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is a lack of substantial evidence that this
drug is effective for the initial phase o f
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ments and that the Commissioner of
Food and Drugs intended to initiate Pro-

In an announcement WESI 9947) ceedingsto withdraw approval of the ne w
published in the FEDERAL REGISTER of drug application . Interested persons wer e
February 6, 1970 (35 F.R. 2697), the Com e invited to submit any pertinent dat a
missioner of Food and Drugs announced bearing on the proposal within 30 days

following publication of the announce-
ment'. No data providing substantial evi-
dence of effectiveness have been received
pursuant to the announcement .

Therefore, notice is given to the
holder(s) of the new drug application(s )
and to any other interested person that
the Commissioner proposes to issue an
order under section 505(e) of the Federa l
Food, Drug, and Cosmetic Act (21 U .S .C .
355(e)) . withdrawing approval of the
listed new drug application(s) and al l

j amendments and supplements thereto on
the grounds that new information be -
tore him with respect to the drug(s) ,
evaluated together with the evidenc e
available to him at the time Of approval
of the application(s), shows there is a
lack of substantial evidence that the
drug(s) will have all the effects pur -
Tented .or .represented-to-have -under th e
conditions of use prescribed, recom -
mended, or suggested in the labeling .

All identical, related, or similar pro d
ucts, not the subject of an approved new
drug application, are covered by the new
drug application(s) reviewed . See 2 1
Cleft 130.40 (37 F.R. 23185, October 31 ,
1972) . Any manufacturer or distributor
of such an identical, related, or simila r
product is an interested person who ma y
in. response to this notice submit dat a
and information, request that the new
drug application(s) not be withdrawn ,
request a hearing, and participate as a
party in any hearing. Any person who
wishes to determine whether a specific
product is covered by this notice shoul d
write to the Food and Drug Administra -
tion, Bureau of Drugs . Office of Comrli-
ance (BD-3.00) ., 5600 Fishers Lane, Rock-
ville, Md . 20852 .

In accordance with the provisions of
section 505 of the Act (21 U.S.C. 355 )
and the regulations promulgated there-
under (21 CFR Part 130), the Commis -
stoner hereby gives the applicant(s) an d
any other interested person an oppo.rtu-
pity for a hearing to show why approval
of the new drug application(s) should
not be withdrawn.

Within 30 days after publication hereo f
in the FEDERAL REGISTER the applicant(s )
and any other interested person is re-
quired to file with the Hearing Clerk,
Department of Health, Education, and

W' 1e, Room -=I3rs, 5600 Fiehcis Lane,
Rot. ..idle, Mcl . 20852, a written appear -
ance electing whether or not to avai l
himself of the opportunity for a hearing .
Failure of an a pplicant or any other in-
terested person to file a ant ten appear -
ance of election within said :30 days wil l
constitute an election by him not to avai l
himself of the o pportunity for a hearing.

If no person elects to avail himself o f
the opportunity for a hear ing, the Com-
missioner without, further notice wil l
enter a final order v,.Ithdrawing ap-
proval of the applicatiortisi .

If an applicant or any other interested
person elects to avail himself of the op-
portunity for a Hearin .; ; he must file ,
within 30 days after publication of thi s
notice in the FEDERAL REGISTER, a writte n
appearance requesting the hearing, giv-
ing the reasons why approval of the new
drug application(s) should not be with-
drawn, together with a well-organize d
and full-factual analysis of the clinica l
and other investigational data he is pre -
pared to prove in support of his opposi -
tion . A request for a hearing may no t
rest upon mere allegations or denials, bu t
must set forth specific facts showing tha t
a genuine and substantial issue of fact :
requires a hearing (21 CFR 130.14(b) ) .

If review of the data submitted by an
applicant or any other interested person
warrants the conclusion that there exists
substantial evidence demonstrating the
effectiveness of the prcduct(s) for the
labeling claims involved, the Commis-
sioner will rescind this notice of op-
portunity for hearing .

If review of the data in the applica-
tion(s) and data submitted by the ap-
plicant(s) or any other interested per -
son in a request for a hearing, togethe r
with the reasoning and factual analysi s
in a request for hearing, warrants th e
conclusions . that no genuine and sub-
stantial issue of fact precludes the with -
drawal of approval of the application(s) ,
the Coriunissioner will enter an order o f
withdrawal making findings and conclu-
sions on such data .

If, upon the request of the new dru g
applicant(s) or any other interested per-
son, a hearing is justified, the issues wil l
be defined . a hearing examiner will be
named, and he shall issue, as soon as
practicable after the expiration of such
30 days, a written notice of the time
and place at which the hearing will com-
mence . All persons interested in identi-
cal, related, or similar products covered
by the new drug application(s) will b e
afforded an opportunity to appear at th e
hearing, file briefs, present evidence ,
cross-examine witnesses, submit sug-
gested findings of fact, and otherwis e
participate as a party. The hearing con-
templated by this notice will be open to
the public except that any portion of th e
hearing that concerns a method or proc-
ess the Commissioner finds entitled to
protection as a trade secret will net b e
omen to the public, unless the responden t
specifies otherwise in his appearance .

Requests . for . a hearing and/or elec-
tions not to request a hearing may, b e
seen in the Office of the Hearing Cler k

's conclusions pursuant to the evalua-
lori of a report received from the Na-

tional Academy of Sciences-National Re -
search Council, Drug Efficacy Stud y
Group, on the -following drug :

Skelaxin Tablets containing metaxa -

(address given above) during regular
business hours . Monday through Friday .

This notice is issued pursuant to pro -
visions of the Federal Food, Drug, and
Cosmetic Act (sec . 505, 52Stat . 1052-53 ,
as amended ; 21 U .S .C. 355), and the'Ad -
`niinistrative Procedure Act (5 U .S .C .
554), and under authority delegated t o
the Commissioner (21 CFR 2 .120) .

Dated: November 9, 1972 .
SAM D . FINE ,

Associate Commissione r
for Compliance .
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