Review of Commercially Marketed (Spontaneous) Olanzapine Hyperglycemic Adverse Event Reports 7Y 1971 1481

Risk Factors / Clinical Conditions for Hyperglycemia/Diabetes Mellitus which Pre-existed Peak Glucose Level at Time of Adverse
Agverse Clinical Event Event ——
o N o> 600 mgidi | T
R Known t b Alcohoy | Pancreatitis of a.2126t0<300 | b.>=300to< | [Andiorsevers | h
S a A Concomitant Drugs/ gml-?:npg\e h:va mﬂ’ Prior F e Waight gain nbuso‘} -ism; "'h‘;f Taking drug(s) di without 600 mg/di :‘eysp:r:tga' lg:“xlcth e Outcome of
Case D/ Mig # e} g 9 | Prescription Medications COSTART Terms andior be ):hni’:xsg. of| at time of | B {glycemial HeDmMl 3 while on (active/ y‘s'}:': i, | reported toefevate | acute hospital- | without acute P hospital / ICU r Hyper%lncemill
x pe e as symptoms developad event? I%uuﬂ on a:lx:'r':e DM; Type or Tx i olanzapine acut:xor by (acute, chronic| glucose/ cause DM ization or 'iol‘:‘o:?nahza-_ rission or a
t ) or by hx) diabetic P
y ketoacidosis y
[CEITUEZ2TEA m U u U Tabetic aCTdosrs
Igeukocytpsns, Fever, yl1 week n n u u u u u u - - yiu i 5’;5,2‘;{,”,?,?"
ertonia
(US97U2T057A T W | A Camamazepie TR, Ks{l)iema, Dehydration, Tithium,
-guothyroxine sodium, | Hypotension, Fever, Levothyroxine
Alprazolam, Spironolactone/| Kidney function sodium, Atenolol, Improved- (?ff
hydro- chiorothiazide | abnormal, Diabetic y/20 days n 1v;_ y u u s 0 Spironolactone/hyd . . y; 1400 i olanzapine,
coma, Hyperglycemia, HgbAlc=12.3 rochlorothiazide Remains on
Diabetic acidosis, insulin
Neuroleptic malignant
syndrome
OSOTRIIA M W AT ChAm. Drug Tevel mcreased, CHIGrdiaZEpoxiae,
Tlamdn;(gnaf:e&migma Schizophrenic reaction, Levothyroxine
sodium, Lorazepam, | Creatine fhosphoknnase sodium, Lithium,
Paracetamol, Maalox,  |increased, SGOT Propranolol
Lithwm, Propranolol”  lincreased, SGPT hydrochloride
hydrochioride increased, Alkaline
ghospha}\ase increased,
remor, Agitation, -
Speech disorder, - . . yiu sllghgy u Resolved- off
Hypermatremia, Fever, y/~3 months u u u u u u u elevated olanzapine
Diabetes insipidus,
Glycosuria, Creatinine
increased,
Hyperglycemia,
Hyperchloremia,
Hyperkalemia,
Hypokalemia |
(OSYTU50853A m | b TS ripramine, Valproate | Hyperglycemia mipraming f
semisodium, Somnolence, Creatinine ylu u u u | YEM u u u - - y; 500 u Ulnknown-o
I § ) R4 ! zapine
Dexamphetamine sulfate increased 377 olanzapi
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Review of Commercially Marketed (Spontaneous) Olanzapine Hyperglycemic Adverse Event Reports

Risk Factors / Clinical Conditions for Hypergiycemia/Diabetes Meliitus which Pre-existed

Peak Glucose Level at Time of Adverse
Adverse Clinical Event Event

c. > 600 mg/dl
Pancreatitis of = and/or severe
Alcohot a. >126 10 <300 | b, >=300 to <
Weight gain |abuse / -ism; Mh"l'c Taklng drug(s) mg/dl without 600 myg/dl p"_'ays‘f':a' Ig:l"\:«:i‘;h
while on {activel ";"‘:1.‘ reported to efevate | acute hospital- [ without acute hospital | ICU
e oromc| @lucosel cause DM izstion or hospitaliza- admiiseion or
(acute, °h";""” acidosis tion or acidosis etatie

b
orby hx ketoacidosis

On olanzapine Prior Outcome of
COSTART Terms a,“";','gr%fe“' onse? | at time of | Hyperglycemia/ H:ND"M Hyper g‘“""‘l

inning of} "4 uorca | DM; Type or Tx
event? l%urahon event

Known to
Concomitant Drugs/ q
Prescription Medications

Case ID/ Mfg #
as symptoms developed

>0
LCEN
o0 >

olanzapine | acute or by
hx)

< —toTO
T ane TA

[USBT074243K T

o

13 Cap loprit, naapamxae ,efiy“ra‘lon,
Somnolence, Joint
disorder, Neuroleptic
malignant syndrome,
Fever, Respiratory
acidosis, Creatine
phosphokinase
increased,
Hyperglycemia, acidosis,
|'_eukoc oiis. M\?W‘S_!e.»
ncoordination, Vomiting, <
Hyperventitation, Lacn’cg y/<24 days n
dehydrogenase
increased,
Hyperuricemia,
Hypercalcemia, BUN
increased, Creatine
increased, Erythrocytes
abnormal, Glycosuria,
Hyperphosphatemia

TRdapamide

Unknown- off

y/BMI u n u - - y; 1600 U lolanzapine

Y
hyperglycermia| n | J
v ingp%st =404

Chicrpromazine, — [Creafing phosphokinase
Paracetamol, Lorazepam K\l(t;’rea.se ,K?:toss, mention of Resolved- off
uminuna, Fever, /7 days u u u u u U u i U lolanzapine
SGPT increased, y 4 hy?:;glggl%r?la anzap
Cogwheel rigidity

CRIGrpromazine Al uNo

Hﬁh?é‘rﬁa,
Diphenhydramine
hydrochlonde, Temazepam,

Neurcleptic mangnant
syndrome, Kidney
failure, Hepatic failure,

Haloperido,
Naproxen sodium

Naproxen sodium,
asisoprodal Apnea, Fever, Dyspnea,
Hypotension, Coma,
Hyperglycemla. Creatine| y/13 months n n u ] u u
phosphokinase
increased, Lactic
acidosis, Nausea,
Vomiting

u - - y: 1700 u [Death
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Risk Factors / Clinical Conditions for Hyperglycemia/Diabetes Mellitus which Pre-existed Peak Glucose Level at Time of Adverse
Adverse Clinical Event Event
[} o> 600 mg/d) T
R Known to b Alcohol a.>126t0<300 | b.>=300to < | Endiorsevers | h
s A C itant Drugs/ On olanzapine . ight gai 1 -ism; Taking d di without | 600 mgldl aty e Outcome of
Case ID/ Mfg # e : g Prlsoc';ﬁm"o:u.aedlrcl.“ ions COSTART Terms mt\‘:i'll:r bﬁ“il"l::l’l‘sg of] ahl.t‘gl.ng ':f H fgri‘yoé.miul H’:‘g‘u s wm?e g:ln 'b'(':&wﬁm rep:r{'e‘g lo”:l o:a)te -"::%n [::Ispitnl- without glcuta p’:::::t‘:ﬁ’;c"{‘lm r Hymr%lx‘cemlal
* e e as symptoms developed event? I?)url" o0 agz:::- DM; Type or Tx { olanzapine .cuttem ();r by glucose/ cause DM ization or ‘i;\"o;"mali}a-. admission or ;
y ketoacidosis y
[USTBIINITER T kil Wanriarin sodiurit, Digoxin, |Neurolepltic malignar
“ Verapami bydrschionds. [oumdrome. fovars _ AlluNo.
Diazepam thenonia, atrial yiu u u u “6/3’: = u u n hyrgeen%lyece?nia u [Improved
‘ﬁ nllatior:j, akathisia, 9 in record]
actic acidosis
[(USYBUYTUB0E ¥ 13 35 | Paroxéting hiydrochionde [euroleptic mangnant aroxetine
syndrome, Abdominal hydrochloride
pain, Abdomen
enlarged, Fever, y/3 months n u u u u u - - y; 2600 u  |Unknown
Hypertonia, Coma,
Enabete‘s mellitus,
yperglycemia
[AUBSTYORTEZR T w ¥ | Levolhyroxme sodium, yperglycemia, Levothyroxine
Focycldine, Actretin, | Constipation, Dry mouth, sodium, Fluoxetine
xetine hydrochioride rlypenonia, Akathisia, v: ot JBMI hydrochioride Resolved- off
ncrease: it ! ; - - u
Flatuﬁesnc%,agﬂfé!aeﬁon, yle days y specified] 4o=297 Y . v. 227 clanzapine
Prolactin increased,
Psoriasis |
Lm!mum YU 56 o yperglycemia /3 months y )I’u ggssee ‘&eg u u u u u - y:473 - d,o [Unknown
‘_Clo_“—v—ﬂ_"('ﬂ—'[——_ Tar
|CASTUGA522A m o [ 22 | "aﬁ‘*y’é?&hb?% ataxine Tglyﬁgtrg ycemia, Polyunia, v/20 days u u u o U u X)z]rgci)l(g:iede - y; 489r - 0 (Unknown
[CAUTTTUSSZA U 5 ypercholesterenia,
u ﬂyper lycemia, y/<6 months u u u y u u u u u u o jUnknown
yperlipemia
[CavsTIwETIR 1w % T Sralycemia Vo i T T U U 0 ] - Y00 - S__{Mot resoived
CLSTITS797R T ] 30 CﬁW‘VV%%‘E%‘éan_mMﬁlc
reaction, Increased
agpeme. Lack of drug
effect, Somnolence, ywt=] y: ["1500% do |Unknown- off
Dyspnea, ylu u u U |7d0kg ¥:30-37 kg u n - " above normal*] | “-C |olanzapine
Hyperglycemia, Speech
disorder, Lab test
abnormal
(DEWTOBZATSA | ni | u 57 yperglycemia ¥
u /23 days n hgperglycemia u 2’?:’15' u u u - y; 300f - u  jUnknown
years ago :
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Review of Commercially Marketed (Spontaneous) Olanzapine Hyperglycemic Adverse Event Reports

ZY 1971 1484

Risk Factors / Clinical Conditions for Hyperglycemia/Diabetes Mellitus which Pre-existed Peak Glucose Level at Time of Adverse
Adverse Clinical Event Eve -
o P - > 600 mojdl q
R nown t b Alochol | Fancrastilis of a.>126t0<300 | b.>=300t0< | and/orsevers
s A Concomitant Drugs/ On olanzapine @ | ,aye DM Pri e | w in labuse [ -iem;| | other Taking d di without | 600 mg/di hyperglycemic | ¢ Outcome of
Case ID/ Mfg # . : g ':?:c;'lnpl:g\:l;d(cl ion: COSTART Terms M'l"’y“;’_‘g:’:;]:i':‘sﬁ' attime of | H > rgTy%eminl HT[IJ“M s :}l%?: Eol ?:;tivjm' y"":ﬁ:‘mg’n repgrt': toreulg(vsn)te a'/::'gtlo i'\vgsm%al- without %lcute p’;::";"'.ﬁ?c‘mum r Hypeféll‘oemia/
- ymptoms develope: event? I%uralion a;dvvzﬁe DM; Type or Tx ; olanzapine acutﬁl?r by (“?,ef, ;t}:;o)ni c| 9lucosel cause DM ization or ﬁ:no‘s’;rrltal_lgn- admission or ;
y ketoacidosis y
[DES7TTUSETAR ] T TRETGR, Faroxetmne 'H_Syp'erglycempa, v Giiam, Paroxetne Resolved- off
omnolence y/2 months n | hypergiycemia | u yem u u u - - y. 890 ¢ jolanzapime: off
on clozapine i nsulin
(DESBUTACEIR W w W_rﬁwm Fyperglycenia, Tithiurm, Zolpigem, esoved- o
mitriptyline Abnormal vision y/~4 months u u u u u u u Amitriptyling - - y, >400 i olanlzaplne; off
ingulin
\DESBIEUOTS T W 19 Bezalbrate  |Hyperglycemia BMI improved- o
y/4 months u [yhxabnGTT| u [Y55 u u u n - y,338 - do olanzapine; on
= 28. oral agent, diel
(DEYBUBUUZES W W | 3% 4 ﬁmmh I u(gne yperglycemia 4 months ¥ Thot Chiorprothixene A B - 700 u |Jnknown- on
I - ydrochionde SGPT . ¥ y specified] | Y | Y u y u hydrochloride ¥ olanzapine
L] TCreasea,
tGamma ‘lénamyl v elevatﬁd BS Unk
ranspeplidase - on other . nknown- on
v increased, Hyperlipemia, y/~2 months u neurologic u v u u u u y. 134 - Y lolanzapine
Hyperglycemia meds
i R TRyperglycemia- - T
¥ ey " [pergiyamia VEdays | u v L ! . : : : y800 | i |onone
TOT2TT9R T L3 Tepazepan, Insulin yperglycemia esolved- O
y/1-3 days y y; Type 1 u u u u u n - y; >400 - | planlzaplne; on
insulin
W | 28 yr?r’gfl'y?rm’af
u G\'Z Ql%rgf, ll)’(éeastglratc)ry ¥i25 days n n u u u u u u - - y, 580 u  |Death
[EWCYB0R036? | m | © T‘WW Ariodarone Ui
2 0 mia, ) nknown- on
hycrochbride, Aspirm,  |Hyperfipermia ylu u u n y y; 20 kg y u Atenolol - y: 582f - © |olanzapine
[EWCYB0200456 T8 -
mw g ng(felggigﬁemlau y/1-2 weeks n n u u u u u u y, 200 - - u 0,2?3; eineo
GESTUTZESTR W @ Lmﬁyﬁﬂ?ﬁﬁan_, V. may have Dropeniaol
yperglycemia yiu u hg‘é% S‘\)’?igd u v u u u y; 200 - - u  {Unknown
[CBUTUAS7ZK W 0 u iabetes melliius Yiu n olanzﬂa e ol U U ] ] Y ] U ] U__|ORKNown
IGBI70G2TISA W n Glibenclamide yperglycemia YU Y Y. 1ype 2 U 0 U U u n y; 182 - - O JUnknown
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Review of Commercially Marketed (Spontaneous) Olanzapine Hyperglycemic Adverse Event Reports

ZY 1971 1485

Risk Factors / Clinical Conditions for Hyperglycemia/Diabetes Mellitus which Pre-existed Peak Glucose Level at Time of Adverse
Adverse Clinicat Event Event
[ ©. > 600 myidi 7
b Pancreatitis or = and/or severe h
R Known to Alcohot a.>126to <300 | b.>=300%0< e h i
L A Concomitant Drugs/ On olanzapine Q have OM Prior e Weight gain |abuse { -ism;| other Taking drug(s) mo/dl without 600 mg/dl e onrwith | © Outcome of
Case ID/Mfg# | e | | g Prescript‘lon M:dlcl ion; COSTART Terms a:m‘g:%:{':; ol at é!lme of is _?glyum_i'_-l Hf(al')"ll s Ilﬂﬁile on (active/ y‘s';:"“;‘ﬂf“ rc;porle dto clavate M:ulellivospiﬂl- v:n;thou: acute P’R;;p“ M TICy r Hyper%lx‘camial
% L] as symptoms develo H H i At b ucose/ cause ization or ospitaliza- ; a
& yme Pe event? I%uratlon atv:lrsa ypeorTx t olanzapin® | ae Rx?r 4 (ac?’esycl':;o)nic glue ca :cidosls tion o? a:idosis ’d':i'::e'a": or P
y Ketoacidosis ¥
|GBY709TIA i u 70 Trisulin, Other medication Hypoglycemia, ]
nos Hyperglycemia, - uiwt = . . timproved- off
Psriphergéedema’ Face ylu y y; takes insulin| u 59kg u u u n - y; 327 - a,i olaE\zapine
edema, Edema
[GBS7TTIOINTA T o 70 TASUMIN porcie, Hypoglycemia
Trimethopnm, Procychdine, e i . St = Resolved- off
Sennn, Paracetamol Eggg;‘%‘ye‘:leé‘g;“a y/27 days y |y tekesinsulin] wu L}jgﬁg u u u n u u u ' lolanzapine
ICBSTITREEA | m | o k2 T Brglycemi - T
Ham Hypergiycemia /~ 5 month y; diabetes uiwt = Lithium R . 509 j do improved- on
¥ S Y lwhile on lithium| Y | 85kg u u u v 9 iolanzapine
GBIBIZATTTIA — | m (] L M&tformin Hyperglycemia H
( . ¥: Type 2, on
o Choaina y/3 weeks y ordF agent u u u u u n u u u o |Unknown
GBSYRIII0TIT [ W ‘ﬁﬁﬁ“?ﬁ“mﬁfﬁ%?r—_vr“’ =
a Tphenadine hyarochiorde| Diabetes menmitus /8 months n u y /2\/5!kg u u u n - - yiu u  |[Unknown
W W o I U —{Ayperalycemia yu m 1] [ ] U ] ] U ] [ ] U__JUnKAGWH
[GBSYI0A00I6’ ™ (] U Verlataxine hydrochioride, [Hyperglycemia Venlataxine -
Amiodarone ylu u u u u u u u hydrochloride, u u u u |Ynknown- on
Amiodarone olanzapine
[GBSYS0BUT220 m ] a7 Tvazodone, Hypoglycemia Chiorpromazine
" epine, H;,ge?g ycemié /~2 years » insulin u P N N u i Not resolved- on
Chlorpron}gimﬁ; Isophane yi~2 year: Y q%pendem u u u u ¥ olanzapine
h’[m!ﬁ!ﬂ T [ Wm& - Wum, Paroxenine
glayle\er Q{ﬁgm?%ﬁ:ﬂg; y/~2 months n n n u y; 9-10 kg u u - y; 476 pp - o |Not resolved
USIETTO7Z7K Tw 2T P\a;ﬁ;ﬁ)l:;r; ﬁsganmcoﬁdlﬂ:nae. (Lion'vu Sions, Kelosis, Pa(;oxehhlned Allu N
ium, ung edema hydrochioride, u [No
Clonazepam, Rispetidone 9 R¥5per]done h ment;on Of‘
yperglycemia
y/u u u u ng‘ﬂ u u u in report; u  (Unknown
' seizures were
primary
adverse event]
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Review of Commercially Marketed (Spontaneous) Olanzapine Hyperglycemic Adverse Event Reports

Risk Factors / Clinical Conditions for Hyperglycemia/Diabetes Mellitus which Pre-existed Peak Glucose Level at Time of Adverse
__Adverse Clinical Event Event
o N <> 600 mgld! T
i 5 b Alcohol | Pancraatitis o . >12610<300 | b.>=3ppto< | Andlorsevers | p
s .: A Concomitant Drugs/ On d‘;‘u"“‘“ Q ’fnﬂ%f Prior L3 Waeight gain abusg { -‘i’sm; dhe:t_ Taking drug(s) .m di w‘izhout 600 mg/dl heysp:l:igaliyig:\mw‘ﬁh e Qutcome of
CaseID/Mig# | & | o g | Prescription Medications COSTART Terms e % °-’"g° attime of | Hyperglycemial | F20,| 5 while on (active/ e e, | reportedtaelevate | acute hospital- | without acute | PREER TR r HYPEF%IX'“'"'&/
x M e as symptoms developed event? | Duration a:l:::-;e DM; Type or Tx ; olanzapine acm:‘t);r by (acut: e‘.’ 1 i.| glucose/ cause D ization or _hospitaliza-_ admlssion or ;
y or by hx) ketoacidosis y
[USUGTTAZEEA L. T
or pgst-gv::tﬁ/‘:{:;roggg Hyperglycemia
semisodium, Fluvastatin, - e w ) Unknown- on
iphenhydramine y/Mimmediate u u u u u n - - yiu olanzapine
ydrochloride
[USUGTZIZA L W L) Ensure [Hyperglycemia yiu u u U ] u n - - y, bO0T Unknown
USYETZIETIA W 75 Risperidone, Paroxetine | )Ia)ﬁeies melltus, " " 0 Rispenidone, N ~ y; 560 Unknown- of
Hyperglycemia yiu v u u Paroxetine ; clanzapine
[DSUBTZI9Z5R Cabamazepine, Rantidne, | Hyperglycernia Furosemide,
\F/ur(isfem'da'hcgnai%)?dm' y/BMI= Venlafaxine Unknown
eniataxine rocl , e = i 4 - -
Potassinm)f NgdoloE © y/~ 1 month u 54.5 u u u h a%‘g%’;“onde- y: 157
[USYG12450TA k3 UnAknown- of
" Ryperglycemia y/2 weeks u u u u u u - - y: 560 olanzapine
USYTOTTITA [ kol TRV Dceﬁya{afnon, Malaise, CRRmm Resolved- off
onvuision, - . - : e, off
Hyperglycemia, Diarrhea| Y/~ 2weeks u u u u u ¥: 1400 clanzapin
USYTUT2370A (4] TRicthixens, Acetylsalicylic | T Unknown-
acid, quosemide,yb'a :zm? yperglycemia Frhu:%se'ﬁdg' improved off
Trihexyphenidy! yiu u n u u u - y; 400 - %llaa%zzaa%lr:‘eé
[USY70TAE58A" rechanenqe% -
SETGNCETE — - "
v u Hyperglycemia yiu u u u u u u y; >200f - - :)Jlra“r({z‘ggg ~
s BT FPeTgCeT Navsea: e Zope
m. mide, iHypercholesterema - = u ndapamide, - ;500 - Unknown
Fluvash»%xrﬁ'ni:;lr?edlpme, y/~5 weeks u 14kg u u Mirtazapine y
USH7UTSIZEA u nsulin Rypergiycemia yiu y d’é’g‘gﬁgé?j . u u u u u n Y u u Unknown
oSyTOzTIIIA W W | Oiybunde, Paracetamel [SomnOIeTTs, /BMI=
Hyperglycemia, y/11 days y y: Type 2 u V29 7 u u u a y; 225 - - o |Unknown
- Emotional liability . -
USYTUZZVITA m W Nefazodone, Tnsulin,  |Hyperglycemia uvoxaming
Val) te sodium, .
Fluvoxamme, Benzatopine yiu y y:Type 1 u 2/%"’1' u u u - y; 300 - | {Unknown
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Review of Commercially Marketed (Spontaneous) Olanzapine Hyperglycemic Adverse Event Reports

ZY 1971 1487

Risk Factors / Clinical ConditionsAféu Hyp%r cheImEialDitabetes Mellitus which Pre-existed Peak Glucose Leésle :tt Time of Adverse
verse Clinical Even
o c. :i/ 600 mg/dl "l;
Pancreatitis or| - and/or severe
R Known to b Alcohol N a.>126to <300 | b.>=300t0< | pyqegiycamic
s A On olanzapine i i Jism: other Taking di dl without 800 moid | < e Outcome of
Case ID/ Mg # e 2 g Prncs‘::':lcp(:;“o:}l.l'lﬂagm l’l-’lmi COSTART Terms “:"," ‘Lf:’s' T‘g, .",'{f;.f':g H r‘:;rl‘yo;-mia/ Hi.S‘II : wm’l: g‘n‘ln .bl(‘::ﬂ’vsnh a“;z:;.;:::n mpzr;:g lor: ov‘a’u a‘gg‘a !;‘gspi‘ll’ without 22"'3 pr;:::?:ﬁﬂa;m v Hypar%lx‘cemia/
x : ° as symptoms developed evend 1?)'3?.3%: aﬁ:rr;- DM; Type or Tx : olanzapine acut}a“gr by |(ac: v ;‘ . | glucosel cause OM ization or ﬁohno:?“a"}._' adrission or ;
y or by b ketoacidosis y
(USW7022578K | m a5 Thiatpromazine —— [Dealh, Keloss, Chlgrpromazine
hydrochiotide, Lorazepam. lf;lyperglycemna, Coma, ylu n n u u u u u E){grgahloride, - - y: 900 u (Death
ever ithi
[USST02Z638A T ] 59 | Furosemide, Almodipine |Polyuria, Hyperglycemia, TFBS 218 Furesemide
besylate Thiryst, Weigﬁt g%l); yiu u ylprior to u y y; 9kg u u - - y, 700 U |Unknown
oanza%me ]
[OSU702Z942R | m u [] Tasulin Hyperglycemia ; Insulin u u i |Unknown
yli y ependent u u u u u n u
T T | A e [Fypergycea Piroraine.
[ lactone, Labetalol . ; . R
hydroohlonge, | Pofas_si?;m ylu y y: Type 2 u (¥ ?2'\'3 u u u Eggrqgm?rlde, - y; > 300 d,o |Unknown
PR P, Fydocniie
(OSY7030TSA T u Tz Glacagon, Haloperddl  [Hyperglycenmia V6 days v Y " nﬂwk = a0 U U ﬁlat'llgagggbl N _ y; 524 U {Uaknown
¢
Tmproved- on
[USU7U3TUS4A L Perphenazing Anemia, Hypokalemia, v: Type 2, on V/BMI=~ Perphenazine . " " i loanzammes on
Hypergiycemia, y y oralagents | Y |'289 u u u insulin
— Intentional overdose ' S :
TUSTITIR u 1] u ancreas gisoraer, y. €levate - - Tu u  [Unknown
Y Hyperglycemia yhu u u u i u u u enzymes v y —
USS703TZI7R m w 54 Clipizide, Trihexyphemdy] perglycemia, Drus . Y/ = . - - 0 |Not resolve
intoraction Y ylu Y yi Type 2 Y 1'512 u u u n ¥: 230
[USBTU3TIEIA T [ I Thicthixene, Clonazepam, | SOMAOIENCE, Thicthixerie
Valproate semisodium Hyperglycemia, Amylase 1672 . {improved- off
increased, Pancreatitis, y/2 weeks n n u u u u y; acute - - V2 ' |olanzapine
Fever, Sepsis, Stupor
(USY7Y T 37 X . THyperalycemia " o = ClozZapine :
v e yermonn |y | g | u PEME[ . . ° : v; 304 - | ¢ uneoomn
nsulin ependent . —
roserTISTTA o et e — ” engapme.
y; insuiin wt = . - 359 . i ! j
y/< 2 months ¥ dependent u |3 kg u Y ! " Y ;%?:‘a]ﬁ;ge
USY70345T6R m u u Tlonazepam, Niedipine _|Hyperglycemia VIia Y y: Type 2 V] 1] ] Y] ] Nifedipme. Y 7] u d — [Onknown
[UST7UISTESA T v mmrg%aa%uygﬁnea
mesylate, Diphenhydramine| N All u [No mention of hyperglycemia in record;
P;‘g’gé‘;‘;g‘ggdf&\e yiu u u u u u u u Pseudoephedrine [admitted with metaboI{c acidosis) v lUnknown
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Review of Commercially Marketed (Spontaneous) Olanzapine Hyperglycemic Adverse Event Reports
y (Sp ) p ypergly o 7Y 1971 1488

Risk Factors / Clinical Conditions for Hyperglycemia/Diabetes Meflitus which Pre-existed Peak Glucose Level at Time of Adverse
Adverse Clinical Event Event
o ¢. > 600 mg/di T
i = dlor severe h
! Known & b Algohol _{Pancreatitis or a >12610<300 | b.>=300t0< | AN b
s ': A Concomitant Drugs/ ?" °"‘“z‘""“ frave DM, Prior F ® | Weight gain abisse / Hsm; :"";t- Taking drug(s) mgidi without ‘600 mg/d) ny“:’;ﬂzgﬁ"&“‘h e Outcome of
Case ID/ Mig# e c ] Prescription Medications COSTARTY Terms anlc;‘/‘:r%e‘);h:::\sge of| at time of | Hyperglycemia/ H:B"M s M%la on {active/ .sf::\.cﬁ:; reported to elevate | acute hospital- | without acute p hospital / ICU T Hyperglnoemlal
x o @ as symptoms developed event? I%urulion n:i‘\::'r‘s‘e DM; Type or Tx : olanzapine lcut;;;r by (acute, chronic| ghicose/ cause DM ization or (i(ilnocs;?"ah‘u-’ admission or ;
or by hx} diabeti
¥ ketoacidosis ¥
[OSY7035634K T w | 79 ﬁ‘nﬁm\‘m@@'—‘ yperglycemia
suspension, Pravastatin .+ insuli - i i . |Resolved- off
sodium, Rispenidone, ; insulin y/BMI Risperidone, . - 200" N i
Phenelzing sulate, Thyroid i y d%pendent U |"456 u u u Thyroid nos y; 300's olanzapine
nos
USY704TUBIA t [} K4l ~Valpioate semisodium, |Hyperglycenia
bd ;&;dyphgnidy'lur yperglycemia Paroxetine o Unknown- off
roi e, Paroxeline - N -
hy%rochlohrideidFlurraz:panm, yl u u u u u v u h 3;3%“:;‘;” y: 400r u olanzaptne
yroid noe.
[USYT0A3282A [ ] A5 Valproate semisodium, ¥
Fluoge?;e hyc’!‘?c‘)sgh}(l)l:lde, Hyperglycemia y T > Fluoxetine _ - > 500r . v o Unknown; on
tnsulin funknown if pre yiu Y y. lype u u u u hydrochlaride s ' oral agent
olanzapine] ]
[USTTOASEZA X 5 [perglycemia__ g ¥ AL T T 1 U 0 g U T M URKnGwh
™ “Benztropine mesylate, |
Vaigru;gr;emls%ium, yperglycemia y/BMI d Ir{;proved—e Ofgff
mipramine, i u i, olanzaptne;
Dextruampg[starhige sulfate ylu u u u =75 u u u Imipramine u u insulin P
[OSY70S0TIBA m U [ 56 TRSGIR human Wjechion yperglycemia .» -
ophame. DIgoxIn, ; insulin - - i (Unknown
Isoborge dinrate y/ day y d’épenden( u u u u u n y, 198
(OSY70STO03R W | B |37 Tblyopia, Dry moutH, i
u Diabetes mellitus yhu n u u Z’ gg’q u y; hx u u u u u i {Unkrown
[OSTmsTass— W | w 50 Clozapie Ayperglycemia, SGOT v Improved- on
323:33223' SGPT yl< 2 weeks ! h%’g%r\glzyzf;ﬂéa u u u u u Clozapine - y: 500 - u olaewzapme
[USy7USAAEA 2 - TG, Levothyioxine  TDTabelic acidosis, Brain AT )
sodum, Doxycycline  tedema, Kiéiney tubular ylu u u u u u u u Levothyroxine - - y; > 800 u  (Deteriorated
necrosis, Coma sodium
moa | 22 Clozapine, Valproats | Diabeles melius,
semisodium Hyperglycemia, Diabetic y/ 2 days
acidosis, Thirst, Urinary | [symptoms]: 18 n n u | yBM u u u Clozapine - - y: 1050 i ({lmproved
frequency, Paresthesia, da?/s =287
Nausea and vomiting [hospitalization)
[USU7U60994A 1 T ~CRapnae, WeWn  [Hyperglycena, ;
: 1< u  {Unknown
Hygog?ycemla ufu u u u u u u u Cisapride u u u
Page 16
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Review of Commercially Marketed (Spontaneous) Olanzapine Hyperglycemic Adverse Event Reports ZY 1971 1489

Risk Factors / Clinica) Conditions for Hyperglycemia/Diabetes Mellitus which Pre-existed Peak Glucose Level at Time of Adverse
Adverse Clinical Event Event
o P " <> 600 modl T
R i Known to b Alcohol |Pancreatitis or a.>12610<300 | b.>=300to< | Andlorsevers | h
s A Goncomitant Drugs/ On olanzapine @ | 'have DM Pri i i Sem;|  other i [ di | hyperglycemic | o Out d
Case ID / Mfg # e : 9 l:nscription Il;rlicI lons COSTART Terms .:"(;'I‘;"g:"i'n:mﬁ, atlime of | H r;;.i.;cremlal Hf(“I'J“M ; w::iatl\at 3:'" 'b'('§31§v§7"" y.sr;ﬁr:;:g;n rehk"alg tg';llgt:a)m ;gfﬂgllms':ﬁ- witgnou_:ntrl E_lcule "’;g:‘;ﬁ‘;‘l‘cﬂ'h v Hypzr%(l‘i:c:;ial
e e s symptoms develope. event? l%urltien -g;::‘n'e DWM; Type or Tx : olanzapine acut;‘c;r by (a‘::,':.‘,‘,;'}',;';nic glucose! cause DM I::il‘l’c:;;r tiomo;g::lg;is ‘dﬁi:;,i{’i"‘, or ;
- . - .- Yy katoacidosis y
osToE? arbamazepie, Serraline [Fyperglycemia, Diabetes i
hydrochionde i i B y/BMI Sertraline . . . i
?Ceigg:]ss: Diabetic yi~ 6-9 weeks n n y | 2351 u u u hydrochloride y; 700 i {Unknown
[OSSTUSZSEIR | m | W | 45 Conazepan Serolycemia =
nazepam Hypergiycemia ylu u u u "’2%'\@— u u u n . - y; 500f u  {Unknown
(UST7ISHAEIK L yperglycenia Y
hypergiycemia -
u ylu n  |mayhave been| u u u u u u u u u d L“.g}\;%i,?}.fd on
prgsler\t prior to
anzapine
[USY7UGSE20R ™ u KN Tong Tabelic acidosis, ap mproved- Of
Hyperglycemia, Diabetes. ylu n n n y u u u n - - y; 1600 i |olanzapine; on
mellitus insutin
TOSYTO7IGUAA 1w Tm ERIGET R e Lovothyroxine - Tmproved- off
Rantiding hydrochionde. angﬁ::l?sma, Diabetes y/~ & months n n n 5 u u u sodium)f Lithium - - y. 877 i,o.d ggggéﬁgmm%d%ﬁ
(OSY7U7TEAEA ™| "w | 28 |Wsulin spro. Insuln human | Hyperglycemia,
ZInG suspension Sdmnolence ylu y y; Type 1 u u u u u n - y; ~300f - 1 jUnknown
[USSTU729MAR wu T vm%mmﬁﬁm
: ledema, Lactic acidosis i -
misbut . Venlafaxine . i [Improved- on
hydrochionde. yiu n u u u u u u hydrochloride - . y 1178 I Jinsubn
(USTTOTANZAR T Serrane Ayperglycemia. o Resolved. off
Hypoglycemia, Epistaxis y/1 week n n n |¥ 318 u u u Sertraline - y, 300 - u olangapine
[OSTTOEIBE0A T ki = -
Ll " Giycosuria, Hematuna yi~ 1 month n n U \é/éﬁf(g u u u u yéllu lgggrlzn+e N . U Unknown
[OSTTUEATISE W W fmmmyuna, y; Borderine Improved- off
Clonazepam Thirst, Ketosis, y increased FBS - 1400 i | b ine:
Intentional overdose yiu n before Y u u n n n - - v: 140 i ol gaﬁpme, on
olanzapine
[OSTTURATIBA T u ~§5 | Ural diabetic agent nos, yperglycenua
Antihypertensive Med nos yliu | y y, Type 2 u u u u u u - y; ~ 300 - o |Unknown
TOSBTOSTIS0A T u 35 Speed” |Oiabeles meNnus, Vhirst,
Pe Huperaiveomia o ulu u u u u u u u u - - y: 600 u  [Unknown
Page 17
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Review of Commercially Marketed (Spontaneous) Olanzapine Hyperglycemic Adverse Event Reports 2Y 1971 1 490

Risk Factors / Clinical Conditions for Hyperglycemia/Diabetes Mellitus which Pre-existed Peak Glucose Level at Time of Adverse
Adverse Clinical Event Event
) <. > 600 mg/dl "l;
Pancreatitis or and/or severe
R . Known to b Alcohol a.>126 10 <300 | b, >=300 to < hyperglycemic
s A c i On olanzepine j ; i Teism;| . other Taking di di without | 600 mgids yperg| ; e Outcome of
Case ID/ Mfg # e : 9 Pres%':icﬁ;"o'r"'ﬂ'agi::u fém COSTART Terms _,‘"d",‘;"f.";-ngr,f‘ of .:’1':\1';13 I:f H gl'yo;amial Hf;’[',",‘ : "‘&ﬁ’-‘: g;\m 'b'('::un?m “';l‘j':c}::fn r?p.ortzg‘ (or:lg(vsa)te ;:;'ge hospital- withol;“t‘gpuh P’g:;ﬂ!:.:t;rkvﬂth r Hyper?,lx'wmﬂ’
x e . as symptoms developed evant? | uvnti?:m -gvzﬁe OM; Type or Tx : olanzapine acut;x ¢;r by (acute, chronic| 9 cause DM ization or ((ohno:?“ah‘u-‘ admission of ;
v missiol
y or by hx) ketoacidosis y
[OSYTOITTISR —1r -
e e M poanorce, [DTADEC coma, Resalved- off
reaction, Thirst, Paroxetine _ . . ) olanzapine; o
Somnolence, Personality] ¥ ~ 2 months n n n n n n u hydrochlonde ¥; 1700 -0 msuhtn and oral
disorder, Hyperglycemia agents
[OSY7092008A [} 03 —25 Ayperglycenia v - ] Resolved- off
u yiu n hyperglycemia| u u u u u u - y: 400's - 40 |olanzapine
on clozapine
USSTISITEI T T i oo o s, |oointeniaed Bregriancy. u
. > 10s. 1 Toxemia of pregnancy, i .
Levothyroxine sodium  {Ryapeteg mgllilgs, y yiu {Qe:;?“o u y lyBm u u u Lg‘\j/pthyroxlne u u u i [Unknown
Hypothyroidism, Liver diabetes =315 sodium
function tests abnormal ]
W ™ W il ~Halapendol,_Paigxeling —[WEight Gain, Diabates
hydrochloride Eem #s.gHyberlipemia, Haloperidol
sophagitis, yBMI [ . a8 y: by hx 2 Paroxetine | - . y, 475 u  jUnknown
Ryperglycemia, Polyuria,| ¥/~ 5 months n n N 2571 ¥ 16849 | faads ago u roxetne '
Thl;?st, s, y g hydrochloride
Vomiting, Tachycardia
m T o | 350 Tevolhyroxing soaim. —TO/AGEHE ACIJOSIS, N 4 Tevolhyroxine Unknown- on
Haloperido! Hypergiycemia, Thinking{ y/ ~ 2 months y | T’;ﬁe ;-S‘DKA u Z’?S"& u u u sodium, - - ¥; 1100 ' linsulin
S abnormal p : Haloperidot
m U 9 aproate samisedum, — IHyperglycemia . Venlafaxine
~ f : - - n
Venlafaxine hydrochlorde y/ ~ 4 1/2 months u hypergylycemia u u u u u hydrochlonde n; 120 u  [Unknow
|USYT0YAT7AR 1T % | Valproate semisodum,  [Hyperglycenia K
Benziropi late, - i Haloperidoi . .
L°$“’°?£’$2Hma?ge?';°‘ ¥/ 6 weeks u y‘,oBoSIangggggr y Z/'?y ; u u u decanaate - ¥; 379 u  (Unknown
lecanoate
[OSTTOSATHOR T Ay Vaposte SerEa] yperglycentia Lithium
Lihwm, Veniataxine y: basefine FBS uiwt v i . . - d [Unknown
/> 5 weeks u ' u u recovering u Venlafaxine y; 335
hydrut}:]r;lgrrgj‘,‘oﬁr%ssplmne Y/ 114-158 107 kg alcoholic hydrochloride
[USY709ABT0A T 6 ] % Ryperglycemia N
: y/BMI u u  {Unknown
u ylu u hyperg)‘ycemia U =438 u u u u u u
Page 18
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Review of Commercially Marketed (Spontaneous) Olanzapine Hyperglycemic Adverse Event Reports ZY 1971 1491

Risk Factors / Clinical Conditions for Hyperglycemia/Diabetes Mellitus which Pre-existed Peak Glucose Level at Time of Adverse
Adverse Clinical Event Event
; Pancreat Satote |
R ; Known to b Alcohot [ Pancreatilis or| a.>126t0 <300 | b.>=300f0< | 2NAOTS
s A Concomitant Drugs/ On olanzapine @ | ‘have DM Pri i i ism;| _ other i di without Omg/dl | Nyperglycemic } o Outcome of
Case ID/Mig# e ; 9 Prescription M;:ilcT ions COSTART Terms .:"d"};"g;’:n:m‘; of ata(“;ls of | H rg'l;;emill HFX.SI“ : Wm?‘l gv.\m abl(l:;‘{v-sm, m’;s'::ttig:" l‘ﬁ.{’ng 'gr: OVsﬂ)“ ﬂ"‘;g‘" 'm::ﬂ"' M?gom‘:lnﬁ P 'f‘;:g?ﬁwc“ﬂ'h r HVP“%“““‘W
x e e as symptoms developed ovent? l%ur-ti on -:;:rr:s OM; Type or Tx : olanzapine acutﬁ;);r by (wules cl;'rminu glucose/ cause DM ization or “or:,o:rita!lzuﬂ admission or ;
y or by hx) ketoacidosis Yy
[USY709AETIA ™ W CE N BFZW' Hyperglycemma At =
i i y/3 months u u u |09 kg u u u Lithum carbonate y; 260 - - u  {Unknown
(USYTOSIZEA ¥ 0] 33 Valproate semisodium.  |Hyperglycenna, Liver
Buspirone hydrochloride, i t - /BMI . Sertraline .
Soriaine Mdrachionde, |function tests abnormal | y/ ~ 3.5 months u u u (¥ 519 u y; hx u hydrochlonde y; 209 - - o {Notresolved
[SU7094837A T W L3
T e Py - | e o )
evothyroxine sodium ¥/3 weeks u hyperg‘f&cemla Y [114kg u y, active u Lea/pthyroxiné y; 129 - - u  |Unknown
sodium
mTE Vaiproste sen'\?scodi\:me’ Hyperglycemia Y Fl tin
dium, ujwt = uoxetine . .
! ;123;16 drarmine y/1 month n u U |105kg u u u hydrochioride y; 227 - u  |Unknown
[OSY7093852A T 1 57 Aminptyine, Dyazae,  |Hyperglycenia, Liver ~ADA die .
Estrogens conjugated functiognytests abnormatl y&onsult 5 y/BMI Amtriptyline, )
y/ 4.5 months u months priorto] Y | 239.7 u u u Dyazide, Estrogens - y: 348 - d |Unknown
eve‘:“ : conjugated
TSI T o T % oo e |Aypergiycema, Paroxetine
e semis ) cosuna, brin 13- ide; -
Multiviamins, e iy '?Ngryht yi v u u | BMIy;~13-18 u u hydrochloride; y; 156F ; N 4 [Resaived- on
Norethindrone/ethiny! % , WWelg =248 kg orethindrone/ethi olanzapine
estradiol gain nyl estradiof
USI7T0T204K W w | A3 1%§Wﬂﬁu—rmv ot = Lamotni Notesolved- off
aroxetine Apnea, Weight gain y/ 6 months n n n | Y=y 113xg u u amotngine, - - y; 567 1,0 |olanzapine; on
5 kg Lithium, Paroxetine oral agent
(USY7TT0ZTS5A ¥ W —42 | Valpioale semisodium  [Diabetic acidosis, I d- off
Diabetes mellitus, y/BMI » _ mproved- o
Weight gain. Abdominal | ¥/~ 6 months n n y |2'371] ¥:323kg u u n - - y: 1274 I |olanzapine; on
pain, Infection fungal ’ nsulin
[USOTTUZZ30A" WwW AT Carbamazepne, | Nabeles malitus, NGl resoived- o
Clanazepam Weigh%fgain, Lack of Wt 8 glan%apme
drug effect 15 weeks n n anial ¥ 13.6k u u n - - ; 87, 1.0 |Positive
9 ¥ vy a2 kgt ¥ g Y rechallenge; on
| insulin
vswm'mg'f W ] u Tabetes memius o] ] [ u 0 [ [ u u u - T 5 bnknown
v u u 1 iabeles melltus u ] 1] U 0 ] ] q D] ] u u ] DKAOWN
[USY7T0SZ2YR [ ) [ u Diabetes meNitus U U U u ] ] U U [ u [ u U _|OnKNown
Page 19
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Review of Commercially Marketed (Spontaneous) Olanzapine Hyperglycemic Adverse Event Reports

ZY 1971 1492

Risk Factors / Clinical Conditions _for Hyperglycemia/Diabetes Mellitus which Pre-existed Peak Glucose Level at Time of Adverse
Adverse Clinical Event
4 P it Sl z
[ b Alcohol |Pancreatitis oc . >126t0 <300 | b.>=300to< | Anciorsev
¢ s 5 A Concomitant Drugs/ mgl-;\::pim‘g have DI Prior | oo e Weight gain aburse / dsm; -r‘:g:::tic Taking drug(s) | maldl without 00 mglgl hy‘mﬂx‘m‘{h e Qutcome of
ase ID/Mfg# ( e | O g | Prescription "3:‘ ions COSTART Tesms andior b ih:ning ofl at time of | Hypergiycemia/ | FARLI s ‘while on (activel elunction | reportedtoelevate | acute hospital- | without acute wﬁospi(al U r Hypef%lx‘csmlﬂ/
x M e as symptoms developed event? / Duration a:l:l/:;sle DM; Type or Tx : olanzapine u:ut;x?r by (a c?.f, cl'n‘roni | 9Wcosel cause DM ization or i ;:‘og?lh!i}a- admission or ;
y by hx) ketoacidosis y
[OSSTIVAEINA T w 73 Tevothyroxine sodmm, | Hyperglycenia
Loratadine, Acebutolat, R i L i .
ShEL o i yamonns | u | gi0snE | w | w | u G (oot | vizs0 - | o |unkown
USYTTUS5A5A T FL) ~Seriianne hydiochionde, | Labetic acidosis
¢ Valproats Semsoaum |- 00 1o ACICaSIS ylu u u u [ u u u ﬁfdi feIne e - - yiu u  [Unknown
USH7TUS8I9A m h a0 etformin hydroc] e~ [Gamma glutamyl
Transpeptidase’ n/BMI
E‘lcreas‘ed. . viu ¥ y; Type 2 u 12297 u u u n - y; 352 - o |Unknown
yperglycemia, ’
Hygerﬁgemia
USY7TUETBTA m u L5 “Valproate semisodiam ancreas disorder,
Urinary tract disorder,
He, giomegaly, Diabetes
mellitus, Abnormal /BMI Improved- off
\l/Jlsion, Cfonfusion, y/6 weeks n u u Yy 29.7 u u y; by hx n - - y; 1291 i, d g?:;rj\l;:pme; on
rinary frequency, : insuli
Insomnia, aleigh{loss,
?ﬁltation, Amnesia,
irst
[USYTTUG7TBA W W L.r 3 Valproate semsedum  [Diabeles meltus, Jmproved- on
Hyperglycemia, Thirst, N _ - 936 I on
Urinary incontinence y/ 3 months n u Yy u u u u n y: 9 a f{o ar‘\zapm‘e,
S— e Drug interaction oral agen
] “Tasum Hyperglycemia " dy; insulin . " 5 " " . , p " ] Unknown [pt has
v y ependent liver cancer)
TAZI9TA ¥ W 42| Thyioid medication nos _ |Hyperglycemia ot Tmproved- on
9 yI"few weeks" n n u Z’?{‘A% n u u Ig)s/roud medication - - y, 600 o olarlmzaprnle; on
e oral agen
musw Lkl 252';: I “r u 7 eé lcl ggrngas = via il 0 Y v U [ [ U = - YT U [Death L
Hypergl¥cemia, Thirst,  limproved- off
u 'L\jnnary rsquency‘ yhu n n y y u n n u - - y; 675 i i(:]lgtr},zirz:pme; on
ausea, Vomiting,
Anorexia
USITTII7ER L 38 U SDEUBehc ACIGOSTS Y g U U (] ] 0 ] ] - - ¥ U__[OnKnown
USSTTIISTTA m 28 Tincreaseqd, N
u 3E%eatseesdmellitus, SGPT ylu n u u Z/%Mé u ¥, by hx u u u u u o? gghr;g\g'rr\]eon
Page 20
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Review of Commercially Marketed (Spontaneous) Olanzapine Hyperglycemic Adverse Event Reports

ZY 1971 1493

Zyprexa MDL 1596 Confidential-Subject to Protective Order
Zyprexa MDL Plaintiffs' Exhibit No.01411

Risk Factors / Clinical Conditions for Hyperglycemia/Diabetes Mellitus which Pre-existed Peak Giucose Level at Time of Adverse
Adverse Clinical Event Event
o P N o> 600 mgidl |~ T
R nown t b Alcohot  {Pancreatitis or 2.>12610<300 | b.>=30010< | Andlorsevers h
s A Concomitant Drugs/ On olanzapine have DM Prior e Waight gain {abuse / -ism; other Taking drug(s mgld! without 600 mgld! yp < e (o] of
Case ID / Mg # ° a g I:roscript‘lgn Il;;li s Ion; COSTART Terms .g‘;/":r‘g:’:;_ﬁi’:“g" of| at &me of g“c{glyoem_irnl PE.S'M s IM?He goln (;tctivs{, y's'}z‘;‘“‘;::fn ;poﬂa d to a(g(v‘-:!’: acgc‘?osplhl- V\;l;lho\!: ?;:ute p’,‘;:;:::‘ﬂ‘l";(‘:‘l'""‘ 13 Hyper%inoemlal
X e IS symptoms 'velo) agverse H or Ix i olanzapine a e or : UCOSe/ Cause 1zation or jospitaliza- . a
@ Pe event?/ %“"ﬂ"" event ype t P © hx) 4 (ac:lre',)ycl'l‘;o)n)cw acidosis tion o? acidosis ‘“’;‘i':,ﬂ‘,’,'; or 4
y ketoacidosis y
USSTTTASTZA [ b 7] Torazepam Ryperglyceria, Denrnum, improved- on
Diabetes mellitus y/ 3-4 months n u u y u u u n - - y; 700 | plan'zapme; on
insutin
TUSOTTIISEIA w5150 Hypergiyceria,
: . Improved- on
Intentional overdose, . - . ; ’ i ine; on
Y ae‘ight gain, Vomiting, ylu n n n u ¥ 9.1 kg u u u y; 700's i ﬁ]{:sﬁp ; ol
alaise
[USSTTZ2227TA m | 0 u Hyperglyceria ved- off
u yperglycemia y/ 2 months n u y u u u u u - y; 331 - o [ e
[USSTIZZ539K m u [ ~WelioTin hydrochioride [Hyperglycenia nKAOwWN- Off
ylu ¥ y, Type 2 u n n u u n u u u 0 |Slanzapine
(USSTTZ2532AR ™ ) u —Glipizide Ryperglycermia U)anow_n- off
. olanzapine; on
yiu y y: Type 2 u u u u u n u u u 1,0 linsulin and oral
agent
[oserTZZSETR LI ) [0 U iabelos meltus v T vear A ¥ v O v 0 U T 0 [ v ) NKNOWN
[USU7T22820A " T u [0 M Diabeles melitus year i U u u U u 4 U ] U U 4] nkaown
[USSTTIZESIA L8 L u u iabetes melitus year i v u U [ 0 v v 3] U v 5 JUnKnown
[USSTT22662A° L [ U iabetes mellitus éar 0 U U Y U u U U u G 0 5 [URKknown
USS7TZZEE5R LI u q |Diabeles menitus ear i ] U U G ] v u ] T T ° NKAOWN
TUSTETTOIAIA T [ B | 35 | Stavidine, Lamivuding, |ACId0SIS, Nausea. u [No meniion of
Fluconazole Vomiting, Abdominal hyperglycemia
pain, Heart arrest as etiolagy of
metabolic
acidosis, Fatal
ylu u u v | YBMl u u u Lamivudine - - cases of lactic u |Death
=47.2 acidosis have
been reported
with the use of
stavudine]
Page 21
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Review of Commercially Marketed (Spontaneous) Olanzapine Hyperglycemic Adverse Event Reports

Risk Factors / Clinical Conditions for Hyperglycemia/Diabetes Mellitus which Pre-existed Peak Glucose Level at Time of Adverse
Adverse Clinical Event Evel
o c. ;lsoo mg/dl I
HOWR b Alcohol | Pancreatitis or 126 t0 <300 | b, >=30010 < andlot severe
s 5 A Concomitant Drugs/ on oln’nzaplne ‘l(uva D:do Prior £ e | Weight gain abuse 7 Asm; dh“!- Taking drugls) | mg/d! wﬁhyul 600 mg/dl l'_‘:&::'gxg;"xi‘;h e Outcome of
CaseiDiMfg# | e | 2 g | Prescription Medications COSTART Terms ..'.'é'l'gru’i;,ﬁﬂfg' of] at time of | Hyperglycemia/ | L30L| s while on (active/ A ration | reportedto elavate | acite hospital- without scuta P apital ] ICU r Hyperglycemial
x e e as symptoms developed event? I%ur ation ag::;:e DM; Type or Tx ; olanzapine acm:x?r by (a c:: e, ",’cmlo)m o| glucosel cause DM l::it::loo'; ;r i mlna:ildzg;ls “"5}',’1,‘.!3',} of ;
y ketoacidosis ¥
USSBUTITITA m W 1 Fluoxeting ﬁyﬂrocﬁﬁﬁe, Hyper rycem,a‘
Imipramine Hyperlipemia, High
density lipoprotein
dﬁcreised. Alkaline Fluoxetine
Eagtsig d?ﬁffré"céﬁgigd’ ylu u u u 2/%"% u u u hydrochloride, u u u u  {Unknown
increased, SG(%T ’ Imipramine
increased, Creatinine
increased, Liver fatty
deposit, Hostility o
[USEBTTZUTTIA [ m | B L)) Hyperglycemia BM) ) mproved- o
u y/ < 2 months n u A u u u u - y; > 500 - i ﬁ::ﬂf:pme’ on
USTBITAZIIA W Diabetes memtus g/ =
¥ 05;/? ITproveq- on
u { 3 months u hypergiycemia| n Qv n u u u u u u o |olanzapine; on
y 45 Sg indole ng‘ oral agent
weight
[OSUBUTAIETA m ] b 38 w[]rg'r'—wra ehtes Telius, Vi5U0%
eignt gain over Improved- on
u y/ 3 months n u y Ld(%al y; 5kg u n u u u u o ors‘a)l agent
weight
loseEoTSTSIA————7 |~ Valproate semmodium, Diabelic acidosis,
Buspirone hydrochioride Hyperglycemia, Diabetes
Tgcljlitus, PlolyqriaNThirst‘ y Improved- on
ominal pain, Nausea, uiwt = - - . i |olanzapine; on
\Vomiting, Tachycardia, ylu n u Y |66kg u u u o y: 404 oy
Somnolence, Stupor
[TSYSTTSTS0A T 2 A Clonidine, Salbutamol, —|Diabetes meliis — Tmproved- of |
st [P e [0 | o [ [P e [ e e oy - | e | e
=23, insull _
[USIBUTSSTIR I Amtebutamone, Valproate (GlUcose Toleral
v M—J e armeodium oo delégg::eg erance yiu u y u u u u u u u u u u  |Unknown
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Review of Commercially Marketed (Spontaneous) Olanzapine Hyperglycemic Adverse Event Reports

ZY 1971 14985

Risk Factors / Clinical Conditions fézr Hyperglycemia/Diabetes Mellitus which Pre-existed

Adverse Cfinical Event

Peak Glucose Level at Time of Adverse
Event

Zyprexa MDL 1596 Confidential-Subject to Protective Order
Zyprexa MDL Plaintiffs' Exhibit No.01411

) . :1/ 600 mg/dl T
b Pancreatitis or = andior severe h
s ': A Concomitant Drugs/ ?" °';f""”i"" 't(\gm:f Prior ] Weight gain nbtﬁgt?h-gm; other Taking drug(s) a'.“>1 5 ‘0;03310 bbzoar?-v«?l ) :‘.y:::ggal ‘3?."33.%. M Outcome of
Case ID/ Mfg # : c g Prescription Madications COSTART Terms .:d“,‘;r bes}?h:::vs; of| @t time of | Hyperglycemia/ HE.B“M s wt%le on {activel J;‘s';ﬁ"::"::’" repor\eg to elevate | acute hospital- | without acute | P hospital 1 1CU r Hyper%ly‘oemnal
e @ as symptoms developed event? I%urnﬂan u:::’r‘st. DM; Type or Tx : olanzapine lcut’c:;;r by (acute, glucose/ cause DM ization oc tiohvfzr“a!‘}a-‘ admission or ;
y or by hx) ketoacidosis y
USYBOZZOIEA ¥ u v Tiothixene, Valproata erglycemia, Palyana, Thiothixene, Improved- o
B Foaroyetine Thist Y n/Of,f fro{ 2 weﬁ:( Sl wu u u u u u u Paroxetine - - y: 800 i, d |ofanzapine; off
ydro prior to eve! hydrachloride insulin
i = M:t‘:;(eolg‘ﬁsuccgggte ét?\eér H'a c E'S melilis, /BMI haéoxe'_:’ned Improved- on
ol st yperglycemia y) rochlonde, - - : lanzapine, on
medications NOS y/ 11 months u u Yy |2281 u u u toprolol y; 1000 o gral ag% ne,
succinate
(USTBUZITO0A T [ Benziropine mesylate,  [Hyperglycemia, TType Zon n/BMI yroid nos, i n
Thyroid nos, Risperdone HY o q )::emia y/ < 1 months y y i,zgu"n v =238 u u u Risperidone v u Y i _|unknow
[USTEUTIETTR W | 55 Haloperic iabetes melius v/2-3 months n n u ?gﬂ u u v Haloperidol - y; 300 - u  (Unknown
[USBYUZATESA T u TWW@T » Al u [N fh | i trol
d ancreatitis, Ketosis, - acute . u [No mention of hyperglycemia as etiology
Lorazepam ever, Gastrointestinal y/~2.5-3 months u u u u u n he¥norrhaglc Lithum carbonate of ketoacidosis] u |Death
disorder |
WTTTmm
Lathium Diabetic acidosis,
_Hypel;glycemiz;(,_ (l’Jrinary
incontinence, Kidney Both u; [Initially reported Not resolved- off
function abnormal, 1o have borderline y/BMI i : i I ine:
o - | > . - anzapine: on
Tremor, Vomiting, yl-2months | gighetes butthiswas | Y7 |235.6 u y v Lithum v: 1825 ' nsdin”
Amnesia, Paresthesia, later denied]
Abdominal pain,
Myasthenia, Polyuria,
Amblyopia
[USYBUIVOU0S W [ W | 7Z |Fluphenazie. Amirptyine, Fyperglycemia, Verigo, n [HGbATC
Triamterene Hyponatremia reporied to be
very high,
raising Fluphenazine, n- off
¥119 days n ﬁossﬂgmty that | glzBMel u u u Am?iriplyline, . . y; 864 ) ggm‘;‘g‘n o
yperglycemia =286 Triamtefene
|existed prior to
olanzapine
therapy
Page 23
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Review of Commercially Marketed (Spontaneous) Olanzapine Hyperglycemic Adverse Event Reports

Risk Factors / Clinical Conditions for Hyperglycemia/Diabetes Mellitus which Pre-existed Peak Glucose Level at Time of Adverse
Adverse Clinical Event Event —
verse Linical,
o e it <. :"MO mgidt T
R Known ta b Acohof _ |Panatestitis of . >126t0.<300 | b.>=300to< | AACLETOR ) B
Case I P S} a A Concomitant Drugs/ grn:,;?::pg':se have DM Priol Fam e Weight gain [abuse [ -ism; other nti Takin “ing/dl without 600 mg/dl re o .I‘”""c ] Outcome of
ase ID/Mig# | e [ 2 g ([ Prescription Medications COSTART Terms andior beginning of| 2t time of | K vg|ycemhl HeOM| ® witte on (active/ 's';::"b‘:lz‘ reported to ulgvata acute hospital- | without acute | P h::pn U r Hyperal&cemial
x e e as symptoms developed event? I%umtlon a:!::;;a DM; Type or Tx ; olanzapine | acute T by (a cu“f, c'y‘,;m' glucose/ cause DM ization or lio’lﬂo;},}l(lll}&-' admission or ;
[USYBUI0005Y TFT—'T_‘ y i ketoacidosis y
™ W 7T foate semisodium,  |Hyperglycemia,
Fluoxenne hydrochlonide :2 ?ﬂtl%f)\/g overdose V/BMI Fluoxetine Not resolved- off
etosis, Diabetes - - ; i
mellitus, Polyuria, Thirst, ylu n n " o1=381 " Y “ fydrochionde y: 851 : ‘%Igs‘ﬁ pine; on
Nausea. Vomiting
(USYBTI00TZ — 557 Vapoats semEsdumIDEbelic BET05E
proaté semisodium, [abetic acidosis. EWS
Tiﬁ‘ggp‘aﬁ Tesyiate:  [Diabetes mellitus, conjugated Not resolved- on
Emmgepns con]ugatned ‘Weught gain, Lack of ~3 ih wt=1 . o ; 400 i [olanzapine, on
drug effect, Polyuria, yi~3 months u u u ¥ I6kg| ¥: 20-4kg u u - - ¥ ancap
'lc')hlrstI Hy; s,rglycemla
rug level decreased
USYBTIUT53Y i B 76 efrorrhagia,
emenorrheﬁ b y
smenorrhea, Prolactin /BML
u inronsed. ylu u u fpossi) ¥5a's y u u " u u u U |Unknown

Hyperglycemia, Weight bie}

amn
[USUBU30TETE m | a0 Svuding, Ion, %nemla, Hyperglycemia ~/BMI Lamivading,

Chlorpromazme m. N
y/~2 months u u u = Y u u Chiorprol azine - ' 336 - 1 Unknown
hydrachlonde 24 .4 fwdrochi rlde

LSl L T EroRialin S EEN
eralycemia V=2 Tonths U U U ] [N [y - ¥ 3607 - U {Unknown
[USYEU3008E6 ¥ 5 7 PRenyAoin soaiom, Ii|la)ﬁe' Ees hellitus u/[over
Chiorpromazine weight Phenyiom sodium,
hydrochloride yi<4 months n u u lp k?x] u u u Chlorpromazine u u u o [Unknown
Y hydrachloride
(USuBOAOTEZS— L T 3 vmm“lmm
e : elmtus, _
Amosicili nypggl cemia, y/5 months u u u | YoM u u u n ¥i %‘L%r‘g @ - - 0 ggzggggenﬁ
Lnsmm: ¥ LY 33 Tiazodone, Halopandol l)%a)ﬁeﬁc acidosis,
decanoate yrerglycTemtat Ketosis, B ’
Polyuria, Thirs: = n I Halopendol .
Abdominal pain, Nausea | ¥/~3 months n n Y =211 u u u decanaate - - y: 478 u  |Unknown
ﬁnd viommng
otension N
(USTRUAVZOTY T W @ TS Dabahe aeosE v L NGt Tesomes- off |
Hyperglycemia, Diabetes| y/18 months n n n V29 u u u n - - y; 1000 i |olanzapine; on
meillitus - insulin
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ZY 1971 1497

Review of Commercially Marketed (Spontaneous) Olanzapine Hyperglycemic Adverse Event Reports

Risk Factors / Clinical Conditions for Hyperglycemia/Diabetes Meflitus which Pre-existed Peak Glucose Level at Time of Adverse —‘
Adverse Clinical Event Event
o P it c. ;IGOO mg/di T
R . Known to b Alcohot |Pancreatitis or a. >126t0<300 | b.>=300tg< | andlorsevere h
s A Concomitant Dru On olanzapine @ |1 ,u0 DM Pl o | Weightgain |abuse  -ism;|  other Taking di diwithout | 600 mgidi | hypergiycemic | o Outcome of
Casa ID { Mig # : : e l:;l:l:'rvllpttl:'r;‘ :l;:l\ilc.#i‘lon: COSTART Terms u‘\‘&ln;r‘ge‘?;\:::l‘gg of] nl‘!‘;me of| H . rglx-mlal Hf(.l’J“M s v.vll%ln g: " l(l:te:ti\n;m, ‘sm;:fc‘t::fn rap?)r{:' tor: a\fn)n :2%; hospﬁrl- wil au':1 gcute P';z:p“".:‘ng{}m r Hypergllicemial
e ymp lope: event? { Duration ag\‘;:::- DM; Type or Tx : olanzapine acut'e‘xt;r by {a cutel; clln‘roni ol glucosel cause DM ization or “Jlnozrihllfa- 'd'l‘,“f‘?-“ or ;
y or by ) ketoacidosis y
T B () alproale sensodium | PUlmonary emoolus, Y /BMI u [Already In Not résolved- on
Thrombosis, Diabetes y/~2-2.5 months u hyperglycemiat n | _'55'3 u u u n u u hospital for DVT| o jolanzapine; on
| rsonamT mellitus in past _ and PE] oral agent
7T T Pﬂwmm X oty
rogesterone Hyperglycemia y: hx JBMI Protriptyline improved- on
Somnolence, Weight yhu u "bordertine u | 63 n u u hydrochloride, - y; 360 - o |otanzapine; on
loss ' diabetes Progesterone oral agent
[USYEUAUZITY T 1 ® fmm 3 V/BMT Hepari T |Onknown- on
mellitus v u U (=316 u u u eparin u u u olanzapine
[USYB0ATZ2357 T W 57 dpioate semisoaianm yperglycemia,
(C on‘fus“ion,dH %Tczlne n/BM! improved- off
evel altered, Alkaline /~1 month n n n P u u - - ;1100 i,o y
hosphatase increased, | =259 “ " y olanzapine
GOT increased
|USYS0402376 m W LY m yperglycemia Haloperido!
\ ) aloperidol,
AmL.ﬁ;,'SLh yroxine sodium, | ylu n n u u u u u Levothyroxine u u u u  |Unknown
nos sodium
USYBUATZA5Z -
m I3 ypergiycemia Y. FBS 138
u y/3-4 months u prior to u n n u u u - y: 300 - u  |Unknown
olanzapine
R L I B I e, |CaDeTC aodosS, — i
Lo et Hyponatiomi, Feyuce e Lanagone . (Improvecof
® Somnolence, Confusion |  ¥/6 weeks n " Y= n Y u Levathyraxine - ' ¥, 1356 ' ﬁ{:ﬂfi,?, pine: on
sodium, Nifedipine
[USTBU50303T ™| W u Seftraline hydrochlonde  TREIOSIS, Hyperglycenia improved- off
i y ' -~ n/BMI Sertraline . - . i D ;
. Diabetes meliitis y/7-8 weeks n n Y (=203 u u u hydrochioride y; 860 i %gaﬁpme, on
[USYBUSUIZH6 Thpiade, Seftrane  |[Hyperglycemia - ot résolved- on
hydrochioride y/7 months y y u | u u u u o Sertraline, u u u o [olanzapine; on
ydrocniorioe oral agents
Page 25
Zyprexa MDL 1596 Confidential-Subject to Protective Order ZY1 00363356

Zyprexa MDL Plaintiffs' Exhibit No.01411 Page 17



Review of Commercially Marketed (Spontaneous) Olanzapine Hyperglycemic Adverse Event Reports

ZY 1971 1498

Risk Factors / Clinical Conditions for Hyperglycemia/Diabetes Mellitus which Pre-existed Peak Glucose Level at Time of Adverse
Adverse Clinical Event Event
) <. > 600 mgl/di T
¢ b Alcohol [ Pancreatitis or . >126t0 <300 | b, >=3001p< | andlorsevers h
s ? A Congomitant Drugs/ 2" d'}"""'"" 'r‘.‘l?.’":‘nf Prior F e Waight gain abuse / ~i°sm; !d"‘:ﬁ Taking drug(s) .mgldl wﬁh.out 600 mg/d! p:‘ays?n';%;'%‘;h e Qutcome of
Case D/ Mfg# © ¢ g Prescription Medications COSTART Terms an gl:r%e":ng?:; of| 31 time of | Hyperglycemia/ Hx‘l’J"M s while on (active/ S’;:.:cti cfn repotted to elevate | acute hospital- | without Tput. hospital / ICU r HYPer%I‘cemlu/
x - e as symptoms developed event? I%uuﬁon agx:r"ste DM; Type or Tx : olanzapine acutﬁ‘ ¢)>r by ( "?ff, c"“;(;"i c| 9lucosel cause DM ization or . :::glull}ng admission or ;
y 4 ketoacidosis Y
[USIBUS0393T Ly 1WWWS
g yponatremia, still on
Medioxyprogesterone Somnolence, Peripheral [olanzapine when Thiothixene, Resolved- off
edema, Urinary tract symptoms began Paroxetine, - 766 0 olanzapine; off
infection, Glycosuria, ~ {but was off n n n y n u u Medroxyprogestero i " ¥ *® |insufin and oral
Thirst, Polyuria, Dysuria, |olanzapine for 2 ne agents
Weight loss, Asthenia,  |weeks prior to
Dehydration diagnosis]
[USYBUSU3I3Y T [ 0 TTT SOl enxit nos Pl );anﬁcer!ég“at%aosps‘ RIESOIVed— offff
3 - 4 5o . - - 3 i |olanzapine; o
Somnolence, Cough y/17 months n n n u |y 4.5-6.8kg u y; acute u y; 1160 'vnsulinp
increased, Weight gain
e || e ypedicomts Tkt A —
L Tn;‘mzerene. AI‘_‘isinop‘ril,‘ Poiyuria, Amblyopia J: e of glucose //BM 2 drirg’(T:‘r;‘Iggnr}gnaznd 686 so I(;Ta%rg;;%—e _ogn
evothyroxine, Atorvastatin, ~3- B / { 2 . . . ) :
Y Corazepam y/~3-35months {  n 2 U239 n u Y Lisinopril, Y oral agent
Levothyroxine,
Atorvastatin
(USIBOSUI0ET ™ | W | J8 | Séraline hydrod g yperglycemia, Sexual
function abnarmal, " n n u ¥/wt = . u v Sertraline . v 3726 . 4 |Unknown- off
Polyuria, Thirst, y 05kg hydrochlaride : olanzapine
m ) Anblop
m [ W —Lithium carbonate, |
Dlgrzepabltnc:r'\?a(m"goz}pine, m‘gﬁﬁ{‘gsycem‘a' labeles
razodone, Nefazodine ¥ : Lithium carbonate
hydrochloride, P t b , . Unknown- off
fydrochioriae, Hydroxyzine y/~7 months u |Dyperdycemia ), yiBMI u u u Paroxetine - - ¥; 1453 U lolanzapine
pamoate, Gemfibrozil o olanzagine hydrochioride
[USUBUE0SZ5T mTw | i Vapioas nyper;;no@!a’em_m, Al Unknown- off
, Nij . 7l ) ‘ iy
Gemfibrozil H;ggrg‘lp;:rggia, yiu n n u | Y56 u u u Lithium u u u U |slanzapine
- Intentional overdose
[USYBUEU5I0S ™ u yperlipemia, - . - Unknown
u Hyperglycemia y/~5 months u u u u u u u u y; > 400 u
L!JS!B!TGITSSIW) m | u 0 Hyperglycéemia T reporied 10 Unknown- off
u yiu n "(?e\l/i?s"‘\"DDM u u u u u u y; 202r - - U lolanzapine
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Review of Commercially Marketed (Spontaneous) Olanzapine Hyperglycemic Adverse Event Reports ZY 1971 1499

Risk Factors / Clinical Conditions for Hyperglycemia/Diabetes Mellitus which Pre-existed Peak Glucose Level at Time of Adverse
Adverse Clinical Event Event
o <. n:!l 600 mg/di ;
R Known to b Alcohol Pancreatitis or| a. >126 10 <300 | b. »=300 1o < andlor severs
S A c itant Drugs/ On olanzapine Lism; other Takil /di without 600 mg/d e Out of
Case ID/Mfg # e : g Pru‘::':l%?mn.uadig: i‘om COSTARTY Terms “""I“ 1‘:‘. ng " a"!‘t“r’n? ’:l H: rglycsmlnl HFaS‘M : w:'lfatl': g:in abl(‘::t{‘lﬁm' ur:cr;;‘tlc rep;lr‘!l: '0'“‘9("'5 .’2&. hv:ﬂ“'l" “"“‘0‘";‘ %l"“'te "ﬁ;:nﬁ.ﬁ c;t;cwdth r Hypergl{‘oemlal
x e as symptoms developed an °'7 ,%""‘29 O “adverse n’. Type or Tx |1% i olanzapine | acute or by stunclion | g / cause D ization or hospitaliza- tdngnuon or a
e avent uration avent t hx) (aci vk by " acldosis tion or acidosis diabetic ]
y ketoacilosis ¥
L3 1:05111:13 B o B g Glpids ——— |Hyperglycemia, - Tmproved- on
I In¥gnngnal overdose y/~6 months y y; Type 2 u u u u u n - y; 300r - o %Q'ragems
— s— o AKNOWT= Of
yBuride ypergrycemia i v y, Type 2 u y u u u n - y. 400r - O loral agents
[USUBUGUSE3E [ T TRshn VPerglyCerma esolved- O
. . ) 0 olanzapine; on
yiu y y; takes insulin| u u u u u n u u u 0 finsulin and oral
agent
[USYE0BUSHAY 1 i semia, Nausea ) esaived- 0
- Y sgg‘e“rgilggeg '8, NAUsEa, | yr3 months n n u u u u u u - - y; 800 Y lolanzapine
[USBBOROBTIZ ~ | m | u 5 none fabefic acidosis, ] ol resolved- off
Diabetes mellitus y/~3 months u u u u u u u n - - y:u i %23’??'"@ on
Usmmm———m—“‘n—-‘hr‘——ﬂ——'——ﬁ—-r-——w—m
) n“édm%%;a'g:ﬁg"'ﬂ"" lota, Folyuria. irst /BMI Trif ne D omaane Joter
rochlort ( n eraz| .
O arochirsda yrfew weeks” | u v no|fag| 0 u T N . y; 600 - U e
2 diabetes)
OSYB0TUe2S7 ™ B I8 hiazide nos, Calcium  |Hyperglycemia Thiazide nos, Resolved- o
channel blocker s gy y/13 days n n u [YEM u u u Calcium channel - Y. 380 i A
: ocker nos alagem |
[OSYBITOTARY T T TAyperglycemia
v Clﬁlr‘\aigéa':'n;glzi%:un yperg ycemla / ' F| t
suppiement uman n/BMI uoxeting . i
NPH insulin, Li h ; Type 1 z u u u : 250 - - i (Unknown
Fluoxeug:ssﬁ;«rz]irog-%?ude y Y i Typ Yy |=258 hydrochlonde Y
Distary supplement
(USUBOTUTEEE T b= Faorelne Tyara rem@mﬁrw
gain, Hostility efecte jays Paroxetine . {Unknown- off
after olanzapine u u u u y u u : - y, 400 - ! nzapine
dlSCOnlanahPOn hydrochloride olanzap!
[USYBO707854 m [ 37 UpropioT ATlergic reaction,
Dext ot
sulfate, rglphﬁhyadrr':ﬁne l‘\:/lacu.:lopa u'ﬁr rasg y, 191
Mefhyipredrisolone “-gég:ns%% Y’:C:ée‘a it = fincreased Unknown- off
egema Rash, yhu i} u U | '88kg u u u Methylprednisolone altgr:bﬁcleto - - U lolanzapine
Hyperglycemna, steroids)
Leukocytosis, Hormone
llevel aftered
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Review of Commercially Marketed (Spontaneous) Olanzapine Hyperglycemic Adverse Event Reports

ZY 1971 1500

Zyprexa MDL 1596 Confidential-Subject to Protective Order
Zyprexa MDL Plaintiffs' Exhibit No.01411

Risk Factors / Clinical Conditions for Hyperglycemia/Diabetes Mellitus which Pre-existed Peak Glucose Level at Time of Adverse
Adverse Clinical Event Event
o) P it c. :”soo mg/dl T
R Known to b Alcohol | Pancreatitis or 2.>12610<300 | b.>=30010< | Andiorsevers | h
s A Concomitant Drugs/ On olanzapine " othar : < hyperglycemic e Outcoms of
CaseID/Mig¥ | o | 2 g | Prescription Medications COSTART Terms alirme of ex. T‘g, e o sgrl'f&mm e, H - ab‘(‘::t‘v'fa?m‘ ancrestic re;:'r“: o ois ::&Iflrﬂ:ﬁ. oy St pr-hunﬁ‘;rl-gnﬂh r | Hyperglycemial
x ° e as symptoms developed :ve?:t? 7 3?.33: adverse | DM; Type or Tx | % i olanzapine | acute or by u? notion | / caus: ization oy hospitaliza- ‘m‘:anu a
avent t hx) ('co','!;y hx) acidosis tion or acidosis diabetic P
y ketoacidosis y
[USHETYO7HSS O Vattoate soamm— THyperglycemia,
Fiuphenazine hydrochloride Intentional overdose,
Somnoience, Tongue i . [Resolved- off
edema, Speech /7.5 months n n u Z’?E” é u u u E;‘ rggrr:laozr:gg - - ¥: 1200 ! lolanzapine
disorder, 130 ’
beats/minute,
[UsgBTBIRS ST W5 Tone Ayperglycemia
yi~1.5 months n |y hxbordedline; ) n/BMI u u u n . y; 331 . o Sii‘i'g,?%'e?gff
hyperglycemia =23.8 ' oral agents
[OSYBUE0YEZE T W 17 Glfamél X Hyperglycemia, Cysttis
Clonazepam, Human ’ . n/BMI Fluoxetine . i
msulm',‘;.ésr,miolfrmxenne y/u y y; Type 1 U (=958 u u u hydrochioride y; 250 - - i [Unknown
USYBUBIETTY T W | 28 | Prenatal vitamins, _|Diabetes memias
Dlhydr?xr;laalﬂn‘llin?r?:r;%dium abeles mellitus Y
carbonate yiu geﬁtaalno u u !/%d{ u u u n u u u u  |Unknown
diabetes
(USOEUBUBRIB | m | b | 49 hazepam, Hal or [Hyperglycemia
mph’Ln'E dram?r?e ) yperglycemia wt = Haloperidol, Resolved- off
mhg;i;;cehl%feigﬁzta ?;1 y/3 months y y; Type 2 u ?O“éka u u u Enalapril maleate, - y: 406f - 1,0 (olanzapine; off
hypoglyéemlc agenl’ NOS Nifedipine insulin
[USTRI90SAYE m W | 52 | Paroxetine hydrochloride |Liver TUnchion 1Sl
abnormal, Diabetes
n}e{htus,' Anspeptid /BMI Paroxetine Unknown- on
utamy! transpeptidase ~ ¥ aroxetine - - (hy
%creasyed, Akaihe y/~8 months u u U 1=367 u u u hydrochloride y. 417 0 lotanzapine
Bh_os hatase increased,
ilirubinemia
\USSETIUISTZ R HBiaBehcl: 3CIdOSTS,
yperglycemia,
Scomnolence, Tongue - ufwt = : a . i |Resolved- off
“ odema. Sposch > y/~8 months u u U 1102kg u u u u y; 1200 I lolanzapine
disorder, Intentional
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Review of Commercially Marketed (Spontaneous) Olanzapine Hyperglycemic Adverse Event Reports 7Y 1971 1501

Risk Factors / Clinical Conditions for Hyperglycemia/Diabetes Mellitus which Pre-existed Peak Glucose Levei at Time of Adverse
Adverse Clinical Event Event
[} (3 ;lsoo mglidi T
K t b Alcohol | Pancrestitis or . >126 t0 <300 | b. >=390to < andior severs h
s| Rl a Concomitant Drugs/ On olanzapine @ | 202Dk Prior E e | Weight gain (abuse-sm;|  Ohet T\ Taking drug(s) g/t without | 600 mgidl prdperglyceian | © Outcoms of
CaseID/Mfg# | e | 2 g | Prescription Medications COSTART Terms "‘“'”";r%.“;\:::; of| at time of | Hyperglycemial | 20,1 s while on (active/ e i, | repored toelevate | acute hospital- | without acute | PCeSalTICU r Hyperglycemial
x o ry as symptoms developed event? l%uralion lgvvsge DM; Type or Tx ; olanzapine .cut;x?r by (.c"“f, cw onicl glucosef cause DM ization or "J:‘o;;ma iza- admission or ;
y or by hx) ketoacidosis b
(usaTyTEEzY 7| ek pydroNeree T DTEETES TS, e on
oxepin, Salbutamo! inhalen Alpuminuria, Polyuria, n/BMI u; social Doxepin, . . . i olanzapine,
Thirst, Tachycargia. y/~4.5 months u u Y =267 n drinker u Salbutamol inhaler y: 798 10 linsulin and oral
Weigm loss agents
[USYBTYTUTAE T W 3 Valproale sodium  [Diabetic acidosis ti g tational it Resolved- off
yi<tmonth ISR V- gegaeral |y [Yitg| v u u a - : y; 516 ' |olanzapine
r
USUB057T0237 m b 5 Tifum carbonate [yperglycemia, eport JBMI — |Resolved- Qﬁ
Confusion ylu u u u ! 39.7 u u u Lithium carbonate - - y; 800 i ic:]lgsﬁspme, off
(USTBUITOT0E T w8 " Hyperglycemia ¥i<1 month " " y !lgamg_’ u U U u u u u o0 |Unknown
USTB0ITORTY ™| & L one Diabelic acidosTs, ’ - {Unknown- off
Eypfrglycemia, y/12 days u u n Z/:?M u u u n - - y; 1200 i {slanzapine
cukocytosis .
“Megondazine, Metormin, |
joswRartovss YT | Ve, soraing Em%ia n/BMI Sertraline : o |Unknown on
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