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ATZORNEY ‘(BN
8

R MR. ATTORNEY ' GENERAL: We'" tequest: the stitution of eriminal pro- -
‘ceedings underithe Federal ‘Food, Drug, and Cosmétid: Act; against Rexar Phar-
‘macal- ‘Corporation; Brooklyn, New ' York, 'Mr.  Armin Rosner and Mr. Martin

enjamin. e cileed PES i ek NALEeSR e ¢ A
« The:offenses ‘complained of: ‘occurréd during’ the period from about April 18,
1964; to dbout  October: 1, 1965, and involve the introdiction into interstate com-
“merce at Brooklyn, :Ne v
Ne
1

] ; eating, R N EhE g e
s of 'botf!@'is‘gb@}@*f@mﬁ()byw nd. Obetrol tablets. .

opies of package;insert! labeling. the’apprévedwNew Drug Appll‘i*catipnp

eﬂt for Obefrol‘tabléfS' which appeared in M odern
RIS SRR o b e

..831(d) in that the
ce:of new drugs, the

U:8.C.:8

n alsg alléges in one cour the Obetrol, tablets were mis- =
imeaning of 21 U.8.0..852(n)- in:that the defendants failed

branded withi
to.include in

de in the advertisement caused to be issued by them.with respect tothe

drug in'the September 13, 1965, issue of.the Mpdern Medicine, a true statememt -
of information :in :brief summany. relating: to side;effects and - contraindications

: zznd(gffeetiveness, of: such. drt s-required: by regulations 21 CFR 1.105.(e).-and

N

REASONS FOR INVESTIGATIONS

od and D ¢ Administration’ learned that the firm was dis-

62, .the,. Fo 18
ng é;;30’nii?ligmm tablet, and capsule under .the name of, “Obetrol” with-
out .a_supplemental, New Drug’ Application. However, ‘there was no evidence
that ‘the firm was shipping this d terstate commerce at that. time. On
‘February -6, 1963, Féod dnd Drug Administration Inspector:’ Ernest Schmalz
ingpected this firm-and learned that it was still manufacturing the 30 milligram
etrol cdpsules and tablets, but apparently not shipping the drug in interstate
‘commerce. Mr. Armin Rosner, the President of the firm, was asked by the in-
- Spector about the 30 milligram dosage form and his reasons for not filing a
New Drug Application or a supplemental New Drug Application for these prod:
ucts. Mr. Rosner replied that he was of the opinion that the New.Drug Applica-.
tion for Obetrol allowed:dosages up to 60 milligrams per day. He ‘pointed out .
that the directions for use for' the 30 milligram tablets provided that the daily
dosage fell within this range. He, therefore, questioned the need for submitting
"a supplemental New Drug Application or a second New Drug Application for
the 30 milligram dosage form. He was, advised by Inspector Schmalz to discuss
. this matter with the Food and Drug Administration’s New Drug Branch in
Washington, D:C. : ‘




