k firm. It had been a 3 !
apsules were New Drugs. Despite
& New: Diug Application for ‘these 'd

It had been advised as far back as 1958 that its 30 mg, Obetrol ‘»t,:a,-blé‘tf“
and capsules wére Ne this warning, the firm still failed to fil 2

: 1
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, ation” for , {Egs/ and' continued ‘to ship them in. inters
- state’ commerce without an approved' New

W

without a: oyed Ne rug’ Application. Similarly, the firm
“was advised in early 1964 that its advertising for its Obetrol 10 and 20 mg.. tab-
uld only advertise the drugs through!

lets was false and misleading and that it co

‘the use of ‘claims'sét forth in"the labeling approved in the fArm’s. New, Drug
. Application. “While it*i§ true the firm’ dis

mg. Obetrol hé new la
Re At
“final’

al

. th scontinued advertising. its 10 and. 20}
tablets until the new labeling for these drugs was approved in the! -
1965, the fifm started’ to illegall

965, th m § | legally advertise 4gain as-soon as the
printed’ labeling had been' approved. This time the firm omitted the pre- |
cautionary .statements which relate’ to

8.

: st ch re o tg ide, effects, contraindications, .and |
effectiveriess required to-be fairly. presented in’

~effectiv e o fairly ented in the 4dvertising by the regulations-
*- under-the drug advertising sectiot of the law, It is our-opinien that prosecution |. -
Jf'the firim and the two responsible individuals { R

is'fully warranted. -,
o L WITNESSES.
. T'he: principal withesses ‘in: this. ;
- -collected the samples;: cooperating ' physiciang ‘who subscribe to Modern M edi-
©cine: and ‘medical ‘officers’of the Food and Diug Administratioh’s Bureau of
‘Medicine who can testify sas-to’ the' approved New-Drug applications, approved
Jabeling, :and - the. serioudy ‘hattire of “the alleged medical journal ' advertiging
‘mishbranding. o« oo 0 e e T L e B e
It is requested that, if' the Informationis amended, the United States Attorney
furnish us with a copy thereof ;. also, that the United States -Attorney keep. us
advised 'of -the progress ot thé case and its: disposition. The-New York District
- ot the:Food atid- Drug 'Administration will arrange for the pregence of  the
necessary’ witnesses and assist in' the presentation of the case. Upon request,
we shall render-such further assistance as may be possible, :
< Very-traly yours;): T e
) WiLLtaM W, GOODRICH,
Assistant General Counsel,
RERE Food end Drug Division.

“ro0 0 UNITED STATES DEPARTMENT OF JUsTIOR, "  *
Lt Washingtom, D.0.y April 24, 1967,
Re Rexar Pharmacal Corp., Arihin Rosner, and Martin ‘Benjamin, FDC No,
- 53053, Fede}raly]i‘ood, Drug, and Cosmetic Act. . 7 DR
" DEAR'MR.. GoobricH : This'is in reply to your letter to'the Attorney .General
. -of January 17, 1967, in which you request the institution of criminal proceedings
-against the above-eaptioned ‘subjécts for violitions of the Federal Féod, Drug,
- and Cosmetic Act committed: between' April; 1964, and October, 1965, = .
. We have caréfully reviewed theistitements sét 'out in ‘your Iétter concérning
‘the “subjéets’ activities elative 'torthe sale of-¢értaln drug produets.
As to the fifth count, we are not disposed-towa?d the conclusion expressed in
- yourlettér that the words:of the statute, dalso used in your regulations, requiring
. astatemént‘of ¢ontraindications, side offects, dnd effectiveness. in. prescripti
" -drugiadvertisements. are’ sorclearly. inchusive of “précautions” as to gl
jeets “fair- warning that such’ items' must’ be- ineluded. 'We hav
that in the advertisement in Modern Medicine in’ September, : y
inecluded,” underthe “statutory ‘headings;‘the ‘full “and ex:
- under thosé: headings in the labeling approved by the ¥o
gtration. There ig-nothing  in the ‘Aet?or’ the: regulations
iwordstherein” have g Jarger méaning  than  that of 'the
Accordingly, we are of the ‘opinion: that the advertisement to which referen
‘was made-in."your- letter s’ not ‘violative of "the’ Act.” Moreover, we do not
believe that the.factusl sitnation here’is such ‘that the Government would be
“able to prevail in the évent the theory suggésted in your letter were to be tried
out in a:eriminal:prosecution ‘of Rekar and its oﬂice;‘si“Thetmﬁjre,‘ prosecution
is-declined a8 to-the chargés setiout it: Count-V of ‘your suggested information
Inasmuch as the violations of April'18, 1064, and March 1, 1965,
"reported to us for erimirial prosecution umtil after the appearatice of the adver-
tisement in Modern Medicine in September, 1965, we ate uncertain as to whether
you are of the opinion that prosecution is merited on ‘the-basis of those acts

ter 1965,
11 and’ e t “lan

case will be the Government inspeetors who |
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