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“introduction into interstate commerce at Cranbury, New Jersey, for delivery
to South Ban Francisco, California, consigned to J. F. Coffman and.Sens, a
number of bottles contammg a drug designated by the name “Pree MT”

That displayed upon said bottles was certain labeling which cons1sted .among
other things, of the following prinited and graphic matter : :

“50 Tablets Pree MT Each tablet contains meprobamate. . 200 ‘mg. hydro-
chlorothiazide. . . . 25 mg. Caution Federal law prohibits dls.pensmg without "
prescription, Wallace Laboratorles Division of Carter Products, Ine., Oranbury,‘
N J ”

"That. said drug, when' cause»d to be intmduﬁed and dehvered fon mtroduction
into interstate..commerce: as: aforesaid, was a drug requlred to: be dispensed.
only upon prescription as provided by 21 U.8.C. 353(b) (1) since it was'a. drug
intended for use by man and covered by an approved new drug application
which became éeffgctive under 21 U.S.8. 355 prior to October 10 1962 and which
limited said denig to use under the professional supervision of a practitioner
licensed by law to administer such drug;

That said drug, when caused to be introduced and delivered for introduction
into interstate commerce as aforesaid, was misbranded within the meaning
of 21 U.S.C. 352 (n) in that said drug was 4 prescription drug distributed and
offered for sale in the United States and said defendant, the manufacturer of
said drug, failed to include in° adverhsement&, ‘caused to be issued by said
defendant with respect to said drug in the editions of June 1, 1964, June 8, 1964,
June 15, 1964, and June 22, 1964, of the Journal of the Amenean Medlcal Assoc1a-
tion, a true statement of informaion in brief summary relating to the side effects
and contraindications of said drug as required by Section 1.105(f) (2) of the reg-
ulations published in the Federal Register of January 10, 1964 (29 F.R. 257),
to wit, the aforesaid advertisements did not present, from the labeling accepted
in the aforesaid new drug application, as required by said regulations, informa-
tion concerning certain side effects and contraindications of said drug that
were pertinent with respect to.the use recommended and suggested in said
advertisements, namely, premenstrual tensmn and with respect to the uses
for which the dosage form advertised. was commonly prescribed, namely, hyper-
tension and congestive heart failure, since (1) the aforesaid advertisements
«id not state in brief summary or at all with. respect to.the side effects of said
drug: and its ingredients, namely hydrochlorothiazide: and meprobamate, that
-excessive response and resulting undersirable electrolyte imbalance may be
caused by the administration of said drug, that azotemia may be precipitated
<or increaged by hydrochlorothiazide, that:it may be necessary to discontinue

administration of said drug to patients with severe liver or renal.disease, that
gout has been precipitated, that all patients on hydroclorothiazide should be
carefully followed to detect side reactions or unusual manifestations of drug
idiosyncrasy, such as leukopenia, agranulocytosis or -aplastic anemia, that.
from the use of meprobamate allergic reactions most often in form of a skin rash,
‘have been reported and, less frequently, more severe reactions (fever, angioneu-
rotic edema and bronchial spasm) have occurred, that other allergic effects
‘from use of meprobamat though rarer, include nonthrombocytopenic purpura,
-chills, edema and arthralgia, and that said drug should be discontinued when
hypersensitivity develops; (2) the aforesaid advertisements contained the
statement “Contraindications None known” which was false and misleading as
-applied to said drug for which contraindications were known; and (3) the
.afonesaid advertisements did not state in brief summary or at all with respect
to the contramdmatlons of said drug and its 1ngred1ents, hamely, hydro-
.chlorothiazide and meprobamate, that hydrochlorothiazide i$ contraindicated in’
‘the presence of anuria, that therapy with hydrochlorothlmde should not be
reinstituted in patients who have had toxic reactions to hydrochloroh1az1de,
and that therapy with meprobamate should not be relnstltuted in patients who
have had an allergic reaction to meprobamate.
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