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¢. Yor any distributor of the drug, the use of labeling in accord with this
announcement for any sicn drug shiipised within the jurisdiction of the Act as
tleserived in paragraph (b) of that notice.

U, dotice of opportunity for hedring.—On the basis of all the data and informa-
tion available to him, the Director of the Bureau of Drugs is unaware of any
adequate aud well-controlled clinieal investigation, conducted by experts guali-
fied by scientifie training and experience, meeting the requirements of section 503
or the IFederal Food, Drug, and Cosmetic Act (21 U.S.C, 355) and 21 CFR 314111
{a) (9}, demonstrating the effectiveness of drug(s) for the indication(s} lacking
substantial evidence of effectiveness referred to in paragraph A3 of this notice.

Notice is given to the holder (s) of the new drug application{s), and to all other
interested persons, that the Director of the Burean of Drugs proposes to issue an
order under section 50s(e) of the Federal Food, Drug, and Cosmetic Act (21
U.B.C 855(¢e)), withdrawing approval of the new drug application(s) (or, if
indicated above, those parts of the application{s) providing for the drug prod-
uct(s) listed above) and all amendments and supplements thereto providing for
the indication(x) lacking substantial evidence of effectiveness referred to In para-
graph A.3 of this notice on the ground that new information before him with
respeet to the drug product(s), evaluited together with the evidence available
to him at the time of approval of the application(s), shows there is a lack of
substantial evidence that the drug product (s) will have all the effects it purports
or is represented to have under the conditions of use preseribed, recommended,
or suggested in the labeling. Au order withdrawing approval will not issue with
respect to any application (s) supplemented, in accord with this notice, to delete
the claim (&) lacking substantial evidence of effectiveness,

In addition te the ground for the proposed withdrawal of approval stated above,
this notice of opportunity for hearing encompasses all issues relating to the Iegal
status of the drug products subjeet to it (including identical, related, or similar
drug products as defined in § 310.8), eg., any coutention that any such produet
is not a new drug hecause it is generally recognized as safe and effective within
the meaning of section 201 (p} of the act or beciuxe it is exempt from part or all
of the new drug provisions of the aet pursuant to fhe exemption for products
marketed prior to to June 25, 1938, contained in section 201 (p) of the act, or pursu-
ant to section 107 (¢) of the Drug Amendments of 1962; or for any other reason.

In accordance with the provisions of section 3503 of the net (21 1W.8.C, 3533) and
the regnlations promulgated fhereunder (21 CFR 310, 314), the application(s)
and all other persons who manufacture or distribute a drug produet which is iden-
tieal, related, or similar to a drug product named above (21 CFR 310.6), are
hereby given an opportunity for a hearing to show why approval of the new drug
applieation () providing for the elaim (s) involved should not be withdrawn and
an opportunity to raise, for administrative defermination. all issues relating to
the legal status of a drug product namedl above and all identical, related. or similar
drug priviuets.

If an applicant or any person subject to thisx notice pursuant to 21 CFR 310.6
elects to avail himself of the opportunity for a hearing, he shall file (1) on or
before Angust 19, 1974, a written notice of appearance and request for hearing,
and {2} on or before Reptember 17, 1074, the data, information. and analyses on
which he relies to justify a hearing, as specified in 21 CFR 314.200. Any other
interested person may also submit conunents on thiz proposal to withdraw ap-
provil. The procedures and requirements governing this notice of opportunity
for hearing. a notice of appearance and request for hearing, a submnission of
data. information, and analys<es to justify a hearing, other comments, and a grant
or denial of hearing, are contained in 21 CFR 130.14 as published and disenssed
in detail in the Federal Regizter of Aarch 13, 1974 (39 TR 9730), recodified
as 21 TR 314.200 on March 29, 1974 (39 FR 116R0).

The failure of an applicant or anv other person subject to thiz notice pur-
smant to 21 OFR 310.6 to file timely written appearanece and reqnest for hearing
as rearired by 21 CFR 314200 constifutes an election by such person not to avail
himself of the opportnnity for a hearing concerning the action provosed with
respect to such drng product and a waiver of any eontentiong converning the
legal status of such drue produet. Any sneh drug produet 1abeled for the fndiea-
tinn (&) lacking substantial evidence of effectiveness referred to in paragranh A3
af this notiee may not thereafter lnwfnlly be marketed, and the Food and Drng
Administration will initiate avppronrinte reculatory aetion to remove such
drug produrts from the market, Anv new drug nroduef marketed withont an
approverd NDA is subject to regnlatory action any time,




