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ZEZEE No. 2 — 1

Alert for Healthcare Professionals
Pemoline Tablets and Chewable Tablets (marketed as CYLERT)

FDA ALERT [10/2005]): Liver Injury Risk and Market Withdrawal

The Agency has concluded that the overall risk of liver toxicity from Cylert and generic
pemoline products outweighs the benefits of this drug. In May 2005, Abbott chose to stop sales
and marketing of Cylert in the U.S. All generic companies have also agreed to stop sales and
marketing of this product (Pemoline tablets and chewable tablets). Cylert is a central nervous

" system stimulant indicated for the treatment of Attention Deficit Hyperactivity Disorder
(ADHD). This product is considered second line therapy for ADHD because of its association
with life threatening hepatic failure (see BOXED WARNING in product label and patient

package insert, available
htip://wrww.fda. gov/cder/foi/label/2003/016832s022 (17703s0181bLpdf

FDA intends to update this sheet when additional information or analyses become available.

To report any unexpected adverse or serious events associated with the use of this drug, please
contact the FDA MedWatch program at
1-800-FDA-1088 or hitp-/fwww. fda gov/medwatch/report/hcp. htm

Recommendations

Health Care Professionals who prescribe Cylert, or any of its generics, should transition their
patients to an alternative therapy. Cylert will remain available through pharmacies and
wholesalers until supplies are exhausted; no additional product will be available.

Data Summary

FDA is aware of 13 reports of liver failure resulting in liver transplant or death, usually within
four weeks of onset of signs and symptoms of liver failure. Although the absolute number of
reported cases of liver failure with pemoline is not large, the reporting rate for liver failure with
pemoline is 10 to 25 times greater than the background rate of liver failure in the general

population.

Despite diminished use of Cylert and generic pemoline products since the addition of the boxed
warning in 1999 (about 1/5 the number of prescriptions now compared to before the boxed
warning) and restrictive labeling (e.g., boxed warning, second line therapy, Medguide), a risk of
liver failure remains (FDA is aware of 1 new case of pemoline-associated liver failure since the
introduction of the boxed warning in 1999). Given the availability of multiple other drug
treatments for ADHD, including 1 that is not scheduled and several products that can be given

Page 1 of 2
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once a day, FDA has concluded that the risk of liver failure with this-drug outweighs the
potential benefits. :
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BE. SINRICEAEALZI L LT, 1H 2mglkg (KT A4 v
Al LT 66.7Tmg/kg) # 1 H 2[E, 5 A, AKEE L CROBRET 5,
eiZL, 1B s AEBRAEALZ I EALE LT 75mg &3 5,

TN AL TE (T5EE)
TINHTEALTS (JBE. NEBEEBM
TNVRIALay 7 3%

AWFEARABR ¥k 1 28128 #
k1 3%128 #
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YUBAENZIENORBABICFET L1 6 BUUTO/NEER (LR 1841 H 2 0 BEHTE)

FTRTDEFT, VUvBEAtELZ I L EOREBRBIZIETEN L SN TV,

No.| ®4/#8 | s x5 1 B AR/ RS (0F) I BRI
1 |3F/%M | 2000 4% g 25mg/5 M vrazzFrF Y UL
(3ET) RV RE NV N
< bETFHIMm STERA
TJxz= bV

T BTV

RBOTmbYrarct s N U LRERER, —RRALS, TOBARL, E7 P MV UM, TOREBRTALNFZFELHEL,
A FEERIML 42°C, DT ENRLE Tz = b U ERESNNEBRIEICRY REBOBSRER, H~L=7
Blrahran, VorBAErg I G RY) LT FP0r0ofkE2Mis, 5 B%, MEERV bIETHLARD N, IHITED

# 6 BREICHR TIET,

LW, AT YA

2 |5¥/ &M

2002 £E

% IE\
W

75mg/5 AfE (&475)

V=

78228 sl W RyN
TNV N FT 2

WK L, 7 0ESY JBT P U ARGTvABY bFT = ERESN T (BEEE : A9 . U VBAEA S S EL Tong/B & 5
B, RUETZV=AL @ BR) AFSHh, BH, €8 (5, BHH%) 2%, BATHERC, T GER : FH) . EHRECLS L,

) UERAENF I ENAERA LI E NI,
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3 l2F/%B¥ | 2003 & ZRIRTE 25mg/1 HH WL Su~TE U
D e SRV AN
WEET 1 h~F

NI LD SR 3 BRI, A TN T AT LD, BEORMES L—TDRD bR, MRERMFRIEED bhahoifod, At
PR Bk, U UEA RS I B 20mg #IRA (HAKRIEROLBY) . TORDS Y, HRRESEEL, HETHRESNDHET
OB, ODRERERS TR, BE, EREICLDE, AV ITAZ U FILE B LHRERRDNLD & SN

4 2 F/EM | 2002~2003 £ | =KRIE RER/1-2 B e R
it 52
FiiizK B

@ﬁ¢nwﬁﬁtbtmﬁmﬁf5w%ﬂdaié1%0mwam3$®4y7wzyﬁv—fy¢\4y7w1V$A@t@%éh\Uvm
FeAF I EARIRE, 1~2 BEREE., 2K, EROBRGBICET LA, BEUENOIFICREERELEIRO 6T, FIROMBR, MRIE
& Btk I8 % TR

*HEBIET . A v 7NV YREDEERANY T & /NEAT 35(10): 1676-1681, 2003

5 2 F/BE | 2002~2003 4 | F/IRE ~H/1-2 HE A

MEER T ZRARFE T L 7o/ NRIC T A MAEXCISIT D 1 6l, MEDBREES D, 2002-2003 EDA TN P =X A T NE Y AR
Lash, VoAt I ERA, 1~2 EIRRF#., 284K, R DEERBIZIET Lz, RTLRNCIXFICEE LRE(IIRD o2 s
27,

«EBRIET : 4 IV FREDHBERALZ b T L /NRANE 35(10) ¢ 1676-1681, 2003
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6 |3F/BME | 2002~2003 £ | ZRIE REA/1-2 B T

EIR FIZSRINSET LIC/NRICEET 2 ETHT D 1 i, 2002-2003 DA L I NSO —Xuf AU T A FARLBE S, V VEE
FENZ IEVERM, 1~2ERAK. 2K, FEPICET L, BELENICFICEE RBLIRED bhvieno iz,
HMERIES . A VI N U PREDREARZ v5 5 /PNRMNE 35(10): 1676-1681, 2003

7 3F/BE |2002~2003 & | 225RE REA/1-2 [ i P
MER A~ =T
Jiti K &

REIR TP RRIE T LI/ NRICEI T 2 BEHTRIT 2 1, MR OBEEEDH v, 2002-2003 EDA I NT VP =Kt A VT x4 A B
LRI, VUBAENS I EVERA. 1~2 ERA%, 228, FIEFICET Lo, BEURICESCREREIIRD bh. S8R0
R, DR~ =T L ik IE % RER,

MERIET] : A V7N U FREEDBRR A <2 b5 A/NBAE 35(10): 1676-1681, 2003
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HAERKRL Y AF Lo UBMEICTULUEEERT U F— VAR ZEB3H Y, SOICHMREEMKUMEREDOSEEHY, 7V
T AT LTS, U UERAEA S I Tomg/B (5 BEy) DK EZT (PRI LEROLEY) , 4 HRICIRBWHEE L 20 . AR
SHREHTH LY., 2Kk, BRLSVETHY . SEERXEZREER, TORBOFHR, RAOEREL, MFILERD, ROBORH], T,
BIRRORE, SRR, 2B, BBEICLB L. VBt I ELE CORERNRL TOARTH,

9 84 B/ B

2004 £
(3E10)

Fii %%
R N2

18mg/5 H

T )NV EE =P Y T A DT ES

L, BT LANFT L TuEs ) JEE)
MU A, BRERT I AT, ALY U A
TNaBINT T L, ~X) RN Y

A, TOEIN, REB/ TS by, NS
QA RFRY DL L-AVRYRTA o, B
M7amTa—/ BRI Ta~TEZIU
T4V, BEYALTEE—L T
AL =T RV oL 77V Y
UL, IFEYT A BRI R=K
b REIT Oy BRANVF{EARE S 0
TV, MR, BKksud—n, TENT
I/ 7=, NFRIMEKBERK

DEFRBRBE, FVEOREHY, A V7N F AR S, VB E/AS I BV 18ng/B % 5 BREIIRA (Z0ROBEEEZED,
BrRFEIR RO LBY) . TOM2 VAR, MReaL, HERETREL,

10 |2 F/5Bt

2005 4

A Ik

18 X 36mg/4 HIHE
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