00 1HEY GO FOR .ANSW'"'.c:RS? OR BEITER YET,· 00 1HEY EVEN 

ASK 1HE QUESTIONS? 55,000 QUESTIONS CAME 10 NCI; UNIXX11MENTED 'IHOUSANDS MJST 

ASSUREDLY WENT TO 1lffi ACS; SCME WENT TO PHYSIC!Al~S, BUT nm VAST MAJORITY OF 1HOSE 

DIAGNOSED APPARENTLY OON'T GET IBEIR QUESTIONS Al.;JSWERED. DON'T RECEIVE 1HE 

INFORMATION AND EIJJCATION IBEY SEEK - YET PERHAPS CAN'T ARTICULATE 

11iERIN, LIES A KEY. 1HERIN IS AN OPPORTIJNITY FOR GR.a.JPS SUCH AS 1HE CXM-1ITTEE 

FOR FREEI01 OF CIDICE IN CANCER TiiERAPY AND IBE INfERNATIO:tW. SOCIETY OF 

CANCER VICTIMS .AND FRIENDS TO APPEAL TO 1HE EIDI'IONS OF PEOPLE DESPARATELY IN 

NEED OF EXPRESSIONS OF OOPE IN 1HE FACE OF IBEIR PERSONAL BATTLE WI'IH CANCER. 

10 1HOSE WI'IH 1HE DISEASE, 'IHEIR RELATIVES AND FRIENDS, CONfACTS WI'IH LAE'IRILE 

ADVOCATES HAVE SERVED AS A FORM OF "EDUCATION'' AND "INFORMATION''. M'.I M:.GUE 

fe OHB MOOR ma WHY BeTRWPt:3 lWJGL Hl lWi U,a, 'WAI BFXWFR>I 188,888 ,~ID 

• S MIU .. IQN PE9PY!s IJAV.:Js ~liW{I; I~IBW~ BY 'flH! LA1Sffdl£ MOVH11Efff'. 1976 ESTIMATES 

ALONE APPROXIMA.TEWf '!HAT ABOUT 20,000 AMERICANS - MAlW FRG.'vf NEVADA - TRAVELED TO 

MEXICAN LAETRILE CLINICS FOR TREA'IMENT. 
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WHY? 

DF.sPARATION. MISINFORMATION. M:lST OF TIDSE DF.sPARATE ATI'EMPTS - AS WE ALL 

KOOW 100 WELL - END IN DEsmIR - .AND DEAIB. 

UNPROVED RFMEDIF.5 FOR CANCER TREA'IMENT ARE AS OLD AS IBE DISEASE ITSELF. SCME 

PEOPLE HA.VE MADE MILLIONS OF OOLLARS OVER Tiffi YEARS HOI FEAR-STRICKEN CANCER 

PATIENTS WHO GAMBLE IBEIR LIVES ON MA.GI CAL aJRES .AND TREA'IllENT. IBE LAETRILE 

' 
MJVEMENT HAS BEEN LIKENED TO A SUPERSTITION;· AND I sum.t!T IT IS EXTRfMELY 

DIFFIOJLT 'IO FIGfl' A SUPERSTITION WIIB SCIENTIFIC .AND MEDIOO.. FACTS. ONE 

OF IBE MJST EFFECTIVE WAYS TO CCMBA.T LAETRILE IS 1HROOGH PUBLIC EDUCATION, 

IBIS FORUM IS A STEP IN IBAT DIRECTION. PUBLIC EDUCATION ON .ANl HEALIB SUBJECT 

TAKES TIME. .AND IBERE IS NO GUARANTEE OF SUc:cESS. lff'fHESS +We WKtVw7¥ 1mricm4ENtS 

OF= J.UWS UI .~l::rI SH~Kl~Ks, AICOWJ., AND DBUG WJii PRG6Rt\MS. 11~ 60€11 JlA.TIOHAf. 

12ROGRi'IMS ARE lHffiEffi'.Aie;H, QR'ICIA:bS IN WA51HNS:f,QN )l:Jef 1ffl M#hCED 'fHPd' 'flffi 

, ..W:\lll\~ff WUGE UJ\1E6'iME!ffS OF R9aQURCiee , WEY., ~ IS CERlidiff:.Y EPIBOH C. 

IT S'fR.IKES ONE OF EJffiI JoQJR 9P He, ~IGAI4.¥ El!FRYONE OOWS SOttEe?ffl Wiltt 

u:;= ~ IM IT, 0R IMS fHEB 6f IT. l'ffl:Ptf Ffl2tril IT )ORB 'Hlz!IN AN'f O"J."fflffl. K!tl£R 

IBIS NATION IS NOW WELL INTO WHAT rs IBE FIRST NATIONAL, COORDINATED EFFORT 

TO TACKLE 1HE CCMPLEXITIF.5 OF CANCER. 1HIS EFFORT IS SPURRING I.!OPE. WHILE 

STILL TOO MANY PEOPLE BELIEVE THAT WE ARE ON IBE VERGE OF A "BREAK'rnROUGH' 1 
-

CANCER SCIENTIS'IS .AND ONCOLOGISTS CERTAINLY CAUTION AGAINST OVERPRCMISE. 

ONE OF IBE MC6T EXCITING 1HL~ IBAT HAS HAPPFNED IN CANCER - .AND IS VITALLY 

IMPORTANT TO mMJNICATE IN A PUBLIC EDUCATICN FASHION - IS IBAT DURING IBE LAST 

FEW YEARS SCIENTISTS HAVE FaJND WAYS OF QJRING AND/OR CONTROLLING SCME FORMS 

OF 1HE DISEASE. OOCTORS BELIEVE THAT ABOUT TEN KNOWN 1YPES OF CANCER CAN 

OOW BE CONI'ROLLED OR CURED_. OOW, CONSIDERING IBE FACT IBAT 1HERE ARE AN 

ESTIMATED 110 DIFFERENT VARIETIES OF CANCER, IBAT MAY 001' SOUND LIKE MANY 
18·1 



t 

• 

- 4 -

TO 'llIE PUBLIC AT RISK, 'f8 t:etM A PMJUi6Nz\lU• ~ieI:!R eelfFRQI. l:laaf, PARTICULARLY 

TO TIIOSE ACCEPfING nIE RHE'IORIC OF THE LAfil'RILE MMMENT, Bur OOES ASPIRIN 

aJRE ALL HP.ADACHES? IS THE SAME INSULIN oo.5E ACCEPTABLE FOR ALL DIABETICS? 

PROGRESS IN CURING nIESE 10 CANCERS HAS DEVELOPED IN THE PAST DECADE OR SO! 

IN MlST CASES, THE JOB IS OONE wrrn A BA'ITERY OF FAIRLY NEW DRUGS IBAT, WHEN 

USED IN CCMBINATI0NS WIIB FACli OI'ljER, CAL'l WIPE our nM>R CELLS. THE 

CANCERS INVOLVED INCLUDE SEVERAL OF THE FORMS OF LEUKFMIA AND LYMPfD.fA IBAT 

STRIKE LI'ITLE OHLDREN, HODGKINS DIS.EASE WHICH IS LIKELY TO AFFLICT YOUNG 

AIULTS, ClIORIOCARCHO1A (CANCER OF mE PLACENTA) AND A CDUPLE OF OTI-IER FAIRLY 

RARE Bur DEADLY nM)RS, CANCER OF 1HE CERVIX AND SKIN CANCER. 

nm TRAGIC ELEMENT IN IBIS OTHERWISE HAPPY SinIATI0N IS THAT TREATING THESE 

CANCERS IS A TRICKY BUSINESS. nus TOO, nm PUBLIC OOESN'T Bur SHOULD -

GENERALLY KNOW AND UNDERSTAND. SO TRICKY, IN FACT, 1HAT CCMBINATION DRUG 1HERAPY 

SEEMS TO l\ORK BEST ONLY IN THE HANDS OF A BROADENING NUMBER, Bur STILL YET 

TOO FEW SPECIALISTS WORKING AT CANCER CENTERS WHERE nIEY AND IBEIR CO-WORKERS, 

INCLUDING NURSES AND O'IHER .MEDICAL PERSONNEL, HAVE REAL EXPERTISE. 

PRACTICING PHYSICIANS AT COMJNITY LEVELS NEED TO KNOW MCRE ABOUf WH) THE EXPERTS 

ARE. CENTERS FOR CA!'lCER TREA'IMENT ARE BEING GEOGRAPHICALLY SPREAD ACROSS 1HE 

COUNl'RY SO MJRE PEOPLE WILL HAVE ACCESS TO nm BEST THERAPY 1HERE IS. NEVADA'S 

MEDICAL COMJNI'IY IS BEING ENCCXJRAGED AND INFLUENCED TO BEC04E AN INI'EGRAL 

PART OF 11iE SOPHISTICATED C\NCER CENfERS. THE PUBLIC NEEDS TO KNOW IBAT 

EFFORTS ARE BEING MADE TO EN.5URE IBAT nIEIR <XM,UNITY PHYSICIANS ARE BEING 

GIVEN '!BE OPPORIDNI'IY TO LEARN MJRE ABOUf NEW ME'IHODS OF CAi.'lCER TREA'IMENT 

IBRU·CONI'INUING MEDICAL EIX.JCATION - CME .. A5 ITS CALLED. 

WE FREQUENTLY HEAR FR™ LAETRILE PROPONENTS 1HAT THE SUBSTANCE IS PROCLAIMED 

• "LEGAL" IN MJRE 1HAN 20 COUNTRIES. ACTUALLY, IT IS NOT ILLE~ IN THOSE 

COONTRIES - AND MANY MJRE - FOR TI-IE SIMPLE FACT 1HAT lliE U.S. AND CANADA ARE 
185 
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LEADERS IN 1HE WORLD WIIB LAWS PROTECTING 1HE CONSlMERS OF MEDIC.AL GOODS .AND 

SERVICF.S. 

SGfE TIME AOO, DR. SHEID'O)D LAWRENCE OF 1HE ACS IN C.ALIFORNIA WROTE TO OFFICIAL 

AGENCIES IN A NUMBER OF COONTRIES PROCLAIMED BY LAETRILE ADVOCATES IBAT 

LAETRILE WAS ''LEGALIZED'', ASKING .ABCXJT 1HE STA1US OF 1HE CCMPOUND WIOON 

1HEIR BORDERS. I HAVE REPLIES WHICH WILL SURPRISE YOU. I IDULD BE HAPPY TO 
=· 

SUBMIT nIESE FOR 1HE RECORD. 

SOME REPLIES: 

FR01 MEXIOO, BASTION OF U.S. LAETRILE SUPPORTERS: 

''HAVING UNDERGONE 'IHJROUGH STIJDIES BY 1HE CHrMISTS AND IX)CT'()RS OF THE TEOiNIC.AL 

DRUG DEP.AR'IMENT, IT WAS FREQUENTLY REJECTED, 

BECAUSE 1HE 1HERAPEIITIC PROPERTIES 

ATIRIBUTED TO IT (TO CURE ALL FORMS OF CAt~CER) HAD NEVER BEEN PROVEN. AFTER 

SEVERAL YEARS OF RESEARCll AND snJDIES, HOWEVER, THE PROPO.JENTS WERE ABLE 

TO PROVE nIAT nm AGENT AMIGDALINA HAD A CERTAIN ANALGESIC EFFECT IN CERTAIN 

'IYPES OF CANCER OF nm BRONOII. IBIS FACT, COUPLED WIIB 1HE RESULT OF PREVIOUS 

SWDIES (WHERE IT HAD BEEN ESTABLISHED nIAT 1HE PRODUCT WAS HARMLESS AND ITS 

PROLONGED USE DID NOT LEAD TO ADDICTION) , LED TO 1HE AlITHORIZATION OF MANUFACTURING 

1HE PRODUCT AND TO RESUME SCIENTIFIC RESEARCH. 

AFTER ANOTHER YEAR OF EXPERIMENTATION, REGISTRATION OF nm PRODUCT WAS GRANI'ED. 

IBIS REGISTRATION, OOWEVER, IS RESTRICTIVE, FOR ITS OVER-THE-Ca.JNTER SALE IS 

PROHIBITED. 'IHE SALE OF 'IHE PRODUCT IS LIMITED TO RESP.ARlliERS, HOSPITALS, 

AND CLINICS, AND ADVERTISING IS RESTRICTED TO 'AiW.GESIC FOR CERTAIN 'IYPES OF 

GANGER, OF THE BRONCHI' • 

FRCM 1HE PHILLIPINES: 

"'LAETRILE' HAS NEVER BEEN REGISTERED WITif 1HE PHILLIPINE FOOD AND DRUG 

A™INISTRATION. I HAVE PERSONAL KNOWLEDGE OF IBIS DRUG BECAUSE OF MY FREQUENT 

ro.MJNICATION WIIB U.S. FDA, AND BECAUSE OF IBIS, I DO NOT 1HINK WE SHALL 

-1 o,• 
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EVER RECDGNIZE OR ACCEPI' nus DRUG FOR INI'ROIXJCTION IN TiiE LOCAL MARKET," 

FRCM AUSTRALIA: 

''LAETRILE IS 00T BEING MANUFACIURED IN AUSTRALIA; NEIIBER IS IT APPROVED FOR 

GENERAL MARKETING OR FOR USE IN CLINICAL TRIALS, AND 'lliERE IS AT PRESENT 00 

AIJ'IH)RIZED IMPORTER/DISTRIBUI'OR." 

FRCM INDIA: 

''WE HAVE RECEIVED 00 APPLICATION FOR REGISTRATION OF AMYGDALIN FOR USE IN 

nm TREA'IMENT OF CANCER IN 1HE COUNTRY. IBIS DRUG IS NOT BEING MARKETED IN 

L'IDIA." 

FRCM BELGilM: 

"ANSWERING YOOR LEITER OF JUNE 19 CONCERNING 1HE LEGAL AND MEDIC.AL STA1US IN 

OOR COUNTRY OF TiiE CCMPOUND CALLED '.AMYGDALIN', I ONLY CAN AFFIRM YOU 1HAT 

IBIS DRUG IS UNKOOWN HERE IN BELGilM." 

• FRCM GREECE: 

• 

"IN REPLY TO YOUR LETI'ER DATED JUNE 19, 1975 WE WOOLD LIKE TO INFORM YOU 1HAT 

IN GREECE IT OOES WI' CIRCULATE PHARMACElJI'ICAL SPECIALTY CALLED VITAMIN Bl7 

OR LAETRILE CONTAINING 1HE DRASTIC SUBSTANCE .AMYGDALIN': 

nm RHETORIC OF LAETRILE PROPONENTS IS ENDLESS. nm RESULTS OF 1HE RHETORIC-

IF CLEAR, CONCISE, REALISTIC AND ACOJRATE INPlIT OF 1HOSE OF US IN LEGITIMATE 

PUBLIC HEAL1H TRUST POSITIONS IS NOT BALANCED TO AN INTERESTED PUBLIC - MAY 

BE DEV.ASTING. 

nus YEAR, IDRE TifAN 15 STATE LEGISLATIJRES - INCLUDING NEVADA - WILL AND ARE 

BEING APPROAOIED BY LAETRILE SUPPORTERS TO OFFER VARIOOS FORM.5 OF "LEGALIZATION" 

OF LAETRILE LEGISLATION. LEGISLATORS MJST WI' BE MISINFORMED OR MISEDUCATED ABOUT 

LAETRILE. LADIES AND GENTLEMEN, YOU MUST ASSESS YOUR POSITION OF RESPONSIBILITY 

VERY CRITICALLY. YOUR JlJI01ENT IN CDNSIDERING 1HE LEGISLATION BEFORE YOU 

MJST BE CLEAR. I URGE YOU 00T TO YIELD TO tMJfIONS Ai'ID RHETORIC BUT WEIGi 

SCIENTIFIC FACTS AND REASONED .JlJDG1ENTS. 18"7 
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NCI TESTING OF LAETRILE (AMYGDALIN) 

The National Cancer Institute has conducted several series of tests 

of Laetrile in the an:iJTial ttm1or systems used to screen drugs for anti

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

a nitriloside, Vitamin B17 , or 1-mandelo-nitrile-bcta-glucuronide. 

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

of the drug have used the names Laetrile and Amygdalin synonymously. TI1c 

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

studies) has been Amygdalin. TI1e competmd was tested alone or in combina -

tion with an enzyme, beta-glucosi<lase. In each of the tests, summarized 

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

1957: A.'ll)'gdalin was tested with three transplanted mouse tumor 

systems used at the time by the NCI Cancer 01emotherapy 

Natioaal Service Center (CCNSC) to screen comp0Ui1ds for anti

cancer activity • .Amygdalin produced no significru1t inhibition 

or growth of the carcinoma 775 or sarcoma 180 ttm1ors, and 

produced no significant increase in the lifespan of mice with 

leukemia 11210 tumors. 

1960: 1'1aterial from a different source was tested against the same 

three mouse tumors. The compound failed to show antitumor 

activity. 

1969: Amygdalin was tested alone and in combination \vi.th beta

glucosidase against leukemia Ll210 in mice. Amygdalin was 

inactive ag~inst the turnor, alone and in combination with the 

enzyme~ Toxic side effects increased when the dn1g and 

enzyme were given toecther. 
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1973: Amygdalin was tested alone and in combination with bcta

glucosidase against the lialker 256 carcinoma in rats and 

against the following 4-tumor mouse screen cun~cntly in 

use by NCI: leukemia L1210, lymphoid leukemia P388, B16 

melanoma, and Lewis lung carcinoma. Amygdalin was completely 

inactive against the four tumors, alone or in combinntion 

with the enzyme. 

1975: Amygdalin was tested alone and in combination with beta

glucosidase against three transplanted mouse tumors; 

lymphoid leukemia P388, Lewis lung carcinoma, and Ridgway 

osteogenic sarcoma. In these tests, .Ar.lygclali~ had no 

antitumor activity. 

Tests of .Amygdalin are continuing at the M~morial Sloan-Kettering 

Cancer Center, New York City, with spontaneous, naturally-occurring mainmary 

(breast) ttm1ors in two strains of mice: Swiss and CD8Fl hybrid. To date, 

Amygdalin has shown no reproducible effc~t 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 

<;:urrent tests are directed toward assessing the effect of Amyg<lalin on 

development of metastases from the tumor. Previous tests showed conclusively 

that Amygdalin did not inhibit growth of the prj1nary 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

nitTile. Specifically, it is 111.mdelonitrile-beta-gentiobioside, in which 

mandelonitrile is linked with a chain of t\<10 glucose units. TI1e enzyme 

beta-glucosidase, used in some of the tests, can break the link between 

mandclonitrilc and the one or more sugar derivatives. Mandelonitrile may 

decompose further, releasing highly toxic cyanide. 

Ernst T. Krebs, Jr., who claimed the synthesis of Laetrile in 19S2, 

proposed that the compotmd acted through the release of cyanide in cancer 

cells. He suggested that normal cells contain an enzyme called rhodanesc 

that detoxifies cyanide by coverting it to thiocyanate. 

Past NCI tests of Laetrile in many rodent tlIDlor systems. have failed 

to produce evidence of anticancer activity. Because there is no basis 

for predicting that Amygdalin might act against cancer in hrnnans, 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. 

/J II It 

192 



' i 
• 

.. -
f 

, .. · 

··• .... 

I ~· 

lsldore Wodlnsky ond Joseph i{. Swlniarsk:4,s 

SUMMARY 

Experiments are described in which four transplantable rodent tumors (L1210 
lymphoid leu!iemia. P388 lymphocytic leukemia, B 15 mel:rnoma. and W ::li!(er 256 car
ci~osarcoma) wer~ u:;;e-d to im·esti;;ate the anti tumor ~ctivity of amv~:1lin ~!F'. 
Ainygdalin :r{F was given a:one and in·c,,moination v,'ithJ-giuco~id~se whic'.1 was 
administered½ hour prior to amr,!cialin Mr, startin:~ 2.1· hours after tu,nor impl::mta
tion. No nntitumor activhy was observerl in any oc the four tumor systern3 tested with 

• t}1e drug alone or in combined therapy_ The combine-cl therapy s!wwe<l potentiation of 
toxidty wiih doses oi amygdaiin ~1F greater than or equal to 100 mg/kg. 

(Cancer Che::nother Rep 59:939-950, 1975] 

Amygdalin :MF, found in the kernels of bitter al
monds, penches, and apricots, has been reported to 
have be-en used ir. cancer chemotherapy since 1345 

, (1). b spite of its availability for 130 years, there is 
a striking p::.ucity of publi;;hed data on the antitu
mor effc,-Cts of amygdalin :.IF on e:...1>erirnent::d tumor 
-i;ystems. The mechanism proposed to explain the ac
. tivity of amygcialin :,f? is th:.i.t sufncient a::10u11~.s of 
· hydrogen cyanide (RC~") are released in the presence 
of J3-glu.::osid:;.se to stop tumor respiration which is 
lethal for the tumor cell:.; (fi~ 1) {2). EC?,: is reporte<l 
to be less lethal for norm:il tissues because they con-
tain the enzyme thiosulfate sulfurtr.1nsferz.se EC 
2.8.1.1 (rhodanese) which converts the HCN in the 
presence of thiosulfate to thiocy:inate (3). Burk et al 
(4,5) reported that Ehrlich ascites cells, treated in 
vitro, are sensitive to combined treatment with 
amygdulin !I-IF and p-glucosidase because of the syn-

1R.aceived Apr 11, 1975; revis!<l June 11l, 1975; accepted July 3, 
-19'75. 

tSurl)Orted by contract :-:Ot-C~!-33727 from the Division of Can
cer Treatmer.t (DCT}, N:itiollal Cancer Institu~e (:SCI), :::-:ational 
hutituws of Health, Departmmt of Health, E.bcation, and Wd
fare. 
· 3Am-Jgdalin. MF <~SC-B900540; lot :So. 7'.!09): CAS res:. No. 
672-72-0; r..nmnde!onitri?e. w.n:iohio~itle; r...,,etl'ile. Ootnir.c<l by 
Drue Rc:ie,,rch and Deve!o;:,m<?nt Pro~am lD:'.&OPl, D,._···r. :SCl 
from the Food and Drug Adm:ni,tration, and prepared by the ~k
Nauzhton l.-'oundation, )lontreal, Canada. 
Jj-Gluco3idu,e (!;atch ~.[B; wa~ obt:1int'<l fro!n Calbiochem. San 

Diegq, Ci.lif, by DR&D?, OCT, :--Cl. 
4.A.rtl:ur D. Litt?~. lr:c., Ca1nbri<l~e. ~tass. 

·. · ·4 Reprint reque~ts to: )tr. Isidore Wouinsky, Arthur D. Little, Inc., 
Acorn Park, Camhric!ge, )!us 0:!140. 

ergistic effect!; of the HCN-benzalcfo:hyde mixt~re 
which produces a decreased respiration and an in
creased nerobic glycolysis, where:;.s L~vi e,; al (6) 
have reported that the sampl~s of a:nyf;l!~1in :·.IF 
they tested on human tur:1or tissues and Ehrlich a3-
ciles cells had no significa.nt effect on respiration or 
on aerobic and anaerobic glycolysis. Levi et ul r.lso 
fvUJid no significnnt inhibi<;;ior. of D){A. R:'.\A, or- ~r0-
tein synthesis. 

The lack of in vivo experir::entul data. promp:c<l 
the DR&DP, DCT, ~CI fo idti::.te a series of e~c:-i
monts on a spectrum of tra=1spla r::' .. :J ble rodent n::::o
piasms with amygda!in !,fF aloT1c and in combination 
,vith ti-glucosidase at our laborat0ry. The ;',•'.;t:lts of 
these te:;ts arc reported herein. 

MATERIALS At.JD METHODS 

Compounds 

Amygdalin MF so1utions were prepared fresh dai
ly in physioiogic saline. A volume of 0.~ m.l v:as ad
ministered intr~:rieritoneally (ip) ea1.:h d<!.y for 9 ,fays 
starting 2-! hours after turr.or imp!nn~,ltion. 

iS-Glucosidase was dissolvE-d in cold ~:tline ea~h dav 
and injected ip 1,~ hour prior to the amygd::diP. :,IF 
treatment daily for 9 days. According- to the 
DR&DP, th~ ~H,lucosi<lase was obtair.L-.J fror;. C:ilbio
chem catalog ~o. 3~GS01 which cont:!illed :ip;iflJxi
mately 800 lU/m;;. The mice received a IT.3.Ximnm of 
160 IU/mouse/inj1=ction and the rats receive<l a m.:i.:xi
m~rn of 400 IU/rnt/injection. 
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__ c -0 ~ + c H o 
b-Glucosi<1.1~e I • b 12 6 0

~ . 

spontaineously_? 

Mandeloni trile 

NJ2S203 
IICS ---"-.:c....;;- NaCNS + N .. Hsol 

JthoJ.ane:se 

C = !I 

Hand~l~nitrile + Clucose 

+ IICH 

6enzaldehyde + Hydro&en Cyanide 

Fro1.1R£ l.-A10-Jgd&lin rr:ebbolism. 

Neopl3srns 

The L12J 0 and P3S8 leukemias, B16 melanoma. 
and Walker 256 carcinosarcoma test systems used in 
thei;e studies are described elsewhere (7). These 
transpl.!ntable rodent-tumor systems have, in ret
rospective studies, detected most of the currently 
active cJir,Jcal drugs (8).6 

Bri!,fly, in the L12l0 leukemia test system, CDF1 
mice were inoculated ip v:ith 105 tumor cells from the 
ascitic fluid of donor DB:\i2 mice. D~ily injections of 
amygdalin MF andJ3-glucositiase alone anci in combi
nation were given starting 24 hours after tumor 
implantation. The f3-glucosidase was administere<l 1.;z 
hour prior to the amygdalin i\l:F injection. The test 
was evaluated by determining the mean .survh-al 
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 ri:porte<l as percent increase in 
lifespan (%ILS) or T/C - 100. (Significant activity is 
~ 25% ILS. Significant toxicity is ~-15%). 

In the P388 leukemia test system, CDF1 mice were 
inoculated ip \~;th 10~ cells from the ascitic tldd of 
donor mice and the same pr:ocedure used in the L1210 
leukemia test system was employed with the excep
tion that an increase in 10:!dian survival time was 
the criterion for activity. 

ln the BlG melanoma test system, 0.5 ml of a 1:10 
g/ml tumor brei was inocubtt!d ip or subcut:meous
ly (sc) into BDF1 mice; treatment began 24 hours 
after tumor imi,lantation and was administered <lai
)y for 9 days. The pararr.eter for presumptive activi-. 

SVenditti J::',L Plan for antitumor scre-ening in anirr.als 11.nd !elec
tion of n,iw age.ts a~ cand:da.tt!:I for clinical trial. In Report o( the 
Division of Cancer Trcatm,,nt, NCI, 1973. &thb<la, ::',lei, NCI, l'.173, 
vol 2, pp 2.27'-2. 75. 
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ty is an ILS of 25%, ,vhich is consrdered to warrant 
further study. 

In the Walker 256 carcinosarcoma.studies, 10s ns
cites cells v:ere implantc.-d intramuscularly (irn) in 
the hind leg muscle of Sprague Dawley rats and drug 
treatrr:ents of sing-le OA-ml daily doses were giv,m on 
Days 1, 3, and 6 after tumor implantation. The pa
rameter for activity was an increase in rr.,.:;11ian stir
vival time or a treated group of ten rats, con,pared 
with the control group of 30 rats. 

rlESUL6TS 

L12i0 Leukemia Teit Sy::.tem 

Amygdalin MF did not increase the 1ifrsp::.n of 
CDF1 mice bearing ip implanted L1210 l~ukerda 
when administered as a single daily dose for 9 day~ 
at dose levels of 6.25-S00 mg/kg, and toxicitywr.s not 
observed as evidenced by the changes on Day 5 h, 
trean body weight and death of the. n,ic:?.. 
B-Glucosidasc (10 mg/kg) was also inE>fedive ['.nd 
nontoxic. There ·.vas no increase in lifospan notrd for 
any group treated with .B-glucosid:i.se ½ hour p::ior 
to the amygdulin 1ff injection. Eariy deaths (ciue to 
the drug) were noted in combim,d thc-rapy ,nth 
amygdalin MF (100 mg[Kg) and p-glucosidase {10 
mg/kg) (table 1). 

Amygdalin ~!F was tested in a second experin'X?nt 
at dose levels from· 25 to 3200 1r:-6/kg. The results 
showed that the mice gained weight v..ith ~mygd~,lin 
~ff alone at the hii;her do:,es but no anti tumor effect 
was noted. The mice ciied at the same timG ~:s the con
trols. iS-Glucosid2.se ,vas inacti\·e and nonto;dc at 10 
rr.:.;ikg. Combin:itions of 2fl0-S00 ing/kg of amygdalin 
MF and 10 mg/kg of ,S-glucosidase were toxic; all 
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T.wr..r: 1.-E!Tcct o( combination chemotherapy with amy~11lln ·M:r ,nd (3 :gluco~!duo on the survival time ol CDF I mice bearing LlllO leukemia• 

Drug 

Control 

B-glucosidase 

Atnygdalin MF 

B-slucosidase 
and 

Araygdnlin XF 

Dose** 
mg/kc/inj. 

0 

10 

800 
400 
200 

I 
100 

50 
25 
12. 5 
6.25 

10 + 100 
10 + 50 
10 + 25 
10 + 12.5 
10 + 6.25 

fl X Bady Weight 
Grams (Day 5) l 2 . 3 4 5 

+1.0 

+1.5 

+2.9 
+0.9 l 
+1.0 
+0.9 
+l.4 
+0.9 
+0.9 
+0.7 

2 4 
+1.7 
:,1.1 

1.4 
+l.0 

Mortality Distribution 
D:t 

6 7 8 9 10 11 12 13 14 

6 l:l 7 5 

3 4 3 

l 5 4 
3 4 3 

6 2 l 
3 3 3 l 
l 3 5 l 
4 3 3 
4 4 l l 

2 6 2 

l 3 
3 4 2 l 
5 3 2 
2 5 3 
3 3 4 

* Ll210 - 105 cells in 0,1 ml i.p, 
** ~-clucosidasc - adrnlnistcrcd. Lp. on days 1-9 b.day/1/2 hr prior to amygdaUn 

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

Exp. L6381 

15 16 17 18 19 
Mc4l\ Survival 

20· Tilt:e (Days) 

9,4 

9.0 

9.3 
9.0 
9.4 
9.2 
9.6 
9.2 
8.9 

10.6 

6 • .l 
9.l 
8.7 
9.l 
9,1 



~1ict.• died after the fir.st injection-. .-\t 100 r0,.;/kg of 
amn:dalin ~ff and 10 m1;!k~ of /1-rducosidase, thC' 
toxi~ity was evi<lenced b:: the low,~r increased mean 
lifespan (table 2). 

P388 Leukemia Test System . 

a.:. The results were similar to the L1210 leukemia 
.test system. In the first experiment, amygdalin ?llF 

alone or .B-glucosida;;e a.lone was not effective and 
was nontoxic for mice bearing P388 lymphocytic 
leukemia. Amygdalin :.ff (5.25-100 mg/kg) and 
j>-glucosidase (5 or 10 mg/kg) in combination therapy 
were neither active or toxic (table 3). 

These same doses of t3-p:1ucositlase were employed 
in ::: second ci:peri~ent but toe dose !t:veis of ar:iyg
dalin MF were higher (100--WO mg/kg). The results 
(table 4) showed no toxicity or activity with either 
drug alone but when the dnigs were combined, the 
200- and 400-mgikg doses of amyi:;dalin ::.1F were tox-

. ic with both the 5- and the 10-mg/kg dose levels of 
'3-glucosidase. At the highest nontoxic combined 
treatment dose lev~ls, no antitumor activity was 
noted. 

,. 
Ip B16 Melanoma Test System 

The results using this test system were similar to 
those noted with the L1210 and P388 leukemia test 
systems. Amygdaiin MF and iS-glucosidase nse<l as 
single agents showd nc untitcmor activity, r.s evi-

•

denced l:>y the parameter of increase<! stirviyal time, 
and no _to:-.-icity, as Jvidenced by drug-related deaths · 
and reean cha.n~e in body \0:eight. There is some evi
dence, again, that the combination of 100 mg/kg of 
amygcialin MF and 10 mg/kg of ,3.glucosidase· was 
toxic for the BDF 1 mice. Thn.'f! of the ten mice died by 
Day 9. The me<li:rn lifespan of the group, however, 
was 19.5 days comp:ned v.ith 20 days ior the control 
groups of mice (table 5). ~ 

Sc B16 Melanoma T~stSystem 

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 side. Death in the control group 0ccurred 
between 17 and 3g days with a 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 ,vi th
in this range and no group survived long enough to 
produce a 25'7c ILS. There were eight mice with large 
ulcerated tupors alive at the end oi the experiment 

942 
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lDay -15). Only l!,c co!nLination of 100 m;;/kg of 
nmy~tlali11 ~.fl:-' ~rnd 10 m~/kg.of p-glucosidase was 
toxic for the mice (table G). 

Im Walker 25S Carcinosarcoma Test System 

· The median sun·ival ti~ for a group of 30 control 
rats was 14.0 d::iy;; ,vith a mc:1n weight gain of 18 g on 
D~y 5. There were two of 30 s·urvivors on Day .;5 ir. 
which the tumr,r had regre;;se<l completely by D~y 
18. Regressions with the im implanted Walker 256 
carcinosarcoma have been observed previously (9,-
10). 

Table 7 shows that neither amygdalin MF nor 
f3-g-1ucosidase acministered as single agents at dose 
levels up to l 0G0 and 10 mg/kg, resi)ectivel:,r, in
creased the median sunival time of the tu
mor-bearing rats. The drugs, gh·en in combination, 
were toxic for the rats at both the 250-mg/kg arnyz
dalin MF and the 5- an<l 10-mg/kg 13-glucosidase dose 
levels. The maximal ILS (21 %) was noted in this e..,:
periment at a combined dose of 31.3 mg/kg of amyg
dalin MF and 10 mg/kg of ~glucosidase. 

Because of this observation, a second experir.'P-nt 
was initiated (table 8) using an overlapping run'.2:~ of 
amygdalin MF (1.95-62.5 mgjkg) ,\ith p-glucosioase 
(1.25-10 rng/kg) administered as ~ingle agents and in 
combination. The results of this experiment showed 
no antitumor activity and no toxicity for the t1,rr:-0r
bearing rats with all combinations or with the d:ru;;s 
a1one. 

CONCLUSION 

The pioneer study by Skipper et al (11) dem0-;i
stra ted a positive colfre!ation between the drug kill 
of leukemic cells and an incre::...3e in the survival th,:<, 
of the tumor-bearing hosts. The results of our e.'-:per
imcnts showed that the neopl2stic cells of L1210 
lymphoid leuker.-.ia, P388 lymphocytic leukemia, ip 
and sc implanted B16 ~!anoma, and im irr.plant-::d 
Walker 256 carcinosarcoma were not sensith·e to 
amygda.Iin MF or to .$-glucosidase when admi-:1ic:
tered as single agents or in combin2.tion. There W3s 

no signi'ficant increase in the mean or the median 
lifespan of tumor-bea1ini groups of animals d t}:e 
highest nontoxic tolerated dose levels. Ii a signi...~-

. cant percentage of the hosts' turr.or cells had bef!n 
ldlle<l by the treatment, an increase in sur;ival time 
would have b~n expected; however, this w~s not 
observt'!d. 

Amygdalin MF was not toxic for tumor-bearing 
mice when injected ip at a level of 64 mg/mouse/cay 
for 9 <lays, and P-1/,lucosicl:J.se could be administered 
safely at a dose kvei of 0.2 n'!g/mo1.1se. Toxicity 't":a3 
noted only when tl-giucosidase was adrr.inistcted 
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TADr.c2.-E1rect of combfnat!on chemotherapy with amygd.&lln'MF Arid p.glucoaldatse on tho l\ll'Ylval time of CDF, mice bearing L1210 Joukcmia• 

AX Body Weight 
Mortality Distribution 

Dose"'*· On Mean Survival 
Dru5 lllg/kg/inj. Crruns (Day 5) l 2 J 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 Time (D.,yo} 

• --··---
Control 0 +1.1 1 16 12 1 9.4 

B-glucosidase 10 +0.9 4 6 8.6 

Amygdalin MF 3200 +1.4 1 2 2 4. 1 8.-8 
1600 +o. 7 1 6 3 9,2 
euo +0.9 3 3 3 1 9.2 
400 +1.2 ' 2 3 5 9,3 
200 +1.2 2 7 1 8.9 

I 100 • +1.9 4 3 2 l 9,0 
50 +1.0 4 3 2 l 9,0 
25 +0,8 1 5 4 9,J 

, a-glucosid.:toe 10 + 800 ' 10. 2.0 
4nd 10 + 400 10 2.0 

Mygdalin MF 10 + 200 10 2.0 
10 + 100 +1.2 l 7 2 7,7 
10 + 50 +0.8 4 2 4 9,0 
10 + 25 +l.4 I 6 2 2 8.6 

* Ll210 - 105 cells in 0,1 ml i.p. 
** e-glucosidasc - administered 1.p. on days 1-9 lxdny 1/2 hr prior to 11r.1ygdalin 

A.~y~dalin - administered 1.p. on days 1-9 lxday 
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TADLJ:3.-EfTect of combination cht>mothcrnpy with amygdall~ MF and tglucoaldane on the aurvinl time or CDF1 mice bearlni' r:iRS ,ymphocytlc leukemia• 

(') 
1\1 
::, 
0 
(11 ., 

. () 
::r 
Q 
3 
0 

5-
(1) 

;;; 
'O 
"< 
:c 
(I) 

. "O 
0 
::i 
111 

"O 
~ °' 
~ :. 
(J) 

Dru!j 

Control 

13-r,lucosidase 

Amygdalin MF 

6-glucosidase 
nnd 

Amygdalin 

Dose"'"' 
mg/kg/in1. 

0 

10 
5 

800 
400 
200 
100 

50 
25 
12.5 
6.25 

10 + 100 
10 + 50 
10 + 25 
10 + 12.5 
10 + 6.25 

5 + 100 
5 + 50 
5 + 25 
5 + 12.5 
5 + 6.25 

AX Dody Weight 
Groms (Doy 5) 

+0.5 

o.o 
-0.3 

-0.1 
-0.9 
-0.2 
-0.2 
-1.5 
-1.4 
-o.s 
+0.5 

-o. 7 
-0.6 
o.o 

-0.7 
-1.0 
-1.0 
-0.6 
-o. 7 
-0.2 
-o. 5 

6 
* ~388 - 10 cells in 0.1 ml i.p. 

l 2 3 4 

1 

..... 

l 

Mortality Distribution 
(Dav 

5 6 7 8 9 10 11 12 13 14 

3. 15 10 1 1 

5 3 2 
4 5 1 

1 6 2 
6 4 

2 3 4 1 
1 3 3 3 

3 3 3 1 
1 1 3 4 1 
1 6 3 

l 3 3 2 l 

l 2 3 2 1 
6 3 1 
5 5 
5 4 l 

2 2 6 
l 6 2 

l 3 4 2 
1 2 2 5 
2 4 4 
3 3 J l 

** 0-glucosidase - administered i,p. on days 1-9 lxdny 1/2 hr prior. to amygdalin 
~mygdalin - administered i.p. on days 1-9 lxdny 

Exp. PS1974 

15 16 17 18 19 
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12.0 
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TJJ1u:(.-Efr~t or co~binatl~n c:hemother:i.p7 ~th amygdalln MF and P~Iuc:oolda:i:-e on tno aurvlval time or CDF1 mice bearing 1'388 lyn:phoeytlc leukemia• 

'· 

<O .... 
(JI 

Mortality Distribution 
Dose** AX Body Weight Dn• 

Drur, ms/kr,/inJ, Crams (Dn::i: 5) 1 2 3 4 5 6 7 8 9 10 11 12 13 

Control 0 +l.7 2 9 15 3 
•' 

8-glucosidaso 10 +l.2 1 3 3 3 
5 +l.6 3 5 l 

Amyr.dalin HF 400 +0,9 3 6 1 
200 +0.7 1 2 5 l 1 
100 +l.2 3 5 2 

a-glucosidase 10 + '400 10 
and 10 + 200 10 

AmygJalin 10 + 100 +1.1 2 4 3 1 
5 + 400 8 1 1 
5 + 200 6 1 2 1 
5 + 100 +l. 5 1 6 2 1 

6 * P388 - 10 cells in 0,1 ml i.p. 
** l.l-glucosidase - administered i,p. on days 1-9 lxday 1/2.hr prior to llI!lygdalin 

Al:1yr,dalin - u<lministcred 1.p. on dnys 1-9 lxday 
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Median Survival 
1/i 15 16 17 18 19 20 Ti.I:!e ~nay&_ 

l 12.0 

11.0 
1 ll.O 

12.0 
11.0 
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2.0 
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10.0 
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TAtiLIC 6.-Eff'ect o! combination chemotherapy with amygdalln MF a.nd JS-g!ucosldnse on the survival time or DDF1 mice bcuring ip lmplnnted BIG melanoma• 

Drug 

Control 

a-glucosidnsc 

Amygdalin HF 

B-glucosidnse 
and 

Amygdalin 

Dose"'* 
mg/kr,/inj. 

0 

10 
5 

800 
400 
200 
100 

50 
25 
12.5 

6.25 

10 + 100 
10 + 50 
10 + 25 
10 + 12,5 
10 + 6.25 

5 1+ 100 
5 + 50 
5 + 25 
5 + 12.5 
5 + 6.25 

-fl X Body Weight 
Gro.!!IS (Day 5) 7 8 9 10 111213 14 

+1.8 

+2.3 
-0.4 

+2.6 
+1.9 
+2.2 
+2.1• • 
+2.1 
+2.1 
+1.8 
-0.9 

+1.6 1 2 
+2.0 
+1.8 
+0.7 
+l.O 
+1.2 
+0.9 
+1.8 
+1.7 
+2.8 

' 
* Bl6 melanoma - 0,5 ml of 1:10 (gm/ml) brei implanted i.p. 

Mortality Distribution 
~ 

15 16 17 18 19 20 21 22 23 24 

• 
l · l 4 7 7 9 l 

l 4 4 l 
l 2 7 

l l 2 2 2 l l 
l 2 4 2 
l 4 3 2 
l 1 2 4 2 
1 3 1 3 l 1 
2 2 3 3 

l 4 1 l 1 1 1 
1· 2 3 2 1 l 

l 1 2 l l 1 
·2 l 3 l 1 2 

3 2 4 l 
l . l J 3 l l 
1 1 1 2 3 l 1 

2 1 1 1 4 
l 2 l 6 
1 2 2 l 4 

2 2 2 2 2 
.· l 4 5 

** 6-glucosidase - administered i.p. on days 1-9 lxday 1/2 hr prior to amygdalin 
Amygdalin - ad:nin!Gtercd i. p. on <l.'.lys 1-9 lxday 
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Median Survival 

25 26 2i 28 29 30 Times (D:::ys} 

20 

19. 5 ·, 
21.0 

/' 20.0 
l I 20.0 

19.5 
21.0 
20.5 
20,0 
18.5 
20.0 

19.5 
19.0 
l'L5 
18.S 
20.5 
21.5 
21.0 
19,5 
18.0 
20.0 
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TABl'..1t6.-E!fcet ot combination chemotherapy with amygdalln MF end /3 •1thlcoald.1ao on the survival time of DDF1 mioc \iet1ring ,c ·linplan~ B{G tnclano~ • 

'-. 

N 
0 
~ 

1-&l••osldue 
and 

MYt~•ltn MF 

Do• eiu 
•ilk,tlnJ, 

0 

10 
s 

800 
400 ; 
200 •' 
lCO 
so 
2S 
12. 5 
6.25 

10 + 100 
10 + so 
10 + 2S 
10 + 12.5 
10 + 6,2$ 

5 + 100 
s + so 
) + 2S 
5 + 12. 5 
s + 6, 25 

A X llody 11e.1,i,~ 
c,..,.. tll•y s> rmT1o1TiTTTT4 

+1,4 

+1.2 
+l. 7 

+1, > 
+1.4 
+1.9 
+0,9 
+1.2 
+o.a l 
tl. 6 
• I.) 

+1.0 1 ) ) 

' 
+0.1 
+O. 1 
+0.9 
+1.2 
+1.8 •o., 
+l,l 1 
+1.0 
+1.6 

• SIC. H•hno"'• • O. 5 •ii u! 1110 (g11/•I) brd tmplAnted 1ubcutoncov1ly 

Bfoltla 

2 

1 1 
2 

1 

1 

• 
l 

1 

l l 
l 

. 
•• t!·11luco\;IJ•a-r • .3Jr1t11tstt"red 1.p. '-In JJ)'i 1•9 lxJ.i)' 1/2 hr. pr{ur t<' .¥'l)'gd1lin 

At,ygJ.tln • •Jn.lniHerod 1,p, on ~•Y• 1-9 bJoy 

hp, 100) 

.. 

Kon•I lly nt•rro .. , i .... 
(D•.)'L._._ • K•dtan Sur•lul S•rvl•ora 

19 2021~i"ITTs-zc. ; 1 ZB7?7if 31 n jj )4 )\ 1& ]1 )8 )9 40 41 41 0 44 45 Tl•• (D,ys) (V•• 45) 

2 2 2 J 2 2 J 1 :~.o 1/lO 

2 2 l 2 2,.) 1/10 
1 1 2S, S 1/10 

2 ) 2 1 1 24,0 1,)/10 
1 2 2 26.) 0/10 

1 2 2 1 2s. o ono 
2 2 2 l 2 22,5 0/10 

1 l 1 1 1' 1 1 27,0 1/10 
l ) 1 1 1• 24,0 0/ 10 
2 l z 2 :2.0 o/lq 
1 1 1 1 1 1 ) 24, S 0/10 

l 1 9.0 1/10 
1 1 1 1 1 l n.s 0/10 
2 2 1 1 1 ZJ.0 I/JO 

l 1 1 1 2 l 1 1 25,0 1/lV 
1 2 1 2 1 1 1 17.0 0/ 10 

1 2 1 2 26, 0 1/10 
1 1 1 1 2 2 26,5 0/10 
1 1 2 1 2 1 1 Zb,S 0/lO 
1 1 2 l 1 1 1 2~.o I/ 10 
1 2 . 1 4 29,0 0/10 
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TAnu7.-Inftuence of combination chemotherapy with amygda.lln MF and p.gluco~lda.ac on the survival time of Sprague Dawley rats i111;i!antcd Im with Walker 256 cardnosarcom'.I • 

llortallcy Dhtrlbutlon 
M•dt1n SurviYal Oo•••• A X llody llol&ht ll••l Surv{Yort 

Orut .,_g/k;:/ lnJ •. Ct A~'I <nax ~l i J 4 S 6 7 6 9 lU 11 12 I) 14 H 16 11 lff !9 ,o 21 22 U 24 2) 26 21 28 29 )0 ll 32 JJ l4 h j6 J7 H ;9 40 41 4, 4).40 4~ Tl~• (O,p) (0•1 4)) 

c~ntrcl 0 +18 4 2 2 6 4 14.0 2/)0 

a-«1uco• Sd•s• 10 +18 2 1 2 1 1 12.0 1/10 
s +20 ' 2 u.o OHO 

Aay1d1lln KP 1000 +20 1 1 l 1 ll,S 1/!0 
)00 +19 1 1 • 1 ) u.o C/lO 
2~0 • 1' 1 l 2 J 1 1 12,S C/'.0 
l2S +IB l 3 1 2 2 11. S 0/!0 
62. S +20 2 z 1 J 1 1 12. S (./ !O 
ll. l +~8 1 1 ' 2 1 1 l 12. S 0/10 

t-1luoo1ldu1 10 + soo a 2 2.0 NIC •n~ 10 • HO e 2 :.o 0/10 
ADHJ•lln NF 10 + l2S +U 1 1 1 1 ) 2 1 14,0 C/10 

(") 
n, 
:J 
0 
ll) 

10 + 62, S +ll l 1 2 1 2 1. 1 J :. ) QI !O 
Myr,d• lln Hr 10 + 11. l • 16 2 1 • 2 1 1 17.0 !/IQ 

S + ~00 
' 9 1 2. 0 e110 

S + BO s 2 1 1 ,.~ o;:n 
St 12:> +14 z 2 1 : t 11.S 0/10 ... 

(") 
;r 

s + 62, S +18 1 1 1 l 2 l 1 l 11,.0 0110 
) t JI, l +16 2 2 l 1 1 ·1 n.s 0/10 

tl) 

3 
0 

:f 
(I) ., 

• lldk•r 2S6 • 10
6 

••lit la O.l •1 lntr111111cularl7 
•• 1-Jlucotldaoe • •d~lnt<tercd l,p, on ~•y• l, J •~d 6 I.J<dar 1/% hr pr!'>r to ""Yl~All11 

by~d•lln - •~ttlr,laiccr•J 1.p. on dJ1y1 lt l •nd 6 lxday 
Ll 

"O t,p. 11.\610 
'< 
:0 
(l) 
'O 
0 
:i 
II) 

N -0 

0 
n, 
~ 

N .... 

i 
\ 
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I i TAl!Lr: s-Intluerieo of combination ehen:oth(irepy with :unygv,1:i_t!n MF a:id ~gluco:!ldnse on tho aurvlnl time of Spras:ut Dawley rate bearing im Implanted Wnlke_r 26G 

I JB 
. • '. . cnrclnosarcomn. • 

. 
I z : 

? Mortality Distribution 

I 9' Dose•• AX Bo<!, ~eight- Da Median Surviv.al Survivors 
(,? Drug mg/kg/in~. CtM!i (Dnt 5) 8 9 10 ll 12 D l/, 15 16 17 18 19 20 21 22 23 24 25 26 Time (Days) (Oay...il}_ 
(l) 

~ 
Control 0 +14 l 6 3 3 4 2 11.0 0/30 .... 9 0 

n - B-glucosidasc 10 +16 3 l 1 10.5 0/10 ... 5 
ID 5 +16 4 4 1 1 11.0 0/10 --.i 
OI 2.5 -t-17 " 6 l 1 11.0 0/10 .. 

1.25 +15 5 2 l l 1 10.5 0/10 

Amygdalin MF 62.5 +17 4 3 1 1 11.0 1/10 
31.3 +16 4 1 2 1 1 1 12.0 0/10 
15.6 +lS 1 4 4 1 10.5 01:0 

7.8 +15 5 4 l 10.5 0/10 
J.9 +15 J 3 2 l 1 ll.O 0/10 
l.95 +17 2 J l 1 1 11.5 2/10 

B-glucosidase 10 + 62.5 +15 6 4 10.0 0/10 
and 10 + 31.3 +15 6 2 1 l 10.0 0/10 

Amygdnl1n MF 10 + 15.6 +10 l 5 2 1 1 11.0 0/10 
10 + 7.8 +15 1 2 5 1 1 11.0 0/10 
10 + J.9 +13 4 2 1 l 2 . 11.0 0/10 
10 + 1.95 +16 3 5 1 1 11.0 0/10 

I 
/ 

I 5 + 62 • .5 +14 5 l 3 1 10.5 0/10 

i 5 + 31.3 +17 2 4 l 1 1 1 11.0 0/10 
5 + 15.6 +18 l 5 2 2 11.0 0/10 

I \ 
5 + 7.8 +17 1 3 3 2 1 0/10 11.0 
5 + 3.9 +18 3 7 11.0 C/10 
5 + 1.95 +15 1 2 2 4 l 11.5 0/10 

' 2,5 + 62.5 +15 6 3 l 10.0 0/10 
2.5+31.3 +16 l 5 l 2 1 11.0 0/10 
2.s + 15.6 +17 3 4 l 1 1 11.0 0/10 
2.5 + 7.8 +.a 4 2 2 2 11.0 0/10 
2.5 + 3.9 +16 1 J 3 l ,.2 ll.O 0/10 
2.5 + 1.95 +16 l 2 3 1 i l 11.0 1/10 

1.25 ❖ 62.5 +15 4 2 l 1 l 11.0 1/10 
1.25 + 31.3 +15 5 l 2 2 10.5 0/10 

'1.25 + 15.6 +15 3 4 2 l 11.0 0/10 
l. 25 + 7,8 +16 l 6 2 l 10.0 OiIO 
1.25 + 3.9 +17 5 3 l l 10.5 0/10 
1.25 + 1.9.5 -3 7 1 1 1 1n.o 0/10 

l'.J 
0 ' 6 

l w • Walker 256 - 10 cells in 0.1 !!31 lntrll.".luaculnrly 

I •• &-glucosidase - nJminictnrcd i.p. on days l, l, nnd 6 lxdny 1/2 hr p::ior to D:.l)'gJal1n 
(I) k1yedalin a.J,ulnfot.:!rcd i.p, on days 1, 3, and 6 lxday l .i,.. 

I (.I) Exp, HJ\611 
' ; 
i 
I 



prior to doses grcntcr than or equal to 100 mg/kg of 
amyl!dalin ~.1F. Thus, il would appear that no diffc:r-

'

ential turnor-cell/nt)rmal-cell sen;;itivity e:..:istcJ in 
e:;e tumor systems and hence no successful chem-

1. 1crapy resulted. · 

ADDENDUM 

I 

• 

Since this paper was submitted, Hill et al have 
repvrtcd on th~ lack of therapeutic c!Tcct of amygda
liu in B16 melanoma and BW5147 leukemia (lZ). 
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Experimental Studies of the 1-\n~itumor t'.ct;vil·,; of Arnvcd;Jin i'JF 
~ ~ .,I -.) 

(NSC-15780) t\lona 3nd in Combination 'i/ith ,G-Glucosid2se 
{Nsc-12aoss) 1.i.3 

W.R. Laster, Jr. and F. M. Schabel, Jr.v, 

SUMMARY 

Arnygdalin MF was ernluated alone and in combination with an activating agent, 
p-:;lucosidase, against thre.? tr.an~plantablc rodent tumors; Ricl~1,::i.r osteogenic sar
coma, Lewis lung- rardnom:1. and P:~s.q l~ukPmia. In <lo-:e--respon:-e studies tip to the 
LD20 in normal mice. amyg<lalin '.iIF alont! did not <lcr:1onstrate si.~nifk:rnt .:intitumor 
activity a~ainst any of these three tumor systems. Similarly, at doses 110t exc~eding 
the LDlO in normal mice. amygdalin .\IF plus 3-glucosidase did not demonstrate anti
tumor activity ag-:!inst anr of these three tumor sy5tems. Poten~iation cf the lethal 
,toxicity of amygdalin -'l F by/3-glucosidase was observed in all studies where the two 
agents were gh-cn in simultaneous combination. 

[Cancer Chemother Rep 59:951-965, 19i5] 

One of the objectives 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 jo-irnals reporting the un<locurn~nted 
·anticancer activity of amygdalin ~IF in man. To our 
knowleci:;e, the cniy report of possibl~ a.cth·ity of 
this drug ::.gainst cancer in e:<ptrimental animals 
appeared in an undocumented "News and Corn:nent" 
report in Scit:nce, in which it was stated th:1t "the 
resuits cle!lrly show that amygc!aiin signi.ficantly 
inhibits the app0arance oi lung me-castases in rnice 
bearing spontaneous mammary tumors and signifi
cantly increases the inhibition of the growth of the 
primary tumors over the appearance of inhibition in 
untreated anirr.als" (1). 

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

'Rcceived Apr 23, 1975; revised July ·3, 1975;• accepted July 8, · 
1975. 

2Supported by contract !'.01-C~t-t3'i56 from the Division of Can
cer Trt:atment (DCTI, ~ational C:.ncer Institute (:S:CD. !\ational 
lll5tit:Jt.es of Health, ~partmcnt of Health. Education. and Wel
fare. 

>Amygdalin MF (};SC-B900540; lot No. 7209): CAS r~. No. 
672-72-0; ir=delonitrile. gentiobi.,side: L.:ietrile. Ohtainl.J by 
Drug Research and Development ProKram (DR&DP,. DCT. :-,;cI. 
from the FooJ and Dru1o: Administration, and p~cpared by the Mc
Naughton f',>ur.dation. ~!ontre:il, Canada. 

'3-Glucosidase was obtain~ Crom Caibi,>chem. San Dil'):O, Cali!, 
by DR&DP, DCT, !':Cl. 

'Chemotherapy ~part~nt. Southel'n Research In~titute, Bir
minghain. Ala. 

'Reprint requ.-sts to: Dr. W. R. Laster, Jr .• Southern R.-search 
Institute, 2000 9th Ave S, Birmingham, Ala 35205. 

plastic properties against any tumor system, in 
animal or man. In an attempt to establish the anti
cancer properties of amygdalin ~lF, the DCT re
quested Southern Research Institute to evaluate 
this cornpo!,-lnd against a variety of animal tumor 
systems. This re;,ort will describe the results of this 
study. 

MATERiALS AND METHODS 

The material to be evaluated was identified as 
amygdalin :..IF and was constdereJ to be a clinical 
sample. The analytic data on amygdalin ).ff, as sup
plied by Dr. Harry Wood (DC1'), are as follows: 
DL-mandelonitrile-/3-n-glucosi<lo-6-.6-0-glucosi<le, al;:;o 
h"?lovm as isomygdalin (DL on the nitrile posi Lion). 

17.4't ls~y;:,Ltllo 
I. 9'.t- w:i:er 

....!,_ll lsoprop:i.o<>I 
lOO'i 

Krebs and Bouziane'> have proposed th~t nit!·ilo
sides (Laetriles) exert their anti;::a.r:cer activity by 
the release of nascent hydrogen cyanide (HC:,1 from 
nitrilosides (Laetriles) by enzymatic hydrolysis with 
,8-glucuronidase or ;-3-glucosi<lase. They further pro
pose that norm~! cells are not destroyed by the re
leased HCN because the enzyme rhodanese, present 
in normal cells but not in tumor cells, detoxifies HC~ 

6Krebs E.T. Jr, and 8.Juri:ine KP- !-itriios.ides (Lsetrile~l. Theil' 
rationale and clinical utilization in human ce.n~r. In The Lac
triles-~itrilos.ide!! in the Preven~ion anc! Con~rol of Canc,.r. :,f,m
treal, Canada, the Mc:-:au,:hton Foundation. 
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to harmless thiorvnates (2). Based on these observa
tions and interpr~tations, we t~sted amygdalin ~ff 
against three murine tumor sy~tems, either alone or 
in combination \\ith ,-S.glucoddase. The enzyme, 

t '3-gluco,;idase, is kno,vn to catalyze the hydrolysis of 
· amygdalin to yield glucose, benzaldehyde, and HCN 
(2). p-Glucosidase was given simultaneously with 
amygdalin ~1F in order to insure hydrolysis, which 

- produces HCN. The activity of this lot of 
p-glucosidase \vas 1010 IU/mg (nctivity is expressed 
in international units per milligram and signifies the 
number of micromoles of substrate c;onvertcd per 
minute at 30°C by 1 ~ of enzyme preparation). 

An extensive survey of the world medical lit<:ra
ture on nitrilosides (Laetriles) by Krebs and 
Bouziane6 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
lected as one of the two rodent solid tumors for 
studv. The ROS is a uniformly fatal solid tumor that 
is m~rkedly 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 v:ide variety of malignant neo
plasms in man, including many solid tumors. 

Established tu~ors (approximately 500 mg) re-
gress under treatment v.;th actinomycin D, adriamy-

1 cin, daunorubicin, bleomycin, cyclophosphamide, 
melphalan, 5-fluorouracil, arabinosylcytosine, 
&-mercaotonurine, vincristine, and cis-dichloro
diammi~eniatinum(In (3). This group indudes many 
of the anticancer drugs of greatest current clinical 

• 

usefulness. Because of this \lride !'ange of drug sensi
tivity, the ROS was consid~red to be the ideal solid 
tumor in e>.-perimental animals to detect the antitu
mor activity or amygdalin MF. 

The other rodent solid tumor selected for this 
studv was the Lewis lung carcinoma. This uniformly 
fatai metastasizing solid tumor was selected be-, . 
cause it is resistant to most agents useful m ma,: 
exceot the alkylating agents such as cyclophos
pha~ide and the nitrosoureas. Thus, should amygda
li n MF show antitumor properties against this re
sistant tumor, its potential value in human oncology 
would be enhanced. 

The third rodent tumor selected to evaluate the 
antitumor properties of amy~dalin )fF was a meth
ylcholanthrene-induced leukemia of DBA/2 mice, the 
P388 leukemia. This tumor has marked utility as a 
model animal leukemia system because of its sensi
tivity toil variety of anticancer agents in use in man 
today. The P388 leukemia is reproducibly sensitive 
to (a) alkylating agents (BCNU, CC.NU, methyl-

952 
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CCNU, mclphabn, cyclophosphamide), (b) corr,
pounds that bind to or intercalr,te \,ith DNA (actino
mvcin D adrianwcin, bleomvcin), ar.d (r) vincristine, 
a ~itoti~ inhibit~r. In addition, the P3SS leukemia is 
the tumor system presently being used by the DCT 
to i;creen for natural product anticancer agents. 

Ridgway Osteogenic Sarcoma (ROS) 

In the study designed to determine the antitumor 
activity of amygdalin ~1F against ROS, AKD2F1 
mice {AKR x DBA/2) were implanted subcutaneous
lv (~c) v.ith ROS tumor fragments weighing appro~
~te!y 100 mg<::: :W r:~g). Treatrr...::nt \\it:i amy6dalin 
MF alone and in combination with ;'.3-glucosidase 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 NF 
alone were used. In addition, doses of 120, 80, 53, 35, 
and 23 mg/kg of amygdalin ~IF were given in simul
taneous combination v.;th 10 mg/kg/dose of 
,S.glucosidase. All treatments (single-agent and com
bination therapy) were given by the intraperitoneal 
(ip) route using ten mice per dose. 

In addition to the tumor-bearing mke, normal 
(nontumor-bearing) AKD2F1 mice of the same sex 
nnd ·::;01~rcc were treated v.-ith t!:,:, srrn~ dMes of 
amygdalin ?.IF alone and in combination v.-ith 
tl,.g!ucosida.se. These mice were obser:ed for lethal 
to:>..-icity (drng to:>..-icitr controls). 

The mice were ident1fied indiYidi...::,lly, were housed 
in stainless steel cages, and were given Vlayne Lab 
Blox {Allied Mills, Inc.) and water ed libitum. T'ne 
mice were observed daily for de~1.ths, and 
two-dimensional tumor measurements were m2de 

. every 3rd or 4th day from the time of first tumor 
appearance until termination of the experiment. 

. Tumor..measurements v;ere converted to weight u~
ing tltrf ormula: 

• y v. ,,... __ _ 
2 

where a = length in mm, h = width in mm, and w = 
weight in mg. 

Lewis Lung Carcinoma 

Amygdalin MF alone and in combination with 
/3-glucosidase was evaluated against both the sc and 
the intravenously (i,·) irr,plantcd Lewis lung carci
noma. Jn the sc group, BDF1 mice (C57D:/6 x DBAi2) 
were implant(.,d with 40-mg tumor fragments. In the 
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·t 
iv group, BDF1 mice were given lOi; counted tumor 
cells via the tail vein. The same si:hedule and doses 
used in th~ ROS group were used in the se and iv 
Lewis lung cardnoma evaluation. Normul (nontu
rnor-bearing) BiJF1 mice were treated with the same 
doses of amygdalin :.IF alone and in combination 
with ,B-glucosidase. These mice were observed for 
lethal toxkity and mean body weight changes (drug 
toxicity controls). 

P388 Leukemia 

BDI-'i mic~ ·,,;ere i!!'!plant-;:d ip wit!1 either 10° or 10-i 
P388 leukemia cells. The same schedule and doses 
used in the :r.os and LE:wis lung carcinoma groups 
were used in this study. Since the strain, sex, and 
source of BDF1 mrce, 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 
P388 leukemia chemotherapy trials. 

RESULTS • 

The results of the evaluation of amygdalin MF 
alone and in combination with ,B-glucosidase 
against ROS are shown in table 1 and in figures 1-3. 
As seen in table 1 (the days of death and the weight 
change data), amygdalin ~·,fF alone was less toxic 
than when given ,,ith the activating agent, 

., 
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.B-glucosrdase. When given a!:.~e. arnygdalin -:-.tF 
produced 10% deaths at a dose of 500 rr.:!lk:::;, 30% 
deaths at 335 mg/kg, and no d'.!aths ;,,I :!20 :ng/kg 
given daily for 9 cb.ys. However, when p-~lu,:o;,id:':" 
was given at 10 mg/kg/dose in combination v.ith 
amygdalin :.IF, the highest level of amygda1in .:.l:P 
that could be given without exceeding the LDl0 in 
normal mice was 53 mg/kg/dose. 

Cumulative mortality plots of the ROS tum
or-bearing mice treated ,vith amygdalin ?-..ff and 
amygdalin MF' plus ;3-glucosidase are shown i:i figure 
1. . .... 

lr:dividual tumor r.-:easurements in the t:nt,-:"a ted 
control and ·treated groups are shown in figures 2 
and 3. As can be seen, no significn.nt increase in life
span (ILS) was obser.ved in any oi the treated groups 
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 LDl0 in normal mice, the ma:<lrr.um 
ILS was +10% ,..,_ith a range of deaths from 31 to 50 
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 am~·gdalin :.IF ;ilone and 
in combination v:."ith the activating age:1t, 
J:!-glucosidase (at doses ,.; 1D10 in normal n:ic~J, ,, .. :as 
not significantly active in inhibiting the gro.,.,~h of 
ROS in AKD2F 1 mice. 
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Fict;1tE 1.-Cumulative !Tl()rtarity plots-,( ROS treah!J with amn;dalin MF nnd s.rnygdalin MF p!usp-i:!ucosidase. 
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T>.nu: 1.-'I'heriipy for ROS with nmygdnlln MF 11fonc and In combination with ,8-glucosid11!0 • 

'T'rc-nt.:Ticnt;;JJ:;qd 1-9 lmll 55t.h-Dny 
Name & Dosage Survivors/ 
NSC NO. {mg/kg/dose) Day of Death (Numbc~ of Dedths). Total . 

0 1.9. .C..QD t ro l < u o t re a t~_,..d....._} ___ _.,2....,4..,.{..,.l.,_) ... , .,_2 9......_.{l..._)._.,._.3..,.3__.f""'2 .... ) ... , .... 1Q~C 2.._) ..... ,,_4...,.2._.{..,.2 .... , .,_, .... 4 ... 1 .... ( 1.._}....,,,...4-S .... C .... J .... )_. ____ --------' 
B-900540 500 31(1) 1 33(1) ,35(1) ,36(1)',39(1) ,41(1) ,42(1) ,43(1) ,45(1) ,51(1) 

(J\mygdalin 335 2 (1) ,5 (1), 12 (1), 26 (1) ,29 (1), 35 (1), 37 (1) ,38 (l) ,43 (1) ,47 (1) 
MF} 220 31(1) ,34(1) ,3§1),) ,37!1) ,3BIJ) ,40(1) ,43(2) ,44(]) ,4'i(]} 

l)D-900540 1)120 2(9) I 
r 2)128056 2) 10 

(P-Glucosidase) 1) 80 
2) 10 
l) 53 
2) 10 
1) 35 
2) 10 
l) 23 
2 10 

Drug Toxicity control 

D-900540 500 
335 
220 

·l)B-900540 1)120 
2)120056 2) 10 

1) 00 
2) 10 
1) 53 
2) 10 
1) 35 
2) 10 
1) 23 
2 10 

*lll•Jl.c-:st nontoxic c.los,:i. 

t:xperimi.:!nt. No. ROS 81. 

2 (2) ,6(1) ,19(1) ,30(1) ,32(1) ,35 (1) ,40(1) ,49(1) ,51(1) 

:!9(1) ,33(1) ,37(1) ,38(1) ,40(1) ,42(1) ,43(2) ,44(1) ,46(1) 

28(1) ,34(3) ,35(1) ,39(2) ,40(1) ,47(1) ,52(1) 

31(1) ,33(1) ,36(1) ,43(1) ,45(1) ,46(1) ,49(1) ,50(1) 

9 (1) 
6(1) ,.7(1),36(1) 

2(10) 

2 (2) ,3 (2) ,s (2), 7 (2) 

• 

, 

' ' •• ' • I ~ ~ ' "•• • ·, , t •• .. · "• •~ l ,,· • 't• '" , !• . "t1'·• ,.,., ... " ,,.. ; ,. · , , •. ,,,.. , 1 • ·.• • •, • , ,, 11. •• • • •• • 1~•"''· 

0/10 
0/10 
0/10 
0/9 

0/10 

0/10 

0/10 

0/8 

9/10 
7/10 

10 10 
0/10 

2/10 

10/10 

9/'J 

10/10 

I 

.. 
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( C~l'/f: l ILS 

40 0 
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2.0 -95 
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TAnu:3.-Evaluntlon of 11mygd11lln MF and amn;dnlin MF plus P-glucosldnsc 11gnlnst P388 lcukemin In DDF1 mice 
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The results of the evaluation of amyg<lalin )1F 
alone and in combination ·,i;ith 3-~lucosidasc a;:!ainst 
the Lewis lung carcinoma are shov.-n in table 2 and 
figures 4-7. 

Table 2 presents the da,s of de~ th for both 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 mice, there 
was no signiftcnnt increase in ~dian lifespan in the 
sc implanted group when treated '\\'lth the single 
agent or the combination. In the iv implanted group, 
a 10% increase in median lifespan was observed in 
th~ group rece(·;ing 35 rr.~/kg rif amygdalin :.IF plus 
10 mg/kg of ,3-glucosidase; however, the range or 
deaths of the treated group (10-25 days) was essen
tially the same as for the untreated control group 
(13-25 days). 

Figures 4 and 5 show the cumulatiYe mortality of 
the sc and iv implanted Lev-tis lung groups. 

Individual tumor measurements in the untreated 
controls and treated groups are sho\,'Tl in figures 6 
and 7. Examination of these individual tumor meas
urements rev~als no inhibition of tumor growth with 
either amygdalin 11:F alone or in combination with 
P-glucosidase. • 

The results of the evaluation of amygdalin ).IF 
alone an<l in combination with .B-g1ucosidase against 
the P388 leul~ereia are shown in table 3 and figures 8 
and 9. , · 

" 
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Table 3 pn•scnts the days of death of mic~ im
planted '1,ith either 10° or 101 P?.88 leu}:2mi~ cr::Hs. In 
the group implanted with 106 cells, the g_re:i.test per
cent increase in median survival time (~t dose$ ~ 
LD20) was + 11 %, v.ith only a 1-day incre:ise in 
range of deaths over that seen in the untrc~t.::d con
trol group. (an insignificant difference). In the 104 
ceil-implant group, the greatest increase in m~dian 
lifespan was + 17% v..ith no increase in ran~:e of 
deaths over that seen in the untreated control 
group. Figures 8 and 9 show the cumulafr;e rr.ortaii
ty of the 106 and 104 P3S8 leukemia cell implanted 
mice treated with the single agent and the combina
tion. 

These data indicate that amygdalin ~IF alone and 
in combination v.;th .8-glucosidase was inactive 
against the P388 leukemia in BDF 1 mice. 
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DEAN BURK FOUNDATION, Inc. 
4719 Forty-Fourth Street • Washington, D.C. 20016 

H••• Duiel. DeJiers; 
Nevatia Legislature,· 
Carsen City', llenu.. 

Dear Mr. Deaersi 

Telephone (202) 363-6279 Mareh 2., 1977 • 
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I aa writillg 7e11 ill nppert et Nena. Bill l2l. beeauae er DV" leag experience -~ .. -- . ---··. _., ··•"--~· _ _,., ____ -- -· --- ---·· - _______ ,.,.. ...... --• - .. ·-- -.. -i::i,:·:, ., 

~ the u .. -~•- ••~~-~antt~r __ ;•_~~~~--{}S ;rears) ana DO" quaUticatieu ia the:ti-~ , .. 

•t un-tm.• trea-• .r.r humaa caacer. . : ., ,')~f" 
My' news cencernillg the ttlegallzatie!l• et laetrile ( aJqgcalia) ~•-~~~ · · -~- • 

. - . - - ., ·- - - - - - . -- -- -:-• . . - . - - . . 
' . ' ,~ 

carrin eut by' the Legislature et the State et Ala.ska., ani llff bsillg F•jectei 
• • • • - • • • • • -- ' • • • ··- - -· - - --· - - •· • - • • - - - - • - • • -- • --- 4 • -· • - • ~ 

te same twenty ether states - ani with the aia et eli:whatiag harrassmeat et mriica1 
- . . - .. - - -

iecters am their pati.enta using laetr:Ue., by gevernm.ent ageJt.cie• ai:ul mecical 

secietiea, -~ ~~ suppe~• by' the _her~th attachetl_ ~~;•~~s. 

Th• acenua.panyi.Ag "Laetrile Fact Sheettt (Item l} peints eut that laetrile ia 
" - . 

intieeti. •n the HEW-~ ~. List ( t•~is OeJlerallz R•c•piz•• as Sate); eentaiRs !!!. 

prussie acid ( sy11. _ h;raregen _ cyani~e., h;r~~ acii., Hc_N); ana thereter.e c~t 

be cl.assei aa a Fett Aiiitive (ct. Fetieral FeN, D~, antl Cesmetie Act., Chapter 

n - Detilliti••s - See. 201(32l)(s) er a Nev Drug., which cl~ssificatie~s still fail 

•t fm¥' FDA •amim.strative rec•r•" such as call.eti f•r by the Fe4eral 10th Circuit 
.. . .. .,. . . . . . - . . . . . -... 

Ceurt et Appeals iecisi•n •t Octeber 12, 1976 (Ne. 75-1725); is"·aub~ greandi"athere«" 
. . ~ , 

t•r use in the treatment et caJtCer prier te beth the Kefauver_anti Co-pelaJla At!leniments t. 

the F.D.S. Act er respectiveq 1962 anti 19.38; ana is currently' usei b;r at least 50,000 
" " 

Americans wh• are ab;• t. ebtain it b;r telephene er in_appNpriate tee4 sterss. Item 

2 is a cepy ef the apprepriate aati pertaiai.Jlg eeetien et the ORAS List set up by the 

FDA; Item 3 sets f•rth the prime evidence that, as require« by' the GRAS List., laetril.e 
. " -

(aJlt.Ygia].i.a)., as an extractiTe et bitter almu•• (peaches, apriceta) c•ntains n• 

prussic acii; ani Itelll 4 is a newe iteJll issueti by the San Franeii,ce Examiner-Asneiatec 
V 

Press en "Alaska. all.ews use •f laetrile." A aecisi•n •f the U.S. Curt ef Appeals, ... 

4th District {Ne. 71-124.3., May 23, 1972), cenfirmetl by the U.S. Supreme_Ceurt, gave 

221 
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DEAN BURK FOUNDATION, Inc. 
4719 Forty-Fourth Street • Washington, D.C. 20016 

--Telephone (202) 363-6279 

Hen. Daniel Demers - p. 21 Ha.Nlt-,2y- 1977 •. 

th• •pbi•n that 

' ~ . 

"'!he FDA has neither pri.Jlart. jariacictien -.;. ·n•r concurrent jurisaioti•• - t. acjucica1 
whether a preiuct is u. •li 41-ag er a mv cirug.• · ·· · -· · - . - ·: · .. ,.-·-- ·._ -:.i-ri-~f;f~K1 
We uaerstana the iecisi•n ill t.t. te heli that the. FDA. came t., Ullier .._,. cemlitieu;···· .... 

. . .. . . . . -- ·- - ... .,. - - ·- ---_·:~ ·•-· ..... .. . . . - --- . ·., ,:· ~:.::.;:~§;'~~: 
bin• iDiuatr.r er a;q et its l'lellbera by"- a liecisien that a 4rttg is new., . a.Di that· netidi.;•· 

· -· • •· • ' - •... _.,.-'• ·.- • _•, •- - "'-.:- -/_-:-:•-~ :"' - -~--·•-:_~?~::::•••. •·,• - -·• ·- :~:.~:f_,;;•\~ r ~ :, .;.• ... Pi~T;{!'..:..i!-~-~ 

saic .-r iene by the Fill et itseU can attect the sranUathering statue-- et a pre4tict~ . -.. 
. . ~ -~ - .. - -•-··· , . -- -- ·,·-,_-.J~;-·· - --·--. '"-~ - J /\~~~-~:~>~~t.-':£-: .. -~-

Thu., the · varieus •~•rs aiui_ ~e_gula ti•~ ~ a~ ~iDg !-11~. by the FDA te turn •l• 
, ~ . ' 

~-:,i:~}ft·?~f.-·\•:.~ 

legal an• iefinit.r.r &SJ)eCts •t the pr•blea; •n PP• 7-ll that laetrile is a me111ber et ... . ------ ···- - ... --···-· .,, .. -····- ·------·----· -·· -·· , ... 

the Vitamin B cemplex., as a fHi use4. by JDaD and. animals fer past. llill.enia; •• PP• ll-
- -·· . . .... ·-·- .. -.- -- .. --~-. _, ...... -- . --·--·-· •·· --· --.-- -------·------ --· 

17 sNte •~ the ertellsive etyicience that lae~ .i~ et~~~~i-~~s il:l ,the __ ~atzneat •£ 
. •· ·-·,; -· ·--

eeme fems •£ cancer in man an• animals., arq :mi all statements t• the oentrar.r 
• ·-·· •••• ...... -·. 4 ------ •• --- ___ __, -•---- -- ---•-··-------- __ ... ---- '·-·-- ---

n•twithstaniing; pp 18-21 bri~ summarizes the mass •f erl~ce that laetrile at 
-· - .. .. -- ... -· ... -·--- .· ·--- . - - ..... , ·-· . --- . ·-· -·-· . ~-· ----.··· .... _ .... ---.... -·--· 

any reas•nable u4 ctlllllll•~ gpl.,-e• d.esage is harmless ana 1um-wxic te 1llUl aai 
. - - - -- - - . - . - .. 

.animals., aey an all statemests te the centrar,r netwithstanilng; ant PP• 22-23 brie:f'ly' 
- . - ... - - . - . - - . . 

smmaarizes -rq experience u.i qualificatieu creientiala. 

I hepe that yeu can see_ 7•ur w_a::, te enci•rsing Nena.a Bill 121. 

Sincerely., 

.!)~ 13w-J._ 
Dean Burk., PhD (U.S. Nataul Cancer Institute., 

1939-1974., Ret.)o 



... LAETRILE FACT SHEET* December 22, 1976 • 

LAETRILE IS ON THE HEW-FDA GRAS LIST I+.ILM. J • . 
(*Generally Recognized as Safe" Food List) 

.On GRAS List. Page 320 of the 1976 edition of.the FDA Code Regulations • 
.. Title 21 CFR 121.lOl(e) (2) , and earlier editions, place amygdalin 

(laetrile) on the GRAS list, under the heading of natural extractive from 
bitter almond, apricot, or peach kernels (syn. seeds, nuts), with the only 
specified 1;>roviso that it be" free from prussic acid." 

• 

No Prussic A~id- Amygdalin itself contains no ordinarily measurable quantit~ 
of prussic acid (syn. hydrocyanic acid, hydrogen cyanide, HCN), and indeed 
no quantity of acid greater than l 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 1;>russic 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 additive 
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 also 
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 de 

Amygdalin in any event "~randfathered" as "Old.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 (West, 
Jour. Medicine, 122, 345-348, April 1975) and by Thomas H. Jukes(JAMA, .ll§_, 
September 13, 1976)can be defaulted scientifically as~ addressing the 
specific lines of positive evidence adduced in this monograph. As a v.;tamin, 
amygdalin cannot be classed as a new drug in vi~w of the new congressional 
law 94-278 (Proxmire Amendment) signed by the President April 22, 1976, and 
also in view of the August'l4Jecision of the 2nd Circuit Court of Appeals 

• 
npheld by the U.S. Supreme Courtby virtue of denial of certiorari) • 
.9~t:,e:'lt :"iu.,o•ly and Usage of Amygdalin • Amygdalin will thus almost =ertainly 
remain a food chosen for such pnrposes 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. 



f 1i1.101 Tille 21-Food and Drugs 

(1) SPICU AKO 0THD N.&TVJIAL SEASONrNCS AND Ft.AV0IUNCS 
BDAru, nc:.)-Contlnued 

l-LJA 06'/l:j L;sr· 
(LEAVEii, :Roors, BAAU, 

Chapter I-Food oncl Drug Administration ,121.101 

common naffMI Botanfcal name o/ plane ,ourc. 
Po\ marJoram •••••••• ----··--· MaJor&nA onlue tL.) Beneb. 
Rosem&r7 •••-•-•·•------- Roetnarlnua omclnalla L. 
Bue ••••• ----------•·• Ruta grueolena L. 
eaaron ···--···-··------ Crocua HU'l"'lll L. 
Bae• ·-······--···---,----,• Sahl& omc1nalll L. 
Sac•. Oreet •• -•--•------• Sal•la tzlloba L. . 
8&TOrJ, ,um.mer.----•· S11turela horten11ta L. (l!lawreJa), 
S.TOl'J, wtn&er ••• -.-~-... .... __ l!latureta montADa L. (SaNr•Ja). 
Seu.me••·-··-•-----• Seeamum lndlcum L. 
l!lpearmlnt •---•--••------ Mentba 1plcata L. 
8t&r anlae •• •-•---- ------- ntlclum nrum Hoo't. t. 
Tt.rtaron •·-----•--- Artemlala dracunculu.e L. 
ThJm•···--·--··· ThJmUI nalgula L. 
ThJtDe, wtld or c:reeplDr.... Thnnu• 1erp711um L. 
Turmeric ••• __ • ________ Curcuma lon,:a L. 
YanUta. ••• ______________ Vanilla. planltolla Andr. or Vanllla tahltenall 

J. W. Moore 
ZedOArJ•••••••••--------- CUrcuma zedoarta Roec, 

, (2) EsffJnlAL Ou.a, 0U:OUSDfl (SoLVl:NT•FREt:), AND NATllllAL EXTIIACTIVQ (IHCWDIN0 

DtsTILLATUl • -

Common name 

Alfalfa ·•····••••·••·--••--•-• 
, Altaplce ·········-·-····-·-·-•--AJmood, bl\ter (free from pnwtc &CIC\)-

. Botci:afcnl name o/ plant ,ource 
Medlc11go Utt .. 'L. 
Pimenta 01Dclnall1 IJndl. 
Prunus o.mygdnlua Batach, PrUnu1 armenlaca L., 

or Prunu, perelca CL.I Batach. · 
Ambrette (aeed)---•-•--• Blbtacua mOAChatua Moench. 
Aosellea root·-···--·---- Angelica archangellca L. 
Ancell<'& eeed •••-••--•-•-- Do, 
Angelica ,um ·-··-······---· Do. . . , 
An1011tura (cuaparta 'barkl.--•-·- Oallpea omclnallll Bui.cock. 
Alllae ·····••·····•··-·--•••·•·• Plmolnella •nlfl\Jm L. 
Aa..tetlda ··•·•····•·-·--·- Ferula assa-foetlda L. and relatett app, of Feruta. 

·Balm (lemon b&lm) ••• •-··---•-••• Mellua omctn11ll1 L. 
BalJam of Peru.----•·•----- Myror,Joo perelru BJotach. 
ilull ••••••• -·-····-•--·-·-•·•· Oclmum bulllcum L. 
Ba7 leaTet.-····•-··-··•-·---- Laurua noblll1 L. 
Bay fmyrcla oll) •••••••••• -•-·····- Plm,.nta mcemOfl& t'lllll. l 3. W Moore. 
Berra.mot (bergamot orange). ____ Citrus aurantlum L. aubsp. bergamta Wright et 

Am. 
Bitter 111mond (free from prussic acid}.: Prunus amygdnlus Batsch, Prunus armenlaca L., 

or Prunue peralca fL.) Bateob. 
Bola de roee ••••••••••••• _____ Anlba fOllaeodora DucJct. 

C&cao ••••• ·--·-·----··-····-· Theobroma caeao L. 
Camomlle (cbamomlle) Gowen. BUD• Matrlcarta chamomllla L. 

rartao. 
Camomile (chamomile) aowen, Roman Anthemll nobllll L. 

or Englteh. . 
Canan,:a ····--···-------- Can:mga. odorata Hook. r. and Thoms. 
Capsicum ··•·•··-•••··•-----··•· C11pstcum frutescena L. and CaplloWD &'DllUum L 
Caraway ····-·-···..:-•• -----· Carum cam L. 
Cardamnm 11eed (cardamon) ._. ___ • ElettArta cardamommn llatou.. 
C1rob bean ••••••••••••••••••••••••••• Ceratonta alllqua L. 
Carrot ••••••••••••••••••••••••••••••• Daucu1 carota L. 
Cascarllla bark ••••••••••••••••••••• _. Croton eluterta Benn. 
Cuala bark, Chinese.................. Ctnnamomum cuata Blume. 
Cuata harlc, Padang or Bata•ta. •••• -.. r.tnnamnmum burmannl 'Blum,. 
Custa tmrk. Sataon.-·-·-·~-·-· Ctnnamomum lounlrU N-. 
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(2) EssENTIAL Oil.II, O1.EOIIESINS (SoLVENT•FIIEE), AND NATURAL EXTIIACTIVES (INCLt:'DINC 
DtSTU.LATES)--Conunued 

Common name Botankal name o/ plant ,ource 
CelerJ aeed.·-·-•--•-···•···•·-••-•• Aplum rra•eolena L. 
Cherry, "11d, buk··•···•·-•·-···-•·-· Prunua eerotlna Ehrb. 
Obentl •··-····--·----··-·••···--·--• Anthrl.BCWI cerefoilum (L.) noam. 
Chtco17 ···-··········.!•-··-·•-·-•• Clcborlum lntybue L. 
Cinnamon bark, Ceyton.._._·--•·••• Ctnn11momum zcytanlcum Nees. 
Clnnaunon bark, ChlnNe •• --•·•·•··••· Ctnnamomu.m ca&111a Blume. 
Clnnamon barll:, Balgo~ •••• ---·•••• Clnnamomum tourelrll N-. 
Cinnamon leaf, Ceylon •••••• _ ••••••• _ Clnn11momum zeylnnleum Nees. 
Cinnamon lea.t, Cblnen •••• ·-·--- Clnnamomum caaala Blume, 
Cinnamon le&l, Balgon •• - •• ·-·-•-•··• Clnnllmomum lourelrll N-. 
Cltronell& •••••••••••• -··•····--•-• Cymbopogon nardus Rendle. 
Cltn11 peel.1 ••••••• - •• -•·-•·-·-••• Citrus spp. 
Ctu, ( clu, 1ago) ·••··•---•-··--- BalTta acluea L. 
CloTe bud·-···-··--•-·-•--·•· Eugenia cu,ophyllata ThW1b. 
CloTe leat ••• -····•--•----•- Do. 
Cloye mm.. •• ---·-•·---·--•- Do. 
OloTer ·····•····-····-·•·--•-• TrltoUum spp. 
Ooca (decoca.t.n1zed).---····-·-• Erythroxylum coca Lam. and other· ap;,. ot 

Erythroxylum, 
Cotree •••••• •·-•·-·····--··-···-- Coffee 1pp. , 
Cola n~t--·--·••---··--- Coln aeumln1ta Schott and E:ndl., a.nd other spp . 

or Cola. 
Oorlander •··••····-··_.•••··••·····•• Corlnndrum 11at1nam L. 
Com 1Uk •••••• - •• ·--•···.:..•·--•·- Zea maye L. 
CW:nln (cummtn) ••• --•-•··-··•·- Cumtnum cymlnum L. 
Curacao or&nge peel (orange, bitter Cttrua aurllllttu.m L. 

peel). 
CUeparla b1.rk····-••··-•-•---•• Oallpea omclnalll tt&neocl:, 
D&ndeUon •••••••• _._·---•--·--- Taraxa.cum omctnale Weber and T. lae'figatum DO. 
t>e.Ddellon root·-··•••-··-·---••·• oo. 
DIii ••••• _____ ········•-·----- Anethu.m graTeoh1rui L. 
Doct IJTIII• tquac:ti"&A, trlttcum)._._ Agrop:yron repena (L.) &&UT, • 
Elder flowera ___ ···-·················· Sambucua canadenala L. &nd e. ntsn, L. 
EstrBGolo (esdragol, eadragon, tar- Art.emllla dt'acunculua L. 

r11gon). 

l!!etragon (tarragou) ••• -··•-·-••··•• Do. 
Pennel, aweet.·--·•·---·•·•-·-·· P'oenlculum rulgue MU1. 
Feougree:t. •••• -·····--•--••··-··•- TrlgonoUa toenum-gn.ecum L. 
Galanga (gal&ngal) •···••-•-·•·-·•- Alpln1a omclnarum Bance. 
01lJ'Uc •·······--•-··•·---·-•··• Alllum eatlrum L. 
Oeranlum •••••••• --···-··••-•·-·-·• Pelargonlum app. 
Geranium, b.at Indlan..--•-•-•--••• Cymbopogon mutln! Bt&pt, 
Geranium, roee---···----·-·-•••- Pelargoolum gT&Veolena L'Ber. 
Olnger -······-·•·--•••••·•-••--••• Zin giber omclnale Rc.o 
OlyC'flTblia ··········-·----·----· Olycyn-h!U glabra L. ~d Otber app. of Gl)'c,rrhl.rA.. 
OlyC'f1Tbl%1.n, ammontated ••• - •• -.. 0o . 

Orapetrul\ ···-······-·····-··-···- Cltrua Pa.radial !.l&cf. 
OuaTa ·-··•·•····•··••·•-··-·•--• Psldlum rpp. 
JllclcorJ bar:t •• ·-···•···---•·- Carya app. 
Horehound (hoarhound) ··••-•··-·····• Marrublum natgare L. 
Bope •••••• -·--·-·•·•·•••--·•·--·• Bumulua lupulua L. 
Bonemlnt ·-·-•--•····•-·•--•··- Monarda punctata L. 
B71111op.-·••·•---•--•-•--•-•-·• Hysaopua omc1oal11 L. 
Immortelle ••• - •• •--····:.-•-·---· Bellchrraum aulfUatlfollum DO. 
JaamJ.ne···•·-••·••-•·-•··----·-• Jasmlnum offlctne.:e L. and other app. of 

Jaamtnum. 
Juniper (berrle&)-•-•••-••·••--·•• Junlperua commune. L. 
!Cola nut.. •· • • ••----- Cola acumtDAta Schott and Endl &nd otb ot Oola. .. er app. 
LIP.Ure} berries. ••••••••• ~.............. Launa nobllla L. 
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Hr. Ore~or:r Staut, Attorney-at-Law, 
23S Mentgomery Street, 
San Franci:sco, Califorraia 94104. 

Dear Mr. Steuti 

Februar.y 16, 1977. 
DECLARATION 

In response to your requost for definitive infermation as t.·tha presence er 
absence er prussic aci« in ths extractive a:riyP,dalin {laetrile) derived !'rant the seeds 
( syn. nuts, kernels) of bitter almoncs, apricots, or poaches, as listed in tho ar-:W-FDA 
ORAS list (foods Qenerally Re,a;3rded as Saftt) or 1976 and for years C?arlier, I i:iay say 
that arv~dalin contains no measured or ordinarily mcasur.ibl.e qwmtity or prussic acid 
( syn. hydrogen cyanide., hydrocyanic acia, JIC?l), an;y more. th.an does ordinary table salt 
er SJ1gar. _ • 

The absence ot prussic acia 1n amye<falln was first .mnetunced by the rliscov-erers 
and namers •f A!11Yftdalin (Robiquot and Boutron., Journ. Chin. Med. VI, pp.J80,and 7;0, 
1830)., and so further repc,rted in the U.5. Di.spensatory tor 1834 (Part I, p. 80), and 

. further cenfimed by tha great Germ.a.a chemists Liebi~ and Woahler (Ann. Chim. Phys., 
~ 185-209, 1837 and Annalen, 22 (1), 1-24, 1837) in their classic srticl~s., as 
further reported in the u.s. Dispenaatory for 1843 (Part I, P• 80)., and in '»any later 
Dispensateries and Pharmac&pMias since., and univer:Jally confimed. by th•usands ot 
experimental chemiots since, all over the werld. 

Pru3sic acid- was discevered by the Swedish ch8Dli.st Scheele in 1782, and seon 
became detectable and measurable with great sensitivity and apocificity by a variety 
of methods well known tea chemists and physiologists. The properties or prussic :icid 
are succinctly describeti in various editions of the Merck Index (a standard reference 
book of cor.wonl.,y encountered chemical and bioche.'1lical cootpo\lllds)., as or t:1oleculnr 
weight 27.OJ, boiling point 260 Centigr;ide, as a colorloss gas or characteristic odo~,, 
and very weakly acid, r.tiscibla with water and alcohol., all without anv indication or 
the pre:xence of prussio acid 1:i.··amy~dalin. 

Tha cyanida radical ( which is not prussic acid) is very tightJ.y bo1.md into the 
chemical structure of amy~dalin, and the various litsrature sources iisted above indicate 
that this radical. can only be released as prussic ~cid fro~ a.~y~dal.in by the c~talytic 
action of the enzyme glucosidasa found in many plant na terials Md some aniI:tal ttssues, 
just as the cyanide radical can also be released. from many proteins in meat., '~(~s, milk, 
gelatin products., cottonseed meal, peptones, etc • ., by the catalytic action of onr.ymes 
found in many bacteria in and out or the intestinal tracts of man and animals { Elllerson, 
Cady, and Salley., "On tha r0rmation of Hydrocynnic Acid fro111 ?roteins, 0 Jaurnal of 
BioloJdcal Che:nistry XV, 415-417, 1913; cf. also Clawson ard Young, "Preli:nirul17 Report 
on the Production gf Hyrlrocy.mic Acid by 9a.cteria", loc. cit. PP• 419-422, 1913). Prussic 
acid may also be obtained slowly (hours., days) by decomposing Alllyv,dnlin ..it?l hydrochloric 
acid at elevated tomperAture(Cllldwell and Courtauld, J. Chem. So.c 0

, 91, 666-671, 1907). 
In my mnny years or research work in the U.S. Nation.u. CAncer In~tituto, I have had 

occasion to attenrpt to detect prussic acid in numerous co::imercial oreparations of 
amyP,dalin from all over t~e world, with neF,ative results. I used various dclicato, woll 
known chemical tests (e.~. precipitation with silver nitrate, rod cclor forr~tion in the 
Robbie copper-phenolphthalin test, etc.) and alsa several very deli~ato biolo~cal tests 
with cancer and normal coils thnt uould respond to traces of prussic acid. Al'lly~dalin 
diasolve'd in water shows less than l part in 10 million et any acid, prussic or otherwise. 

Thus, tho GRAS list requirement ~~at tho e..~tractive nmygrynlin be "free from prussic 
o.cidn is met. 

Sincerely, 0 1 :0~1:;~ 
Dean Burk ( 1J.S.N4t1onal Cancer Institute, 1939• 

1974, Ret.) 
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·_frh~ Nation Sf~~i:;·~::, 
r LAETRILE bas be<-n lt~alilCd Cor use in trca'i::r~ 
~ canC<'r patients in AJa..;ka. dl>spite misgl\"ln~ by federal . 
• Officfals and_ a 00!1 on lnl('t'l;l.llC USO by the Food and . 
, Drug Administration. Page 11. 

i GEl\"ETIC RESE.\RCJI wa.,; placed ~oder restricth'c 
:f11dC'Jtoes to r.~tl>ct against the -~nlrashi~ or nc~v· 
. ~-~ ne~ strains of _drug-res15tant germs. J.>agc J.l. . - . . ~- . . . ·. . . . . .• 

·1 

.• ..... 

' · ; Associated Press _ · :"~:':i 
.· . JUNEAU. Alaska - Alaska Gov. Jay Hammond, 
, Ignoring federal misgi\'ings, has opened the door to the 
·:use of laetrile to treat cancei: patients in Alaska. 

Legislation allo,.,ing Alaska doctors to administer 
· the drug passed the legislature }Iar:. 28 and became law 

Monday because the governor neither ;,-etoed nor 
signed t~e bill . 

Laetrile Is banned by the food and Drug
•. Ad.ministration. .which says the drug Is not a pro\·en 
treatment or cure for cancer. .. 

FDA spokesman Paul Sage_ said Dr. Alexander 
Schmidt, head of the aizency sent a telegram to 
Hammond June 8 ('Xpressing fear the drug would lure 

. cancer patients away from standard treatment. He also 
said the dtug will continue to be illegal in interstate 
commerce. 

But Hammond said yesterday. "The main question 
-In my mind is how far do you go In protecting people 
from themsel\'es." He said people he knew were taking 
laetrile and recommended that the bill became law. 

The drug still could be banned In Al:1Ska If the 
Alaska Medical Board rules that it is harmful 

The FDA prohibition ziff<'<'ls only Interstate use . 
The Individual stat('S can r('gulate the use of dru~s 
within their own borders as long as nl'i!lwr the drug 
nor the materials from which it is made h:i\·e moved in 

. Interstate commerce. 

The now la,~· provid('S that hospitals and h<>alth 
renters may not prt·,·t•nt doctors frorn pn>sl·ribing the 

· dru~ whc-11' re(}Ut.'l>kd by a path:·:il unlt•ss the st.itc 
medical board tc:sts 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. II (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. Re'search Council and lntemat. Edn. Bd., 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. Char,les Maiorana), Frederic 
Chaundy; Asso. Phys. Chemist Fixed Nitrogen Research Lab., Dept. 
Agr., Wash., 1929, chemist, 1937-39i sr. chemist Nat. Cancer Inst., 
Nat. lnsts. 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.A.S. 
(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, Soc. 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.f. Biol. 
Assn., Harvey Soc, Chem Soc. Washington, Max Planck Assn. Goet
tingen, Inst. for Cell Physiology, Berlin. Royal Society Medicine, 
London; National Trust, Gt. Britain; Dolmetsch Found. Haslemere 
(foreign); Gamma Alpha, Sigma Xi; Clubs, Cosmos Cl!Jb Wash. and 
Common:wealth Club of California; Author: Cancer, 1945; Ap
proacheno 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, 1973-1974 

1. Foreign Scientific Member; Max Planck- Institute of 
Biochemistry, Munich, Germany. . 

2. Honorary President, German Society of Medical Tumortherapy 
_ Heidelberg, Germany. . ' 

. 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 
lntemtaional Biography, England. ' 

9. Humanitarian Award, International Association of Cancer Victims 
and Friends, Los Angeles. · . 

10. Guest Scientist, ·u.s. naval Medical Rese9-rch 
Institute, Bethesda, Hd. 20014, 1974-197b • 
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SUMMMtY -.::feequiJ:~<pulJlic 'lie!tring fot .d1s-qqalifi~ti6u ~flaetril§ -• 
· · in -caiieet tr_eat~lit. (BDR-· 40:362) ' - -_ - ' -• :, y 

FISCAL :NOT£: ·.tocaHiovetrilnent hnpaet: Nd; ... 
State or litdustrial Insurance Impact: No. 

BXPLANATION°-Matter In ltaUcs Ii new; matter In brackets [ ) Is material to be omitted. _ 

AN ACT relating to substances; permitting the use -of amygdalin (laetrile) 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, rep~esented in Senate and Assembly; 
· do enact as follows: · 

1 SECTION 1. · Chapter 585 of NRS is hereby amended by adding 
2 _ thereto a

1
new section which _shall read as follows: 

-8 · - J. Tne commissioner shall: _ ._ _ . _ 
'4 - ( a) Adopt regulations which prescribe minimum standards for manuf~c:.. 
6 turers in preparing, compouncling, processing .or packaging amygdalin 
6 (laetrile) or Gerovital HJ. . . · ·· , 
7 · (b) Conduct inspections of manufacturers of amygdalin (laetrile) and 
8 GerovitalHJ. 

· 9 (c), Establish fees, to be collected from the manufacturer, for the pur-
10 pose of paying the costs of the inspections. . - · '. · -. 
11 · · SEC. 2. Chapter 630 of NRS •is hereby amended by adding thereto a 

·· 12 n~w section which shall read as follows: . . .· .. 
13 No physician is subject to disciplinary action solely for pre$cribing· or 
14 administering amygdalin (laetrile) or Gerovital HJ to a patient under his . 
15 . care who has requested the substance. . . __ 
16 : ,SEC. 3. · Chapter 633 of NRS is hereby amended by adding thereto a 
17 , new ~ction which shall read· as follows: ' · ·. .1 

18· No osteopathic physician or osteopathic physician and surgeon is sub~ 
19 ject to disciplinary action solely for prescribing or administering aniygda-
20 lin '(laetrile) or Gerovital HJ to a patient under his care who has 
21 requested the substance. . _ _ . _ 
22 · SE~. 4. ,Chapter 639 of NRS is her~by amended -by adding thereto a., 
23 new section which shall read as follows: -- . · · · · 

. . . . 
'\'•,? •,,•,,, •A •• ~•~•• •• ••,; •• ...,A••, ~-•,,,~ 
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