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DRUGS ACTIONABLE BECAUSE OF POTENTIAL DANGER WHEN USED
ACCORDING TO DIRECTIONS

4041. Misbranding of various drugs. U. S. v. James Allen Nolen (Radium

Springs Sanitarium). Plea of nolo contendere. Defendant fined $2,000

and placed on probation for 1 year. (F. D. C. No. 30592. Sample Nos.

70301-K, 70304-K, 70722-K, 70723-K, 76931-K to 76943-K, incl., 85796-K

to 85799-K, incl.

)

Information Filed: July 24, 1951, Northern District of Oklahoma, against

James Allen Nolen, trading as the Radium Springs Sanitarium, Salina, Okla.

Alleged Shipment : Between the approximate dates of December 11, 1949, and

April 15, 1950, from the State of Oklahoma into the States of Missouri, Kansas,

and Texas, of quantities of tablets for pain and nerves, rheumatism and gland

tablets, laxative for stomach and kidneys, V E tonic tablets and capsules, tab-

lets for rheumatism, nerves, and diabetes, powder for the treatment of cancer,

douche powder, tablets for ^'sick’' stomach, tablets for sore throat, tonsil dis-

orders, ^'fluef' and fever, capsules for the condition known as change of life,

tablets and capsules for the treatment of cancer, and tablets for nervousness

and sleeplessness.

Product: Analyses disclosed that the tablets for pain and nerves contained

aspirin, acetophenetidin, caffeine, and starch
;
that the rheumatism and gland

tablets contained sodium salicylate, potassium iodide, vitamin Bi, and ribo-

flavin ;
that a portion of the laxative for stomach and kidneys contained mag-

nesium sulfate, magnesium acetate, potassium acetate, an emodin-bearing

drug such as cascara, reducing sugar, and alcohol, and that another portion

of the laxative contained magnesium sulfate, potassium acetate, alcohol, re-

ducing sugar, and emodin
; that the V E tonic tablets contained a large amount

of yeast and calcium carbonate
;
that the V E tonic capsules contained chiefly

yeast and lecithin
; that the tablets for rheumatism, nerves, and diabetes

contained salicylamide, vitamin Bi, and magnesium salicylate equivalent to

salicylic acid
;
that the powder for the treatment of cancer contained bismuth

subnitrate, colloidal aluminum hydroxide, activated charcoal, and the muci-

laginous coating of blond psyllium seed
;
that the tablets for “sick” stomach

contained bismuth subnitrate and phenobarbital
;
that the tablets for sore

throat, tonsil disorders, ''flue,” and fever contained sulfathiazole, sugar, and
starch

;
that the capsules for the condition known as change of life contained

estrone, cornstarch, and lactose
;
that the douche powder contained boric acid,

ammonium alum, berberine, and phenolic substances ; that the tablets for the

treatment of cancer contained lactose, cornstarch, and a trace of phenobarbi-

tal
;
that the capsules for the treatment of cancer contained calcium carbonate,

sucrose, cornstarch, lactose, and animal tissues; and that the tablets for

nervousness and sleeplessness contained phenobarbital, pentobarbital, starch,

and calcium carbonate.

Nature of Charge: Tablets for pain and nerves. Misbranding, Section 502

(a), the statement on the label of the article which represented and suggested

that the article would be efficacious in the cure, mitigation, and treatment of

disorders of the nerves was false and misleading since the article would not

be efficacious for such purposes; and. Section 502 (e) (2), the label of the

article failed to bear the common or usual name of each active ingredient of

the article, namely, aspirin, acetophenetidin, and caffeine.
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Rheumatism and gland tablets. Misbranding, Section 502 (a), the state-

ments on the label of the article which represented and suggested that the

article would be efficacious in the cure, mitigation, and treatment of rheuma-

tism and diseases of the glands were false and misleading since the article

would not be efficacious for such purposes; and. Section 502 (e) (2), the label

of the article failed to bear the common or usual name of each active ingredi-

ent of the article, namely, sodium salicylate, potassium iodide, and gelsemium

extract.

Laxative for stomach and kidneys. Misbranding, Section 502 (a), the

statement on the label of the article which represented and suggested that the

article would be efficacious in the cure, mitigation, and treatment of diseases

of the stomach and kidneys was false and misleading since the article would

not be efficacious for such purposes; Section 502 (e) (2), the label of the

article bore no statement containing the common or usual name of each active

ingredient of the article, namely, epsom salt and cascara sagrada, and no

statement of the quantity, kind, and proportion of alcohol present in the

article; and. Section 502 (f) (1), the labeling of a portion of the article failed

to bear adequate directions for use in the treatment of cancer, which was the

disease for which that portion of the article w^as intended to be used. Further

misbranding. Section 502 (f) (2), the labeling of the article failed to bear

adequate warnings against use of the article in those pathological conditions

where its use may be dangerous to health, in that the article was a laxative and
should not be used when abdominal pain (stomach ache, cramps, and colic),

nausea, vomiting (stomach sickness), or other symptoms of appendicitis are

present, and the labeling of the article failed to bear a warning that it should

not be used in the presence of such symptoms
;
and, further, the labeling of

the article failed to bear adequate warnings against unsafe dosage and dura-

tion of administration, in such manner and form, as are necessary for the

protection of users, in that frequent or continued use of the article may result

in dependence upon laxatives to move the bowels, and its labeling failed to

warn that frequent or continued use may have that result.

V E tonic tablets and capsules. Misbranding, Section 502 (a), the state-

ments on the labels of the articles which represented and suggested that the

articles would be efficacious in the cure, mitigation, and treatment of diabetes

and that the articles possessed tonic properties were false and misleading since

the articles would not be efficacious for such purposes and did not possess tonic

properties
;
and. Section 502 (e) (2)

,

the label of the V E tonic tablets failed to

bear the common or usual name of the active ingredient of the article, namely,

calcium carbonate.

Tablets for rheumatism, nerves, and diabetes. Misbranding, Section 502

(a), the statements on the label of the article which represented and sug-

gested that the article would be efficacious in the cure, mitigation, and treat-

ment of rheumatism, diabetes, and diseases of the nerves were false and

misleading since the article would not be efficacious for such purposes; and,

Section 502 (e) (2), the label of the article failed to bear the common or

usual name of each active ingredient, namely, salicylamide and magnesium

salicylate.

Powder for the treatment of cancer. Misbranding, Section 502 (e) (2),

the label failed to bear the common or usual name of each active ingredient

of the article, namely, bismuth subnitrate, colloidal aluminum hydroxide,



44 FOOD, DRUG, AND COSMETIC ACT [D. D. N. J.

activated charcoal, and the mucilaginous coating of blond psyllium seed
;
and,

Section 502 (f) (1), the labeling of the article failed to bear adequate di-

rections for use in the treatment of cancer, which was the disease for which

the article was intended to be used.

Tal)lets for '‘sick” stomach. Misbranding, Section 502 (a), the statements

on the label of the article which represented and suggested that the article

would be efficacious in the treatment of “sick” stomach were false and mis-

leading since the article would not be efficacious for such purpose. Further

misbranding. Section 502 (d), the article contained a chemical derivative of

barbituric acid, phenobarbital, which derivative has been found to be, and

by regulations designated as, habit forming
;
and the label of the article

failed to bear the name, and quantity or proportion of such derivative and

in juxtaposition therewith the statement “Warning—May be habit forming.”

Further misbranding. Section 502 (e) (2), the label of the article bore no

statement containing the common or usual name of each active ingredient

of the article, namely, phenobarbital and bismuth subnitrate
;
and. Section

502 (f) (1), the labeling of a portion of the article failed to bear adequate

directions for use in the treatment of cancer, which was the disease for which

that portion of the article was intended to be used.

Tablets for sore throat, tonsil disorders, “flue,” and fever. Misbranding,

Section 502 ( a )

,

the statements on the label of the article which represented

and suggested that the article would be efficacious in the cure, mitigation,

and treatment of sore throat, tonsil disorders, “flue,” and fever were false

and misleading since the article would not be efficacious for such purposes;

Section 502 (e) (2), the label of the article failed to bear the common or

usual name of the active ingredient of the article, namely, sulfathiazole

;

Section 502 (f) (2), the labeling of the article bore no warnings against use

of the article in those pathological conditions where its use may be dangerous

to health, and against unsafe dosage and methods and duration of adminis-

tration; and. Section 502 (j), each tablet of the article contained 2 grains of

sulfathiazole and was dangerous to health when used in the dosage and with

the frequency and duration prescribed, recommended, and suggested in its

labeling, namely, “let 1 tab dissolve on tongue each 1 or 2 hours till relieved.”

Capsules for the condition known as change of life. Misbranding, Section

502 (a), the statement on the label of the article which represented and sug-

gested that the article would be efficacious in the relief of the symptoms

associated with the condition commonly known as change of life was false

and misleading since the article would not be efficacious for such purpose;

and. Section 502 (e) (2), the label of the article failed to bear the common or

usual name of the active ingredient of the article, namely, estrone.

Tablets for nervousness and sleeplessness. Misbranding, Section 502 (d),

the article contained a chemical derivative of barbituric acid, namely, pheno-

barbital, which derivative has been found to be, and by regulations designated

as, habit forming; and the label of the article failed to bear the name, and
quantity or proportion of such derivative and in juxtaposition therewith the

statement “Warning—May be habit forming.” Further misbranding. Sec-

tion 502 (f) (1), the labeling of the article failed to bear adequate directions

for use in the treatment of cancer, which was the disease for which the article

was intended to be used.
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Further misbranding, Sections 502 (b) (1) and (2), the tablets for pain and
nerves, rheumatism and gland tablets, laxative for stomach and kidneys, V E
tonic tablets and capsules, tablets for rheumatism, nerves, and diabetes,

powder for the treatment of cancer, tablets for ‘‘sick’’ stomach, tablets for

sore throat, tonsil disorders, ^‘flue,” and fever, capsules for the condition known
as change of life, and tablets for nervousness and sleeplessness failed to bear

labels containing the place of business and, in some instances, the name of

the manufacturer, packer, or distributor
;
and such articles failed also to bear

labels containing a statement of the quantity of the contents.

Douche powder and tablets and capsules for the treatment of cancer.

Misbranding, Section 502 (f) (1), the label of the articles failed to bear

adequate directions for use in the treatment of cancer, which was the disease

for which the articles were intended to be used.

Further misbranding. Section 502 (a), the statement “Nolen M. D.,” ap-

pearing on the label of a portion of the laxative for stomach and kidneys, and

the statement “Dr. Nolen,” appearing on the label of the tablets for nervous-

ness and sleeplessness and on the label of a portion of the rheumatism and

gland tablets and tablets for ‘‘sick” stomach, were false and misleading. Such

statements represented and suggested that the defendant, James Allen Nolen,

possessed the medical qualifications required for the practice of medicine in

the State of Oklahoma and was licensed to practice medicine in that State,

whereas the defendant did not possess such medical qualifications and was
not licensed to practice medicine in such State.

Disposition : November 21, 1951. The defendant having entered a plea of nolo

contendere, the court fined him $2,000 and placed him on probation for 1 year.

VIOLATIVE SALES OF PRESCRIPTION DRUGS

4042. Misbranding of dextro-amphetamine sulfate tablets and sulfathiazole tab-

lets. U. S. V. Griffin-Robertson Drug Co. and Gilbert C. Griflfin and

Marcus W. Robertson. Pleas of nolo contendere by individual defend-

ants. Action against company dismissed. Each individual defendant

fined $50. (F. D. 0. No. 34316. Sample Nos. 46528-L to 46531-L, inch)

Information Filed : December 5, 1952, Northern District of Mississippi, against

the Griffin-Robertson Drug Co., a partnership, Corinth, Miss., and Gilbert C.

Griffin and Marcus W. Robertson, partners in the partnership.

Nature of Charge : On or about June 21 and 22, 1952, while a number of dextro-

amphetamine sulfate tablets and sulfathiazole tablets were being held for sale

at the Griffin-Robertson Drug Co., after shipment in interstate commerce, the

defendants caused quantities of the drugs to be dispensed without a prescrip-

tion from a practitioner licensed by law to administer such drugs. This act of

dispensing was contrary to the provisions of Section 503 (b) (1) and resulted

in the dispensed drugs being misbranded.

Disposition : February 11, 1953. Pleas of nolo contendere having been entered

by the individual defendants, the court fined each individual $50. The court

ruled that the action did not lie against a partnership and therefore dismissed

the action against the partnership defendant.
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DRUGS ACTIONABLE BECAUSE OF FAILURE TO BEAR ADEQUATE
DIRECTIONS OR WARNING STATEMENTS

4043. Misbranding of Seconal Sodium capsules. U. S. v. Louis E. Krouse (Main

Cut Rate), and Daniel Krowitz. Pleas of not guilty. Tried to the court

and jury. Verdict of guilty. Fine of $1,000 against Defendant Krouse

and $500 against Defendant Krowitz and sentence of 1 year in jail against

each defendant. Jail sentences suspended and each defendant placed

on probation for 5 years. (F. D. C. No. 33733. Sample No. 25704-L.)

Information Filed : December 30, 1952, Eastern District of Pennsylvania,

against Louis E. Krouse, trading as Main Cut Rate, Philadelphia, Pa., and
against Daniel Krowitz, also known as David Krouse, an employee of Main
Cut Rate.

Alleged Violation : On or about June 5, 1951, while a number of Seconal Sodium
capsules were being held for sale at Main Cut Rate, after shipment in interstate

commerce, the defendants caused one bottle of the capsules to be dispensed in

the original bottle in which the capsules had been shipped in interstate com-

merce, without a prescription of a physician, which act resulted in the capsules

being misbranded.

Nature of Charge: Misbranding, Section 502 (f) (1), the labeling of the cap-

sules bore no directions for use (the bottle in which the capsules were shipped

in interstate commerce bore no directions for use since it was exempt from
such requirement by the label statement “Caution : To be dispensed only by
or on the prescription of a physician.” The act of the defendants in dispensing

the drug without a physician’s prescription caused the exemption to expire).

Disposition : The defendants having entered pleas of not guilty, the case came
on for trial before the court and jury on March 4, 1953, and was concluded on

March 6, 1953, with the return of a verdict of guilty by the jury. Thereafter,

a motion for a new trial, or, in the alternative, for a judgment of acquittal,

was filed on behalf of the defendants, and on June 23, 1953, the motion was
dismissed for failure of the defendants to pursue the matter further.

On July 22, 1953, the court fined Defendant Krouse $1,000 and Defendant

Krowitz $500 and sentenced each defendant to 1 year in jail. The jail sen-

tences were suspended, and each defendant was placed on probation for 5 years.

4044. Misbranding of methyltestosterone tablets, dextro-amphetamine sulfate

tablets, thyroid tablets, and tablets containing a mixture of mannitol

hexanitrate and phenobarbital. U. S. v. Fay C. Dyes and Milton J.

Reynaud. Pleas of nolo contendere. Fine of $150 against each defend-

ant. (F. D. C. No. 33742. Sample Nos. 31026-L, 34174-L, 34377-L to

34379-L, inch, 34382-L.)

Information Filed: January 19, 1953, Western District of Missouri, against

Fay C. Dyes and Milton J. Reynaud, partners in the partnership of Dyes
Drug Store, Aurora, Mo.

Alleged Violation : On or about March 19 and 20, 1952, while a number of

methyltestosterone taMets, dextro-amphetamine sulfate tablets, thyroid tablets,

and tablets containing a mixture of mannitol hexanitrate and phenobarbital

were being held for sale at Dyes Drug Store, after shipment in interstate

commerce, the defendants caused various quantities of the drugs to be re-

See also No. 4041.
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packed and dispensed without a physician’s prescription, which acts resulted

in the repackaged drugs being misbranded.

Nature of Charge: Misbranding, Sections 502 (b) (1) and (2), all of the

repackaged drugs failed to bear labels containing the name and place of

business of the manufacturer, packer, or distributor, and an accurate state-

ment of the quantity of the contents; and, Section 502 (f) (1), the labeling

of all of the repackaged drugs failed to bear adequate directions for use.

Further misbranding. Section 502 (d), the tablets containing a mixture of

mannitol hexanitrate and phenobarbital contained a chemical derivative of

barbituric acid, which derivative has been found to be, and by regulations

designated as, habit forming; and the label of the tablets failed to bear the

name, and quantity or proportion of such derivative and in juxtaposition

therewith the statement “Warning—May be habit forming.”

Disposition : April 2, 1953. Pleas of nolo contendere having been entered, the

court fined each defendant $150.

4045. Action to enjoin and restrain the interstate shipment of Renesol or Rene-

sol Treatment. U. S. v. Renesol Corp., Charles I. Goldblatt, and Nathan
Katz. Consent decree of injunction. (Inj. No. 233.)

Complaint Filed : January 18, 1952, District of New Jersey, against the Renesol

Corp., Jersey City, N. J., and Charles I. Goldblatt, president and treasurer,

and Nathan Katz, vice president and secretary of the corporation.

Alleged Violation : The complaint alleged that the defendants were engaged

in the business of manufacturing, distributing, and selling an article of drug

consisting of a phenobarbital compound under the name of Renesol or Renesol

Treatment. The complaint alleged further that the defendants were intro-

ducing and delivering for introduction into interstate commerce the above-

mentioned article in a misbranded condition.

Nature of Charge: Misbranding Section 502, (f) (1), the labeling of the

article failed to bear adequate directions for use in the treatment of the

diseases and conditions for which the article was prescribed, recommended,

and suggested, namely, epilepsy and symptoms of epilepsy.

Disposition : September 2, 1952. The defendants having consented to the

entry of a decree, the court entered a decree permanently enjoining and

restraining the defendants from introducing and delivering for introduction into

interstate commerce the above-mentioned article, or any similar article,

which was misbranded, as alleged in the complaint, and also from dispensing

such article contrary to the provisions of Section 503 (b). (This section

provides, in part, that certain drugs shall be dispensed only upon a written

prescription of a practitioner licensed by law to administer such drugs.)

It also was provided in the decree that nothing contained therein should be

deemed to prejudice any rights which the defendants might have under Sec-

tion 801 (d) of the Act, or of any other law, regulation, or requirement relat-

ing to export.

4046. Action to enjoin and restrain the interstate shipment of Muscle-Rub.

U. S. V. Pauline Harrison (Muscle-Rub Distributors), and Herman H.

Kronberg. Consent decree of injunction. (Inj. No. 258.)

Complaint Filed : January 5, 1953, Southern District of California, against

Pauline Harrison, trading as the Muscle-Rub Distributors, Los Angeles, Calif.,

and Herman H. Kronberg, general manager of the business.
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Alleged Violation : The complaint alleged that the defendants distributed a

certain counter-irritant drug under the name of Muscle-Rul), which consisted

of a mixture of isopropyl alcohol, ethyl alcohol, witch hazel, camphor, menthol,

and methyl salicylate. The complaint alleged further that the defendants were
introducing and delivering for introduction into interstate commerce the

above-mentioned article in a misbranded condition, and that the defendants

were doing acts with respect to the article while held for sale after shipment

in interstate commerce, which resulted in the article becoming misbranded.

Nature of Charge: Misbranding, Section 502 (a), the labeling of the article

was false and misleading since it represented, implied, and suggested that the

article was efficacious for the cure and relief of pains due to arthritis, rheu-

matism, lumbago, neuritis, sciatica, neuralgia, bruises, sprains, foot irritations,

and other crippling conditions, whereas the article was not efficacious for such

purposes
;
Section 502 (f ) (1), the labeling of the article did not bear adequate

directions for use since it did not contain a statement of all the purposes

and conditions for which the article was intended by the defendants and
sufficient information to enable a layman to intelligently and safely attempt

self-medication for the purposes and conditions for which it was intended
;
and,

Section 502 (f) (2), the labeling failed to bear adequate warnings against

unsafe methods and duration of use since the labeling failed to state that

the article should be kept away from the eyes and mucous membranes and

should be rubbed in gently and not excessively.

Disposition : January 6, 1953. The defendants having consented to the entry

of a decree, the court entered a decree permanently enjoining and restraining

the defendants from introducing and delivering for introduction into interstate

commerce the article in question or any similar article which was misbranded

as alleged in the complaint, and from doing any act with respect to any such

article while held for sale after shipment in interstate commerce, which would

result in the article becoming misbranded as alleged.

4047. Misbranding of glandular products. U. S. v. 3 Cartons, etc. Tried to the

court. Verdict for the Government. Decree of condemnation. (F. D. C.

No. 28474. Sample Nos. 68509-K, 68511-K to 68515-K, inch

)

Libel Filed: December 20, 1949, Western District of Washington.

Alleged Shipment : On or about July 21, September 21, October 28, November

7, 18, and 30, and December 7, 1949, by the W. H. Grew Mfg. Co., from Salt

Lake City, Utah.

Product: 3 30-capsule cartons of No. 26 Formula GM capsules, 5 30-capsule

cartons of No. 6 Formula GE-5 capsules, 5 30-capsule cartons of No. 29

Formula GM-3 capsules, 4 30-capsule cartons of No. S3 Formula GM-1
capsules, 5 30-capsule cartons of No. 38 Formula GM-12 capsules, and 14

30-perle cartons of No. 105 androgenic hormone perles, at Seattle, Wash.

Label, in Part: “No. 26 Formula GM 30 Capsules Each Capsule Contains:

(Apoth) Suprarenal Cortex 4 grs.. Spleen 1 gr.. Parathyroid 1/20 gr., and
Vegetable base q. s. Caution : To be used only under the direction of a Doctor.

There is no scientific evidence that Suprarenal Cortex, Spleen or Parathyroid

is therapeutically active when taken orally.”
; “No. 6 Formula GE-5 30 Cap-

sules Each Capsule Contains: (Apoth) Cardiac 5 grs., and Vegetable base

q. s. Caution : To be used only under the direction of a Doctor. There is no

scientific evidence that Cardiac is therapeutically active when taken orally.”

;

“No. 29 Formula GM-3 30 Capsules Each Capsule Contains :
(Apoth) Lym-
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phatic 3 grs., Spleen 2 grs., Parathyroid 1/12 gr., and Vegetable base q. s.

Caution : To be used only under the direction of a Doctor. There is no scien-

tific evidence that Lymphatic, Spleen or Parathyroid is therapeutically active

when taken orally.”
;
“No. 33 Formula GM-7 30 Capsules Each Capsule Con-

tains: (Apoth) Kidney 4 grs., Duodenum % gr., Pancreas % gr., and Vege-

table base q. s. Caution : To be used only under the direction of a Doctor.

There is no scientific evidence that Kidney, Duodenum or Pancreas is thera-

peutically active when taken orally.”
;
“No. 38 Formula GM-12 30 Capsules

Each Capsule Contains: (Apoth) Lymphatic 2 grs.. Spleen 1 gr., and Vege-

table base q. s. Caution : To be used only under the direction of a Doctor.

There is no scientific evidence that Lymphatic or Spleen is therapeutically

active when taken orally.”
;
and “No. 105 30 Perles Androgenic Hormone -(4

Capon Unit Per Perle For Oral Use Only. Androgenic Substance derived

from testicular tissue dissolved in corn oil. Caution : To be dispensed only by

or on the prescription of a physician. There is no scientific evidence that

Androgenic substance is therapeutically active when taken orally.”

Nature of Chaege: iSIisbranding, Section 502 (f) (1), the labeling of the arti-

cles failed to bear adequate directions for use.

Disposition : Basic Endocrines Sales Co., Inc., Seattle, Wash., appeared as

claimant and filed an answer denying that the products were drugs and that

they were misbranded, and alleging as an aflirmative defense that the products

were sold to licensed doctors
;
that the products could not be obtained by the

public except through a licensed doctor
;
that no claims for the products were

made other than the language appearing upon the labels
; and that a large

number of doctors demanded the products for use in their professional practice

and believed that the products were beneficial.

The claimant filed also a number of requests for admissions, to which objec-

tions were raised by the Government. Hearing on the objections was heard by

the court on June 9, 1950, at the conclusion of which, the court overruled some
of the objections and sustained the others. Answers to the requests on which
objections were overruled were filed. The Government then filed a set of writ-

ten interrogatories upon the claimant. An amended answer was filed on or

about July 19, 1950, in which the claimant deleted its affii’mative defense, and
on July 24, 1950, the claimant filed its objections to all interrogatories except

for two which it answered. A hearing on the objections to the interrogatories

resulted in the court overruling certain objections and sustaining the others.

On January 22, 1951, the case was removed from the Western District of

Washington for trial in the Southern District of California. Following the

removal, extensive pretrial proceedings were had, resulting in the submission of

the case to the court upon the basis of a stipulated record.

On November 20, 1952, the court handed down the following foldings of fact

and conclusions of law

:

Carter, District Judge:

FINDINGS OF FACT

“(1) During 1949, the W. H. Grew ^Manufacturing Company shipj)ed various
quantities of the following articles from Salt Lake City, Utah, to Seattle,
Washington, consigned to the Basic Endocrines Sales Company, Inc., 1219
Northern Life Tower

:

No. 26 Formula GM
No. 6 Formula GE-5

282685—54 2
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No. 29 Formula GM-3
No. 38 Formula GM-12
No. 33 Formula GM-7
No. 105 Androgenic Hormone

“(2) On December 20, 1949, the United States filed a Libel of Information
in the U. S. District Court for the Western District of Washington, No. 15418,
alleging that said articles were drugs and were misbranded within the meaning
of 21 U. S. C. 352 [502] (f) (1) in that their labeling failed to bear adequate
directions for use.

“(3) Pursuant to said Libel and process issued thereunder, the United States
Marshal for the Western District of Washington seized said articles in the
possession of said Basic Endocrines Sales Company, Inc., at Seattle, W’ashing-
ton, which was then holding them to fill orders from customers.

“(4) The Basic Endocrines Sales Co., Inc., intervened as Claimant and
filed an Answer, and later an Amended Answer, denying that the articles were
either drugs or misbranded. Subsequently, by Order of Removal dated January
22, 1951, the cause was transferred by the District Court for the Western
District of Washington to this District for trial.

“(5) Extensive pretrial proceedings were had in this District and the case
was submitted upon a stipulated record.

“(6) On January 30, 1952, by Stipulation And Order As To Partial With-
drawal Of Claims And Amended Answer, the Claimant withdrew its Claim and
Amended Answer with respect to the article designated as ‘No. 105 Androgenic
Hormone.’ Claimant asserted it was no longer distributing this article and
therefore had no reason to contest the allegations in the Libel regarding this

article.

“(7) The labeling of the articles under seizure consists solely of the labels
affixed to the individual cartons. One of these labels, typical of all, reads in

its entirety as follows

:

No. 6 Formula GE-5 30 Capsules

Each Capsule Contains: (Apoth) Cardiac
5 grs., and Vegetable base q. s.

Caution: To be used only under the
direction of a Doctor.

There is no scientific evidence that Cardiac
is therapeutically active when taken orally.

Manufactured for and distributed by
BASIC ENDOCRINES SALES CO., INC—SEATTLE, WASH.

“(8) Claimant concedes that none of these articles has any therapeutic
value.

“(9) Claimant has been doing an interstate business in the distribution of

these products for the past 25 years. Claimant’s main office is in Seattle,

Washington, and it has branch offices in Los Angeles, San Francisco, Chicago,
Detroit, and Cleveland. All literature used by the various branch offices

emanates from the Seattle office. Sales promotion practices of the firm are
the same throughout the country

;
the same literature is used and the same

representations are made for its products in all the branch offices.

“ (10) Each product has a rather long identifying name—e. g., ‘No. 6 Formula
GE-5.’ Claimant has from time to time used different identifying symbols for
its products but the letters and number following the word ‘Formula’ have
remained constant. Thus ‘Formula GE-5’ has been unchanged and has re-

ferred to the same product though sometimes preceded by a number other than
‘No. 6.’

“(11) During the past 17 years. Claimant’s representatives have distributed
many items of literature to customers and prospective customers to induce
orders for Claimant’s products. Exhibits before the Court include 18 speci-

mens of such literature, ranging in size from a 1-page chart to a 126-page
booklet. These Exhibits are identified as follows

:

Exhibit 1 - Booklet entitled “Basic Endocrines” (5th Edition)—published
about 1937.

Exhibit 2 - Indications Chart—1935.
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Exhibit 3 - Booklet entitled “Basic Foods and Endocrines” subtitle

“Formulae and Reference Guide”—1935.

Exhibit 5 - Booklet entitled “Basic Endocrines from Embryo Throughout
Life” (6th Edition, 1939).

Exhibit 6 - Leaflet entitled “Basic Endocrines”—about 1940.
ExhiMt 8 - Booklet entitled “Basic Endocrines from Embryo Throughout
Life”—1945.

Exhibit 9 - Leaflet entitled “Androgenic Substance in Corn Oil”—1945.

Exhibit 11 - Booklet entitled “Index of Basic Endocrines.”

Exhibit 12 - Leaflet entitled “Dysmenorrhea” and “Nephritis, etc.”

Exhibit 13 - Booklet entitled “Basic Endocrines from Embryo Throughout
Life” and “Theory and Use of Basic Endocrines”—1941.

Exhibit llf - Magazines entitled “Endogram”—July 1947, August 1949,
April 1949, January 1949.

Exhibit 15 - Booklet entitled “Basic Endocrines from Embryo Throughout
Life” (Price List, 1947).

Exhibit 19 - Three miniature leaflets entitled “Basic Endocrines from
Embryo Throughout Life”—Volume 1, No. 1, No. 3, and No. 4.

Exhibit 20 - Two miniature leaflets entitled “Basic Endocrines from Em-
bryo Throughout Life”—Volume 1, No. 5 and No. 6.

Exhibit 22 - Indications or Symptom Chart.

Exhibit 23 - Chart entitled “Foundation of Basic Endocrines.”

Exhibit 24 - Specimens of current labels of articles under seizure.

Exhibit 25 - Booklet entitled “Basic Endocrines from Embryo Throughout
Life”—1938 Edition.

“ (12) Despite Claimant’s concession that the products under seizure have no
therapeutic value, Claimant’s literature has consistently represented these
products as efficacious in the treatment, mitigation, and prevention of many
ailments including some of the most serious that afflict mankind.

“(13) Claimant’s Secretary represents that in recent years the Claimant has
ordered its representatives to cease distributing said literature, but actual dis-

tribution of such literature has nevertheless been continued by its representa-
tives. Claimant’s representatives or detail men have given or ‘loaned’ to pro-
spective customers so-called ‘personal copies’ of some items of this literature
containing the most comprehensive therapeutic claims for the products under
seizure.

“(14) Claimant’s representatives or detail men have also freely given their
customers oral advice regarding the disease conditions for which they claimed
these products were indicated as well as the dosages in which they should be
prescribed in treating those conditions.

“(15) Many of Claimant’s customers who had apparently not received its

literature (making therapeutic claims) in recent years, had in their possession
identical or similar literature which Claimant had distributed 7—14 years ago,

and these customers relied upon such literature and the aforesaid oral advice
in ordering and prescribing the products in question.

“(16) The products under seizure are labeled to declare the presence of

minute quantities of animal glands in a vegetable base. For example, ‘No. 6
Formula GE-5’ is represented to contain 5 grains of cardiac or animal heart in

each capsule. It would require 1,400 capsules, each containing five grains of
cardiac, to comprise one pound of cardiac substance.

“(17) The articles under seizure are all drugs within the meaning of 21
U. S. C. 321 (g) (2) since they were intended for use in the treatment, mitiga-
tion, and prevention of many disease conditions. Such intended use is neither
negated nor camouflaged by the following disclaimer which in substance
appears on the label of each article : ‘There is no scientific evidence that Cardiac
is therai>eutically active when taken orally.’

“(18) The labeling of said drugs does not mention any disease condition.

“(19) The labeling of said drugs fails to bear adequate directions for use in

that it fails to state the purposes and conditions for which said drugs are
intended.
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CONCLUSION'S OF lAW

“(1) The articles here involved were shipped in interstate commerce from
Salt Lake City, Utah, to Seattle, Washington.

“(2) Said articles were seized by the United States Marshal for the West-
ern District of Washington within the jurisdiction of the U. S. District Court
for that District, pursuant to 21 U. S. C. 334 (a). The jurisdiction of this

Court derives from an Order of the U. S. District Court for the Western
District of Washington removing the instant cause to this District on ap-
plication of the Claimant, pursuant to 21 U. S. C. 334 (a).

“(3) For the purposes of Section 201 (g) (2) of the Federal Food, Drug,
and Cosmetic Act [21 U. S. C. 321 (g) (2) ], it is the intended use of an article

which determines whether it is a drug, regardless of its inherent properties
or dictionary definition. By this statutory definition, an article is a drug if

it is intended for use in the diagnosis, cure, mitigation, treatment, or pre-

vention of disease in man or other animals.
“(4) An article which is a food under 21 U. S. C. 321 (f) may also be

a drug under 21 U. S. C. 321 (g) (2) depending upon its intended use.
“(5) There is no distinction between a representation that an article has

value in the treatment of heart trouble, and a representation that an article

has nutritional value in the treatment of heart trouble. Either of these rep-

resentations will make the article a drug within the meaning of 21 U. S. C.

321 (g) (2). The use of the term ‘nutritional’ in the sales promotion of
an article will not immunize it from the drug provisions of the Federal Food,
Drug, and Cosmetic Act if it is in fact intended for therapeutic purposes.

“(6) ‘The Act is not concerned with the purification of the stream of com-
merce in the abstract. The problem is a practical one of consumer protec-
tion, not dialectics.’ V. S. v. Urheteit, 335 U. S. 355, 357-358 (1948).

“(7) If an article is intended for use in the cure, treatment, mitigation,
or prevention of disease, such article is a drug under 21 U. S. C. 321 (g) (2)
and it is immaterial whether it is designated as a therapeutic agent or as
a nutritional support.

“(8) In ascertaining the intended use of an article to determine whether
it is a drug under 21 U. S. C. 321 (g) (2), the Court may look to any source
which discloses the intended use.

“(9) Where a person has set in motion forces that result in creating an
impression that an article has value in the treatment of disease, he cannot
avoid the legal consequences of such action by a disclaimer in the labeling
asserting there is no scientific evidence that the article has therapeutic value.

“(10) Where a distributor has given its customers literature which makes
therapeutic claims for its products, and years later the customers continue
to rely upon that literature in ordering and prescribing those products, such
literature may properly be examined by a Court in seeking to determine
whether the products are drugs within the meaning of 21 U. S. 0. 321 (g) (2).

“(11) Nor is it significant whether the distributor has stopped giving out
the literature. Where a person has set in motion forces that result in the
continued profitable demand for his products, he cannot continue to fill that
demand and yet avoid all responsibility for those forces by disclaiming he
is still setting them in motion.

“(12) Each of the articles under seizure is a drug within the meaning of

21 U. S. C. 321 (g) (2).
“(13) A drug is misbranded under 21 U. S. C. 352 [502] (f) (1) unless its

labeling bears ‘adequate directions for use.’

“(14) The labeling of a drug does not bear ‘adequate directions for use’

unless, among other things, it states the purposes and conditions for which
the drug is intended.

“(15) All of the drugs under seizure were misbranded when introduced
into and while in interstate commerce in that the labeling of each drug failed

to state the purposes and conditions for which such drug was intended.
“(16) All of said drugs are subject to condemnation and destruction pur-

suant to 21 U. S. C. 334 (a) and (d), and libelant is entitled to a decree or-

dering such condemnation and destruction.
“(17) Libelant is entitled to its costs herein, pursuant to 21 U. S. C. 334 (e).”
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On November 20, 1952, pursuant to the above findings and conclusions,

judgment of condemnation was entered and tbe court ordered that the prod-

ucts be destroyed.

4048. Misbranding of Lipitrons capsules. U. S. v. 5 Bottles, etc. (F. D. C. No.

34159. Sample No. 14547-L.)

Libel Filed : December 4, 1952, District of Colorado.

Alleged Shipment : On or about September 24 and November 10, 1952, by

Vitamin Industries, Inc., from Omaha, Nebr.

Product : 5 100-capsule bottles and 2 250-capsule bottles of Lipitrons cap-

sules at Denver, Colo.

Results of Investigation : A poster entitled “If You Are Over 35’' and on

display in the store of the consignee had been supplied by the Vitamin

Industries, Inc. In addition, there appeared in the September 21, 1952, issue

of a local newspaper an advertisement in which Lipitrons capsules were offered

for persons more than 35 years of age suffering from the various conditions

indicated below. This advertisement was printed from a mat furnished by

Vitamin Industries, Inc.

Label, in Part: (Bottle) “Guardian * * * Super Forte Lipitrons Dietary

Supplement Improved B Complex Vitamin C Iron * * * Each Capsule

Contains : Vitamin Bi 15 mgm. Vitamin Bo 6 mgm. Vitamin C 50 mgm.
Niacinamide 30 mgm. Calcium Pantothenate 3 mgm. Vitamin B^ 0.5 mgm.
Liver Concentrate 30 mgm. Choline Dihydrogen Citrate 20 mgm. Inositol

20 mgm. Iron as Ferrous Gluconate 30 mgm. Folic Acid 0.1 mgm. Vitamin

Bio USP (Crystalline) 3 meg. dl-Methionine 20 mgm.”

Nature of Charge: Misbranding, Section 502 (a), the following statements

appearing on the poster which accompanied the article were false and mis-

leading: “If you are over 35 If you are getting that Growing Old Feeling
* * * A True Geriatric Formula Designed Especially For Advanced Age
Groups To Help You Enjoy Life Again.” These statements, when read and
interpreted in the light of the above-mentioned newspaper advertisement, rep-

resented and suggested and created the impression that the article was effec-

tive in the treatment of i>ersons more than 35 years old suffering from constant

tiredness, lack of vigor and energy, nervousness, and a rundown condition;

that it was effective to supply extra vigor and extra energy
;
that it was effec-

tive to enable one to really begin to enjoy life again; that it was effective to

attack the basic causes of the tired feeling, poor appetite, loss of weight and
strength, and insomnia or sleeplessness

; that it was effective to insure persons

past 35 against fear of the feeling of advancing age
;
and that it was effective

to help build new, red blood. The article was not effective in the treatment of

persons over 35 years of age suffering from such conditions, and it was not

capable of fulfilling the promises of benefit stated and implied. The article

was misbranded in the above respect when introduced into and while in inter-

state commerce.

Further misbranding. Section 502 (f) (1), the labeling of the article failed

to bear adequate directions for use for the conditions and purposes for which
the article was intended, namely, for persons more than 35 years old suffering

from constant tiredness, lack of vigor and energy, weakness, nervousness, and
a rundown condition

; to supply extra vigor and extra energy
; to enable one to

really begin to enjoy life again
; to attack the basic causes of the tired feeling,

poor appetite, loss of weight and strength, and insomnia or sleeplessness; to
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insure persons past 35 against fear of the feeling of advancing age ;
and to help

build new, red blood, which were the conditions and purposes for which the

article was offered in the September 21, 1952, issue of a local newspaper. The
article was misbranded in this respect when introduced into, while in, and
while held for sale after shipment in, interstate commerce.

Disposition : January 23, 1953. Default decree of condemnation. The court

ordered that the product be delivered to the hospital ward of a Federal institu-

tion, for use in the treatment of patients requiring the prescribing of vitamin

preparations.

DRUGS AND DEVICES ACTIONABLE BECAUSE OF DEVIATION FROM
OFFICIAL OR OWN STANDARDS

4049. Adulteration and misbranding of conjugated estrogen tablets. U. S. v.

3 Bottles, etc. (F. D. C. No. 33586. Sample Nos. 41220-L, 41221-L.)

Libel Filed : September 12, 1952, Western District of Washington.

Alleged Shipment: On various dates from outside the State of Washington.

Product: 3 500-tablet bottles of No. 105 conjugated estrogen tablets and 5

500-tablet bottles and 2 1,000-tablet bottles of No. 106 conjugated estrogen

tablets at Seattle, Wash.
Analysis showed that the No. 105 conjugated estrogen tablets and the No.

106 conjugated estrogen tablets contained 0.94 milligram and 0.475 milligram,

respectively, per tablet of conjugated estrogens expressed as sodium estrone

sulfate.

Label, in Part: (Bottle) “No. 105 1.25 mg. [or “No. 106 0.625 mg.”] Estro-

genic Substances (Water-Soluble) Conjugated Estrogens (Equine) Each
tablet contains 1.25 mg. [or “0.625 mg.”] of estrogens in their naturally occur-

ring, water-soluble conjugated form, expressed as sodium estrone sulfate.

Distributed by Palmer & Co. Seattle, Wash.”

Nature of Charge: Adulteration, Section 501 (c), the strength of the No. 105

conjugated estrogen tablets and the No. 106 conjugated estrogen tablets dif-

fered from that which they purported and were represented to possess.

Misbranding, Section 502 (a), the label statements “Each tablet contains

1.25 mg. of estrogens in * * * conjugated form, expressed as sodium estrone

sulfate” and “Each tablet contains 0.625 mg. of estrogens in * * * conjugated

form, expressed as sodium estrone sulfate,” respectively, were false and mis-

leading as applied to the tablets, which contained less than the declared

amounts of estrogens in conjugated form.

Disposition: April 3, 1953. Default decree of condemnation and destruction.

4050. Adulteration and misbranding of vitamin B complex capsules. U. S. v.

700 Capsules, etc. (F. D. C. No. 34539. Sample No. 56845-L.)

Libel Filed : January 7, 1953, Northern District of Ohio.

Alleged Shipment: On or about September 29, 1952, by Fellows Medical Mfg.

Co., Inc., from New York, N. Y.

Product : Vitamin B complex capsules. 700 capsules and 32 bottles, each bottle

containing 50 capsules, at Cleveland, Ohio. Analysis showed that the product

contained approximately 76 percent of the declared amount of vitamin Bi.

Label, in Part : “Fellows * * * Vitamin B-Complex Capsules Each Capsule

Contains * * Thiamine Hydrochloride (10 M. D. R.) 10 Mg. * * * Thera-

peutic.”
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Natuee of Chabge: Adulteration, Section 501 (c), the strength of the article

differed from that which it purported or was represented to possess.

Misbranding, Section 502 (a), the label statement “Each Capsule Contains
* * * Thiamine Hydrochloride (10 M. D. R.) 10 Mg.” was false and mis-

leading since the product contained less than the labeled amount of thiamine

hydrochloride (vitamin Bi) per capsule.

Disposition : March 5, 1953. Default decree of condemnation and destruction.

4051. Adulteration and misbranding of isopropyl alcohol rubbing compound.

U. S. V. 38 Cases * * *. (F. D. C. No. 34665. Sample No. 38914-L.)

Libel Filed: On or about February 19, 1953, Western District of Virginia.

Alleged Shipment : On or about October 28, 1952, by the Best Sales Co., from

Middlesboro, Ky.

Product: 38 cases, each containing 12 1-pint bottles, of isopropyl alcohol

ruh'bing compound at Pennington Gap, Va.

Label, in Part: (Bottle) “Best Rubbing Alcohol 70% Isopropyl Compound
By Volume * * * Best Sales Co. Cincinnati, Ohio.”

Nature of Charge: Adulteration, Section 501 (b), the article purported to be

and was represented as “Isopropyl Alc-ohol Rubbing Compound,” a drug, the

name of which is recognized in the National Formulary, and its strength

differed from the official standard. The standard provides that an isopropyl

alcohol rubbing compound contains not less than 68 percent of isopropyl

alcohol, whereas the article contained less than 68 percent of isopropyl

alcohol. (Examination showed that the article contained from 13.8 percent to

49.8 perc-ent of isopropyl alcohol by volume.

)

Misbranding, Section 502 (e) (2), the article was fabricated from two or

more ingredients, and its label failed to bear an accurate statement of the

proportion of alcohol contained therein.

Disposition : April 14, 1953. Default decree of condemnation and destruction.

4052. Adulteration and misbranding of clinical thermometers. U. S. v. 5

Dozen * * *. (F. D. C. No. 34450. Sample No. 55258-L.)

Libel Filed: December 19, 1952, Western District of Pennsylvania.

Alleged Shipment : On or about September 23, 1952, by Guardian Thermometer

Co., Inc., from New York, N. Y.

Product: 5 dozen clinical thermometers at Erie, Pa.

Label, in Part: “Clinical Fever Thermometers Rectal” and “Globe Fever

Theiunometer Rectal.”

Nature of Charge: Adulteration, Section 501 (c), the quality of the article

fell below that which it purported and was represented to possess.

Misbranding, Section 502 (a), the following statement appearing in the

labeling was false and misleading as applied to the article, which failed to

meet the tests laid down in Commercial Standard CSl-32 Department of

Commerce for pigment retention
: ( On 1 dozen container and individual

carton) “This thermometer has been tested, found to comply with the re-

quirments of the Department of Commerce Commercial Standard CSl-32.”

(Examination of 5 thermometers showed that all failed to meet the CSl-32 test

for loss of pigment.)

Disposition: Januaiy 23, 1953. Default decree of condemnation. The court

ordered that the product be delivered to a local hospital.
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DRUGS AND DEVICES ACTIONABLE BECAUSE OF FALSE AND
MISLEADING CLAIMS *

4053. Misbranding of Cal-Sal tablets. U. S. v. 12 Display Cartons * * *.

(F. D. C. No. 34436. Sample No. 540S8-L.)

Libel Filed : December 17, 1952, Northern District of Illinois.

Alleged Shipment: On or about October 15 and November 24, 1952, by the

Commerce Drug Co., from Brooklyn, N. Y.

Product : 12 display cartons, each containing 16 bottles in individual boxes, of

Cal-Sal tablets at Chicago, 111.

Label, in Part: (Display carton) “Cal-Sal with Vitamin Bi Relief of Symp-
toms Arthritis Rheumatism 1% Doz.”

;
(box and bottle) “100 Tablets Cal-

Sal with Vitamin Bi for relief of symptoms Arthritis Rheumatism Active

Ingredients : Calcium Succinate Acetyl Salicylic Acid Manganese Salicyl-

ate Thiamin Chloride 1 mg. Caffeine.”

Nature of Charge: Misbranding, Section 502 (a) the following statements in

the labeling of the article, namely, (display carton, box, and bottle) “* * *

Relief of Symptoms Arthritis Rheumatism * * effective

* * “When symptoms subside * * and “For most effective results,

continue using for a few months after relief from pain has been obtained
* * were false and misleading since the statements represented and sug-

gested that the article was an adequate and effective treatment for arthritis

and rheumatism, whereas the article was not an adequate and effective treat-

ment for arthritis and rheumatism
;
and the label statement “Active In-

gredients : Calcium Succinate” was false and misleading since calcium

succinate contributed nothing of therapeutic importance to the article.

Further misbranding, Section 502 (e) (2), the label of the article failed to

bear the common or usual name of each active ingredient since the common or

usual name of acetylsalicylic acid is aspirin.

Disposition : March 19, 1953. Default decree of condemnation and destruction.

4054. Misbranding of Ar-Rhitis Capsulets. U. S. v. 63 Bottles (F. D. C.

No. 34682. Sample No. 53196-L.

)

Libel Filed : On or about March 3, 1953, Western District of Missouri.

Alleged Shipment : On or about January 15, 1953, by the Reese Chemical Co.,

from Cleveland, Ohio.

Product : 63 bottles, each containing 72 A7'-Rhitis Capsulets at Springfield, Mo.

Results of Investigation : Two placards entitled “New Treatment for Pain

Relief of Arthritis & Rheumatism” were shipped with the product. In addi-

tion a placard reading “Are You Troubled With Arthritis? Try This On A
Money Back Guarantee, Ask For Details” was made up by the dealer for use

in promoting the product and w^as displayed with it.

Label, in Part: (Bottle) “Ar-Rhitis 72 Capsulets Each Contains: Sodium
Salicylate ... 4 grs. Para Amino Benzoic Acid ... 5 grs. Ascorbic Acid

(C) ... 15 mgs. Thiamin Hydrochloride (B) ... 3 mgs. * * * for the

Relief of Minor Aches and Pains of Arthritis and Rheumatism.”

See also Nos. 4041, 4046, 4048-4050, 4052.
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Nature of Charge: Misbranding, Section 502 (a), the name of the product

and certain statements appearing on the bottle label and on the accompanying

placards were false and misleading. Such statements, together with the name
of the product, represented and suggested that the article was an adequate

and effective treatment for arthritis and rheumatism, whereas the article

was not an adequate and effective treatment for such conditions. The article

was misbranded when introduced into, while in, and while held for sale after

shipment in, interstate commerce.

Disposition : April 1, 1953. Default decree of destruction.

4055. Misbranding of Kon-trol-R. U. S. v. 830 Cartoned Bottles, etc. (F. D. C.

No. 34689. Sample No. 56942-L.

)

Libel Filed : February 26, 1953, Southern District of Ohio.

Alleged Shipment : On or about May 20, 1952, by the Kon-trol-R Co. of

America, from Indianapolis, Ind.

Product : 830 cartoned bottles of Kon-trol-R at Cincinnati, Ohio, together with

a number of circulars entitled “Kon-trol-R For Your Figure.” The bottles

were in ^-pint and 1-pint sizes. Examination showed that the product was
mint-flavored cider vinegar.

Label, in Part: (Bottle and carton) “Kon-trol-R For Your Figure * * * A
Special Blend of Pure Apple Juice Processed for Optimum Acidity, Mint

Flavored.”

Nature of Charge: Misbranding, Section 502 (a), certain statements on the

labels of the article and in the accompanying circular were false and mislead-

ing since the statements represented and suggested that the article was
effective to bring about a loss of body weight, whereas the article was not

effective for that purpose.

The article was alleged also to be misbranded under the provisions of the

law applicable to foods, as reported in notices of judgment on foods.

Disposition : April 20, 1953. Default decree of condemnation and destruction.

4056. Misbranding of Derma-Cura medicated skin cleanser. U. S. v. 24 Bot-

tles * * *. (F.D.C. No. 34146. Sample No. 44343-L.)

Libel Filed : December 3, 1952, District of Rhode Island.

Alleged Shipment : On or about August 28, 1952, by Derma-Cura Laboratories,

from Worcester, Mass.

Product: 24 6-ounce bottles of Derma-Cura medicated skin cleanser at Woon-
socket, R. I.

Label, in Part: (Bottle) “Derma-Cura Medicated A Pore Deep Skin

Cleanser * * * Contains camphor, boric acid, essential oils, alcohol 171 c. c.

6 fl. oz.”

Nature of Charge: Misbranding, Section 502, (a), certain statements on the

bottle label and in the circular entitled “Derma-Cura Medicated A Pore

Deep Skin Cleanser for particular people” attached to each bottle were
false and misleading. The statements represented and suggested that the

article was an adequate and effective treatment for pyogenic skin infections,

freeing clogged skin pores, and stimulating growth of new skin when old skin

had been destroyed by infection, rendering the skin sterile and free from
eruptions. The article was not an adequate and effective treatment for such

conditions and purposes.
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Disposition : On December 23, 1952, “Respondent’s Answer” was filed, which
did not state or establish the name of any person or concern having an interest

in the property under seizure. Moreover, no claim of ownership to establish

an interest in the seized property was filed. In these circumstances, a motion

was made on behalf of the Government for the entry of a decree of condemna-

tion. On June 23, 1953, after consideration of the Government’s motion,

judgment of condemnation was entered and the court ordered that the product

be destroyed.

4057. Misbranding of Radiant Ozone Generator. U. S. v. 1 Device, etc. (F. D. C.

No. 34676. Sample No. 54761-L.)

Libel Filed: February 25, 1953, Eastern District of Michigan.

Alleged Shipment : On or about November 30, 1952, J. C. Gage, doing business

as Wayside Health Home, Eldorado Springs, Mo., delivered to Oscar E.

Buchanan 1 device and accompanying printed matter which then were trans-

ported by Mr. Buchanan from Eldorado Springs, Mo., to Alma, Mich.

Product: 1 Radiant Ozone Generator at Alma, Mich., together with a number
of mimeographed direction sheets, a mimeographed sheet headed “Color,”

a number of mimeographed sheets of testimonials, and a mimeographed copy

of an affidavit, dated November 21, 1947, and signed by J. C. Gage, referring

to the testimonials.

The device consisted essentially of a series of tubes, which were similar to

neon tubes, with connections for attachment to a source of electric current.

Nature of Charge: Misbranding, Section 502 (a), certain statements in the

above-mentioned printed matter accompanying the device were false and

misleading. The statements represented and suggested that the device would
give one health and strength and help one to get well, and that it constituted

an adequate and effective means for the treatment of arthritis, angina, diph-

theria, mumps, whooping cough, asthma, bladder and kidney trouble, blood

disorders, anemia, cancer, diabetes, cataract, catarrh, heart trouble, hay fever,

colds, sinus trouble, liver trouble, neuritis, piles, prostate gland affections,

colitis, constipation, pneumonia fever, paralysis, rheumatism, ulcers, sores,

sprains, varicose veins, tuberculosis, mastoid affections, earache caused by cold

or injury, migraine headaches, stiff knee, stiff hip, stiff back, swollen leg,

bronchial disturbances, low blood pressure, weakened, rundown condition,

piles, bloat, throat trouble, bruise, diseases caused by impure blood and poor

circulation, nervous breakdown, crippled knee, nervousness, infiammation of

kidneys, blood clots, flu, soreness in the neck, prostate gland trouble, stomach

trouble, paralysis, high blood pressure, enlarged heart, appendicitis, boils,

poison oak, chickenpox, sciatic rheumatism, headaches, cramps in the leg, gland

trouble, and “all diseases known to suffering humanity.” The device would

not give one health and strength or help one to get well, and it did not con-

stitute an adequate and effective means for the treatment of the conditions

stated and implied.

Disposition : April 16, 1953. Default decree of condemnation. The court

ordered that the device and the printed matter be delivered to the Food
and Drug Administration.

4058. Misbranding of Radiant Ozone Generator. U. S. v. 1 Device, etc. (F. D. C.

No. 34641. Sample No. 10079-L.)

Libel Filed : February 6, 1953, Eastern District of Wisconsin.
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Alleged Shipment : On or about December 5, 1952, from Eldorado Springs,

Mo., by and on behalf of J. C. Gage.

Peoduct: 1 Radiant Ozone Generator at Milwaukee, Wis., together with a set

of mimeographed direction sheets, a mimeographed sheet headed “Color,” a

number of mimeographed sheets of testimonials, and a mimeographed copy of

an affidavit, dated November 27, 1947, and signed by J. C. Gage, referring to

the testimonials.

The device consisted essentially of a series of tubes, which were similar to

neon tubes, with connections for attachment to a source of electric current.

Natuee or Charge: Misbranding, Section 502 (a), certain statements on the

above-mentioned mimeographed sheets and on the mimeographed copy of the

affidavit accompanying the device were false and misleading. The statements

represented and suggested that the device would give one health and strength

and help one to get well, and that it constituted an adequate and effective

means for the treatment of varicose veins, weakened, rundown condition, ar-

thritis, sciatic rheumatism, cataract, headache, kidney trouble, asthma,

anemia, colitis, sinus trouble, weak and nervous condition, hay fever, neuritis,

chronic constipation, bronchial trouble, throat trouble,' liver trouble, bruise,

diabetes, low blood pressure, cold, cramps in the legs, stomach trouble, gland

trouble, bloat, flu, pernicious anemia, appendicitis, impure blood, poor circu-

lation, high blood pressure, enlarged heart, pleurisy, angina pectoris, pneu-

monia, sprains, neuralgia, blood clots, paralysis, catarrh of the nose and

throat, sore throat, cuts, sores, backache, ear ailment, crippled knee, chicken-

pox, eczema, wen, loss of voice, broken ankle, piles, boil, poison oak, diphtheria,

mumps, whooping cough, blood disorders, cancer, ulcers, tuberculosis, mastoid

trouble, earache, heart trouble, prostate gland trouble, and “all diseases

known to suffering humanity.” The device was not capable of fulfilling the

promises of benefit made for it, and it did not constitute an adequate and
effective means of treating the conditions stated and implied.

Disposition : May 7, 1953. Default decree of condemnation and destruction.

On May 11, 1953, the decree was amended to provide for the delivery of the

device and the accompanying literature, to the Food and Drug Administration.

DRUGS ACTIONABLE BECAUSE OF FAILURE TO COMPLY WITH
PACKAGING REQUIREMENTS OF AN OFFICIAL COMPENDIUM

4059. Misbranding of citrate of magnesia. U. S. v. 14 Cases * *. (F. D. C.

No. 34619. Sample No. 66998-L.)

Libel Filed : January 21, 1953, District of New Jersey.

Alleged Shipment: On or about July 8, 1952, by the Philadelphia Magnesia
Co., from Philadelphia, Pa.

Product: 14 cases, each containing 24 11^-ounce bottles, of citrate of mag-
nesia at Camden, N. J.

Label, in Part: (Bottle) “Penn Brand Pasteurized Effervescing Solution

of Citrate of Magnesia U. S. P.”

Nature of Charge: jMisbranding, Section 502 (g), the article purported to be

and was represented as “Magnesium Citrate Solution,” a drug, the name of

which is recognized in the United States Pharmacoi)eia, an official compen-
dium, and it was not labeled as prescribed therein since it contained benzoic

acid, a preservative, and the presence and proportion of such preservative

was not plainly stated on the label, as required by the comi)endium.
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Disposition: March 20, 1953. Default decree of condemnation. The court

ordered that the product be delivered to local hospitals.

4060. Misbranding of first aid kits. U. S. v. 420 Kits * * *. (P. D. C. No. 34076.

Sample No. 14043-L.)

Libel Filed : October 2, 1952, District of Colorado.

Alleged Shipment: On or about August 4, 1952, by A. E. Halperin Co., Inc.,

from Boston, Mass.

Product: 420 first aid kits at Remaco, Colo. Examination showed that in

most units the glassine paper wrappers of the bandage compress component

was not intact but was torn or split open exposing the compress to the air.

Label, in Part : “First Aid Kit A. E. Halperin Co. Inc.”

Nature of Charge: Misbranding Section 502 (g), the bandage compress com-

ponent purported to be “Sterile Absorbent Gauze,” an article recognized in

the United States Pharmacopeia, but was not packaged as required by that

compendium since it was not so packed that the sterility of the unit was main-

tained until the package was opened for use.

Disposition : January 19, 1953. A. E. Halperin Co., Inc., claimant, having con-

sented to the entry of a decree, judgment of condemnation was entered and

the court ordered that the product be released under bond, conditioned that

it be sterilized and repackaged under the supervision of the Food and Drug
Administration.

INDEX TO NOTICES OF JUDGMENT D. D. N. J. NOS. 4041 TO 4060

PRODUCTS

N. J. No.

Alcohol, isopropyl, rubbing com-

pound 4051

Amphetamine, dextro-, sulfate

tablets 4042, 4044

Androgenic substance 4044

Ar-Rhitis Capsulets 4054

Arthritis, remedies for. See

Rheumatism, remedies for.

Bursitis, remedies for. See Rheu-

matism, remedies for.

Cal-Sal tablets 4053

Cancer, remedy for 4041

Citrate of magnesia 4059

Conjugated estrogen tablets 4049

Derma-Cura medicated skin
cleanser 4056

Devices 4052, 4057, 4058

Dextro-amphetamine sulfate tab-

lets 4042,4044

Diabetes, remedy for 4041

Douche powder 4041

N. J. No.

Epilepsy, remedy for ^ 4045

Estrogenic substance, conju-

gated 4049

First aid kits 4060

Glandular products ^4047

Gout, remedies for. See Rheu-

matism, remedies for.

Isopropyl alcohol rubbing com-

pound 4051

Kon-trol-R 4055

Laxative without required warn-

ing statements 4041

Lipitrons capsules 4048

Lumbago, remedies for. See

Rheumatism, remedies for.

Magnesia, citrate of 4059

Mannitol hexanitrate and pheno-

barbital, tablets containing a

mixture of 4044

Methyltestosterone tablets 4044

Muscle-Rub ^4046

1 (4045, 4046) Injunction issued.

2 (4047i) Seizure contested. Contains findings of fact and conclusions of law.
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N. J. No.

Neuralgia, remedies for. See

Rheumatism, remedies for.

Neuritis, remedies for. See Rheu-

matism, remedies for.

Radiant Ozone Generators 4057, 4058

Reducing preparation 4055

Renesol ^ 4045

Rheumatism, remedies for_ 4041, ^ 4046,

4053, 4054

N. J. No.

Sciatica, remedies for. See Rheu-

matism, remedies for.

Seconal Sodium capsules ® 4043

Skin cleanser, Derma-Cura medi-

cated 4056

Sulfathiazole tablets 4042

Thermometers, clinical 4052

Thyroid tablets 4044

Vitamin preparations 4048, 4050

SHIPPERS, MANUFACTURERS, AND DISTRIBUTORS

N. J. No.

Best Sales Co.

:

isopropyl alcohol rubbing com-

pound 405i

Buchanan, O. E.

:

Radiant Ozone Generator 4057

Commerce Drug Co.

:

Cal-Sal tablets 4053

Derma-Cura Laboratories

:

Derma-Cura medicated skin

cleanser 4056

Dyes, F. C.

:

methyltestosterone tablets.
dextro-amphetamine sulfate

tablets, thyroid tablets, and
tablets containing a mixture

of mannitol hexanitrate and
phenobarbital 4044

Dyes Drug Store. See Dyes, F.

C., and Reynaud, M. J.

Fellows Medical Mfg. Co., Inc.:

vitamin B complex capsules 4050

Gage, J. C.

:

Radiant Ozone Generator- 4057, 4058

Goldblatt, C. I.

:

Renesol (or Renesol Treat-

ment) ^4045

Grew, W. H., Mfg. Co.

:

glandular products ^ 4047

Griffin, G. C.

:

dextro - amphetamine sulfate

tablets and sulfathiazole

tablets 4042

Griffin-Robertson Drug Co.

:

dextro - amphetamine sulfate

tablets and sulfathiazole

tablets 4042

N. J. No.

Guardian Thermometer Co., Inc.

:

clinical thermometers 4052

Halperin, A. E., Co., Inc.

:

fii^st aid kits 4060

Harrison, Pauline

:

Muscle-Rub ’ 4046

Katz, Nathan

:

Renesol (or Renesol Treat-

ment) ^ 4045

Kon-trol-R Co. of America

:

Kon-trol-R 4055

Kronberg, H. H.

:

Muscle-Rub ^ 4046

Krouse, David. See Krowitz,

Daniel.

Krouse, L. E.

:

Seconal Sodium capsules ®4043

Krowitz, Daniel

:

Seconal Sodium capsules ’ 4043

Main Cut Rate. See Krouse, L.

E.

Muscle-Rub Distributors. See

Harrison, Pauline.

Nolen, J. A.

:

various drags 4041

Palmer & Co.

;

conjugated estrogen tablets 4049

Philadelphia Magnesia Co.

:

citrate of magnesia 4059

Radium Springs Sanitarium. See

Nolen, J. A.

Reese Chemical Co.

:

Ar-Rhitis Capsulets 4054

Renesol Corp.

:

Renesol (or Renesol Treat-

ment) ’4045

^ (4045, 4046) Injunction Issued.

- (4047) Seizure contested. Contains findings of fact and conclusions of law.
2 (4043) Prosecution contested.
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N. J. No.

Reynaud, M. J.

:

inethyltestosterone tablets,
clextro-amphetamine sulfate

tablets, thyroid tablets, and
tablets containing a mixture

of mannitol hexanitrate and
phenobarbital 4044

N. J. No.

Robertson, M. W.

:

dextro - amphetamine sulfate

tablets and sulfathiazole

tablets 4042

Vitamin Industries, Inc.

:

Lipitrons capsules 4048

Wayside Health Home. See

Gage, J. C.

U. S. GOVERNMENT PRINTING OFFICE; 1954
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D. D. N. J., F. D. C. 4061-4080 Issued February 1954

U. S. Department of Health, Education, and Welfare

FOOD AND DRUG ADMINISTRATION

JZ

NOTICES OF JUDGMENT UNDER THE FEDERAL FOOD,
DRUG, AND COSMETIC ACT

[Given pursuant to section 705 of the Food, Drug, and Cosmetic Act]

4061-4080

DRUGS AND DEVICES

The cases reported herewith were instituted in the United States district

courts by the United States attorneys, acting upon reports submitted by the

Department of Health, Education, and Welfare, and include, where indicated,

the results of investigations by the Department, prior to the institution of the

proceedings. Published by direction of the Secretary of Health, Education, and

Welfare.

Charles W. Crawford, Coynmissioner of Food and Drugs.

Washington, D. C., February 10, 195^.
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VIOLATIVE SALES OF PRESCRIPTION DRUG

4061. Misbranding of dextro-amphetamine sulfate tablets. U. S. v. Community
Cash Drug Stores and Douglas S. Slocum and Vera D. Lamy. Pleas of nolo

contendere. Fine of $200 against firm, $50 against Defendant Slocum, and

$50 against Defendant Lamy. (F. D. C. No. 33848. Sample Nos. 46539-L

to 46542-L, incl.)

Information Filed : December 5, 1952, Eastern District of Louisiana, against

the Community Cash Drug Stores, a partnership. Baton Rouge, La., and

Douglas S. Slocum and Vera D. Lamy, pharmacists for the partnership.

Nattre of Charge : On or about July 9 and 10, 1952, while quantities of dextro-

amphetamine sulfate tablets were being held for sale at Community Cash Drug
Stores, after shipment in interstate commerce, the defendants causfed various

quantities of the tablets to be dispensed without prescriptions from practi-

tioners licensed by law to administer such drugs. This dispensing was con-

trary to Section 503 (b) (1) and resulted in the tablets so dispensed being

misbranded while held for sale.

Disposition : June 24, 1953. Pleas of nolo contendere having been entered by

the defendants, the court fined the partnership $200, Defendant Slocum $50, and
Defendant Lamy $50.

DRUGS ACTIONABLE BECAUSE OF FAILURE TO BEAR ADEQUATE
DIRECTIONS OR WARNING STATEMENTS

4062. Misbranding of pentobarbital sodium capsules. U. S. v. David Young
(Young’s Pharmacy). Plea of guilty. Sentence of 1 year in jail and fine

of $3,000. (F. D. C. No. 33799. Sample Nos. 6155-L, 6162-L, 6177-L,

6203-L, 6209-L.)

Information Filed : February 5, 1953, District of Massachusetts, against David

Young, trading as Young's Pharmacy, Boston, Mass.

Alleged Violation : On November 5, 6, 9, 10, and 12, 1951, while a number of

pentobarbital sodium capsules were being held for sale at Young’s Pharmacy,

after shipment in interstate commerce, the defendant caused a number of the

capsules to be dispensed without a physician’s prescription, which act resulted

in the capsules so dispensed being misbranded.

Nature of Charge: Misbranding, Section 502 (d), the pentobarbital sodium

capsules contained a chemical derivative of barbituric acid, which derivative

has been found to be, and by regulations designated as, habit forming; and the

capsules which were dispensed failed to bear a label containing the name, and

quantity or proportion of such derivative and in juxtaposition therewith the

statement “Warning—May be habit forming.”

Further misbranding. Section 502 (f) (1), the labeling of the capsules which
were dispensed failed to bear adequate directions for use.

Disposition : Following the defendant’s motion for a bill of particulars filed

on March 3, 1953, the Government filed a bill of particulars. Thereafter, the

defendant entered a plea of guilty, and on July 14, 1953, the court sentenced

him to serve 1 year in jail and fined him $3,000.

4063. Misbranding of sulfadiazine tablets and dextro-amphetamine sulfate tab-

lets. U. S. v. Ernest C. Buchanan (Lenoir Drug Co.). Plea of nolo con-

tendere. Fine, $75. (F. D. C. No. 34366. Sample Nos. 4425-L, 4427-L,

4428-L.)
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I>'FORMATiox Filed : March 31, 1953, Eastern District of North Carolina, against

Ernest C. Buchanan, trading as the Lenoir Drug Co., Kinston, N. G.

Alleged Violation : On or about March 4 and April 23, 1952, while a number of

su7fadiazi}ie taWets and dextro-amphetamine sulfate tal)lets were being held for

sale at the Lenoir Drug Co., after shipment in interstate commerce, the de-

fendant caused various quantities of the drugs to be repacked and dispensed

without a physician’s prescription, which acts resulted in the repackaged drugs

being misbranded.

Nature of Charge: Misbranding, Sections 502 (b) (1) and (2), the repack-

aged drugs failed to bear labels containing the name and place of business of

the manufacturer, packer, or distributor, and an accurate statement of the

quantity of the contents; and. Sections 502 (f) (1) and (2), the labeling of

the repackaged drugs failed to bear adequate directions for use and adequate

warnings against use in those pathological conditions where their use may be

dangerous to health, and against unsafe dosage and methods and duration

of administration, in such manner and form, as are necessary for the protection

of users.

Further misbranding, Section 502 (e) (1), the label of the repackaged sulfa-

diazine taNets failed to bear the common or usual name of the drug.

Disposition : April 13, 1953. A plea of nolo contendere having been entered by

the defendant, the court fined him $75.

4064. Misbranding of sulfadiazine tablets, pentobarbital sodium capsules, and

dextro-amphetamine sulfate tablets. U. S. v. Alexander L. Hogan
(Hogan^s Pharmacy). Plea of nolo contendere. Fine, $75. (F. D. C.

No. 34814. Sample Nos. 3535-L, 3537-L, 4439-L.

)

Information Filed : March 31, 1953, Eastern District of North Carolina, against

Alexander L. Hogan, trading as Hogan’s Pharmacy, Kinston, N. C.

Alleged Violation : On or about April 18 and 23, 1952, while a number of sulfa-

diazine tablets, pentobarbital sodium capsules, and dextro-amphetamine sulfate

tablets were being held for sale at Hogan’s Pharmacy, after shipment in inter-

state commerce, the defendant caused various quantities of these drugs to be

repacked and dispensed without a prescription, which acts resulted in the

repackaged drugs being misbranded.

Nature of Charge: Misbranding, Sections 502 (b) (1) and (2), the repackaged

drugs failed to bear labels containing the name and place of business of the

manufacturer, packer, or distributor, and an accurate statement of the quan-

tity of the contents; and. Section 502 (f) (1), the labeling of the repackaged

drugs failed to bear adequate directions for use.

Further misbranding. Section 502 (d), the repackaged pentobarbital sodium

capsules contained a chemical derivative of barbituric acid, which derivative

has been found to be, and by regulations designated as, habit forming; and
the label of the repackaged capsules failed to bear the name, and quantity

or projjortion of such derivative and in juxtaposition therewith the statement

“Warning—May be habit forming.”

Further misbranding. Section 502 (f) (2), the labeling of the repackaged
sulfadiazine tables and dextro-amphetamhie sulfate tablets failed to bear ade-

quate warnings against use in those pathological conditions where their use

may be dangerous to health, and against unsafe dosage and methods and dura-

tion of administration, in such manner and form, as are necessary for the pro-

tection of users.
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Disposition : April 13, 1953. A plea of nolo contendere having been entered,

the court fined the defendant $75.

4065. Misbranding of dextro-amphetamine sulfate tablets, conjugated estrogen

tablets, phenobarbital tablets, tablets containing a mixture of sulfa-

merazine, sulfadiazine, and sulfacetamide, and tablets containing a mix-

ture of sulfadiazine and bicarbonate of soda. U. S. v. Jay L. Wilder Drug
Co., Jay L. Wilder, William F. Fanning, and Elmer Modlin. Pleas of nolo

contendere. Fine of $500 against company, $50 against Defendant Wilder,

$100 against Defendant Fanning, and $100 against Defendant Modlin,

plus costs. (F. D. C. No. 33717. Sample Nos. 30970-L, 31740-L, 34302-L,

34304-L, 34305-L.)

Information Filed : October 10, 1952, Western District of Missouri, against the

Jay L. Wilder Drug Co., a corporation, Joplin, Mo., and against Jay L. Wilder,

president, William F. Fanning, vice president, and Elmer Modlin, an employee

of the corporation.

Alleged Violation : On or about November 1 and 2, 1951, while a number of

dextro-amphetamine sulfate tablets, ccmjugated estrogen tablets, phenobarbital

tablets, tablets containing a mixture of sulfamerazine, sulfadiazine, and sulfa-

cetamide, and tablets containing a mixture of sulfadiazine and bicatbonate of

soda were being held for sale at the Jay L. Wilder Drug Co., after shipment in

interstate commerce, various quantities of the drugs were caused to be repacked

and dispensed without a physician’s prescription, which acts resulted in the

repackaged drugs being misbranded.

The corporation was charged with causing the acts of repacking and dis-

I)ensing of the drugs in each of the five counts of the information
; Jay L.

Wilder was charged with causing such acts of repacking and dispensing with

respect to the tablets containing a mixture of sulfamerazine, sulfadiazine, and
sulfacetamide

;

William F. Fanning was similarly charged with respect to the

conjugated estrogen tablets and the phenobarbital tablets; and Elmer Modlin

was likewise charged with respect to the dextro-amphetamine sulfate tablets

and the tablets containing a mixture of sulfadiazine and bicarbonate of soda.

Nature of Charge: Misbranding, Section 502 (b) (2), the repackaged drugs

failed to bear labels containing an accurate statement of the quantity of the

contents
;
and Section 502 (f) (1), the labeling of the repackaged drugs failed

to bear adequate directions for use.

Further misbranding. Section 502 (b) (1), the repackaged dextro-ampheta-

mine sulfate tablets, tablets containing a mixture of sulfamerazine, sulfadia-

zine, and sulfacetamide, and tablets containing a mixture of sulfadiazine and
bicarbonate of soda failed to bear labels containing the name and place of

business of the manufacturer, packer, or distributor.

Further misbranding, Section 502 (d), the repackaged phenobarbital tablets

contained a chemical derivative of barbituric acid, which derivative has been

found to be, and by regulations designated as, habit forming
;
and the label

of the tablets failed to bear the name, and quantity or proportion of such

derivative and in juxtaposition therewith the statement “Warning—May be

habit forming.”

Further misbranding. Section 502 (e) (1), the repackaged conjugated estro-

gen tablets failed to bear a label containing the common or usual name of the

tablets; Section 502 (e) (2), the repackaged dextro-amphetamine sulfate tab-

lets and tablets containing a mixture of sulfamerazine, sulfadiazine, and
sulfacetamide failed to bear labels containing the common or usual name of



4061-4080 ] NOTICES OF judgment 67

each active ingredient of the tablets ;
and, Section 502 (f) (2), the labeling of

the repackaged tablets containmg a mixture of sulfmnerazine, sulfadiazine,

and sulfacetamide and tablets containing a mixture of sulfadiazine and bicarbo-

nate of soda failed to bear adequate warnings against use in those pathological

conditions where their use may be dangerous to health, and against unsafe

dosage and methods and duration of administration, in such manner and form,

as are necessary for the protection of users.

Disposition : May 27, 1953. Pleas of nolo contendere having been entered, the

court fined the corporation $500, Defendant Wilder S50, Defendant Fanning

§100, and Defendant Modlin $100, plus costs.

4066. Misbranding of dextro-amphetamine sulfate tablets, thyroid tablets, meth-

yltestosterone tablets, capsules containing a mixture of Seconal Sodium
and Amytal Sodium, tablets containing a mixture of penicillin G potas-

sium, sulfadiazine, sulfamerazine, and sulfamethazine, and tablets con-

taining a mixture of mannitol hexanitrate and phenobarbital. U. S. v.

Wayne A. Hughes (Hughes Drug Store). Plea of nolo contendere. Fine,

$300. (F. D. C. No. 33743. Sample Nos. 31029-L, 31030-L, 34178-L,

343S3-L to 34385-L, inch)

Information Filed : January 19, 1953, Western District of Missouri, against

Wayne A. Hughes, trading as the Hughes Drug Store, Aurora, Mo.

Alleged Shipment : On or about March 20 and 21, 1952, while a number of the

above-mentioned drugs were being held for sale at the Hughes Drug Store, after

shipment in interstate commerce, the defendant caused various quantities of

the drugs to be repacked and dispensed without a physician’s prescription, which
acts resulted in the repackaged drugs being misbranded.

Nature of Charge: Misbranding, Section 502 (b) (2), the repackaged drugs

failed to bear labels containing an accurate statement of the quantity of the

contents
;
and. Section 502 (f ) (1), the labeling of the repackaged drugs failed

to bear adequate directions for use.

Further misbranding. Section 502 (b) (1), the repackaged capsules contain-

ing a mixture of Seconal Sodium and Amytal Sodium and the repackaged
tablets containing a mixture of penieillin G potassium, sulfadiazine, sulfamera-

zine, and sulfamethazine failed to bear labels containing the name and place

of business of the manufacturer, packer, or distributor.

Further misbranding, Section 502 (d), the repackaged capsules containing

a fiiixture of Seconal Sodium and Amytal Sodium and the repackaged tablets

containing a ^nixture of mannitol hexanitrate and phenobarbital contained
chemical derivatives of barbituric acid, which derivatives have been found
to be, and by regulations designated as, habit forming

; and the labels of such
repackaged drugs failed to bear the name, and quantity or proportion of each
such derivative and in juxtaposition therewith the statement “Warning

—

May be habit forming.”

Further misbranding. Section 502 (e) (2), the repackaged capsules con-

taining a mixture of Seconal Sodium and Amytal Sodium, the repackaged
tablets containing a mixture of penieillin G potassium, sulfadiazine, sulfamera-^

zine, and, sulfamethazine, and the repackaged tablets containing a mixture of

mannitol hexanitrate and phenobarhital were fabricated from two or more
ingredients, and their labels failed to bear the common or usual name of each
active ingredient of such drugs; and, Section 502 (f) (2), the repackaged tab-

lets containing a mixture of penicillin G potassium, sulfadiazine, sulfamerazine

^
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and sulfamethazine failed to bear labeling containing adequate warnings

against use in those pathological conditions where their use may be dangerous

to health, and against unsafe dosage and methods and duration of administra-

tion, in such manner and form, as are necessary for the protection of users.

Disposition : April 2, 1953. A plea of nolo contendere having been entered, the

court fined the defendant $300.

4067. Misbranding of diethylstilbestrol tablets, dextro-amphetamine sulfate tab-

lets, and capsules containing a mixture of pentobarbital and carbromal.

U. S. V. Thomas Daniels. Plea of nolo contendere. Fine, $300. (F. D. C.

No. 33744. Sample Nos. 31031-L, 31032-T., 3103G-L, 31037-L, 32349-L,

34181-L.)

Information Filed: January 22, 1953, Western District of Missouri, against

Thomas Daniels, a clerk employed at the Wooten Drug Co., Aurora, Mo.

Alleged Violation : On or about March 20, 25, and 26, 1952, while a number of

diethylstilbestrol tablets, dextro-amphetamine sulfate tablets, and capsules

containing a mixture of pentobarbital and carbromal were being held for sale

at the Wooten Drug Co., after shipment in interstate commerce, the defendant

caused various quantities of the drugs to be repacked and dispensed without a

physician’s prescription, which acts resulted in the repackaged drugs being

misbranded.

Nature of Charge: Misbranding, Sections 502 (b) (1) and (2), the repackaged

drugs failed to bear labels containing the name and place of business of the

manufacturer, packer, or distributor, and an accurate statement of the quan-

tity of the contents; and. Section 502 (f) (1), the labeling of the repackaged

drugs failed to bear adequate directions for use.

Further misbranding. Section 502 (d), the repackaged capsules contained

a mixture of carbromal, a hypnotic substance, and pentobarbital, a chemical

derivative of barbituric acid, which derivative has been found to be, and by
regulations designated as, habit forming

;
and the label of the repackaged cap-

sules failed to bear the name, and quantity or proportion of such substance

and derivative and in juxtaposition therewith the statement “Warning—May
be habit forming.” Further misbranding, Section 502 (e) (2), the label of

the repackaged capsules failed to bear the common or usual name of each

active ingredient of the capsules.

Disposition : April 2, 1953. The defendant having entered a plea of nolo con-

tendere, the court fined him $300.

4068. Misbranding of lozenges of Sulfonamets with Topicaine and dextro-am-

phetamine sulfate tablets. U. S. v. Henley C. Suddreth (Standard Drug
Stores No. 2). Plea of nolo contendere. Fine, $75. (F. D. C. No. 34839.

Sample Nos. 3522-L, 3530-L, 3532-L.)

Information Filed : March 31, 1953, Eastern District of North Carolina, against

Henley C. Suddreth, trading as Standard Drug Stores No. 2, Kinston, N. C.

Alleged Violation : On or about March 4 and April 23, 1952, while a number
of lozenges of Sulfonamets ivith Topicaine and dextro-amphetamine sulfate

tablets were being held for sale at Standard Drug Stores No. 2, after shipment
in interstate commerce, the defendant caused various quantities of the drugs

to be repacked and dispensed without a physician’s pre.scription, which acts

resulted in the repackaged drugs being misbranded.
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Nature OF Charge : Misbranding, Sections 502 (b) (1) and (2)

,

the repackaged

drugs failed to bear labels containing the name and place of business of the

packer or distributor and an accurate statement of the quantity of the con-

tents; and, Sections 502 (f) (1) and (2), the labeling of the repackaged drugs

failed to bear adequate directions for use and adequate warnings against use

in those pathological conditions v/here their use may be dangerous to health,

nnd against unsafe dosage and methods and duration of administration, in such

manner and form, as are necessary for the protection of users.

Further misbranding. Section 502 (e) (2), the repackaged lozenges of Sul-

i^onaniets with Topicaine failed to bear a label containing the common or usual

name of each active ingredient of the drug.

Disposition : April 13, 1953. The defendant having entered a plea of nolo con-

tendere, the court fined him $75.

4069. Misbranding of Fosfarsinol, Cordial Matisura, and Sanqrinol. U. S. v.

70 Cartoned Bottles, etc. (F. D. C. No. 34645. Sample Nos. 50842-L to

50844-L, inch)

Libel Filed : February 3, 1953, Southern District of New York.

Alleged Shipment: On or about November 26 and December 3, 1952, by the

American Tropical Remedy Co., from Santurce, P. R.

Products : 70 cartoned bottles of Fosfarsinol, 70 cartoned bottles of Cordwl
Matisura, and 34 cartoned bottles of Sanqrinol at New York, N. Y.

Label, in Part: (Carton) '“Fosfarsinol * * ^ Contains Strychnine Glycero-

phosphate and Vitamin Bi * * * Each adult dose, one tablespoonful (approxi-

mately 15 cc.) contains: Alcohol 13.3% Strychnine Glycerophosphate 0.001

Gm. Thiamine Hydrochloride (Vitamin Bi) 0.005 Gm. Arrhenal 0.010 Gm.
Sodium Glycerophosphate 0.300 Gm. Calcium Glycerophosphate 0.130 Gm.
Aromatic Vehicle, sufficient quantity to make volume. Fosfarsinol is prescribed

by physicians in those conditions in which it is indicated by the therapeutic

properties of the medicinal ingredients it contains’* ; “Cordial iMatisura * * *

{Formerly Matricura) Alcohol 15.7% * * * Each dose of the Matisura Cordial,

one tablesiK)onful ( approximately 15 c. c. ) contains : Viburnum Prunifolium

0.50 Gm. Mitchella Repens 0.50 Gm. Aletris Farinosa 0.25 Gm. Alcohol

2.35 c. c. Vehicle, sufficient quantity to make 15 c. c. Cordial Matisura Ex-
clusive Tonic For The Woman”; and “Sanqrinol * * * (Formerly Sangrinol)

Alcohol 13.3% * * Each adult dose, one tablespoonful (approximately

15 c. c.) contains: Iron and Ammonium Citrate 0.500 Gm. Sodium Glycero-

phosphate 0.500 Gm. Arrhenal 0.010 Gm. Strychnine Glycerophosphate

0.001 Gm. Alcohol 2 c. c. Vehicle, sufficient quantity to make 15 c. c.

Sanqrinol is an hematinic prescribed by physicians in those conditions indi-

cated by the therapeutical properties of the medicinal ingredients it con-

tains * * * Warning: Contains Strychnine Do not exceed stated dose.”

Nature of Charge: Fosfarsinol and Sanqrinol. Misbranding, Section 502 (e)

(2), the articles were fabricated from two or more ingredients and their labels

failed to bear the common or usual name of each active ingredient since

“Arrhenal” is not the common or usual name of the active ingredient,

methanearsonic acid, and the labels of the articles failed also to disclose that
such ingredient was a derivative of arsenic; and, Section 502 (f) (2), the
labelings of the articles failed to bear such adequate warnings against use in

those pathological conditions where their use may be dangerous to health,

iind against unsafe dosage and duration of administration, in such manner
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and form, as are necessary for the protection of users since the use of the

articles by elderly people, because of the content of strychnine, may be danger-

ous and their continued or prolonged use, because of the content of an arsenic

preparation, may result in serious injury.

Fosfai'inol. Misbranding, Section 502 (f) (1), the labeling of the article

failed to bear adequate directions for use since its labeling did not reveal the

diseases, conditions, or purposes for which the article was to be used.

Cordial Matisura. Misbranding, Section 502 (a), the label statement (in

English and Spanish) “Exclusive Tonic For The Woman” was false and mis-

leading since the article was not effective as a tonic for women.

Disposition : April 22, 1953. Default decree of condemnation and destruction.

4070. Misbranding of various drugs. U. S. v. Pies Griffin. Plea of guilty. Fine,.

$850.. (F. D. C. No. 33761. Sample Nos. 30994-L, 31283-L, 32592-L,

32593-L, 33941-L, 33966-L, 34049-L, 34050-L, 34431-L to 34434-L, inch,.

34455-L to 34458-L, inch, 34618-L.)

Information Filed : March 7, 1953, Western District of Kentucky, against Pies

Griffin, La Center, Ky.

Alleged Shipment : Between the approximate dates of November 27, 1951, and
March 9, 1952, from the State of Kentucky into the States of Illinois, Missouri,,

and Tennessee, of quantities of drugs designated “B,” “K,” “P,” and “Douch,”

and two unlabeled articles of drug.

Product : The articles designated “B,” “K,” and “P” were composed essentially

of fragments of walnut bark suspended in water. The article designated “B’""

contained also small inconsequential proportions of inorganic matter, such as

epsom salt and soda. The article designated “P” contained also from about

8 to 12 percent, epsom salt. The article marked “Douch” consisted essentially

of a solution in water of approximately 0.7 percent of copper sulfate. One of

the unlabeled articles consisted essentially of water in which was dissolved

0.3 percent of material extracted from plants, and the other unlabeled article

consisted of water, plant extractive material, and a trace of berberine.

Nature of Charge : Misbranding, Section 502 (f ) (1) ,
the labeling of the articles

failed to bear adequate directions for use since the labeling failed to reveal the

conditions for which the articles were to be used.

Further misbranding. Section 502 (f ) (1) ,
the labeling of the various articles

failed to bear adequate directions for use in the treatment of the following dis-

eases, symptoms, and conditions and for the following purposes, for which the

articles were prescribed, recommended, and suggested orally by the defendant

:

(“B,” “K,” and “P” in combination with one another.) Thyroid trouble, over-

weight, high blood pressure, nervousness, tenseness, stiff, swollen, and painful

joints in hips, legs, arms, and hands, arthritis, to get germs out of the blood,

gallbladder attack, pains in the right side and right shoulder, vomiting, change

of life, dizziness, low blood pressure, obesity, bump in the right abdominal

region, diabetes, to build up the pancreas so that it would work as it is sup-

posed to, severe menstrual flooding, paleness, irritability, abdominal pain, to

prevent cancer, appendicitis, lump in the breast, impurities of the blood, skin

eruptions, anemia, chronic pain in the back and stomach, kidney trouble, sciatic

rheumatism, and gas attacks; (“B” and “K” in combination with each other)

impurities of the blood, skin eruptions, and anemia; (“B,” “K,” “P,” and
“Douch” in combination wdth one another) cancer; (“B,” “K,” and unlabeled

drug containing a trace of berberine in combination with one another) severe
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menstrual flooding, paleness, irritability, abdominal pain, and to prevent can-

cer; (“B,” “K,” and “Doucb” in combination with one another) cancer of the

womb; and (unlabeled drug with 0.3 percent plant extractive material) nail

puncture wound in the knee.

Dispositiox : April 22, 1953. The defendant having entered a plea of guilty,

the court fined him $850.

4071. Misbranding of Antuls tablets. U. S. v. 275 Bottles, etc. (F. D. C. No.

34631. Sample No. 54475-L.)

Libel Filed : January 26, 1953, Eastern District of Wisconsin.

Alleged Shipment : On or about October 20, 1952, by Antuls, a division of Lite

Laboratories, from Chicago, 111.

Product: 304 60-tablet bottles and 34 120-tablet bottles of Antuls tablets at

Racine, Wis.

Label, IN Part : (Bottle) “60 [or 120] Tablets Antuls An Antacid Indicated

for the temporary relief of excessive gastric acidity. Active Ingredients

:

Dried Aluminum Hydroxide Gel, Magnesium Trisilicate, Desiccated Duodenum
Extract, Gastric Mucin. Also contains Chlorophyl. Distributed by Lite Labo-

ratories, 3201 Lawrence Avenue, Chicago 25, Illinois.”

Nature of Charge : Misbranding, Section 502 (f ) (1), the labeling of the article

failed to bear adequate directions for use in the treatment of stomach ulcers,

which was the condition for which the article was offered in advertising dis-

seminated and sponsored by its distributor, Antuls, a division of Lite Labora-

tories.

Disposition : March 13, 1953. Default decree of condemnation and destruction.

4072. Misbranding of alfalfa concentrate capsules. U. S. v. 8 Cartons, etc.

(F. D. C. No. 34615. Sample No. 54368-L.)

Libel Filed : February 2, 1953, Northern District of Indiana.

Alleged Shipment: On or about December 16, 1952, and January 7, 1953, by

Rowell Laboratories, Inc., from Baudette, Minn.

Product : 8 cartons, each containing 10 packages and each package containing

10 100-capsule uniabeled bottles, of alfalfa concentrate capsules, and 152 100-

capsule labeled bottles of the article at Portland, Ind.

Results of Investigation : A number of the unlabeled bottles which had been

shipped in interstate commerce were labeled by the consignee, Alfalfa Concen-

trate, Inc., with labels which had been printed locally for the consignee.

Label, in Part: (Package) “10 x 100 Capsules Special Formula No. 7180
* * * Each Capsule Contains: Alfalfa Extract ... 5 gi'S.” and (bottle)

“100 Capsules ACC * * * Alfalfa Concentrate Capsules Suggested as an aid

in the treatment of arthritis-rheumatism Each Capsule Contains As An
Active Ingredient : Powdered Extract Alfalfa ... 5 Grains One capsule

3 to 4 times each day. $4.89 Distributed By : Alfalfa Concentrate, Inc. 128

East Main Street Portland, Ind.”

Nature of Charge; INIisbranding, Sections 502 (b) (1) and (2), the article

failed to bear a label containing the name and place of business of the manu-
facturer, packer, or distributor, and an accurate statement of the quantity of

the contents in terms of numerical count; and. Section 502 (f) (1), the labeling

of the article failed to bear adequate directions for use in those conditions for

286313—54 2
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which it was intended. Tlie article was misbranded in the above respects

when introduced into and while in interstate commerce.

Further misbranding (152-bottle lot), Section 502 (a), the labeling statement

“Suggested as an aid in the treatment of arthritis-rheumatism” was false and
misleading since the article was not effective in the treatment of arthritis

and rheumatism. The article was misbranded in this respect while held for

sale after shipment in interstate commerce.

Disposition : April 13, 1953. Default decree of condemnation and destruction.

DRUGS AND DEVICES ACTIONABLE BECAUSE OF DEVIATION FROM
OFFICIAL OR OWN STANDARDS

4073. Adulteration and misbranding of C-Tone. U. S. v. 64 Bottles * "

( F. D. C. No. 34373. Sample No. 23500-L.

)

Libel Filed : December 4, 1952, Eastern District of New York.

Alleged Shipment: On or about June 21, 1951, by Kegan Laboratories, Inc.,

from Englewood, N. J.

Peoduct: 64 8-ounce bottles of C-Tone at Jamaica, Long Island, N. Y.

Analysis disclosed that the product contained approximately 24 percent of

the declared amount of vitamin C and approximately 50 percent of the declared

amount of niacin.

Label, in Part: (Bottle) “C-Tone Natural Vitamin C Tonic.”

Nature of Charge: Adulteration, Section 501 (c), the strength of the article

differed from that which it was represented to possess, namely, 250 milligrams

of vitamin C and 0.08 milligram of niacin in each 4 tablespoons. Misbrand-

ing, Section 502 (a), the label statement “4 tablespoons furnishes: Natural

Vitamin C 250 mg. * * ^ Natural Niacin 0.08 mg.” was false and misleading

as applied to the article, which contained less than 250 milligrams of vitamin

C and less than 0.08 milligram of niacin per 4 tablespoons. The article was
adulterated and misbranded in the above respects while held for sale after

shipment in interstate commerce.

Further misbranding. Section 502 (a), the label statements “C-Tone rapidly

builds up bodily stores of this essential vitamin, deficiency of which may
contribute to many chronic ailments * * * to help reduce irritations in the

stomach and intestinal tract” were false and misleading since the article was
not effective to prevent and correct many chronic ailments or to reduce irrita-

tions in the stomach and intestinal tract. The article was misbranded in this

respect when introduced into and while in interstate commerce.

Disposition : May 19, 1953. Default decree of condemnation and destruction.

4074. Adulteration and misbranding of isopropyl alcohol rubbing compound.

U. S. v. 24 Cases * * *. (F. D. C. No. 34666. Sample No. 38913-L.)

Libel Filed : On or about February 26, 1953, Western District of Virginia.

Alleged Shipment : On or about January 5, 1953, by the Best Sales Co., from
Middlesboro, Ky.

Product : 24 cases, each containing 12 1-pint bottles, of isopropyl alcohol

ruhl)ing compound at St. Paul, Va.

Label, in Part: (Bottle) “Best Rubbing Alcohol 70% Isopropyl Compound
By Volume * * * Best Sales Co. Cincinnati, Ohio.”

Nature of Charge: Adulteration, Section 501 (b), the article purported to be

and was represented as “Isopropyl Alcohol Rubbing Compound,” a drug the
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name of which is recognized in the National Formulary, an official compendium,

and its strength differed from the official standard. The standard provides

that isopropyl alcohol rubbing compound contains not less than 68 percent

and not more than 72 percent of isopropyl alcohol by volume, whereas the

article contained from 36.5 percent to 100 percent of isopropyl alcohol by

volume.

Misbranding, Section 502 (e) (2), the article was fabricated from two or

more ingredients, and its label failed to bear an accurate statement of the

proportion of alcohol contained therein.

Disposition : April 14, 1953. Default decree of condemnation and destruction.

4075. Adulteration and misbranding of clinical thermometers. U. S. v. 408 Ther-

mometers * * *. (F. D. C. No. 34392. Sample No. 40625-L.)

Libel Filed: December 11, 1952, Western District of Washington.

Alleged Shipment: On or about October 10, 1952, by the Dependable Ther-

mometer Co., from New York, N. Y.

Peoduct : 408 clinical thcj'nwmeters at Seattle, Wash. Examination of 24

thermometers showed that 4 failed to meet the test for accuracy, that 2 failed

to meet the test for retreating index, and that 1 was a hard shaker.

Label, in Paet : “Dependable Oral.”

Natuke of Chaege: Aduleration, Section 501 (c), the quality of the article

fell below that which it purported and was represented to possess.

Misbranding, Section 502 (a), the following statements in the labeling of

the article were false and misleading as applied to the article, which failed

to meet the tests laid down in Commercial Standard CSl-52, issued by the

United States Department of Commerce, for accuracy, retreating index, and

hard shaker: (Brown envelope in which each thermometer is packaged)

“Certificate and Guarantee of Accuracy and Reliability * * * Oral This

Registering Clinical Thermometer was tested and examined on the above

date and was found to meet all of the requirements and tests specified in

Commercial Standard CSl-52, developed by the trade under the procedure

of the Commodity Standards Division and issued by the United States Depart-

ment of Commerce.”

Disposition : May 18, 1953. Default decree of condemnation and destruction.

DRUGS AND DEVICES ACTIONABLE BECAUSE OF FALSE AND
MISLEADING CLAIMS*

4076. Misbranding of Duodex capsules. U. S. v. 36 Dozen Bottles, etc. (F. D. C.

No. 33291. Sample No. 38740-L.

)

Libel Filed : June 9, 1952, District of Columbia
;
libel amended June 4, 1953.

Alleged Shipment : On or about June 2, 1952, by Harris Laboratories, Inc., from
Glen Cove, N. Y.

Peoduct : Duodex capsules. 36 dozen bottles, each containing 100 capsules, and
60 dozen bottles, each containing 50 capsules, at Washington, D. C., together

with a number of leaflets entitled “Duodex The New Effective Treatment

For Peptic and Duodenal Ulcer Sufferers,” “At Last A Cure For Ulcers,” and
“The New Ulcer Story,” a number of window streamers entitled “Come In For

Free Booklet,” and a number of display placards entitled “Stomach Ulcer

Pains.”

See also Nos. 4069, 4072, 4073, 4075
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Label, in Part: (Bottle) “Diiodex * * * each capsule contains approximately

0.3 grams of desiccated and partially defatted duodenal substance processed

to retain the ingredients believed to relieve ulcer pains and symptoms of

ulcerative colitis.”

Nature of Charge: Misbranding, Section 502 (a), certain statements in the

labeling of the article were misleading since they represented and suggested

that the article was an adequate and appropriate treatment for relief of

stomach ulcer pains and symptoms of ulcerative colitis, indigestion, gastritis

and similar conditions, duodenal ulcer pains, and for peptic and duodenal

ulcer sufferers, whereas such was not the case.

Further misbranding. Section 502 (a), the following statements in the label-

ing of the article were false and misleading since the article would not be

effective for the purposes stated and implied
:
(Leaflet entitled “Duodex The

New Effective Treatment for Peptic and Duodenal Ulcer Sufferers”) “Duodex,

the new effective treatment for peptic and duodenal ulcer sufferers * * *

Duodex acts as replacement therapy restoring to the mucosal surface that

essential substance present in normal duodenum, that aids in healing the ulcer

crater and restores a normal intestinal lining * * * it has been suggested

that * * Duodex provides * * * substances needed by nature to aid her in

rebuilding the normal mucosal lining and smooth over the raw, eroded ulcer

surface. Duodex * * * may repair the ulcerated area * * * Duodex is a

valuable adjunct to aid in relieving this prevalent disease of modern strife

and turmoil * * * Duodex * * * is today’s ulcer therapy of choice * * * i

have * * * used * * * Duodex Capsules * * * i have suffered from ulcers

for 8 years and at last I can eat and sleep and I feel like a new man * * *

Your capsules have worked * * *.” and “Your Duodex Capsules have done so

much for me that I feel as though I have never had any stomach ailment”

;

(leaflet entitled “At Last A Cure For Ulcers”) “At Last A Cure For Ulcers?
• * * Duodenum It may well be magic medicine for a painful disorder.

You’ve got a stomach ulcer * * * Old Man Ulcer takes his added toll of fast-

tempoed emotionally-upset 20th century citizens * * * I’m talking about my-
self. For seven years I was an expert on stomach ulcer misery * * * Now
it’s all over. My ulcer’s just an unhappy memory. I have no pain. I have

no discomfort * * * the real answer to peptic ulcer and ulcerative colitis

* hog’s duodenum * * knocked out ulcer symptoms within 24 to 48

hours, kayoed the ulcer itself in a matter of weeks * * * Duodenum had been

remarkably successful in more than 300 clinical cases, with no failures * * *

restored a woman colitis victim on the verge of death to health within a month
* * * my ulcer hemorrhaged ^ * it was almost an inch deep, dangerously

near a main artery * * * i began taking Duodenum, along with a liberal diet

and amino acids * * Two weeks later the ulcer crater had more than half

healed * * * Was Duodenum mainly responsible? I feel it was. Never be-

fore have I been so free of pain, felt better physically and sharper mentally
* * * ‘Good-by, my aching ulcer’ * * * i have * * * used * * * Duodex
Capsules * * * i have suffered from ulcers for 8 years and at last I can eat

and sleep and I feel like a new man * * * Your capsules have worked * *

and “Your Duodex Capsules have done so much for me that I feel as though

I have never had any stomach ailment.”

Further misbranding (amended libel). Section 502 (a), the statements upon
the counter display card “Tested in Leading Medical Centers for more than a

year with remarkable results * * * Over 300 clinical cases with no failures

—

An Amazing Achievement” were false and misleading since such statements
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represented and suggested that the article had been so tested, whereas such

was not the case.

Disposition : On October 28, 1952, Harris Laboratories, Inc., claimant, filed an

answer denying that the product was misbranded. Interrogatories then were
served upon the claimant by the Government, after which answers to certain

interrogatories were filed by the claimant, together with objections to the

remainder of the interrogatories. A motion for removal of the libel proceed-

ings for trial in the Southern District of New York was filed also by the claim-

ant. On April 4, 1953, the court denied the claimant’s motion for removal, and

on April 13, 1953, the court held a hearing on the interrogatories and ruled

that the claimant should fully and completely answer certain interrogatories^

but that it need not answer the remainder of the interrogatories.

On June 4, 1953, upon motion of the Government, the libel was amended fo-

include the additional misbranding charge described above. Thereafter, the

Government filed a motion for summary judgment, and on August 24, 1953,

after hearing the argument on the motion and considering the labeling and
the answers to the interrogatories, the court concluded that there existed na
genuine issue as to any material fact. Accordingly, the court granted the

Government’s motion and entered a decree of condemnation and destruction.

4077. Alleged misbranding of Ridd medicated powder. U. S. v. 52 Cases * * *^

Motions for removal denied. Tried to the court; verdict for the Govern-

ment. Decree of condemnation. Judgment reversed upon appeal.

Action subsequently dismissed. (F. D. C. No. 33105. Sample No.

22304-L)

Libel Filed : May 6, 1952, Northern District of Texas.

Alleged Shipment : On or about February 18, 1952, by Ridd Laboratories, Inc.,,

from Edmonds, Wash.

Product : 52 cases, each containing 144 1-ounce bottles, of Ridd medicated

powder at Dallas, Tex. Analysis showed that the product was boric acid

with a small amount of iodine.

Nature of Charge: Misbranding, Section 502 (a), certain statements on the

bottle label and display carton of the article were false and misleading.

The statements represented and suggested that the article was an adequate

and effective treatment for skin troubles, pimples, acne, barber’s itch and
skin itch, skin rash, ringworm, fungus, industrial skin irritations, boils, and
varicose ulcers, whereas the article was not an adequate and effective treat-

ment for such conditions.

Disposition : Ridd Laboratories, Inc., claimant, filed an answer denying that

the product was misbranded, and on May 27, 1952, it filed a motion for removal
of the libel proceedings to the Western District of Washington. The court

denied the motion on June 3, 1952, after which the claimant moved for re-

moval to a district of reasonable proximity to the claimant’s principal place

of business.

This motion was denied on June 9, 1952, and the case came on for trial

before the court without a jury on June 13, 1952. At the conclusion of the

testimony, the court returned a verdict for the Government, and on June 16,

1952, entered a decree of condemnation and destruction. The claimant took,

an appeal to the United States Court of Appeals for the Fifth Circuit, and on.

April 2, 1953, the following opinion was handed down by that court

:
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Hutcheson, Chief Judge: “This is an appeal from a judgment of condemna-
tion and forfeiture entered pursuant to a libel charging misbranding under
Sec. 301 et seq of the Federal Food, Drug, and Cosmetic Act.^ Bringing them
up for our review, claimant below, appellant here, makes serious complaint
of three adverse rulings of the district judge, including his finding that the
powder was misbranded.
“The primary one of the rulings and the one of which appellant makes

vigorous complaint is the denial by the district judge of appellant’s motion
filed under Sec. 334 (a),‘ 21 U. S. C. A., to remove and transfer the cause.

“If the district judge had a discretion to refuse to remove the cause, and
we do not think he had because the statute provides that the court ‘shall

by order unless good cause to the contrary is shown, specify a district of
reasonable proximity to the claimant’s principal place of business, to which
the case shall be removed for trial,’ we think he abused that discretion here.
For no good cause to the contrary was shown.
“While it is quite plain that the district judge thought that he was acting

in accordance with the statute, it is equally plain that he was laboring under
a mistaken opinion as to its provisions and effect.

“In view of the fact that, because of the error in denying removal of the
cause, the judgment must be reversed, it is unnecessary, indeed inappropriate,
for us to canvass and discuss the other errors assigned.
“For the error, therefore, of denying removal of the cause, the judgment is

reversed and the cause is remanded to the district court with directions to

‘specify a district of reasonable proximity to the claimant’s principal place
of business to which the case shall be removed for trial.’

“REVERSED and REMANDED with directions.”

In accordance with the above opinion, the case was ordered transferred from

the Northern District of Texas to the Eastern District of Washington. On
October 5, 1953, the United States District Court for the Eastern District of

W’ashington ordered that the libel action be dismissed since it appeared that

the product under seizure had been inadvertently destroyed.

4078. Misbranding of Muscle-Rub. U. S. v. 1 Lot, etc. (F. D. C. No. 32468. Sam-
ple Nos. 427-L to 429-L, inch)

Libel Filed : January 30, 1952, Western District of Texas.

Alleged Shipment : On or about December 1, 1951, by Muscle-Rub Distributors,

from Los Angeles, Calif.

Product : 1 lot of Muscle-Ruh consisting of 8 dozen 2-ounce bottles, 33% dozen

6-ounce bottles, and 6 dozen 12-ounce bottles at El Paso, Tex. A leaflet con-

taining statements relating to the product was attached to each bottle.

Results of Investigation : To establish the setting in which the labeling

statements would be read by the consumer, Muscle-Rub Distributors supplied

advertising mats for advertising in various editions of the El Paso newspapers,

which pictured for contrast a gnarled, deformed hand of a person suffering

from arthritis deformans and a hand in normal condition and which contained

the statement in bold tyi)e “Rheumatism Arthritis Pains Relieved in a few
minutes with Doctor’s External Prescription,” followed by statements and
testimonials relating to the eflScacy of the product.

1 21 U. S. C. A., Sec. 321- et seq.
2 As pertinent here the article provides :

“* In any case where the number of libel for condemnation proceedings is limited
as above provided the proceeding pending or instituted shall, on application of the
claimant, seasonably made, be removed for trial to any district agreed upon by stipula-
tion between the parties, or, in case of failure to so stipulate within a reasonable time,
the claimant may apply to the court of the district in which the seizure has been made,
and such court (after giving the United States attorney for such district reasonable
notice and opportunity to be heard) shall by order, unless good cause to the contrary is
shown, specify a district of reasonable proximity to the claimant’s principal place of
business, to which the case shall be removed for trial.”
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Label. i:n^ Pakt : (Bottle) “Use as an aid in the Relief of Pain and Discomfort

from Rheumatism, Arthritis, Neuralgia, Sciatica, & Sprains * * * Muscle-

Rub" : (leaflet attached to bottle) “Muscle-Rub A Glorious Aid in the Re-

lief of Pain and Discomfort from Rheumatism, Arthritis, Neuralgia, Sciatica,

Sprains * * * Bruises.”

Nature of Charge: Misbranding, Section 502 (a), the labeling of the article

was false and misleading because when read in the light of the setting in which
it was intended to be read, it conveyed to the public a meaning which repre-

sented and suggested that the article was more than a palliative relief for

simple muscular pains and was an adequate and effective treatment for

rheumatism, arthritis, neuralgia, sciatica, sprains, and bruises, whereas the

article was not an adequate and effective treatment for rheumatism, arthritis,

neuralgia, sciatica, sprains, and bruises.

Disposition : On February 16, 1052, upon motion of Pauline Harrison, trading

as Muscle-Rub Distributors, the claimant, and with the consent of the Gk)vem-

ment’s attorney, an order was entered by the court consolidating for trial the

instant case with that reported in the following notice of judgment. No. 4079,

and directing that the consolidated cases be removed for trial to the United

States District Court for the District of Arizona. The claimant thereafter

withdrew her claim, and, on June 3, 1953, the court entered a decree of

condemnation and destruction.

4079. Misbranding of Muscle-Rub. U. S. v. 405 Bottles, etc. (F. D. C. No. 32214.

Sample Nos. 13274-L, 13275-L.)

Libel Filed : December 3, 1951, Western District of Texas.

Alleged Shipment : On or about December 7, 1950, and October 20, 1951, by
Muscle-Rub Distributors, from Los Angeles, Calif.

Product: 322 6-ounce bottles and S3 12-ounce bottles of MuscJe-Rul) at

El Paso, Tex., together with a leaflet entitled “Muscle-Rub” attached to each

bottle of the product and an accompanying placard entitled “Prove Free”
relating to the product.

Label, in Part : (Bottle) “Muscle-Rub Contains Isopropyl Alcohol 75% Ethyl
Alcohol 1.8%, Methyl Salicylate, Camphor, Menthol & Fid. Ext. Witch Hazel.”

Nature of Charge: Misbranding, Section 502 (a), certain statements on the

label, in the above-mentioned leaflet, and on the above-mentioned placard were
false and misleading in that the statements represented and suggested that the

article was an adequate and effective treatment for arthritis, rheumatism,
neuralgia, sciatica, neuritis, lumbago, swollen, aching joints, sprains, and
bruises, whereas the article was not an adequate and effective treatment for

such conditions.

Disposition : On February 16, 1952, upon motion of Pauline Harrison, trading

as Muscle-Rub Distributors, the claimant, and with the consent of the Gov-
ernment’s attorney, an order was entered by the court consolidating for trial

the instant case with that reported in the preceding notice of judgment. No.

4078, and directing that the consolidated cases be removed for trial to the

United States District Court for the District of Arizona. The claimant there-

after withdrew her claim, and, on June 3, 1953. the court entered a decree

of condemnation and destruction.
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4080. Misbranding of Fresh’nd-Aire humidifier. U. S. v. 26 Devices, etc.

(F. D. C. No. 34442. Sample No. 54460-L.

)

Libel Filed : December 17, 1952, Eastern District of Wisconsin.

Alleged Shipment : On or about October 22 and 30, 1952, by the Fresh’nd-Aire

Co., Division of Cory Corp., from Chicago, 111.

Product: 26 FreslVnd-Aire humidifiers at Milwaukee, Wis., together with a

number of leaflets entitled “How It Works” and “The Exciting New Fresh’nd-

Aire Humidifler !”

The humidifler consisted of a tank which would hold 6 quarts of water and
contained a fan which when plugged into the house electric line, would force

air from the room to pass through a moistened filter pad. A small pump was
incorporated in the device to circulate water over the filter pad, and thus

keep it moist.

Label, in Part: (Device) “Fresh’nd-Aire Humidifier Model 700 * * * 00

Cycles 30 Watts”; (tag) “America’s Newest Health Appliance Fresh’nd-

Aire.”

Nature of Charge: Misbranding, Section 502 (a), certain statements in the

above-mentioned leaflets which accompanied the devices were false and mis-

leading. The statements represented and suggested that the device would

provide an adequate and effective treatment for preventing coughs, colds,

dry, cracked skin, respiratory ailments, stopped-up nose, difficult breathing,

dry, drawn skin, hay fever, and asthma, whereas the device would not pro-

vide an adequate and effective treatment for preventing such conditions.

Disposition : May 19, 1953. The Fresh’nd-Aire Co., Division of Cory Corp.,

claimant, having consented to the entry of a decree, judgment of condemnation

was entered and the court ordered that the devices be released under bond

to be brought into compliance with the law, under the supervision of the

Department of Health, Education, and Welfare. The devices were relabeled.

INDEX TO NOTICES OF JUDGMENT D. D. N. J. NOS. 4061 TO 4080

PRODUCTS

N. J. No.

Alcohol, isopropyl, rubbing com-

pound 4074

Alfalfa concentrate capsules 4072

Amphetamine, dextro-, sulfate

tablets 4061, 4063-4068

Androgenic substances 4066

Antuls tablets 4071

Arthritis, remedies for. See

Rheumatism, remedies for.

Bursitis, remedies for. See

Rheumatism, remedies for.

C-Tone 4073

Cancer, remedy for 4070

Clinical thermometers 4075

Conjugated estrogen tablets 4065

Cordial Matisura 4069

N. J. No.

Devices 4075, 4080

Dextro-amphetamine sulfate tab-

lets 4061, 4063-4068

Diethylstilbestrol tablets 4067

Duodex capsules ^4076

Estrogen tablets, conjugated 4065

Estrogenic substances 4065, 4067

Fosfarsinol 4069

Fresh’nd-Aire humidifier 4080

Gout, remedies for. See Rheu-

matism, remedies for.

Humidifier, Fresh’nd-Aire 4080

Isopropyl alcohol rubbing com-

pound 4074

Lozenges of Sulfonamets with

Topicaine 4068

^ (4076) Seizure contested.
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X. J. No.

Mannitol hexanitrate and plieno-

barbital, tablets containing

a mixture of 4066

Medicated powder, Ridd ‘ 4077

Metbyltestosterone tablets 4066

Muscle-Rub 4078, 4079

Neuralgia, remedies for. See

Rheumatism, remedies for.

Neuritis, remedies for. See

Rheumatism, remedies for.

Penicillin G potassium, sulfadia-

zine, sulfamerazine, and sul-

famethazine, tablets con-

taining a mixture of 4066

Pentobarbital and carbromal,

capsules containing a mix-

ture of 4067

Pentobarbital sodium cai>sules 4062,

4064

Phenobarbital tablets 4065

Rheumatism, remedies for_ 4072, 4078,

4070

N. J. No.

Ridd medicated power ‘ 4077

Sanqrinol 4069

Sciatica, remedies for. See

Rheumatism, remedies for.

Seconal Sodium and Amytal So-

dium, capsules containing a

mixture of 4066

Sulfadiazine tablets 4063, 4064

Sulfadiazine and bicarbonate of

soda, tablets containing a

mixture of 4065

Sulfamerazine, sulfadiazine, and

sulfacetamide, tablets con-

taining a mixture of 4065

Sulfonamets with Topicaine, lo-

zenges of 4068

Thermometers, clinical 4075

Thyi’oid tablets 4066

Ulcers, remedies for 4071, ^4076

Vitamin preparation 4073

Alfalfa Concentrate, Inc.

:

alfalfa concentrate capsules.

American Tropical Remedy Co.

:

Fosfarsinol, Cordial Matisura,

and Sanqrinol

Antuls, division of Lite Labora-

tories :

Antuls tablets

Best Sales Co.

:

isopropyl alcohol rubbing com-

pound
Buchanan, E. C.

:

sulfadiazine tablets and dex-

tro-amphetamine sulfate tab-

lets 4063

Community Cash Drug Stores

:

dextro-amphetamine sulfate

tablets 4061

Daniels, Thomas

:

diethylstilbestrol tablets, dex-

tro-amphetamine sulfate tab-

lets, and capsules containing

a mixture of pentobarbital

and carbromal 4067

N. J. No.

Dependable Thermometer Co.

:

cUnical thermometers 4075

Fanning, W. F.

:

dextro-amphetamine sulfate
tablets, conjugated estrogen

tablets, phenobarbital tab-

lets, tablets containing a

mixture of sulfamerazine,

sulfadiazine, and sulfaceta-

mide, and tablets containing

a mixture of sulfadiazine

and bicarbonate of soda 4065

Fresh’nd-Aire Co., Div. of Cory

Corp.

:

Fresh’nd-Aire humidifier 4080

Griffin, Pies

:

various drugs 4070

Harris Laboratories, Inc.

:

Duodex capsules ^4076

Hogan, A. L.

:

sulfadiazine tablets, i)entobar-

bital sodium capsules, and
dextro-amphetamine sulfate

tablets 4064

SHIPPERS, MANUFACTURERS, AND DISTRIBUTORS

N. J. No.

4072

4069

4071

4074

^ (4076) Seizure contested.

* (4077) Seizure contested. Contains opinion of the court.
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N. J. No.

Hogan’s Pharmacy. See Hogan,
A. L.

Hughes, W. A.

:

d e X t r o-amphetamine sulfate

tablets, thyroid tablets,

methyltestosterone tablets,

capsules containing a mix-

ture of Seconal Sodium and
Amytal Sodium, tablets con-

taining a mixture of peni-

cillin G potassium, sulfadia-

zine, sulfamerazine, and sul-

famethazine, and tablets

containing a mixture of man-
nitol hexanitrate and pheno-

barbital 4066

Hughes Drug Store. See Hughes,

W. A.

Kegan Laboratories, Inc.

:

C-Tone 4073

Lamy, V. D.

:

dextro-amphetamine sulfate

tablets 4061

Lenoir Drug Co. See Buchanan,

E. C.

Lite Laboratories. See Antuls,

div. of Lite Laboratories.

Modlin, Elmer

:

d e X t r o-amphetamine sulfate

tablets, conjugated estrogen

tablets, phenobarbital tab-

lets, tablets containing a

mixture of sulfamerazine,

sulfadiazine, and sulfaceta-

mide, and tablets contain-

ing a mixture of sulfadiazine

and bicarbonate of soda 4065

Muscle-Rub Distributors

:

Muscle-Rub 4078, 4079

N. j. No.

Ridd Laboratories, Inc.

:

Ridd medicated powder ^ 4077

Rowell Laboratories, Inc.

:

alfalfa concentrate capsules 4072

Slocum, D. S.

:

d e X t r o-amphetamine sulfate

tablets 4061

Standard Drug Stores No. 2. See
Suddreth, H. C.

Suddreth, H. C. :

lozenges of Sulfonamets with

Topicaine and dextro-am-

phetamine sulfate tablets 4068

Wilder, J. L.

:

dextro-amphetamine sulfate

tablets, conjugated estrogen

tablets, phenobarbital tab-

lets, tablets containing a

mixture of sulfamerazine,

sulfadiazine, and sulfaceta-

mide, and tablets contain-

ing a mixture of sulfadiazine

and bicarbonate of soda 4065

Wlider, Jay L., Drug Co.

:

d e X t r o-amphetamine sulfate

tablets, conjugated estrogen

tablets, phenobarbital tab-

lets, tablets containing a mix-

ture of sulfamerazine, sulfa-

diazine, and sulfacetamide,

and tablets containing a mix-

ture of sulfadiazine and bi-

carbonate of soda 4065

Wooten Drug Co. See Daniels,

Thomas.

Young, David

:

p e n t o barbital sodium cap-

sules 4062

Young’s Pharmacy. See Young,

David.

* (4077) Seizure contested. Contains opinion of the court.
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Issued April 1954D. D. X. J., F. D. C. 4081-4100

U. S, Department of Health, Education, and Welfare

FOOD AND DRUG ADMINISTRATION

NOTICES OF JUDGMENT UNDER THE FEDERAL FOOD,
DRUG, AND COSMETIC ACT

[Given pursuant to section 705 of the Food, Drug, and Cosmetic ActJ

4081-4100

DRUGS AND DEVICES

The cases reported herewith were instituted in the United States district

courts by the United States attorneys, acting upon reports submitted by the

Department of Health, Education, and Welfare. Published by direction of the

Secretary of Health, Education, and Welfare.

Charles W. Crawford, Commissioner of Food and Drugs,

Washington, D. C., March 22, 195Jf.
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* For presence of a habit-forming narcotic without warning statement, see Nos. 4085, 4087; omission of.

or unsatisfactory, ingredients statements. Nos. 4083, 4085, 4087; sale under name of another drug. No. 4084;

failure to bear a label containing an accurate statement of the quantity of the contents, Nos. 4083, 4085-

4087; failure to bear a label containing the name and place of business of the manufacturer, packer, or dis-

tributor, Nos. 4083, 4086, 4087.
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VIOLATIVE SALES OF PRESCRIPTION DRUGS

[D. D. N. J.

4081. Misbranding of Benzedrine Sulfate tablets and Dexedrine Sulfate

tablets. U. S. v. James Hendelberg. Plea of guilty. Fine of $1,000

or sentence of 60 days in jail. (F. D. C. No. 33752. Sample Nos. 3005-L,

3006-L.)

Information Filed : November 20, 1952, District of Columbia, against James
Hendelberg, Washington, D. 0.

Nature of Charge : On or about September 27, 1952, the defendant unlawfully

sold, within the District of Columbia, certain dangerous, harmful, or toxic

drugs without a physician’s prescription, namely, Dexedrine Sulfate tablets

nnd Benzedrine Sulfate tablets. Such acts of sale were in violation of Section

503 (b) (1) and resulted in the drugs being misbranded.

Disposition : December 9, 1952. The defendant having entered a plea of guilty,

the court sentenced him to serve 60 days in jail or, in the alternative, to pay
a fine of $1,000.

4082. Misbranding of dextro-amphetamine sulfate tablets, sulfadiazine tab-

lets, and Neotrizine tablets. U. S. v. Professional Pharmacy, Inc.,

and Patrick J. Santangelo. Plea of guilty by corporation to all 12

counts of information; plea of guilty by individual defendant to counts

7 and 9. Corporation fined $600. Individual defendant fined $250 on

count 9; imposition of sentence on count 7 against individual suspended

and this defendant placed on probation for 2 years. (F. D. C. No. 34304.

Sample Nos. 24190-L, 36969-L, 36974-L, 36977-L, 37334-L, 37335-L,

37340-L, 37341-L, 37699-L, 37892-L, 37894-L, 37899-L.)

Information Filed : March 4, 1953, District of New Jersey, against Professional

Pharmacy, Inc., Red Bank, N. J., and Patrick J. Santangelo, manager of the

corporation.

Nature of Charge : On or about May 6, 13, 16, 20, 22, 27, and 28, 1952, while

quantities of dextro-amphetamine sulfate tablets, sulfadiazine tablets, and
Neotrizine tablets were being held for sale at Professional Pharmacy, Inc.,

after shipment in interstate commerce, the corporation caused various quanti-

ties of the drugs to be dispensed upon request for refills of written prescrip-

tions, without obtaining authorization by the prescribing physician. Patrick

J. Santangelo was j'oined as a defendant in counts 7 and 9 of the information,

relating to the dispensing of a number of Neotrizine tablets and dextro-

amphetamine sulfate tablets. The dispensing of the drugs involved was con-

trary to Section 503 (b) (1) and resulted in the drugs so dispensed being mis-

branded while held for sale.

Disposition : May 4, 1953. The corporation entered a plea of guilty to each of

the 12 counts of the information, and the individual entered a plea of guilty

to counts 7 and 9. The court fined the corporation .$50 on each of the 12 counts,

or a total of $600, and fined the individual $250 on count 9. The court also

suspended the imposition of sentence against the individual on count 7 and
placed him on probation for 2 years.
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4083. Misbranding of dextro-amphetamine sulfate tablets, methyltestosterone

tablets, and tablets containing a mixture of sulfadiazine and sulfathia-

zole. U. S. V. Times Square Drug and Albert Kline. Pleas of guilty.

Fine of $150 against each defendant. (F. D. C. No. 84334. Sample Nos.

36096-L, 36204-L, 36227-L.)

Information Filed : February 20, 1953, Northern District of Ohio, against

Times Square Drug, a partnership, Cleveland, Ohio, and Albert Kline, a

pharmacist for the partnership.

Natlt?e of Charge : On or about April 10, 1952, while a number of tablets

containing a tnixture of sulfadiazine and sulfathiazole were being held for

sale at Times Square Drug after shipment in interstate commerce, the defend-

ants caused various quantities of the tablets to be repacked and dispensed

without a prescription, which acts resulted in the repackaged tablets being

misbranded as follows: Section 502 (b) (1) and (2), the repackaged tablets

failed to bear a label containing the name and place of business of the manufac-

turer, packer, or distributor, and an accurate statement of the quantity of the

contents; Section 502 (e) (2), the label of the repackaged tablets failed to

bear the common or usual name of each active ingredient of the tablets ; and.

Section 502 (f) (1) and (2), the labeling of the repackaged tablets failed to

bear adequate direction^ for use and adequate warnings against use in those

pathological conditions where their use may be dangerous to health, and
against unsafe dosage and methods and duration of administration, in such

manner and form, as are necessary for the protection of the users.

On or about IMay 15 and June 11, 1952, while a number of dextro-amphetamine

sulfate tablets and methyltestostei'one tablets were being held for sale at Times
Square Drug after shipment in interstate commerce, the defendants caused
quantities of the drugs to be dispensed without a prescription from a prac-

titioner licensed by law to administer such drugs. This act of dispensing was
contrary to the provisions of Section 503 (b) (1) and resulted in the dispensed

drags being misbranded.

Disposition : iNIarch 13, 1953. Pleas of guilty having been entered, the court
fined each defendant $150.

DRUGS IN VIOLATION OF PRESCRIPTION LABELING REQUIREMENTS

4084. Misbranding of homeopathic drugs. U. S. v. Various Quantities, etc.

(F. D. C. No. 34103. Sample Nos. 64024-L to 64054-L, inch)

Libel Filed : November 4, 1952, Western District of Washington.

Alleged Shipment : On various dates, the Kansas City Homeopathic Pharmacy
shipped from Kansas City, Mo., a number of drugs in tablet form in 5-pound
packages. In addition, there were shipped by another firm, on July 25, 1952,
and on other dates, from St. Louis, Mo., a number of drugs in powder form in

labeled bulk containers. There was shipped also from a point outside of the
State of Washington, on an unknown date, a quantity of a drug in powder
form in an unlabeled bulk container.

Product : Various quantities of various homeopathic drugs in tablet form, some
in 5-pound bulk packages in which they were shipped, and some in bottles of
400 tablets each into which the tablets were repacked from the bulk packages
at destination; various quantities of drugs in powder form in labeled bulk
containers and in retail-sized containers used in repacking such drugs

; and a




















































































































































































































































































































































