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Abbott L+aboratories 
Global Medical Services 
200 Abbott P&k Road AP3k 
Abbott Park, Illinois 60064&l 86 
OfEw l-800-633-9110 
Fax: l-847-938-0644 

‘. 

December 03,2004 

c 

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 IQporting. 

Should you wish to contact us, please call l-800-633-91 10 

Annette Larsen, RN 

Abbott L&oratories 
Medical Services Analyst 
Global Pharmaceutical and Research Department 
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l&bott Laboratolies 
Global Medical Services 
200 Abbott Park Road AP:34-2 

’ *I Abbot( Park, Illinois 60064-6 186 
Office: l-800-633-91 10 
Fax: l-847-93 8-0644 

Sept@ber 27,2004 * II 
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To Whom it May Concern; 

Abbott Laboratories has received an adverse event report in which your product, Generic 
hwothyroxine 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 Safbty Data Management: Definitions and 
Standards for Expedited Reporting. 

Should you wish to con&t us, please call l-800-633-91 10 

Sincerely, 

m- 
AnnetteLarsen, RN - 

Abbott Laboratories 
Medical Services Analyst 
Global Pharmaceutical and Research Department 



I . 
. 

i!l&W*WZ 
f&';c by user-facilities, 

distributorsandmanuf~ for 
MANDATORY reporting 

lhted DDkd 
oval ??/??/02 * l#rrpDll - 09/13/04 

Consumer report from the USA'of hair loss, 
excessive perspiration, depression, and 
menopausal-like symptoms coincident with 
LEVOTHYROXINE (SYNTHROID) therapy. In 1999, 
the patient began SYNTHROID ,therapy for 
thyroid'cancer. in 2002, thle' patient 
experienced hair loss. In 2002, the t;sage 
of SYNTHROID therapy was increased. 
fE:f, the 

In 51 
atient recovered.frotithe hair 
ug 2004, the patient was switched 

to GENERIC LEVOTHYROXINE thera 
2004, after the switch to GENE fz' C 

In Aug 
LEVOTHYROXINE therapy, the patient 
experienced excessive perspiration, 
de ression, and meno ausal-like symptoms. 
GEEERIC LEVOTHYROXINE therapy was ongoing. 
The patient has not recovered from the 
excessive perspiration, depression, and 
menopausal-like s 

i? 
ptoms. The reporter 

declined to have he physician contacted. 
GENERIC LEVOTHYROXINE was also considered 
suspect. 

. RdwDnt-lm~L~ iddiogdua 

Not reported 

‘. ceamkuyAoy,~gna&iDg~l- 
pIOgWCY.Ulll%gODdOkObOl~~dyrlhaiaolal) 

The patient quit smokin 
nondrinker, and has no ii 

in 1989, is a 
nown allergies. 

I 

.p4om @iwhbckdwmglh&mff~.if~) 

I SYLN&HR;ID 125 mcg(SYNTHROID) (LEVOTHYROXINE: 
( 0 HYROXINE) 

i GENERIC LEVOTHYROXINE CO,' * -. & .-.. Y 
.Dusb-&rooMmod I J.nemDYd*r ocdaowLrin-) 
11 125'mcg, 1 in 1 

er oral 
r2 137 mcg, 1 in 1 

Per ral 
ii mmRzfi”&$j& 

R THYROID CANCER I1 Q.9 q m II]% 

LLaa Cdlsorm) 
-nOYesO,Q&in~ 

l.Expchto Cdbwnl 

I' UNKNOWN "' UNKNOWN t. Ewol rn~mldla 
da- 

n UNKNOWN R UNKNOWN 
Nn S.NDc#- fa)llodwpobcladyoa)y(d~) - - - 

IO. coomti* pcdicll produ*r adQapydelkxckdeomnm ofrva) 
1) OMEPRAZOLE 
2) FAMOTIDINE 

Unknown - Ongoing 
3) ROFECOXIB u,:k:2 

- Ongoing 
4) LISINOPRIL 

- Ongoing 
5) ESTROGENS 

Unknown - Ongoing 

PPD 
Pharmacovigilance 
200 Abbott Park Road 
D-491 AP30-1E 
gptt Park,Illinois 60064-6157 
( Informing Unit 1 

1. Nms&- 
In Confidence 
USA 

Pbme umber 

47-937-5533 

1) Hair loss (Alopecia) 
2) Perspiration excessive 

(Hyperhidrosis) 
3) Depression (Depression) 
4) Menopausal symptoms 

(Menopausal symptoms) 

1 EkoMlgrolaslonl? 3. ckcupfbo 4. IdwropoMobo 

clycr Elm 
Consumer larmpon#PDA 

OF 000Qd 
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.%&n&covigil&nce 
200 Abbott Park Road 
b-491 AP30-1E 
$$ott,Park,Illinois 60064-6157 

Continuation Sheet for FDA-3soOA Form Rocz of2 Mfr. report # : 

‘a 

B.6 Relevant tekshaborrtory data, inchlhg dates (Coot...) 

Date of this report : 09/13/w ‘, 

Temt- Teat &tr 
See Narrative L&b ONK 
Romult8 

C. Suspect medi,entlon (Cont..) 

SsqNQ- ClSuspect mediation 

'. 
'hmt result norvlvalum Clamoifioation 

UNK 

:l 
:SYNTHROID 125 mcg(SYNTHROID1 (LEVOTHYROXINE) 

(LEVOTHYROXINE) 
:2) 137 mc 

8’ 2 
1 in 1 D, Per oral 

:2) ??I??/ - 08/??/04 

:2 'I '. :GENERIC LEVOTHYROXINE 

ClO. Concomitqnt medical products 

tt!~:kitati Medkd Prodnct 
DOH, freqocncy & roate wed 
Dirgnoab for use(Mkatlon) 

%!%dtsnt Mtdkd F’rodpet 
Dosqflqmml!y&rolltemed 
Diqnods for use@dkaUon) 

~kibnt Medical Product 
Diagnosis for use(hlic8tion) 

DosqfmpeNcy&rentcllsed 
Thcrqly Data 
Dhposir for use(indic8rion) 

:1 
;$fEPRAZOLE=-F-P- 

As requrred, Per oral 
: 1) STOMACH 

-- - --- 

:2 
j ;yOTIDINE 

As required, Per oral 
:l) STOMACH 
:3 
:ROFECOXIB 
:l) 1 in 1 D, Per oral 
:l) PAIN 
:4 
:LISINOPRIL 
:l) PREVENTION OF HEART DISEASE 
:5 
:ESTROGENS CONJUGATED 

1 in 1 D Per oral 
:g !$%,Yit- 04/??/0b : 
:l) UNKNOWN INDICATION 

.r . . . . ,’ 



Global Medical Services, Pharmacovigilance 
Global Pharmaceutical Research and DevelopTent 

.ADVERSE EVENT REPORTING FORM 

4mlirb Locallon: 

antry When Advwu E~nt Occumad: 
I # 

Send& Phone: 

San&r Fax Numbarz 

Arnlim CrouRafsrancdAER Numkr: ’ 

product owner (uee Product OwnW IJstfof reznce): 

tj&mbPNs q FPMtm ON q NFO q lRosI 

Report source (lor refemce): 

: y-7 
l ainlal l Lbralum 

l tSarned Patient Program l Abbott ahid %biS (PbKS Hv) 

l PMssmJdles l Aftilimte Explnded Acass . Al ExprWed Accept 

PPD PUS PhwmacwtiCrl Productr; Spontmeour Repotts Only WV s3wm 

PPD IND Pharnmceulkal Producb clinical ~cpoltr 013~ tw7)- 

Al I Ross NutrlUonals I Ross OveHMunter sponh- -pwrr -lY WV sswwl 

Al I Ross Nulrtllonal~ I ROSS Over-l- cliniul i-kpxls only wn ~ 

All Reports wn s3@-ol26 

All Reporls (614) 824-3499 
I I I J 

Report Type: 

Please check one of the follcrwing: 

Number of Pages (including cover): 

0 Serious 

@nitial 

@Ionserious 

Pa-1 ci8 

RdZ?-M-F-018 
versioll10 

Eltective Oate 29Jara2OM 



Global Medical Services, Pharmacovigilance 
Global Pharmaceutical Research and Development 

FAX: 
E-M& 
Preeorlber? q Ves @No 12 Unknown 0 NdRepoh 
DoNolReport Nam 0 0 Relatiic 

Haapatknlhapfioratudy? 
1 Yea 0 No 0 Unknown 0 Nol 

AddItIonal Reporter IlHMWmacist Name 

InstitutionMarmacy Name 

0 Primary Repwter? 

PhOW 

FAX: 

E-Nell: 
hescriber? c]Ves q NO q UMownob-M~~ 
DoNotReportName 0 q Relative 

R4Z-04.F-018 
vereion 10 

EWctiveDate2W- - .- Pagezaa 



Global Medical Services, Pharmacovigilance 
Global Pharmaceutical Research and Development 

.’ ‘ADVERSE EVENT 

” ’ 

d 

d 

Has the petlent bm prevlouely exposed to any of the Abbott Suspect products? 0 Yes 0 No .O Unknown @ Not Reporled 

ff~AdWSeEW#lt 

Mfdkal History Nanative (Record frty &want #mxnrent, or past medical history, family history, pregnancy histay, pertinent negafives, risk Wofs, 

oazpdkn, end HIV status.) 

R422-04-F-018 
Version 10 

EHecWe Date 29Jan200) 
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Global Medical Services, Pharmacovigilance 
Global Pharmaceutical Research and Development 

‘ADVERSE EVENT REPORTING FORM - 

AERI 

Pershtentorsignificmll 

Adverse Ermt 

Alternative Etiology, ii 

Aitemative Etiology, if 
Applicabk 

R422-04-F-018 
Vanion 10 

EffacSvaData2&I~ 



Global Medical Services, Pharmacovigilance 
Global Pharmaceutical Research and Development 

ADVERSE EVENT REPORTING FORM 

-e 

I D8tESKilIleSOfAti I 
AOth 

Taken’ 

Jnlt Dose 
I 

Lota 
m orta(t) 
q Onquery,r8poMrdeclinedto 

pmida Lot I hfmnatim. 

El- 

AtlbdlProduot 

-. 

Lot* 

0 Onqucry,repoherdecfinedto 

pmvideLot#kdonndion 

cl- 
* Adi Tsken Key: ong=on@ng cbg=Dosedlanga Disc=txscmlhuacl unl 
* !StartandEndCodeKeyz 0ng::OngoirgadmiMWn U~~=U~~IOWI NR=NotFkporM 

3=Notl%qmted 

IfsurpcddrugB~ontinu#l,didcvent(s)ebotc? 0 No 0 Unknawn f3 NatR 
lfhqxwedornldvrd,whichevenu(s)? 
ff suspect product nhtmdu@ did blent reappa& 0 Yes 0 No 

0 Pharmacy Replacement Requested (Note which location the product was distributed for replacement 

f Batch Record Review Requested 0 Assay Requested 
R422-04-F-018 

velsial1o 
Effective Date 29Jan2004 



Global Medical Services, Pharmacovigilance 
Global Pharmaceutical Research and Development 

‘ADVERSE EVENT REPORTING FORM 

AERI 
‘I L ‘? 

If Patient died, was autopsy perlolmed? 0 Yes Date of autopsy 0 No 0 Unknown 0 Not Reported 
Result6 of autopsy: 
0 Death CertMcate Attached 
cause of Death: 

Paoe6d6 

R42244-F-016 
velsion 10 

Enective Date 29Jan2Omi 
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El Global Medical Services, Pharmacovigilance 
Global Pharmaceutical Research and Development ‘* 

, ‘ADVERSE EVENT REPORTING FORM 

Page7d8 

R422-04-F01B 
Veraion 10 

Efiectii Date 29Jan2004 
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‘ADVERSE EVENT REPORTING FORM 

R422QcF-018 
veraioIl10 

EfIectivc Date 2QJar&?om 


