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DEPARTMENT OF HEALTH. Eal-
CATION, AND WELFARE

Food and Drug Acdministration

Dnclen Yo. FDC-D-122 hiooEURDET i

G. D. SEARLE & CO.

Mornidine [Pipamezine: Tablets and
Injection; Notice of ‘Nithdrawal of
Approval of New-Drug Apoplication’

G.D. Searle & Co.. P73% O=ce Box 5110,
Chicago. 1. 50630, noider of efective
new-drug appiication Nc. 11-822 Zor the

drug pipamazine. marke:zed as Morzidine
Tablets (5 milligrams 2ec +abiet) and
Morzidine Injection (3 moiligrams per
milliliter) . has requested ~izhdmawal of
approval of said appilcatica.

This application Zzecam:e aZaciive
July °2. 1959. The lan ; Tec
the drug for all conditicns 2o w~nicn it d
desirable to stop nause2 acd vomiting,
including the nausea ard zrmesis oi dreg-
nancy. surgerwr. radipterapy. nitvagen
mustard therapy. and rasTroentersitls.

A supplement 10 eXTan- <he section o
clinical applicaticas suormetied n April
1962 was ruled inccmpi2t2 = June 1962,

The medical data in 28 new-3druig ap-
plication were cempiete cevigwed. aval-
uated. and summarized in September
1963. and it was conclucded that 1) there
was inadequate scientifc evidence to
show efScacy for anv of -ne ‘abeied indi-
cations and ¢2) thers was inadeguate
evidence that the 423 iz 3afe Jor use in
pregnant women.

On June 21. 1963, ke appiicant sub-
mitzed reports ot abeorsion. misearriage.
and fetal morsality. Twe daia ‘vere in-
conclusive, but the apoiicant proposed
labeling revisions in December 1963 t0
note that animal reproductive studies
were underway and o itate *nat the ef-
fect on the fetus -was 0= TNOW

The applicant was nnrided June 3.
1964. that the supriement - :ne apoplica-

tion was incompletgd I ais

safecy of Mornm:dine «pigamazine: n the
specific condition of naus
ing of pregnandcy "vas ¢
(9y zhe safety ci iniT
trozion was nor 3BSIAn :
labeling failed 1o warm ATRINT 0
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¢iagion JL ZErmICiONs somiting 2f Dreg-
nancy witi i@T0us qeratic .2SiOnS and
possibly 2anzerous synerzistic 2fect of
3 pheno:nidZine qruz o chis situacion:
and '4) :he .apelinz 2id nov adequately
empnasize “he danzer of oversedation.
The apoiicant vas syr-ter advised o
insers a DTeITNANCY wvarninz statement in

the lageiinz and -hat 2dective OCIO-
pber 10. 1964, tne appiication 'would be
revigwed 2720 IICM -me standroint of
efficacy.

The 1g-ised the Fcod and Drug

-

Admunistratien on Senrember 1. 1964,
and Aori .t 1966, -hat it had discontin-
uned maruiacTure and supply of Morni-
dine Tapiets 1nd ampuis. The aroduct
was not recailed at that “ime and several
years later stocks were found in

priarmacies.
On Fenruarry +. 1969. :he Food and
Driz Administraticn —otided :he appii-

cant of its inrention 0 initiate proceed-
ings t0 winiraw aporoval of the appli-
cation. COn February 10. 1969. G. D.
Searls & Co. stated :nat soth Mornidin

Taolers and Injection were weing recalled
70 the rerail level =equested vithdrawal
of apvroval of the apolication. and
waived onpertunity lor 2 nearing in this
regard. further saring shat “the data
presented -0 ihe =ood and Drug Admin-
i{stration prior o the marketing of Mor-
nidine in 195¢ might de lacking in sub-
stantiai evidence of safety and effective-
ness as mizhi now ve required oy the
Drug Amendments of 1962.”

The Commissioner of Food and Drugs.
pursuant o the nrovisions of the Federai
Feod. Drug. and Cosmetic Act {sec.
30318, 32 Stat. 1052, as amended: 21
U.S.C. 355.e'1 and under the authority
delezated o nim 21 CFR 2.120. finds
sn the sasis of new information evalu-
sred wizh 2vidence available wnen the
applicaticn wvas approved rthat the drug
i3 not shewn to be safe and effective for
use under the conditions of use upon
which the application 'vas approved.

Therefcre. pursuant to the forezoing
finding, approval of new-drug applica-
tion No. 11-323 and all amendmen:s and
supplements theretd applying to Morni-
dine Taglets and Iniection is withdrawrn.
effective on the date of stgnature of this
document.

Dated: Julr 10. 1969,

HraegaT L. LEv. Jr.
Cam=ssoner of Thod and Drowes.



