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FDA - Adverse Event Reporting System (FAERS)
r. FOIA Case Report Information

FOACDERT434

Case |D: 7677022

Case Information:

Case Type: gEDITEi‘-EL eSub: ¥  HP:Y  Country: FRA  Outcomes: OT [ANDAVBLA: 015336/

|

FDA Rowd Date: 18-Moy-2010 Mir Rewd Date:  05-Mow-2010 Mifr Controf #: FR-ELI LILLY AND COMPANY-FRZ01011001234

Patient Informnation:

Ape: BEYR Sex: Male Weight
Suspect Products: Dosal
£ Product Name Frequency Routs Dosage Text Indications{s) Start Date End Date
1 PROZAC 20 MG Ciral 20 myg, daiby {1/T) BIFCLAR DHISORCER.  May-2010
Interval 15
£ Product Mams Dhose to Event Ol R=C Liot# Exp Date MDC # MFR/Labeler
1 PROZAC L ELI LILLY AND OO
Event Information:
Preferred Term | MedDRA & Version: 70 ) ReC
Cizsociztive amnasiz )
Cizzociztive disorder u
Homicide u
I lzbel use U
Print Tiree:  20-AUG-2015 11:12 AM If afield ic blank, there is no data for that ficld Page 230 of GO0



FDA - Adverse Event Reporting System (FAERS)
r. FOIA Case Report Information

FDACDER1435

Case |D: 7677022

Preferred Term | MedDRA & Version: 180 ReC

Event/Problem Mamrative:

This legal case, reported by a legal psychiatrist expert, concems a 55-year old male patient of unknown origin.
Medical history included bipolar disorder diagnesed laile in 2000, dissociative fugue during youth, several suicide
attempts, chronic alcohol consumplion, conflict with his partner and recent loss of employment. Concomitant
medications included valpromide indicated for bipolar disorder and crofon phytotheraphy (no indication for use was
provided). The patieni received fluoxetine hydrochloride (Prozac) capsules 20 mg daily orally, for the treatmeni of
bipolar disorder (off label use). for about six months (approximately . B Sometime, whilst on fluoxetine
hydrochloride freatment, he | ®1= and murdered his partner with i

1. - | Ihe events were considered senous due to other medical signmcant reasons.
Corrective treatment. outcome of the events and fluoxetine hydrochloride status were not reported.  The reporting
legal peychiatrist expert opinien was unknown conceming these evenis and fluoxeling causality. Update 16-Mov-
2010 Additional information received on 12-Mov-2010 by the initial reporer and processed al the zame time of initial
case entry.

Relevant Medical History:

DizeaselSurgical Procedurs Start Date End Date Continuing?
= 2000 UNKNOVWN
ALCOHOLISM UNKNOWN
DISSOCIATIVE FUGUE UNKNCWN
LOSS OF EMPLOYMENT UNKNCAWWN
PARTNER STRESS UNKHOWN
SUICIDE ATTEMPT UNKNCWN
Print Time: 20-AUG-2015 11-18 AM 2 fizld iz biank. thare = no 533 for that fad Page 231 o 000



FDACDER1435

FDA - Adverse Event Reporting System (FAERS)
r. FOIA Case Report Information

Case |D: 7677022

Medical History Product]s) Start Date End Date Indications Events
Relevant Laboratory Data:
Test Hame Result Linit Mormal Low Range Hormal High Range Info Awail
Concomitant Products:
# Product Mame Chosal Rioute Cosage Text Imdications(s) Start Date  End Date Interval 1st

Frequency Dwzse to Event
1 WAL PROMIDE Ciral LK, 2D BIPOLAR May-2010

OISORDCER

Reporter Source:

Study Report?: Mo Sender Owganization:  ELI LILLY AMDC CO

Literature Text

Print Time: 20-ALIG-2015 11-18 AM f 2 field iz biank, there i= no dats for tha Sed Fage 232 of 608



FDA - Adverse Event Reporting System (FAERS)
r. FOIA Case Report Information

FOACDERT481

Case |D: 7762506

Case Information:
Case Type: gEDITEi‘-EL eSub: ¥  HP:Y  Country: USA  Outcomes: OT [AJNDAVELA: 021427/

|

FDA Rowd Date: 17-Jan-2011 Mir Rewd Date:  04-Jan-2011 Mifr Controf #: US-ELI LILLY AND COMPANY-LUS201 101001143

Patient Informnation:

Ape: 42YR Sex: Male Weight

Suspect Products: Dosal
£ Product Name Frequency Routs Dosage Text Indications{s) Start Date
CYMBALTA LK, unikncwn DEPRESEION

PROZAC LYK, unkncwn DEFPRESSION

P

Interval 1st
2 Product Mame Diose o Event Dl R=C Liot# Exp Date MO # MFR/Labeler

1T CYMBALTA ELI LILLY ANDHCOr

| ]

PROZAC

End Date

Event Information:

Preferred Term | MedDRA & Version: wo ) ReC
Abnarmal behasiour

Bipclar disordes

Cepreszed mood

Hiomicide

Maniz

Maternz! sxposure befors pregnancy

L&)

Prnt Time:  20-AUG-2015 1512 AM if @ field is blank, there is no data for that fisld Page 2
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FDA - Adverse Event Reporting System (FAERS)
r. FOIA Case Report Information

FDACDER1482

Case |D: 7762506

Event/Problem Mamative:

This spontaneous case, reported by a nurse who contacted the company reporing an adverse event, concems a
42 vears old male patient of unknown orgin.  The patient's medical history included depression, ™ CEm
B and behavior modifications. Concomitant medications were not
provided. The p-atlE:ﬂt received duloxetine hydrochloride (Cymbalta) for depression. At a different unspecified fime.
the pafieni received fluoxetine hydrochioride (Prozac) for depression. The dose, frequency and stard dales were
unknown for both medications. After taking flucxetine, the patient would become more manic, a happy manic and
was outgoing. .ﬁ.ﬂeﬂa}-ang duloxetine. Ihe pahent would get depressed and could not see that his heha'.frur wWas

different. The patieni ™ TS and was kept away from hisl UEIE by g SEREIE When
aveay from nm.amr rnm:lﬂ'catlnn prD".I'IEIE!Ij by his parenls he got mixed up. On an unspecﬂ'ed date. the pailenl
murdered | : =% The event of murder was considered serious for other reasons by the

company. 1he palient was zent to pnson where he was diagnosed with bipolar disorder. It was also reporied that
on an unspecified date the pateint's wife gave birth 1o an eight pound full term baby and the infant died of unknown
cause six days after birth. No additional information was provided. The status of the flucxetine therapy and the
duloxetine therapy were not reported. The outcome of the events was unknown. The reporting nurse related
murdering . = : R would get depressed. could not see behavior was different and
diagnosed with bipodar to duloxetine. The reporling nurse related more manic, happy manic, oulgoing io flucxefine.
Parent-Child Link: US2071101001161. This case is also related to US201101001151 - same reporter.

Relevant Medical History:

DiseaselSurgical Procedure Start Date End Date Continuing?

DEFRESSION UMENONS

LOSS OF ENPLOYMENT UKoV

Medical History Product]s) Start Date End Date Indications Events

Relevant Laboratory Data:
Test Name Result Unit Mormal Low Range Mormal High Range Info Awail

Print Time:  20-AUG-2015 11-18 AM If 2 field iz blank, there i5 no data for that Seid Page
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FDACDERT483

FDA - Adverse Event Reporting System (FAERS)
r. FOIA Case Report Information

Case |D: 7762506

Concomitant Products:

2 Product Mame Disaf Rioute Oosage Text Indications(s) Start Date  End Date Interval 1st
Frequency Diose to Event

Reporter Source:

Study Report?: Mo Sender Organization:  ELI LILLY AMD CO

Literature Text:

o T i i T R

Print Time:  20-A0UG-2015 1118 AM If 2 figld i= blank. there iz no data fior that Szid Page 250 of 600




FDA - Adverse Event Reporting System (FAERS)
r FOLA Case Report Information

FDACDERTE]1 G2

Case |D: 7979016

Case Information:

Capa Type: EXPEDITED (15 eSub: ¥ HP: Country: CAM  Ouicomes: OT, [AMHDABLA: 018335
DAY)

FOu4 Rewd Date: 22-J3n-2013 Mir Riewd Date: 14-Jan-2013 i Controd & CA-ELI_LILLY AND COMPANY-CASDT11050068233

Patient Information:
Apec 1EYR Bax: Malz Walght:

suspect Products:
£ Product Hame Freguancy Routs Dosage Text Inddications(s) start Dats
1 PROZAC LINE LMK, unkmoan DCeprassion 2d-Jun-2005
2 PROZAC LUNE, unimnown 2008
3 PROZAC LINE, unémnown Jun-2005

Irtarval 1at
# Product Hame Do fo Event []:7

1 PROZAC

Lot Exp Dais HDC & MFRLabaler
ELF LILLY AMD CO

2 PROZAC ELI LILLY ANDCO

:b':t':bﬁ

4 PROZAC ELN LILLY AXD CO

End Date

2009
20049

Event Information:
Prefarrad Tarm | MedDRA & Version: 180 ) B

Agittion

Anger

CondBon aggravatad
Faaling abnormal
Haomicise

Mianiz

Mantal impakment
Off l3bad use

Print Time:  20-AUG-2015 11:18 AM If 3 fizid k= blank, there = no data forthat faid Sage
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FDA - Adverse Event Reporting System (FAERS) i
FOIA Case Report Information
Case ID: T979016
Freterred Term | MedORA & Vergion e ReC
Sl e P
Sincida Aol
EventiProblem N "
This spontaneous case, a consumer, from the newspaper arlicies containing two psychiatrists
published on , with additional information from another consumer from the
newspaper information from consumer reporters, and
additional mformation consumer reporter from the , concems a 18-year-old male
patient of unknown orgin.
Medical hi included and and alcohol abuse. It was reported that he went froms =™
Concomitant medications were not provided.
The patient recened flucxetine hydrechloride (Prozac) tablets for treatment of depression starfing on 24.Jun2009;
dosage regimen and route of administration were not provided. Starting on an unspecified date, he ssemed io be
mm{mmmﬂ:mmmmhmmm On an unspecified date,
after starting to act oul viclently and even ined o harm himsell on several occasions. On
approgmatedy afer starting the fluoxetine, he took an overdose of an unspecified medication
that belonged
dosage (no delads
ﬂﬂhﬁﬂﬂpﬂﬂhﬂlﬂﬂ“}ﬂnl
I sl = Bslank, Shiviw is o dalo o Bl Seld Fage S8 o 000

Panl Time  A-ALUG-20MS 11 18 AM



FDA - Adverse Event Reporting System (FAERS)
r FOLA Case Report Information

FDACDERTE2{w2

Case |D: 7979016

homicide, tried to harm himself, suicide attempt, agitation with manic symptoms and menial siate worsening/mental
deterioration were considered senious by the company for their medical significance. He was weaned off of
fluoetine at his own request (daies not provided). Further information regarding the events, comective treatment,
and event ouicomes was not provided.

The reporting psychiatrist assessed the homicide, selfinjurious behavior, manic symptoms, and worsening of his
condifion as relaied to fluoxetine, it drowve him ower the edge and it contributed to his actions. He did not prowide an
oginion for the other events.

Updaie 2152p2011: Additional information was received 175ep2(11 via 3 newspaper article containing HCP
reporters; added 2 consumer reporters senous event of salf harm. Upon review on 2152p2011 it was determined
that CA201108000880 is follow up io this case; thersefore CAZ01 108000880 will be daleied from the datahass. All
information from SA201 106000380 is contained in this case. Added fluo=etine indication for use and starn date;
entered senous events of suicide attampt, severe agitation and manic; non-serous events of feeling bad and off
label use. Updated namative and PSUR

Updaie 130ct2011: Addiional information was received from previows consumer reporters from newspaper
articles om 080ct2011. Added medical history (depressad). Added address of patient. Added bwo flucxetine dose
tabs with start and stop dates. Added serious event of mental state worsening / mental delerioration. Added cnset
date for some events and stop date for off Iabel use. Updated narrative. Regenerated PSUR comment.

Updaie 17Jan2013: Additional information was received on 14Jan2013 from a consumer via a company
represeniative. Added consumer and company representative reporters. Updated health care professional reporer
types. Updsted patient deamographics. Added suspsct drug start date and event onset date for sericus event of
hormicide. Mamrative updated with additional information.

Relavant Medical History:

[H=aasal Surgical Procadurs Start Date End Dats Confinuing?
Aloohal 3buss

Demrassion

Drug abuss

Print Time:  20-AUG-2015 11:18 AM If 3 fizid k= blank, there = no data forthat faid
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FDA - Adverse Event Reporting System (FAERS) bR
r FOLA Case Report Information

Case |D: 7979016

Medical History Product{s) Start Date End Cate Indications Ewvents
Relevant Laboratory Data:
Toat Hame Result Unit Mormal Low Ranpe Hormal High Range Irfo Avall
Concornitant Products:
# Product Hame Dossd Route Dioeage Text indlcathons{e) Start Dste  End Date Iimferval 15t
Frequency Doee fo Event
Repaorter Source:
Btudy Repart?: MO Sander Organlzation:  EL LILLY AND OO
Lierature Text:

Peint Time:  20RALG-2045 11:18 AM If = fizid = blank, there I= no d3ts forthat feld Page 318 of €09



FDA - Adverse Event Reporting System (FAERS)
r. FOIA Case Report Information

FDACDER162G

Case |D: 8255398

Case Information:

Case Type: EE:HTE (13- @aSub: ¥ HE: Country: FRA Outcomes: DE,OT [ANDABLA: 012338/

|

FDA Rowd Date: 12-Moy-2011 Mir Rewd Date:  02-Mow-2011 Mifr Controf #: FR-ELI LILLY AND COMPANY-FREOT 100224

Patient Informnation:

Ape: 2ZTYR Sex: Male Weight
Suspect Products: Dosal
£ Product Name Frequency Routs Dosage Text Indications{s) Start Date End Date
1 PROZAC Ord LK, unikncwn DEPRESEION
Interval 15
£ Product Mams Dhose to Event Ol R=C Liot# Exp Date MDC # MFR/Labeler
1 PROZAC L ELI LILLY AND OO
Event Information:
Preferred Term | MedDRA & Version: 70 ) ReC
Cormpleted suicide )
Ceelusion u
Crug sbuss U
Homicide u
Frint Time: 20-AL0G-2015 11-18 AM If 2 fizld iz blank. there = no data for that S=id Fage 22 of 608



FDA - Adverse Event Reporting System (FAERS)
r. FOIA Case Report Information

FDACDERTE2T

Case |D: 8255398

Event/Problem Mamative:

This case, repored by a healthcare professional and also described in a literalure adicle, concerns a 27-vear-old
mabe pafient of unknown origin. The medical history included depression without psychotic antiecedent.
Concomitani medicalions included methyliestozterone for an unspecified indication. The patient received an
unspecified formulaiion of fluoxetine hydrochlonde (Prozac) orally for the ireatment of depression; the dosage
regimen and start date were not provided. On - . =¥ time to onset unspecified after beginning flucxetine
treatment, he had drug abuse, delusions, killed his vafe and then committed suicide. Information regarding
comective treatment and ouicome of the events drug abuse and delusions at the fime of death was nof provided.
The status of flucketine at the fime of death was unknoem but the duration of regimen was 120 days. It was nol
reporied if an autopsy was performed. The authors considered fluoxeline possibly relaied fo the evenis of killed his
wite and suicide. On opinion of relaledness was nol provided for the olher events. This case was described in the
literature: arlicte: Rouve M. Bagheri H, Telmon N, Pathak A _Franchitio M Schmiti L Rouge D Lapeyre-Mestre

M, Montastruc J.L. Prescribed drugs and violence: A casefnon case study in the French Pharmacovigilance
Database. European Joumal of Clinical Pharmacolegy. 2011, 67 (113 1169-1198. Update 11-Nov-2011: Additional
information received from a literature arficle on 10-Hov-2011. Updated source of the case. Added reporter
information to the case. Added namrative and regeneraled PSUR comment.

Relevant Medical History:

DiseaselSurgical Procedurs Start Date End Date Continuing?
DEFREZSION UNENOVWN
Medical History Product]s) tart Date End Date Indications Events

Relevant Laboratory Data:
Test Mame Result Unit Mormal Low Range Hormal High Range Info Awrail

Print Time:  20-AUG-2015 11-18 AM If 2 field iz blank, there i5 no data for that Seid Page
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FDA - Adverse Event Reporting System (FAERS)

FOIA Case Report Information

FDACDERTE2ZE

Case |D: 8255398

Concomitant Products:
2 Product Mame Disaf Rioute Oosage Text Indications(s) Start Date  End Date Interval 1st
Frequency Diose to Event
1 METHYLTESTOSTERONM Ciral LR, umkrown
E
Reporter Source:
Study Report?: Mo Sender Organization:  ELI LILLY AMD CO
Literature Text
Print Time:  20-ALG-2015 11:18 AM F2fieid 1= biank, there 1= no 633 for that fed Page 424 o 00



FDACDERZEZZ

FDA - Adverse Event Reporting System (FAERS)
r FOIA Case Report Information

Case |D: 87718380

Case Information:
Case Type: EXPEDMED (153 eSub: Y HP: Country: US4 Oufcomes: DE,OT, [MNDABLA: 015035/
DAY}

FDA Rowd Date: 02-Sep-2012 Mir Rewd Date:  28-Aug-2012 Mifr Controf #: US-ELI LILLY AND COMPANY-US201208009245

Patient Informnation:

Bpe: Sex: Femals Weight
Suspect Products: Dosal
£ Product Name Frequency Routs Dosage Text Indications{s) Start Date End Date
1 PROZAC
Interval 15
£ Product Mams Dhose to Event Ol R=C Liot# Exp Date MDC # MFR/Labeler
1 PROZAC Lt ELJ LILLY AND OO
Event Information:
Preferred Term | MedDRA & Version: 70 ) Re
Completed suicds

Event/Problem Marmrative:

This spontaneous case, reported by a company representative who iz a physician, concems a female patient of
unreported age and ethmicity.

hedical history included: smoking marijuana laced with the hallucinogenic drug phencychidine (PCP). Concomitant
medications were not reported.

The patient began using fluoxetine hydrochloride (Prozac) tnegirming on an unreported dale; dose, indication for
use, and frequency not reporfed. On an unspecified date in® ®*® _an indeterminable amount of time following
the inifiation of fluoxefine, she- i her_ 5l year old child E|l'|l:| -

0| On an unspecified date in_ ®% she fatally stabbed herself =S ) was not reported if an a
was performed or when the last dose of fluoxetine had been mg&sied prmn' Iu ﬁE{ death. Follow up cannot be

Print Tirme: 20-AUG-2015 11:34 AM If a field iz blank. there iz no dsia for that fizld Page 40 o 272



FDACDERZEES

FDA - Adverse Event Reporting System (FAERS)
r. FOIA Case Report Information

Case |D: 87718380

pursued due to no physician contact details provided

The reporiing physician did not provide an opinion whether the suicide was related to fluoxetine.

Relevant Medical History:

DizeaselSurgical Procedurs Start Date End Date Continuing®
Substancs use

Medical History Product]s) Start Date End Date Indications Events

Relewant Laboratory Diata:

Test Mame Result Uit Mormal Low Range Hormal High Range Info Awvail

Concomitant Products:

£ Product Mams Disal Route Dozage Text Indications(s) Start Date  End Date Interval 1st
Frequency Dhose to Event

Print Time: 20-AUG 2015 1134 AM 2 fizld iz biank. thare = no 533 for that fad Page 81 o 212



FOACDERZEZY

FDA - Adverse Event Reporting System (FAERS)
m FOIA Case Report Information

Case |D: 87718380

Reporter Source:
Study Report?: Mo Sender Organization:  EL LILLY AND CO

Literature Text

o I i e T o T

Frnt Time: 20-4UG-2015 11 .3-4.#!.-1' If 2 fizld i= blank. there i= no dats for that Hizid Page a2 of 372



FDA - Adverse Event Reporting System (FAERS)
r. FOIA Case Report Information

FDACDERZG33

Case |D: 3989040

Case Information:

Case Type: gEDITE'i‘-& eSub: ¥ HP: Country: USA'  Quicomes: OT, [AJNDAVBLA: 018838/

|

FDA Rowd Date: 28-Dec-2012 Mir Rewd Date: 21-Dec-2012 Mifr Controf #: US-ELI LILLY AND COMPANY-US201212007181

Patient Informnation:

Ape: BEYR Sex: Male Weight

Suspect Products: Dosal

# Product Name Frequency Route Dosape Text Indications{s) Start Date
1 PROZAC

Interval 15
£ Product Mams Dhose to Event Ol R=C Liot# Exp Date MDC # MFR/Labeler

1 PROZAC ELI LILLY AND OO

i

End Date

Event Information:

Preferred Term | MedDRA & Version: 70 ) e
Cirug ineffective

Facizl nerve disorder

Homicide

Judpement imgaired

FParanois

Suicide stharmpt

Print Time:  20-AUG-2015 1134 AM If 2 field iz blank, there i5 no data for that Seid Page 01
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FOACDERZG34

FDA - Adverse Event Reporting System (FAERS)
r. FOIA Case Report Information

Case |D: 3989040

Event/Problem Mamative:

This spontaneous case, reported by a consumer via an infernet newspaper, concems a S5-year-old male: ethnicity
was not reported.

Relevani medical history included substance abuse, victim of abuse, intelligence quotient {1C) of _: and
depression. Concomilant medications included bupropion hydrochloride, serraline hydrochloride, and zolpidem
tarirate.

The patient began using fluoxetine hydrochloride {(Prozac) on an unreporied date; dosage, frequency, and
indicztion for use were nol provided. On B4  an undeterminable time after starfing fluoxetine
hydrochloride, he aﬂempled suicide by Ehﬂ{llll'lg himsell' in the chest with a gun. On~ ®® he murdered his
wite by ®i®_ On an unspecﬂ'ed dafe, he
experienced cloudy judgment, parancia, and unconirellable | == Deportedly his medications changed
three times and each fime he just got worse. Comeclive interventions were nu::l reported. It was not reported if the
evenis were resolved or if luoxetine was conlinued. The reporter did not provide patient condact details therefore
follow up cannot be pursued.

Relevant Medical History:

DiseaselSurgical Procedurs Start Date End Date Continuing?
Dzprasszion

Imtellipenice t2st sbaarmal
Substance sbuss

\fictirn of abuse

Medical History Product]|s) Start Date End Date Indicaticns Events

Prnt Tirms: 20-ALG-2015 1134 AM If a field ic blank, there is no data for that fizld Page 2 o 272



FDA - Adverse Event Reporting System (FAERS)
r. FOIA Case Report Information

FDACDERZG3S

Case |D: 3989040

Relevant Laboratory Data:
Test Hame Result Uit Mormal Low Range Mormal High Ranpe

Infic fvail

Concomitant Products:

# Product Mams Diosal Rioute Cosage Text Indications(s) Start Date
Frequency
1 AMBIEM

(£

WELLBUTRIM
3 ZOLOFT

End Date

Interval st
[Chose to Event

Reporter Source:
Study Report?: Mo Sender Organization:  EL LILLY AMDCCO

Literature Text:

aaaaa

Print Time:  20-ALG-2015 11:34 AM f 2 field iz blank. there 1= no d3ta for that feid
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Case [D: 10403643

Case Information:

Case Type: EXPEDITED (15
DAY)

gub: v HE=: Country: USA Ouicomes: OT, [AHDABLA: 015936

FOiA Riowd Date: 22-8u0-2014 Mir Rievd Date: 12-80g-2014 Mir Controd £ US-ELI_ LY AND COMPSNY-USH01 408005078

Patient Information:

Ape: Zax: Malz Walght:
Suspect Products: Dozl
# Proguct Nams Frequancy Routs Cosapge Text Indizationefs) &tart Dats End Dats
1 Prozac iUnknaen LiNE., unEnown Progiact used for
UunkRawa Indcalan
Imtarvaf 18t
& Product Hams Dosa to Event Dsc RaC Lok Exp Date HDC # MFR/Labsler
1  Prozac u LKMMOWR
Event Information:
Preferrad Term [ MedDRA & Version: 170 ) ReC
Homiciga
EventProblem Narrative:
Thizs spontaneous case, reportad by 3 consumer, who contacted the company o report an adverse event, concems
a male patient of unknown age and ethnizity.
The medical history and concomitant medications were not provided.
The patient received fluoxetine hydrochloride {Prozac), dose, route, frequency, indication for use and start date not
provided. On unknown date, unkmown time after the beginning of the freatment with flugxedine, it was stated that
some guy killed psople some years ago and that peapls thowght that flucketine made him kil This event was
considered serous by the company dus to its medical significancs. Information regarding laboratory exams,
cormective freatment and event outcome was not reported. The fluoxetine status was unknown.
The reporting consumer did not think that the event was related io fluoxetine therapy.
Brint Time:  05-00CT-2015 08:02 B8 If 3 field k= Dlank, there i no dsts for that feid Tags ol of 25
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FDA - Adverse Event Reporting System (FAERS)
r FOLA Case Report Information

Case [D: 10403643

This case i5 cross-referenced to case LS201408004213.

Relavant Medical Histony:

DispasaiSurgical Procedurs start Date End Date Condnuing?

Medical History Product{s) Start Date End Ciate Indications Events

Relevant Laboratory Data:

Tael Hama Reguit Uitk Hormal Low Rangs Hommal High Range Infig Swvall

Concornitant Products:

# Product Hame Diossd Riouts Dioeags Text indlcationaye) start Date  End Dats Imterval 15t
Frequency Doee fo Event

Reparter Source:

Study Repaort?: MO Sander Organdzaion: S0 LILLY AND CO

Print Time: 06-0CT-2015 08102 P If 3 fizid k= Dlank, there e no data for that deid Tags = of 25
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FDA - Adverse Event Reporting System (FAERS)
Im FOLA Case Report Information

Case [D: 10403643
LHerature Text:
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