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Yoiir: Ietter leads ug'to the conclusion that you ‘do not contend ‘that-the adver:
tlsement for' Norinyl' claimed- any -usé not-i elided"in the ‘approved Iabeling
butonly that it did‘hot set forth a1l the side’effeets with the specificity ‘which
the agency' finds: desirable Your letter-ulso /states’ that it i§ your position that
advértisements of new drags subjdet'to prescrlption use-for which applications
were approved: after Oétober 10; 1962, cannot contam any tatement that is not
in the approved New Drug Apphcatlon o )

“Weihave observed ‘thit had'the adver éement Set’ fort a6 “side effebti Some -
of the statements which you’ ‘contend should ‘have been there ineluded such “act
would be'a direct vidlation of the- position stated’ above because’the statemeints
of ‘thé ¢onditions allegedly omitted are’ nof found under thdt heéading, in ‘the
approved labeling: ‘Your, contentmns, therefore, seem to be diametrically opposed
%obyloug algument as to the necessity that the. advermsement conforim to the
abelin .

- Although we are” déclining’ proseeution based upon the alleged violatlons of
the advertismg provision “of ‘the Act, we do not have’ the same reservations
concerning the violation alleged in Cmmt Tof the suggested form of information
whiel relates to the use of 1mpr0per labelmg m the monograph in the: Phym- ‘
‘cians’ Desk Reference e : SRS ‘ ;

We are engaged in the procese ; ; cordar
the ‘ideds expressed ih our Iast col m‘unicat;on A.eopy of our
to theSUmtedl States: Attorney W1ll be’ forwarded to you: ‘syhen'.

incerely,

P “Faup M, Vmsow, Jrl, .
o Asszsttmt Attorne:} General,
‘ Criminal Division.
By HARoLD P. SHAPIRO,
O‘h@e;f, Admzmstrative Regulatwm Sectwn

A'ri:s DEPARTMENT USTICE, S
“Unired. s:rA*ms ATTOBNEY,‘;

Attention Harold P, Shap 'Clnef Adm 1strat1ve‘Re ’ulatmns Seetlon
Re Syntex. Laboratones, Iné, FDC No 53222, ‘Federal’ F‘oodL Drug, and Cosmétic

" Act. Your Ref: FMV :JWK :me, 21-48-858. ‘
DEPARTMENT OF JUSTIC‘E . )
Washmgton, D.C. - '

DEAR M. Szapiro: We ha,ve rev1ewed the file. in, the above~refereneed matter
and have concluded. that the gase lacks prosecutive merijt. .
... We tecognize -that - discrepancies. hetween; the monograph and the approved :
labeling do. exist.,. However, the regulatlons themselves:require; onl}7 that/ the
labeling be “substantially” the same as: ‘the:labeling. arized: by the approved
new drug .appliéation, The word. “substantially’: certajnly ‘gave: the. company
_‘some license. to synopsize: the. 1nformation contained . in-the approved new:drug
application. A reasonable doulbt exists in.our.minds ias to w hether the: Ia,bel{i,ng
in the monograph.is, substantxally different .from- the:labeling in:the approved

o

‘new drug application, and we. believe that a lay jury Would also harbor such a’

doubt.:
. Moreovet, the dlscrepanc1es between the monograph and the approved labeling
do not:appear to. have been the result of a purposeful evasion of the regulatory
xequirements of the-Administration but of an honest difference of opinion. as to
what was required under the regulations..In faet, at the hearing held on. April
'8, 1966, the firm offered to-obviate all future difficulties by submitting sample
“advertising -and" monographs £0 .. the Food and-Drug Admmistratlon before -
publication.: |
In closing; we note that the qffen,se eomplainfdk og ;oceurred in September.

1965, almost three -years: ago.:No:indications- of -violations of the Food and -

Drug law subsequent;to;that date.are-reported. Prosecution-at:this rather: late
date would not he in) the best interests of the Federal Government R
Very truly yours, .- :
DAVID M. SATz, .Tr,, S
- U8 Attorney. .
By MARLENE GROSS,.
: Asswtwnt U8, Attomey




