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. Yertart L. lay, Jr., MJD. ;}agu.:y 39,

Director, Bureau of Medicizo

ctrsc:or,"bt!ica of New Drwugs

MEA 15<608 ~= Tegrotol (cerbscazapine) Tablots

This product, which 13 merketed in & number of countrias as an
anticonvulsant, his been fnvastigated for its affects in the
treatment of trigvsinal neuralgis. The data submitted have beem
ravieved by the chanist, medical officer end plurmscalogiat and
.discusscd with tlm Division dirsctor and with this Office.

The dzta submitted support the efficacy for the sbove indlcation,
The toxicity of tha drug is fully reflected in the leobeling and
the Vatnings and Precautions are sdequate to enshle thwa practie
tioner to prescrila this drug.

The Ihdels and countrols for this soplication are satisfactory.
Approval cf this spplication {2 rocows-naed,

RobeTt M. Ms“. M.D.
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4_ \© WL' Pebruary 27, 1968
MZDICAL OFFICER REVIEW OF MDA 16-308, Tegtetol

1 heve reviewed tha finsl printad lsbellng and the changes te~
coonanded for che draft labeiing have been ’ncoxporated imto it.
(See our approvable letter of Yabruary 6, 1968).
—— — The Wew Peug Application is now ready for tinmal approval end 1 re-
] commaid ChH~E Che appruval lettar be seut to Ceigy Pharmace:ticals.

W nns § /"/W

Morris A. Yeinberges, M.D,
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- Acdsley KY (AT 25-§G3)
Cotcoer v, 1967
MEMORANOWRS OF TEILEPHUNE CGIVERSATION
Betweon: Dr, Edward €, MeKeon - Ceigy Chemical Cerporstioun
and

Horris A, Weinberger, H.D. - Medical Cfficer
DND/ORS M-120

Subfuct: Eye Studiea cn Patients treated with Tzgretol approxismately
Six Months or Longer. '

Dr, kcoKeon called while I was cut amd I returned his eall at 3:90 ra
on Cctcher 9, 1G67.

Hle inferond ae that eye exanainations had been completed in - % putients
vho had received Terretol and in 100 controls. The prellmirsry recults
indlcatea no ebnormalities attributable to treatmert with Yegretol,

He informed mc that the reports would be hand-ca ricd to FDA, Bursau of
Mediciae, by staff members {n order to exredits the pracessing ¢l the
B.’BA.

L]
lle wes assured thet the reports would be revicied promgtly arca receipt
ard, if the eye studies deuonstrated ro drvz eiflfect, then 1t wna stated
that the only further steps accessary for now druyg aprroval would be
checking of the chemieal contrels and the reviced labeling. Alter the
new date were revieved, a rmecting weuld be arranged to settle ths
previously mertioned items,

This concluded the conversatiorn.

Lt sE o, -
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Horrls A, Yelrberpeor, M.D.

ee:

NDA Inp., Trip.
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-+ gated ‘ctcber 10, 1567
Lo thr DAY an {ntreduction =nd
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cated patlemts
finelly, revised praseribing
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. jateer changel wersd in conloraity ¥
' here at FRA gttendcd by Drs.

2, 1967

3 were suzmarized cmee by cesc
, of trested cases (trigedinal e
| essence, the submission

and iocluded
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of the incldence of thae voricus

) In s trested groups &3 compare
forred to Dr, Howard pernatein who
ln shnoraslivica of the eye censed
1lyzed the abnermslitien and peparut
rol groups. The dato vere
trigeminal neuraleina, 52 pot
gl conbrols. This cokes & total ¢

-ﬁbmml Cbgervetion
Hypcrealn
Blepharitis
Corpeal opacltice
Cataracts:
a. luclear eclerosis
b, Postericer gubcapsular
c. Incipient cstarscts
Meelar acttling or stipplion
feripheral retinnl degeneration

Yascular siteruation or
artertceclerctic changes
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~ Dr. Bermstein roted that the cther observations vers either too fow in
pusber or equally divided azmong the centrol and treeted groups. EHis
conclusions wvere fs followss

1. All cbservations are conaistest with noturally occcurring ocular
ebrormalities, There does not aprenr to be any abvlcas
qualitatively unique arapg-related abnormality.

2, There is o higher incidence of the cbservations noted under
rpesulta” in the trented group than {n the comtrol group and
this appears to be higher than the ratio of treated and control

: patients.

S - ==+ ave- oA veimwav  ¢hat g graph of the population
ps reveals dissimilar oge
gleowed tovnrd the higher age
ard the younger age roups.
in and Lie agrees that this
§ that were noted in treated
h the higher inclidencs of clder
n {8 & younger ege group as
. ... cluded that the differences
t, but thet the type of study done would
1atan rornrding this, e stated that 1t
cae a study in wbich the
eye exaxinations and exominaticna
e e --gon 2ud that these exaninntinng

4 with a control greoup.

—atalnts apnclusions. The evidence
that the drug has induced any
ition origizslly ralsed by

_ to be resolved,

~=~-==thine information as discussed
y plan to recommand scue edditions
1ition to te recommended is an
rirst parcgreph of the pachape
astic anemls are cited ard the
ate blood and platelet counts
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1. Complete symptomatic relief whHile on the dran,
2. Partial symptcostic relief ubhlle ¢a the drug.
3, Complate remiszion which continued after cessotion of drus therzpy.

he Partinl or comlrte symptomatie relief initielly with relapse
with time,

5« [o response,
6. Drug withdrowal bacause of texicity.

A meoting kas baeen trranged with the applicart for Usdnesday,
Cctober 25, 1967 at 2:00 s and 1t will be attemled by Or. lMeXeon
and Yatts of Goligy and merhers of the stoaflf of the Division of

Reurorharmacologic Druga. ‘

Horris A, Wainberger, 4,0,

ces
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