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B ClaxoSmithKline

GlaxosmithKllne
1750 South Colegevile Aoad
PO Bax S089
Zollegeville, Ph
12420 0933
June 13, 2001
FRX 200101404041

Tel. G3C 217 ool
Fax 10 91F 20T

200101 4040-2 o sk o

Redacted

Dear Ms. JEGEIE[RIE|

This is to0 acknowledge your g-mail {o GlaxoSmithKling in which you reperted that you were treated

with Paxil® while pregnant. The pregnancy had to be terminated because the {gtus developed
Truncus arieriosis. We responded to your initial e-mail on June 6, 200H. This infermation has been
forwarded 1o me.

In order to follow-up on your reperd, it is necessary that we have the details of your clinical course as
it refates to your report. To obtain this, wa need the name and address of your OB/GYMN. For your
convenience, | have enclesed an authorization form for you to sign and return ha me.

We appreciate your cooperafion. in fhe reply, piease refer to our fiies numbered: Z00i014040-1 and
2001014040-2, and use my mail code, UP-3410, in the mailing address.

Sinceraly,

Ooloets bbled v

Leborah Pollak, R.M.
Assistant Clinical Safety Scientist

Erclosure
ESmithiline Beecham Pharmaceuticats

POST MARKETING |~

™

JUL -5 »m

RECEIVED
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- Authorization foy Release gf Records

(]

Ha: ~

I . hereby autherize ithe following persons
andior instiutions to peovide to SmithKling Beecham Corporation. a copy of my medical
records andfor other information regarding my medical satus. | understand that any

information proveded may be forwarded to the EDA (Food & Drug Administration).

BHa
m

Physician:
MName
Address
Murse, Pharmacist,
ar ather Health
Professional:
Mame
Address.
Hospital:
Mame
Sddress
Date:

Signed:

[patient or legal guardian)

Felationship {if legal guardtan):

Fiaase Retum To!

SmithKhine Beecham
Pharmaceuticals

LE5. Clinlca! Safety
Mailzede: WP-3420

1250 5. Collegeville Aoad
P.Q. Box 5083

Collageville, PA 19425-0089

A4 ROGO2H02E |
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Jurie 13, 2001
PRX 20010140401 : ot
2001014040-2 PRI

Redacted
w=at Redacted

This is to acknowledge your e-mall to GlaxoSmithKline in which you reported that you were treated

with Paxii® while pragnant. The pregnancy had 1o be terminated because the fetus developed
Truncus arteriosis. We responded to your initial e-mail on Juna B, 2001, This irformation has been
forwarded 1o me.

In arder to follow-up on your report, it is necessary that we have the details of your clinical course as
it relates to your report. To obtain this, we need the name and address of your QB/GYN. For your

AP J——— g

cofvenience, | have enclosed an adthor zation form for you (o sign and return 1o ma.

We appreciate your cooperation, In the reply, please refer to our files numbered: 2001014040-3 ancd
2001014040-2, and uge my mait code, UP-3410, in the maifing address.

Sincarsly,

) Eal "
| .| , I_, : - : .
‘ilruz/tg,u.i-‘\ b ket
Deborah Pollak, B.N.
Assistant Clinical Safety Scientist

Enclosure
ESmithKline Bascham Pharmaceuticals
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"t

userowab® Glaxowellcome.com on 07-Jun-2001 12:36

To; v clinical safety-srg
(Sle3
Subiect  FWW: Paxil Lise During Pragnancy G

= ~ulriginsl Meesage-----

= From: UE CRC Web Hesponsae Group Mailbox

» Senc: Wednesday, June 05, 2001 11:32 &M

» To: safety-srog@sbphrd. com

= Bubject:  FW: Paxil Use During Pregrancy GW

=

» Here's the rewsst reply from the customsr. We have not responded to this
= email.

=

s Crigingl Meszage-----

» = From; [~ ] =

> = Fent: Tricgey, June 21, Z001 1C:0& 2M

= »~ To: S CRC Web Response Grouvp Mailbox

= = Zubject: Rer Paxil Yse During Pregnancy o

.

 » This response zs in regards to an &mail that I kad sent you precilously.
ER

= ¢ owas asxing o ses if you have any, or are in Lhe progese of any olicical
=3

# = trials Eor women whe are curreably on Paxil and pregnans T wanted tao
> » rind

= » it infarmation tao 3se how many women wers on Paxil during nregnancy ard
= = 1f

» = Lhey were able to succestully have healchy Sabies.,

= » I am in no weay insinustilng cthat your product did chis to wy chitd. =

= love

=

= = the product and I don's think thats T <ould kave gotten chrouch my panic
» = attacks withovt the wonderf:il nelp of this miracle dras.

» » I just want £ start o try and get pregneant again soon, 1 20 ROT want
= Lo

R 1)

» = my nkorn onild ckrough anybbing chac would hurt aimflher.

> » Pleasg, 1f vou do not have iaformation where is this information held?
= = JOEE

» = anyone deo studies like chisvy

= = Please any infocrmaticn thac you may give me would be great.,

= = Thgns g aoals fer wvolr heip-

> e Redacted

& ROGO202RS

COMFIDEMTIAL - SUBJEC™ T PROTECTWE SROER -
FESDUTZED BY GSK 1IN CRODOKS WS, 5WITHELIME BEECHAY {ND. OF L Q0954 COOk COLMTY. IL)



T ww. clinical.safety-sm
cCl
Subject: FW: Paxil Use During Pregnancy Gh

I

————— Originzl HMessage-----

uscreweb @ GlaxoWellcome.com on 37-Jun-2001 12:36

= From: UE CRE Welb Response Sroup Mailbox

= Sant: Hednesday, June 06, 2001 £1:32 AM

= Ta: safgty-srg@sbphrd.com

= Subject: FW: Paxil TJse During Pregnancy GM

*

= Here's che newsst reply from —he customer. We have nst regponded to this
» email.

=

Bom ome oo Original Messagse-----

> = Sent: Tiday, June T, nnpa

» = To: 78 RO Weh Response Sroup Mailbox

= = Subkject: Ee: Paxil Ter Diring Pregnancy GM

x>

» » Thig response is 1o regards to an email that I had sent you preciously.
= I

==

= » was asking o see if you have any, or are in the process of any clindeal
=

» » trials for women who are ourrently orn Paxil angd pregnant. I Wanted Lo
» » find

= = out information to see now many women were on Paxil during pregnancy and
> = 1f

» = thev were able ta succesfully have healtiy babigs.

» = I am in no way insinuating “hat yeour oroduct c&id this to my child., T

> lovs

=

» = che sroducr and I don’'t think that I coula have gotten thricugh my panic
» » atktacks withous the wonderful help of this miracie drug.

= = I just want to start to try and get pregnant again sacon, I DO HOT wank
= to

= = puk

= = my unborn child through anything chasz wouid hurt him/her.

= = Plmase, if you do not heve information where is this imformation held?
= = Does :

= = anyone do studies liks this?

= » Flease any informatlon thet you may give me would be grsat.

» » Thank you again for your nelp-

e Redarcted .
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userewebd GlaxoWellicome.com on 07-Jun-2001 12:36

e v clinicat. safety-sng
(s ;
Subject  FW: Paxil Lisa Buring Pregnancy G ;{1” Sb’-':
T SR
1?§y¢‘
f

¥ =+ =«-0Qriginagl Message-----
» From: Us CRZ Web Response Group Mallbex
= SenC: Wednesday, Jure 06, ZC0DL 11:321 &M
= Ta: zafety-grgmshohrd. com
* Bubject: FW: Paxil Use During Precghancy GM
» ImpDrIance: Eigh
=l
= Here s the reply that was sont o the customer.
R Original Meesags-----
» » From: J3 CRO Wabh Respense Group Mailbox
= = Sent; Thursaa Mav 31, 2001 12:5% BM
= = To; = ernarisd
* > Subject Faxil Usg During Pregnancy M
>

Y — . |
2 2 4dral Mg --.'. -.'
. |_hedacled |
» » Thark you for your inguiry.
N
= » We are attaching a copy of cur current product information for Paxil®
» » [paroxetine ECL}, Please review the section con USE TITRING PRESHNAMCY .
= =
a
= » Farther guestions about your treatment should be directed Lo the
» » pnysician, pharmaciszt, or healtheare provider who has che mast complete
» = ilnfcrmaticn about your mecical condition. Because patient carxe is
= = individuaiized, we encourage pakients bo direct guesticns akour their
= = medical condition and creatment To thelr physician.
= = We believe thatr because your physician knows vour medical history, n2 or
= » ske i5 best suilted to answer your guestions. Our Drug Information
» » department is awvailsble to answer any gquestions your physician or
= » pharmacist may nave abouk our products. Your hsalth care professicnal
= can
= = c2ll our Drug Information department st 1-BHS-825-5249,
= =,
> -
= » Again, thank you for your inguiry to ZlaxcSmithKline. If you should
= have
> = further questionrs concerning our company or our produvts, please fTasl
= [rea
= » T conkact our Customer Rasponsse Center an 1-08E6-825-5249 Auring our
= = NDEMAL business ncurs, Menday througi Friday, & 80-—amtor §T00 pm Easteyn
= » Standard Tiwe, - See et |
E | e — —— T |
= 1 ) !|
> = Cugbomer Hesponse Cenbex ? - JUN -7 =001 %
» = 1-BH3-825-5249 !
> =
s =

PAROGOIGOIRT
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uscrewah@ GlaxoWellcome.com on 07-Jun-2001 12:35

Ta; ww. clinical salety-srg
[

Sublect:  FW: Paxil Potential Adverse Event GM

 o----- Original Messadgge .- A

= Prom: U8 CRE Web Respaoncee Croup Mailbox 4 Qﬁﬁﬁ

» Fent: Wednesday, .June 06, 2001 11:32 AM - ‘(

= Ta: safety-srg@sbphrd.com Jrj e

= Subjecr: FW: Paxil Pokeatial Adverse Event G |

» [mpoarcende: Eigqn .

=

= We are reerntdirg an email that came ir last week, folliowed £y our

* response, =TT T T

*» and tnen a new email reply from this same person, - " '

b ——— ——- :

2 ox ww-e-Origingl Message----- - %

= = From: J5 CRIC Web Response Zrouvs Mailbhox ~ e

> » Zent:  Thursday, May 31, 2001 12:57 BM i~ sl !

= = Ta: "satety-srg@shohrd, com’ ' " I

~ = Bubject: Paxil Potential Adverse Evenk GM [ ——— i

- . m— e — . :

> » This =-mail was received by one of our externgl websites.: - R

- = S -

= = Glenne/CRC :

= F

» » Emzil address: - - =Ya

» = Questions/Comments: Please =omeone respood to me! !

]

> > My rame is PSPPI == diagnosed with Panic Disgrder about 4 1/Z years

> > ago,  Since that time I hawe been taking Pexiliwhich is zruly a miracle

= = drugl . L have bsen Panic free with this drug and nave been able ta 40

» on

= > with a rormal liZe.

» = I was married in Octoper of 20C0. My husband and I found out that we

A Wene

* » pregnant abt Christmas time. I was so excited, 7 love children. The

= only

» = probleam is that [ carried the Dalky Lo 68 months gestaticn and that hed Lo

= » have a termination. The doctars diagnosed my son witid Truachous

= > arteriosis. Thev said that ne would not lead a mormal childhood and

» would

» » most likely raot wake 16 Shrsagh the open heart surgery —hat 12 would -

= need

* ®» a5 soon as he was delivered|(if he was able to ma=ze it Do that tims)

= = To say the leasc, I was abgolutley distraar wich thiz news. I coougilt

» » Tldar it was something that I did. Was it berause I sktayed on the Paxil

» » for selfish reasons?7 I wanted to Hnow if you could direcr me te any

= » infermaticn that wou might nave of any woman that have taxken Paxil and

= = gtiil hacd heal:chy babkies, My husband and I are ready to try agaio to

= get

= > pregnent in the next manth or twe, I am so nervous. 1 don' €t want Lo

= s5khop

* = taking wy miracie pill, bur then again if there is a chance that this
PAROGOIGOIRE
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= » wight herc cr atfecz the baby I went to xnow uvpfront and I will somehow
*» » sLop taking it for thoe cimebeing. Flease fontacc MeE As SCON @S

> possikle,

» » £ love evervoining thab this drug has done Zor me ad I am so CnankTul

= kst

* » your company nad this availezle for me. I just wanl o Coptinue So have
|

» » naxmal life, and heve thz child that I have always wanted.

= » Plpase oontach me as soon a5 possiple.

- =

o

=T ]

= =

> =

= Fleod o Ll -' o s LA L=

» » THank you in advrance for your tims.

> o=

a4 ROGO2902RY
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AECENASS A GATHERTHWNG INFORMATTON SY35. M AECEL

Centrally Labeled / Distributed

Diatrilmtion Assessment

Cage 2001014040-2 DES LOCUS Date IL-MAY-2001 Typ T TypRep 80 SERICUS UNEXE
Drug FAXIL Memo Initial Information Typlen 80U SERTIOUS UNEXF

Distribute? B Decigion Date 13-JUN-2001 Due to Central Site O5-JUN-Z2001

B

= ALL COUNT Scheduled Dake 13-JUN-200F Sent to Central Site 13-JUN-2001
Actual Date Due for O5-JUN-2001

Case hgzegament

Cen Type Report SUF SERIOUS DNEX  Tdentifiable Source ¥ Identifiable Patient ¥

Valid ICH Case ¥ SE Drug ¥ Adverse Experience 'S
EMEA Class Professional Source N
Adverse Experiences
B Central s 0

Term r Code IB MDS EMER Loc  Cnset Cleax r e oOrd
TRINCES ARTERLOZLE T OUNC B N - - - - ¥ X
FRM-40400; Transaction complete -- 3 records posted and committed.
Count: *1 <08Cs<DBG==1ist »<Replaces

1A ROGO 250200
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MEDWATCH

SMITHELINE B

THE Fa MEDICAL PEIDUCTS

QREPURTING FROCEAM

EECHAM PHARM

1250 SOUTH COLLEGEVILLE ROAD
PO BOX 5089

COLLEGEVILLE PA 19426-0889 U5

1-BOO-B77-7074

Paga i ofi

pproved by FO& o £201H 58

{ir rapor #

2001075040-2

.UFJI:IE.-EI reparl

Patient Iifo

c Susr.lect Med t:atin his

1.-P£|tlent Iderdifier | 2. Age st time

3. Bex
of evenl:
ar |:| temete lbs
Data E rriale > oF
L

birth:

1. Nama
H PAXIL

a2

__ SMITHKLINE BEECHAN,

{glve labebed strength & mitiabsaler, rf kmown)

1. B Adversa ava

nl

{check alf that apply}
0 daan

|:| llle-thieatening

3. Delcomes stiributed 1o

Anaduipul

[ maapitatizntion - innist or protenged [ atieer:
. A Bgieaf 7
event 1hiz report QB A2
Il sy pel

andfor

K2

2. Doee, fraquency & rauts waed

3. Fherapy dales

{if pk, g.l.rlnz d'ur.'-lilon}

L]

L] dizabting
E canganHal anamaly

|:| regulred Intervedtion la prevant
pedmanen impalamenttdamags

4. Diagnosls for pse
H

i 4

(IndEzatlan)

& Lol # [If known)
M

P

tirne}"

5. Describe event or prablem
Heport 20010140402 descrlies the occurrence of ¥runcus arteriosls In a felus
whese mothar was traatad with paroxeling {Paxil) for panic dizorder,
This report was received from the molher and has nol besn confitmed by a
physician ar olher healthcare profeszional.

The mather's coneusrent medleaticns and medical condiione were not specified.
Four end s half years agn, the mather eterted Paxil (dose salnown). The mother
dincovered she was pregnent in December 2000 while being treated with Paxil,
Hawever, she reported that at six months gesztatlon, the pregnancy had to be
terminaled beczuse the fetirs was disgnosed as heving Truneos artericgis. The
mother was told by the physiclan that the ohild “would not lead &2 no
chifghood and wouwld mast ltkely not make it threugh the gpen heart surgery thet
e would need az soon 35 e was delivered {If e was able 1o make it to 1hat

Tha mother sioted, "] am in no way insinbaling thal his product

{Paxil] did this Lo my child".

7. Exp. Oate (f kmown]
H

e

LY

..... I oot b o

Adifitlanz! imformalion hae been requestad,

Sea report 2001014040-1 for inlarmetlon regerding the mather.

B HGC H - tor .F.I'\Dl‘llll:l problems anky {if kaowag

%, Event absted aiter use
slopped or dose reduced
# i yes || no dasent
apply

da rj you I__I no |:| tosan't

g. Event reappearad atler
rel ntnod Lelion
HE |:| WsD ne |_| dagsm'l
apply

"2 |:| YEE |:| na |:| daazn'l
Bpply

30. Concamitant medleal pmdumg and therepy dales  [excluds ireatment of event)

1. Caniact oflice - nemefaddress{Amilting alle lnrdwlbes!l

{o. Jane A. Hieman UP 3410

SMITHKLINE BEECHAM PHARMACEUTICALS
1250 SOUTH COLLEGEVILLE ROAD

Fhone number
1=610-917-64T5

3, Report source

r

G. Rulavant trslzfaboatory data neluding dates

cluding preexigling medical conditions

(@0, aElerolns, ragn, pragnaney, smekinm and slcohaol uss, hepatiefrenal dyshnction, ehe]

The mother's concurrent medicalions and medical conditiaone wers not

COLLEGEVILLE PA {2426-0989 LS feheck all taet apply]
| foretgn
l-; siudy
| filzratmre
¥ cansumar
" 4. Bale rovd by manufacturar 5. L healh
QarFiizom Imakdapkpm] [AMDA F _ 20031 pralesslonal
U IHD # 1l user faclity
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15-DAY ALERT REPORTS

JUN 13 2001 i e -

I o

Tre e QE17OITOT

MDA 20-031 (PE[X”@:I :.-,--.u 4ri cIm

FDA, Central Document Room
12229 Wilkins Avenue
Hackville, MD 20852

Dear Sir/Madam:

Enclosed please find two copies of an initial 15-day alert report concerning & fetus
whose mother had been treated with Paxil® therapy during pregnancy.

Patient 200101 4040-2 — Truncus arteriosis:
FDA Form 35004,

Thank you for your attention to this matter.

Sincerely,

P

5 MO b
AsSociate Director

Glabal Clinical Safety and Fharmacovigilance

PK:dp
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