. ABBOTT

Global Medical Services t

Postrarketing Safety

Dept. R422, AP34-2S

Abbolt Laboratories

200 Abbott Park Road K
Abbolt Park, liinois 60084-6008

Re: No adverse event
Date: September 27, 2004 3

Phone call recewed from a consumer on September 27, 2004. The patient has been taking the
tradename form of LEVOTHYROXINE from Abbott Laboratories for- -years. In approximately
July 2004, the patient was switched to generic LEVOTHYROXINE fromy il in
September 2004, the patierit experienced generalized achiness. This case was discussed with
Pamela Rieb. A letter will be sent to“regardmg this adverse event,

" meda Bl

Post-Marketing Safety Manager

CONFIDENTIAL

SCG/FBO 1/31/03
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: i EJ ABBOTT

Global Medical Services

Abbott Laboratories

Global Medical Services

200 Abbott Park Road AP34-2
Abbott Park, Illinois 60064-6186
Office: 1-800-633-9110

Fax: 1-847-938-0644

R T
Septetnber 27, 2004

To Whom it May Concemn;

Abbott Laboratories has received an adverse event report in which your product,
LEVOTHYROXINE®™, was identified as a suspect drug.”We are forwarding this report to
your company for your use in complying with the FDA regulations for the reporting of
spontaneous and clinical adverse events and ICH Guidelines on Clinical Safety Data
Management: Definitions and Standards for Expedited Reporting. '

The reporter’s information ié: m "
Should you wish to contact us, please call 1-800-633-9110
Sincerely, :

/ﬁéflmz/ v~

Yennifer Kamos, RN, BSN

Abbott Laboratories
Medical Services Specialist |
Global Pharmaceutical and Research Department



CJ assom

Global Medical Services

Abbott Laboratories

Global Medical Services
200 Abbott Park Road AP34-2,
Abbott Park, Tllinois 60064-61 86
Office: 1-800-633-9110

Fax: 1-847-938-0644

November 2, 2004

To Whom it May Concern;

Abbott Laboratories has received an adverse event report in which your product, Levothyroxine
Sodium Tablet®™, was identified as a suspect drug. We are forwarding this information to your
company for your use in complying with the FDA regulations for the reporting of spontaneous
and clinical adverse events and ICH Guidelines on Clinical Safety Data Management

Definitions and Standards for Expedited Reporting,

Patient information:

Phone number:

The patient experienced increased fatigue and feeling cold with Levothyroxine Sodium Tablets.

Should you wisf to contact us, pleas; call 1-800-633-9110

Sincerely,

Ray Labayo, RN, BSN

Abbott Laboratories

Medical Services Specialist

Global Pharmaceutical and Research Department

CONFIDENTIAL



A'BBOT‘F

Global Medical Services

Postmarketing Safety

Dept. R422, AP34-2S

Abbott Laboratorles

200 Abbott Park Road

Abbott Park, llincis 60064-6008

No Adverse Event Memo
Re: Synthroid

Dateq,November 2, 2004

_On 02 Nov 2004, we received a phone call from ' who stated that she was
expenencmg adverse events with Synthroid. When the patient was contacted, the suspect
medxcanon was identified as Levothyroxine Sodium tablets ‘which are manufactured by

. The patient said she was recently switched to the Levothyroxine
Sodium tablets from Symhroxd and was expenencmg increased fatigue and feeling cold. There
wgs no adverse event with Synthroid. No further actmn was required. '

I"

‘ - ozNo
Rey Labayo RN.BSN Tk oAt »/ N\ 02N 2oy

Post-Marketing Safety Post marketing safety Analyst

ate ks

Post-Marketing Safety Manager

SCG/FBO 1/31/03
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SER MUST VERIFY CURRENCY OF PRINTED 'SOP/GULDELINE AT TIME OF IMPLEMEN TA.TION

' Global Medical ‘Services, Pharmacovigilance
Global Pharmacemical Research and Development

Ve

Medical Information and Product Safety

RECORD OF CONTACT
DATE: I 2 /0 ﬂMEg-‘éﬁ‘;m@ \ DAdverse Reaction
a ‘ D AEGIS Database search
product:__xZ it cexal
7 "
Reporter Name:, 4
DPhyslcian DPharmaclst D Nurse DPahentD Abbott Rep* DOmer
Reporter Address:
Street ~ —
] City ~ “State Zp
Telephone: E‘! 2 *Tervitory___
Patient identifiers: t Age Initials
ADVERSE EVENT(S):
SUMMARY OF DISCUSSION:
Tl MW Cadleot bﬂwf Am V soziteso 250

xJLuwveJ
: wu%d f’mﬁwa‘%

Front Desk Staff; ' Date /o? /0 [’

R422-03-F-001
Effective Date 22Dec2003



CJ assom

Global Medical Services

Abbott Laboratories

Global Medical Services .. /

200 Abbott Park Road AP34-2 .
Abbott Park, Illinois 60064-6186 R
Office: 1-800-633-9110

Fax: 1-847-938-0644

Novmcber‘.l9th,2004 o @ Y

W

To Whom it May Concern;

. N

Abbott Laboratories has received the adverse events of fast pulse, throat tightness, and increased
appetite in which your product, LEVOTHYROXINE®™; was identified as a suspect drug. The
patient experiencing the events is .

forwarding this letter to your company for your use in complying with the FDA regulations for
the reporting of spontaneous and clinical adverse events and ICH Guidelines on Clinical Safety
Data Management: Definitions and Standards for Expedited Reporting.

Should you wish to contact us, please call 1-800-633-9110

Sincerely,

Ann Compton, RN

Abbott Laboratories
Medical Services Specialist

Global Pharmaceutical and Research Department

CONFIDENTIAL
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O assom

Global Medical Services

Abbott Laboratories

Global Medical Services
200 Abbott Pirk Road AP34-2
Abbott Park, Illinois 60064-6186
Office: 1-800-633-9110
Fax: 1-847-938-0644

Lo

December 03, 2004

AR + G
To Whom It May Concern;

Abbott Laboratories has received an adverse event report in which your product, Generic
Levothyroxine was identified as a suspect drug. We are forwarding this report to your company
for your use in complying with the FDA regulations for the reporting of spontaneous and clinical
adverse events and ICH Guidelines on Clinical Safety Data Management: Definitions and
Standards for Expedited Reporting.

Should you wish to contact us, please call 1-800-633-9110

Sincerely,

AuttsTon——

Annette Larsen, RN

Abbott Laboratories
Medical Services Analyst
Global Pharmaceutical and Research Department

CONFIDENTIAL



. a ABBOT‘i:

Global Medical Services

Abbott Laboratories

Global Medical Services

200 Abbott Park Road AP34-2
Abbott Park, Illinois 60064-6186
Office: 1-800-633-9110

Fax: 1-847-938-0644

Septe,t;pber 27, 2004

ty

To Whom it May Concern;

Abbott Laboratories has received an adverse event report in which your product, Generic

Levothyroxine was identified as a suspect drug. We are foxwardmg this report to your company
for your use in complying with the FDA regulations for the reporting of spontaneous and clinical

adverse events and ICH Guidelines on Clinical Safety Data Management: Definitions and
Standards for Expedited Reporting.

Should you wish to contact us, please call 1-800-633-9110

Sincerely,

Wf—

Annette Larsen, RN

Abbott Laboratories
Medical Services Analyst
Global Pharmaceutical and Research Department



For se by user-facilities,
distributors and manufacturers for
MANDATORY  reporting

2 { peet cation{s)

1 [ 1 -Name' (givelabeled sieapth & fr/labeler, if kgowd) = © T
1» s§§{?nozu.1zs ;?g&SYNTHROID)(LEVOTHYRoxINE}

—ALEVOTHYROXINE)
| ®» GENERIC LEVOTHYROXINE

i , : Centinued
NIsE mmamw . -3. Therapy dates  (if unkniown, give durstion)
iw 125 meg, 1.in 1 g et b sy
D, Per oral 0.22/23/988 - 23/32/02

n 137 meg, Iiinfl

lw 08/7?/04 - Ongoing

WP ARCER

§. Event sbuted sfter use
stopped or tose redaced

% THYROID CANCER

n fglves e Dmx

event ?2/72/02 . ’W*fF“‘ : 09(13/04
5. Describe event or problem o

Consumer report from the USA ‘of hair loss,
excessive perspiration, depression, and
menopausal-like symptoms coincident with

the patient began SYNTHROID therapy for
thyroid cancer. In 2002, the' patient
experienced hair loss. 1In 2002, the dosage
of SYNTHROID therapy was increased. 1In

02, the patient recovered from the hair

to GENERIC LEVOTHYROXINE theragz. In Aug
2004, after the switch to GENERIC .
LEVOTHYROXINE therapy, the patient
experienced excessive perspiration,
depression, and menogausal~like symptoms.
GENERIC LEVOTHYROXINE therapy was ongoing.
The patient has not recovered from the
excessive perspiration, ‘depression, and
menopausal-like symptoms. ~ The ireporter
declined to have the physician .contacted.
GENERIC LEVOTHYROXINE was alsc considered
suspect.

LEVOTHYROXINE (SYNTHROID) therapy. In 1998,

loss. In Aug 2004, the patient was switched

6. Relevant testo/laboratory data, inclding dates
Not reported

|60 i O] oowp

- a “z Wi

6 Lot# (ifknown) 7. Expduie  {if) o ﬁa§§§L_
1 UNKNOWN - 1 ¥ UNKNOWN 3. Evemt reappeaved sfier
: : , reintroduction

# UNKNOWN 1% UNKNOWN |, M oo ] dosen
9. NDC#- for produst problemss aaly (i known} e SR

J © [ves [Joo ] dosgmn

10, Concomitsut medica) produsts. . and therapy dates (exclude meatment of event)

1) OMEPRAZOLE " Unknown - Ongoing

2} FAMOTIDINE Unknown ~ Ongoing
© 3) ROEECOXIB Unknown - Ongoing

g; LISINOPRIL Unknown - Ongoing

ESTROGENS

G, Al manufacturers

" {1, Contact office - name/address (& miring sits for devices) 12 Phone number
PPD o B47-937-5533
Pharmacovigilance ™ po—
200 Ao Eprk fona i
%ggott«Park,Illlnois 60064~6157 | [ foreim
( Informing Unit ) O e

m conaumnes
bealh
4. Dote received by swafacturer (5. . 21-402 U professionsl
{malbayiysy (ARIDA ¥ i op———— D .
09/13/04 S e facly
6. IIND, profocol# PLAS D e
et [ e O aiswiomor
7. Typeof repost orC 0O oter
(check sl that appy) ) 0w
[0 sy [ 154w : =

E]l&hy'ﬁapdu& g'ggi
{H

7. Other relevant history, including precxisting medica) conditions. {¢.R. aliergies, race,
pregnancy, smoking and alcobol use, hepatic/renal dysfimction, e1c.)

The patient quit smoking in 1989, is a
nondrinker, and has no known allergies.

Continued

9, Mir. report oumbey. <

E. Initiat reporter

{8 Adverseevent termis)

1
2
yperhidrosis)

3). Depression (Depression)
4} Menopausal symptoms

. {Menopausal symptoms)

r loss (Alopecia)
spiration excessive

|1 Name&address .
In Confidence
usa
Submission of 3 report does Dot constifute an |3 Heaith professionai? 3. Occupation 4. luifil reporter akso
sdmission that medical personnel, user faeflity, ’ - ume ¥
gistributor, facturer or product caused or D yes ,E“‘“ Cons r D yes D no unk
3500A Facsimile contributed 1o the event. )




¢ o

B g:rm‘acov:.gz.lance
200 Abbott Park Road
D-491 AP30~-1E

Abbott Park,Tllinois 60064~6157

Conﬂnnnﬁon Sheet for FDA-3500A Form

B.6 Relevant tests/laboratory data, including dates (Cont...)

Lab Result:

Test nane \ Test date

See Narrative Lab 'UNK UNK
Results .

C. Suspect medication (Cont...)

Seq No. '
C.1 Suspect medication

C.2 Dose, frequency & route used
C.3 Therapy Dates (or dmﬁou)
C.5 Dechallenge .

C.8 Rechallenge !

Seq No. i
C.1 Suspect medication

C10. Concomitant medical products

Seq No.

Concomitant Medical Product
Dose, frequency & ronte used
Diagnosis for use(indication)

Seq No.

Concomitant Medical Product
Dose, frequency & route used
Diagnosis for use(indication)

Seq No.

Concomitant Medical Product
Dose, frequency & route used
Diagnosis for :yse(indicaﬁon)

Seq No.
Concomitant Medical Product
Diagnosis for use(indication)

Seq No.

Concomitant Medical Product
Dose, frequency & route used
Therapy Dates

Diagnosis for use(indication)

Test result

Page 2 of 2

Normel valua Classification

1l
+ SYNTHROLD 125 I)ncg(SYNTHROID) (LEVOTHYROXINE)

(LEVOTHYR
:12) 1 g 1 in 1 D, Per oral\
t2) 7 /"?/ 2 - 08/27/04

: 2 -
1+ GENERIC LEVOTHYROXINE

1
?ME PRAZOLE
1

} As required, Per oral
) ‘STOMACH ‘

1 2
H %’ AMOTIDINE
i1

; As requlred, Per oral

+ 3
'ROFECOXIB
%; 1 m 1 D, Per oral

ot 42 ae ae

1 4
: LISINOPRIL -
: 1) PREVENTION OF HEART DISEASE

H

5
ESTR OGENS CONJUGATED

1o D, Per oral
1) 2

+ 1)

or we o8

39%3/83" 1 0i72%,04
UNKNOWN INDICATION



Global Medical Services, Pharmacovigilance -
Global Pharmaceutical Research and Development

‘ADVERSE EVENT REPORTING FORM ~
D This case requires expedited processing for local requirements, L '

Affiliate Location: ‘ ‘ ‘

Country Where Adverse Event Ocourred:
Hy
Sen&ir Pitom:

Sendler Fax Number:

Affiliate Cross-Reference/AER Number: *

S«Har Comments:

SHSP,OCI Abbott Product:

Product Owner {use Product Owner List for reference):

reorus [ PPOND Oa DOwo [ Ross .
Report Source (for reference):
¢ Spontaneous X + Clinlcal * Literature
*  Academic * Named Patient Program * Abbolt Clinical Trials (Phases I-1V)

*  PMS Studies « Affiliste Expanded Access - « Al Expanded Access

Division o ' Report Source . Faxe
PPD PMS Pharmacsutical Products Spontaneous Reports Only ‘ (847) 8357931
PPD IND Pharmaceutical Products ' Clinicat Reports Only S (847) 938-0680
Al/ Ross Nutritionals / Ross Over-the-Counter | Spontaneous Reports Only (847) 9357631
Al Ross Nutritionals / Ross Over-the-Counter Cilnics} Reports Only o (847) 838-0660
HPD Pharmaceutical Products | AN Reports V o (847) 936-0126
Ross Pharmaceutical Products ’ - | ‘AN Reports RN (614) 824-3499

Report Type: [ Serious @ Nonserious
Please check one of the foliowing: -initial 3 Follow-Up
Number of Pages (including cover): ___ ... Date: ? ’ 5 b‘/
R422-04-F-018
Version 10
Eftective Date 28Jan2004

Page 1¢i B




Global Medical Services, Pharmacovigilance .-
Global Pharmaceutical Research and Dévelopment

'ADVERSE EVENT REPORTING FORM

v ¥

dlnwalmunmmmm 9//_5/0,_/

[ Follow-p Abbott Awarenies Date:

initial Report Received via (chacklﬂthlhpply):

O Fonmnq{mt “

Initial Reporter/ Title/Pharmacist N

Occupatior/Specialty:

Institution/Pharmacy Narme

ﬂ.Primary Reporter? ) ‘

rone: __ VR

FAX: '

E-Mail: '
Prescriber? [[] Yes ﬁ No [ Unknown {T] Not Beponed

Do Not Report Neme [J  [[] Relative

L [ New information Only -
ﬁ Phone L} Written 3 Fax [ Eectronic )
Report Spurcs (check all that apply): \
T3 Comarkster - ConsumerPatient [J Physician
[;] Heathcare Protessional ] Health Authorty O other
D Literature - [J Company Represeniative
Sludles(cmdtom) ) .
[ Academic [ Named Patient Program . 0 ExpaudedAm? [:i’daur
L reppr} is a study, please compiete: Was patient in & prior study? |
ClYes [OINo [ Unknown [ .Not
|-} ite of Study o
Patient § )mﬁm / Prior Patient #
Protocol # Prior-studyftype ofdrng' \
0 orug L [ Placebo |
Study2ype of drug.béing taken at time event occun'ed [ Blinded »,cmm
[3 Lm.;n [] Abbottbrug [ Piacebo Start Dateof Drug V

Stop Dfite of Drug.

Customer &

Additional Reporier I’ﬁﬁel?hmmt Name

] Pl;imar,y Reporter?
Phone:
FAX:
E-Mail: . .
Prescriber? [ Yes [ No Unknown [T Not Reported
Do Not ReportName -[7]  [C] Relative

R422-04:F-018
Version 10
Effective Date 28Jan2004

Page2¢i 8




Global Medical Services, Pharmacovigilance

Global P!;a:maceetica! Research and Developm me

ADVERSE EVENT REPORTING FORM

r . AER#

Affiliste Tracking #
! .;

et

} e
N N " P

3
ol

Date of Birth ] Unlmm i Not reported

toigt _ME O in [ em Is Patient Pregrant? [ Yes
wir ROk Om Ob Ox I ot reported
o Race/Ethnic Origin

_____‘....____'U Unknown t:tuompmal Sex: .m ‘cm {:1 Unknown I:i Not reported
spe MR B vears [Montns  [IWeeks [J Days
8 Unkmwnﬂﬂpmpoﬂo,d ’

J No [:] Unknown
i-yes, # of weeks?

If yes, specify prodpc!l agem and manifestation:

Tobacco: " [d¥ess [INo. [Junknown [ NotReported
It yes, specify type and-quantity: L 3 current ﬂ-Past
_ Start Dale, StopDate________{inaS
Alcohol: CJves. [ No [ unknown [ NotReported N
It yes, speciy type and quantity: Ol Cument  [J Post
Start Date _. Stop Date_ '
Allergies: D Yes Mo [Junknown [J NotReported

It yes, Adverse Event

Has the patient been previously exposed 10 any of the Abbott Suspect products? [] Yes [ No [ Unknown [X] Not Reporied

Medical History Narrative (Record any relevam. concurrent, or past medical history, family history, pregnancy hlstory,
occupation, and HIV status.)

pertinent negatives, risk factors,

Fage 3of 8

R422-04-F-018
Version 10
‘Effective Date 29Jan2004
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)
vt \

Affiliete Tracking # __-_____

AER#

Giobal Medical Sieryit;es,f?hérmacbvig{ilanca
Global Pharmaceutical Research and Development

'ADVERSE EVENT REPORTING FORM

‘Abbott also considers these events as serious.

Page 4 of 8

Adverse Event eath Date: - | Probable “Recovered/Resolved
\,\.ﬁ- . [ Hospitelization . [ Possible ] Recovering/Resolving
\Gaw [ Prolonged Hospitalization | [] Probably Not [T} Not Recovered/
L [ Persistent or Significant [ NotRelsted Not Resolved
Onset Date/Time | End Date/Time Disabilityncapacity [ Unknown [J Recovered/Resolved
50D ' [ Lite-Threatening [ NotReported With Sequelae
f . 3 Congenital Ancmaty C} Fetal -
Time o Onset Duration | [ Medically Important Event | Ahernative Etiology, if 3 Unknown
i D EiectiveMm' Applicable D Not Reported
‘ | [ Miscarriage* ‘ k
‘Adverse Event 8 Death - Date:. E Probable Bwoveveﬂmuolm ‘
: . . Hospitaiization Possible Recovering/Resoiving
EXCESSW Y benmnrs| DI Proionged Hosphalization | LT Probably Not EET Not Recoverad/
oy peEpuEsk CJ Persistent or Significamt | [ Not Related Not Résolved
Onset Pate/Time | End Date/Time Disablityincapscity 3 Unknown [ Recoversd/Resoived
< O Lite-Threutening - NotReported With Sequeise
- oo 1 Congenitsl Anomaly D Fatal
Time 1o Onsel Durstion - [] Medically importent Event | Atternative Etiology, if “Unknown
[l Elective Abortion® . | Applicable EJ Not Reported
[0 Wiscarriage* . : .
Adverse Event [ Death  Dete: T Probable "I"TJ Recoveredesoived
Ww 1 Hosphtalizstion [ Possible l Hmmslﬂmm
1 Prolonged Hospitalization | [ Probably Not
[0 Persistent or Significant ] Not Related Nometoivad
atelTime | End Date/Time DisabilityAncapacity O nknown ~ [ Recovered/Resolved
< [J Life-Threatening [ Not Reported With Sequelae
— 5} et w ' 5 o
Wedically Imporiant Event | Alternative Etiology, it (] Unknown
TimetoOnset D [ Elective Abortion® Appiicable B3 Not Reported
[ Miscarriage*
Adverse Event : T Desth  Date: L] Probable . T Recovered/Resoived
MmSP“M =L | [ Hosplaltzation [ Possible [ ‘RecoveringMesolving
] Prolonged Hospitalization | [} Pcobabinnt Recovered/
SP i [J Persistent or Significant | [] NotRelated Not Resalved.
aleTime | End DatelTime DissbilltyAncapachty CJ Uninown [ RecoveredResolved
Life-Threatening [} NotReported ‘With Sequelse
oy ] Congenital Anomaly \ g Fatal
uration ‘Medically important Event | ARerniative Etiology, if Unimown
TimetoOnset | D [ Elective Abortion® Appicable £ Not Reported
[] Miscarrage*
Adverse Event L] Desth  Date: ) Frobable ﬁ Recovered/Resolved
[ Hospitalization [0 Possible [] RecoveringResoiving
[ Prolonged Hospitalization | [T Probably Not {]- NotRecoversd! .
[ Persistent or Significant | = Not Related A m .
DatelTi e/Time Disabilityfincapacity (). Unknown vered/Resolved
Onset Date/Time | End Dot [J Life-Threstening 7 Noi Reported " With Sequelse
% e ‘ Hemative Etiology, if % Fu:"
lledlcnﬂy‘lmpmmt Event [ A ve ogy, ¢ aown
TimetoOnset | Duration L1 Elective Abortion® Applicable L Not Reported
[ Miscarringe*
R422-04-F-D18
Version 10
Efiective Date 20Jan2004




| Global Medical Services, Pharmacovigilance
Global Pharmaceutical Research and Development

ADVERSE EVENT REPORTING FORM

Affliate Trabkingt

Actin osiy | & 3 Ene
N Product Name Takefr* NOC# Dose | Frequency | Routs Omljm" .
Abbot Primary Product O“g vl 12% > | po 1299 |60
Lot# Du Dc"’ 137.6 O (v ova %/u-/
Exp Datefs)__ (g | ENone
3 'On query, reporter declined to Bm”
provide Lot # information. DUnk
’ Cother: CINR
Al?PoﬂProduct: - DOM :
H Clcng
| Lot N -
Exp. Datels) g:?:
3 On query, reporter declined to Duﬁk'
1 provide Lot # information, OV
[J0ther:
Abbott Product: DOng
Lots Clcng
e
3 On query, reporter declined to Dlunk
provide Lot # information. O
Clother: ,

¢ Action Taken Key: 0ng=0ngomg Chy = Dose change Disnznlscomled Uuk Unlomm NﬂzNﬂRepomd
* Start and End Code Key:  Ong = Ongoing adminigiration  Unk = Unhmm NR:NotRepomd

W suspect drug discontinued, did eventis) sbate? (] Yes [] improved [ Resolved [J No- {:i Unimown [ Not Reported. |

} improved or rescived, which event(s)?

It suspect product reintroduced, d;davemgs)reappem DOYes [No [3 Uni — "'
If yes, which event{s)? ; .
EprodtctiComplalptintormationtinge Z S &%&#&@&“&3 e e R R iy
Comments: : sl
—
—
/

onal information

/S%:‘a)w(e Requested [ Phamnacy Replacement Requested (Note which iocation the product was distributed for replacement)”
Al
Batch Record Review Requested [ Assay Requested

R422-04-F-018
Version 10
Efiective Date 29Jan2004
PageSof 8




Global Medical Services, Pharmacovigilanae
' Global Pharmaceutical Research and ﬁevelopment

* Start and End Code Key: Ong= Ormadrmsnﬁm Unk=Unknown  NR= Nolﬂepumd

Results of autopsy:

if Patient died, was autopsy periormaid? T Yes Date of autopsy

O No E‘J Unknown [] Not Reported

Cause of Death:

[0 Death Certificate Attached

Proeedure ‘Name

is duscharge summary avallable? D Yes [J No E] Unkmwn 7 Net Reported B

Results/Comments

Page€of 8

. Ettective Date 28Jan2004

R422-04-F-018
Version 10

~
ADVERSE EVENT REPORTING FORM -
 Afflate Tracking # AER ¢ g &>
Concomitant Mcdiﬁaﬁous -‘*‘ R a"
Apinsnonpriscriplions, herbalg OTC ecaiionalank
Wereanyomermedscambemgtakmwmpaw té—vu DNo Du»m E]Nomepoued
Total wnmmmmm
Daily | UnitDose & Stary/

‘Medication(s) Action Taken Code® ~ | Dose | Frequency | Route | purstion™ End™ "1 indication(s)
N Be Or Os O i~ 7o | Ond | O [gbred—
(ngcié« e O Os O o~ |7 | O @% Sstpmnm i
\me M 7 Os O o | 7| d“».< | Eus *p:pw
P‘ewuw&v | e O os D',‘ & || ‘D%s ‘{ﬁ"f' L/M<
._w.zi"'g_w_\e Oc O @ O | lars | po S %ﬁm@(ﬁ

, Oc Or Os O ] 1~

Oc O Os O
* Administration Code Key:  C = Concomilant medicaion T = Treatmant medicalion s=mmmmmuwmmw 1 = Interacting drug




Global Medical Services, Pharmacovigilance
. Global Pharmaceutical Research and Development

'ADVERSE EVENT REPORTING FORM

Were lab tests perdonmed? Yes ,
' ‘ Resulis/ .
Test Date/Time Test Name Unit Normals/Unit
: i1 -
{
1
\
¢ —— e I U . I - e et e e
R4Z2-04-F-018
Version 10
Effective Date 29Jari2004
 Page7dl 8
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Affiliate Tracking ¢

- Global Medical Services, Pharmacovigilance

Global Pharmaceutical Research and Development

Signature:

’Paggada

F422.-04-F-018
. Version 10
Efiective Date 29Jan2004
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ABBOTT

Global Medical Services

Postmarketing Safaty

Dept, R422, AP34-25

Abbott Laboratories

200 Abbott Park Road \

Abbott Park, lilinols 60064-8008 .

No Adverse.Fvent Memo
Re: Synthroid ,
AAD: 19 Apr 2005 ‘

Date: 22".‘Apr 2005

On 19 Apr 2005, a phone call was received from a consumer’s relative regarding
LEVOTHYROXINE SODIUM:; ). After
speaking with \J during a follow-up phone call made on 21 Apr 2005, there was not an
adverse event that occurred with an Abbott Labs product. The consumer’ relatzve was switched
from an Abbott Labs SYNTHROID- product to a LEVOTHYROXINE SODIUM product
manufactured by inJan 2005. In Feb 2005, the consumer experienced an
adverse event coincident with the LEVOTHYROXINE SODIUM product manufactured by

~On 21 Apr 2005, a letter to mfomung them of

the adverse évent was sent

LsaM. UndaRN. |
Medical Safety Analyst

Tameda_ Tk

Post-Marketing Safety Manager

CONFIDENTIAL

SCG/FBO 1/31/03
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| E] ABBOTT

Global Medical Services

Abbott Laboratories

Global Medical Services

200 Abbott Park Road AP34-2
Abbott Park, Illinois 60064-6186
Office: 1-800-633-9110 “
Fax: 1-847-93 8-0644

April 21,2005
, of

T? Whom it May Concern;

1 i
Abbott Laboratories has received an adverse event report in which your product,
LEVOTHYROXINE SODIUM®™, was 1dent1ﬁed asa suspect drug. Th :cporter ‘was a relative

obsessive-compulsive behavior, schxzophrema, and increased blood’ pmsswe /

began LEVOTHYROXINE SQDIUM 200 mcg daily in Jan 2005. The relative called to report an
adverse event of increased obsessxva-»cempulsxve behavior since Feb 2005. Iam forwarding this
information by our company for your use in complying with the FDA. regulations for the

reporting of spontaneous and clinical adverse events and ICH Guidelines on Chmcal Safety Data
Management: Definitions and Standards for Expedited Reporting.

Should you wish to contact us, please call 1-800-633-9110

,é/ M@u&/{)

Lisa M. Unda RN. B.S.N.

Sincerely,

Abbott Laboratories ,

Medical Services Analyst W pare=-
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