; 13594 COMPETITIVE PROBLEMS IN'THE :DRUG INDUSTRY

Re'Rexan-Phammae Jorp.;:
‘Mr. Wirriam W. GOODRICH,
Asmstcmt General Coamsel Departmem of Eealm Educatwfn, amt Welfére,
i Waxshmgton :D.C. .
{R: ‘GOODRICH : ThlS isin" response to your letter of’ September 28 1967
yVou answered certain- questions which we raised in our letter to you
r@l 214, 1967. Thei views you ‘express concermng ‘the ‘subject’s advertise-
ment:of ‘the’ drug Oby-Rex in* Modern M edicine fm' September, 1965 have been
: c‘«trefully considered, However, ‘we: have ol
Cand the- reghlatlons pertammgi t adv‘ertlsi
- fcontraindications”, other ‘regula 31t
/‘tion drugs refer to “reIevanﬁ ‘hazdr
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3 ‘where ' 'the' agency has
“in -thé labelmg of ‘a ‘prescription

fo drug of “hazards” or, “precauﬁons”, it has done so by using those specific words

even though in'the same- seritéiice it has tequired the inclusion of “side effects”
and ‘‘contraindications.” Accordingly, it appears thiat the agency has” recognized
that cli df these 'words Has ‘a ‘separate” deﬁmte meanmg and 'we’ could not
Sustair comtentxdn that “precautions” are indluded by 1mphcation in the
statutory language, partlcularly in an instance in which ‘the ‘labeling of the
drug ‘as approved by the ageticy distinguished " between What eonstltutes “slde
‘efféets and contraindications’ and“precautions.” "
Therefore, prosecution on the basig of the failure of the subyeets to mclude
in'the advertisement a statement of the “precautions” is de lined:
~_ Insofar as the counts pertaining to the shipment,-on’ April 18 1964 and
©  Mareh 1, 1965, to Doctors MeSpirit and Reider, accordr_
.30 mg’ strength tablets ‘of’ Oby-Rex and Oby-R )
-are not persuaded - ‘that such ‘drastic action: [
“or that'if it ‘were instituted a successful result ¢
‘The offénses took place between two and one. half. and thrée and’ ong’ half
years'ago;but were not réported until ‘January of this yedr. Despite your state-
ment: that comphance ‘has not been achieved, no additional violations have-been
reported and the subjects have filed a supplemental new “drug - application
iesting’ approval for the 80 g dosage ‘form. ‘Although this application has
ardcterized ‘as “incomplete” it has'not been withdrawn nor has' theé
: Igen apy steps looking ‘toward ety to ‘approve it. App@rently the
-aré ‘attempting to complete the application.  Thus, despite’ your state-
ment as togthe consensus of miedical: opinion, the ‘record before: the agency is
-sueh a?é‘“tb Teave opén the question s hether Suchi’dosagé form is proper.
,"the fae’ts‘th'at under; the approved labeling a dosage totaling 60
mg e d@,‘y ay eventually e Teached in'the )
sage form of the'shipment was specifically ordered by licensed
/ho, aré legally entitléd, and ‘ethically. Jrequired, to prescribe for their
eirown’ jndgment based upon’ a knowledge
of ‘their: patients’ requirements ‘tend to weaken dny'ctiminal’ prosecuﬁibn
... Accordingly, it is.qur view that the ‘timié which has- elapied sihce ‘the'com-
£ th iolatmn and ‘the’ factuigl situation ‘make this an’' unattractive
on. vé not sold’this dosage
a supglemen‘tal apphca-
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