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as amended: 21 U.S.C. 353) and under
authnrity ieiegated to the Commissicnsr
(21 CFR 2.1200.

Dated: May 19, 1970.

8ax D, Frox,
Acting Assoctate Commissioner
Jor Compliance.

{P.R. Doc. TO-4804: Fled, May 7, 1870:
3:48 am.|

[Docket No. FDC-D-180; NDA No. 10-869]

WARNER-LAMBERT PHARMA-
CEUTICAL CO.

Drugs for Human Use; Drug Efficacy
Study Implementation; Pacatal Tab-
lets and Injection:; Withdrawal of
Approval of New-Drug Appiication

In the FrorraL Rrcistzr of November
29, 1969 (34 PR. 19037), the Commis-
sioner of Food and Drugs announced
(DESI 105359) his conclusions pursuant
to evaluating reports received from the
National Academy of Sciences—National
Research Council, Drug Eflcacy 8tudy
QGroup, concerning the safety and effcacy
of mepazin for human use, and stated his
{ntention to initlate proceedings to with-
draw approval of new-drug application
No. 10-559 for Pacatal (tablets contain-
ing 25, 50, and 100 milligrams of mep-
azine and injection containing 25 milli-
grams of mepazine (as acetate) per
miliiliter,

The Wamer-Lambert Pharmaceutical
Co., Morris Plains, N.J. 07850, holder of
sald application, by letter of January 13.
1970, walved opportunity for a hearing
on the proposed withdrawal of approval
of the application. No data or objections
were flled by other interested persons.

Pursuant to provisions of the Federal
Food, Drug, and Cosmetic Act (sec.
505(e), 52 Stat. 1053, as amended; 21
U.8.C.355(e)) and under authority dele-
gated to him (21 CFR 2.120), the Com-
missioner finds on the basis of new In-
formation, evaluated together with the
evidence avalleble when the appllcation
was approved, that: (1) Mepazine is not
shown to be safe for use under the condi-
tions of use upon the basis of which the
application was approved, !In view of the
adverse effects associated with its use,
and (2) thersis a lack of substantial evi-
dence that mepazine will have the effect
it purports or is represented to have
under the conditions of use prescribed,
recommended, or suggested in the
labeling.

Therefore, pursuant to the foregoing
finding, approval of new-drug applica-
tion No. 10-559, and all amendments and

. supplements applying thereto, is with-

drawn effective on publication hereof
in the Frorxal Rrcorstzx. This causes any
meparine-containing drug to be a new
drug for which an approved new-drug
application is not in effect and makes {t
subject to regulatory action.

Dated: May 19, 1970.

B8ax D. vz,
Acting Assoclate Commissioner
Jor Compllance.

[P.R. Doc. TO0-4606: Filed, May 27, 1970;
8:48 am.]

NOTICES

{Dockst No. XDC-D~-172; NDA 4280, ste.|

CERTAIN SULFONAMIDE - DECCN-
GESTANT NASAL PREPARATIONS

Drugs for Human Use; Drug Efficacy
Study Implemaentation; Opportunity
for Hearing on Proposal To With-
draw Approvai of New-Drug Appil-
cations

In the ProrxaL Rrorstxx of September
9, 1069 (34 P.R. 14181), pursuant to eval-
uations by the National Academy of
Sciences—National Research Council.
Drug EfMcacy Study Group, of certain
sulfonamide-decongestant drugs for
nasal {nstillation, the Food and Drug
Administration concluded (DESI 4850)
there !s 3 lack of substantial evidence
that such drugs will have the effects they
purport or are represented, expressly or
by implications, to have. The Commis-
sioner of Food and Drugs gave notice of
his intention to initiate procedings to
withdraw approval of the new-drug
applications for those and similar drugs.

Holders of new-drug applications for
such drugs. and any !nterested person
who might be adversely affectad by their
removal from the market, were Invited
to submit pertnent data bearing on the
proposal within 30 days after said pub-
lication date. Responses were received
from Lederie Laboratories concerning
Rhinazine and f{rom Smith, Klne &
Fr=nch Laboratories concerning Pare-
drine Sulfathiazole Suspension. The
material submitied, considered with
other available information, does not
provide substantial evidence of effective-
ness of the drugs for their reccmmended
uses.

Therefore. notice is given to:

1. Roche laboratories, Diviston of Hoff-
mann-La Roche !nc. 340 Kingsland Street.
Nutley, N.J. 07110, holder of new-drug appli-

eation (NDA 8-403) for Qantrisin Nasal
Solution {sulfisoxarole and phenylephrine
hydrochloride):

2. Parks, Davis & Co.. Joseph Campau At
the River, Detroit. Mich. 482312, hoider of new-
drug applications (NDA 5-329, 3-180, 5-859,
5-4863) for {1} Qluco-Fedrin with sulfathia-
role (aulfathiarzole and ephedrine lactate):
(2) Sulfamone Dropa (sulfatiiazole sodium
and methamphetamine): (3) Gluco-Fadrin
with BSulfadiazine Drops (sulfadiazine and
ephedrine); and {4} Sulfamone with Sul-
fadiarine Drops (sodlum suifadiazine and
methamphstamiae hydrochlorida);

3. Scith, Klne & Prench Laboratories,
1300 Spring Garden Street, Philadelphia, Pa.
19101, holder of new-drug applleation (NDA
4-350) for Paredrine Sulfathiazole Suspen-
sion (sulfathiarole and hydroxyamphetamine
hydrechloride)

4. K Lilly & Co., Poat Office Box 618, Indi-
anapolls, Ind. 48208, holder of new-drug
applications (NDA 35-179, 6-385) for (1}
Thirodrin Solution (sulfathiazole sodium
and methamphetamine hydrochleorids): and
(2) Sulfathiarole with Tuamine Sulfate Sus-
ponsion (sulfathiazole and tuamincheptane
sulfate):

5. Winthrop Labomtories, DAv. of 8teriing
Drug, Inc.. 90 Park Avenue, New York, N.Y.
10018, holder of new-drug applcation (NDA
8-228) for Neo-Synephrine Sulfathiarolate
Noee Drope (phenylephrine sulfathiomolate):

8. Lederie Laboratories, Div. American

d Co West Middletown Roed, Poarl
River. N.Y. 10933, holder of new-drug appll-

8405

caaton (NDA 35-588) for Rhinarine (sodium
sulfadiazine, sulfathisrote. sodium. and d4i-
methamphetamine hydrnentoride);

7. X. A. 3quidbd & Sons. Georges Road, Now
Brunswick, N.J. 08002, holder of anew-drug
appiication  (NDA  3-1T7)  for Sulmefrin
Drope (sulfathiazole sodium. sodilum rul-
fadiazine, and methamphetamine).

8. Malllnckrodt Chemical Worka, Second
and Mallinckradt Street, St Louta, Mo, 81100,
bolder of new-drug appileation (NDA 5-
281) for Sulfadrine Drops (sulfathiazole and
ephedrine suilate)

9. Conal Pharmaceuticals, Inc.. 3547 West
Ravsaswood Avenue, Chioago., LI 60640,
holder of new-drug application (NDA 5-334)
for Sulfed Solution (sulfathiazole and
ephedrine sulfata}:

10. ™illlam H. Rorer. Inc.. 500 Virginlia
Drive. Port Washington. Pa. 18034, holder of
new-drug spplication (NDA 3470} for 3ul-
famidazola-Fphedrine Suspension (sulfa-
nflamide, sulfathiazoie, and sphedrine sul-
{ate);

and to any interested person who may e
adversely affected. that the Commis-
sioner proposes to lssue an order under
section 505(e) of the Federal Pood. Drug.
and Cosmetle Act (21 US.C. 355(e))
withdrawing approval of the above-
specified new-drug appllcations, and all
amendments and supplements thereto,
on the grounds that new information,
evaluated with the evidence avallable
when the applications were approved.
shows there Is a lack of substantial evi-
dence that tr= drugs #ill have the effect
they purport or are represanted o have
uncar the conditions of use prescribed,
recommended, or suggested in  their
labeling. Specifically, substantial evi-
dence Is lacking to show (1) that the
drugs are effective In the local treatment
of intranasal bacterial infection and re-
sultant prestnasal drip, /2) that the sul-
fonamide component makes any contri-
bution ‘o the claimed effect {or decon-
gestion of nasal and pharyngeal muccsa
in the treatment of rhinitls and stnusitis,
and (3) that the sulfonamide compo-
nent has a favorable efTfect in the treat-
ment or prevention of the uncomplicated
common cold or the simple, acute non-
hacterial respiratory disease.

In addition to the new-drug applica-
tions liszed above, a number of others
provide for sulfonamide-decongestant
nasa! preparations for use in humans.
Since the holders of those applicgtions
have already voluntarily requestsd their
withdrawal, thereby waiving opportunity
for a hearing. they are not listed in this
notice.

In accordance with section 505 of the
act (21 US.C. 355) and the regulations
promulgated thersunder (21 CFR Part
130). the Commissioner w11l give the ap-
plicants, and any interested person who
would be adversely affected by an order
withdrawing such approval, an oppor-
tunity for a hearing to show why ap-
proval of any new-drug application listed
herein should not be withdrawmn. Pro-
mulgation of the proposed order will
cause any drug for human use containing
the same active ingredients and offered
for the same conditions of use to be a
new drug for which an approved Dew-
drug application is not in effect. Any
such drug then on the market would be
subject to regulatory proceedings.
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DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Food and Drug Administration
_ [DEST 10889]

MEPAZINE

Drugs for Human Use: Drug EMcacy
Study Implementation

The Food and Drug Administration

‘has evaluated s report received from the

National Academy of Sciences-Nattonsl
Research Council, Drug Efficacy Study
Group. on the following drug:

Pacatal Tablets containing 25 milli-
grams and 50 milligrams mepazine, pres-
ent as the nhydrochloride, per tablet;
previously marketsd by Warner-Chilcott
Laboratories, Division of Warner-Lam-
bert Pharmsoeutical Co., 201 Tabor
Road. Morris Mains, N.J. 07360 (NDA
10-358). (The oompany reported in
October 1988 that the drug had been
withdrawn.) o

The Food and Drug Adminisiration
concurs with the comment of the Acad-
emy panel that mepasine should not de
marketed. Serlous adverse effects assoct-

-ated with the use of the drug have

included granulocytopenia and agranu-
locytosis, paralytic ileus, urinary reten-
tion, seizurss, hypatension, and jaundice.

The Food and Drug Administration
cancludes that there is a lack of sub-
stantial esvidemce of effectiveriess of
mepazine for the claims which it pur-
ported or was represented to have. It is
further coneluded ihat the drug is not
shown to be 3afe, In that the hazards
associated with its use present risks
which are uawarranted in view of its
lack of affectiveness. Accordingly, the
Commissionsr intends to initiate pro-
ceedings %8 withdryaw approval of the
above listed new-drug application which
provides for oral and injectabls forms of
mepazine.

Prior to initiating such action, how-
ever, the Commizsioner invites the hold-
er of ths naw-drug application for this
drug and any interested person who may

(Reprinted from Tederal Register of November 29, 1969; 34 F.R. 19037)

. be adversely affected by the removsl of

such article srom the market to submit
any pertinent data bearing on the pro-
posal within 30 days after publication ot
this notice tn the FrorralL REGISTER. The
only material which will be considered
acceptable for review must Dbe well-
arganized and consist of adequate and
well-controlled studies bearing on both
the safety and afMeacy of the product,
and not previously submitted.

This announcement of the proposed
action and !mpiementation of the NAS:
NRC report for this drug {3 madas to give
notice to persons who might be adversely
alfected by its withdrawal from the

market. Promulgation of an order with-
drawing approval of the new-drug appli-
cation will cause any such drug on the
market to be a new drug for which an
approved new-drug application is not in
effect and will make it subject to regu-
latory action.

The above-named holder of the subject
new-drug appiicstion has been mailed a
copy of the NAS-NRC repor:, and any
interested person may obtain a copy on
request from the offics named below.

Communications forwarded In Te-
sponse to this announcement should re-
fer to DESI No. 10558, which {dentifiea
this announcement, and should be di-
rected to the following appropriate office
and addressed to the Food and Drug
Administration, 200 C Strest SW., Wssh-
ington, D.C. 20304:

Request for XAB-NRO report: Press Relations
Ofics (CE~300).

All other communications regarding this ane
nouncement: 3pecial Assistant rer Drug
Fficacy Study Dnplemantation (MD-i8),
Bureau of Medicine. .

This announcement s issusd pursuant
to the provisions of ths Federal Pood,
Drug, and Coamede Act (ssc3. 303, 5§08,
52 Stat. 1080-33, as amendad; 21 U.8.C.
352, 355) and under authority delegated
to the Commissioner (21 CFR 2.130).

Dated: November 20, 1888.

HxxserT L. Lry, Jr.,
Commissioner of Fcod and Drugs.




