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yGont Foy ‘0! bid hx. She wes e\t&l ed
n, o she states that She had  rorat e

her foary physician
Wc:wcf unghe :ftar bemg tester, jefan did not
treat ner s-z:;ptms ar thnt r‘lma. tn June st N ¢ AL NMUFACYI.RE!S m
FevieTies hor méi fofromient Urination: 90 80S, |1, cawmet office - maneaidres T Te e
13 an and she was Lre a office - . Phang
cafhurer Jo ¢ iske, e reforrid 0.0 urologfﬁt and B 12033 B
gkenerf hope. Over several montns her urdue Flrarma L.P. -
uexaht nereased fm 112tbs to 15%iba. Ghe wag then 1 STAYFORD FORUM 3. Repor
tu:l :}th Lasia¢furosemide) and potassiumn fer 6 months. STANFORD, CT 04301-3431 (:Eed: il that
enced eanatipacian for- 1 yﬂar. The axvatfn Nag Ly}
decreased by 2 pills every dayon 01.JUND1.
rmptom agy improved when the doge of uxycpntin ua: L 1 foreign
decressed ™ A0ng dafly. Wdor mnlsc:.nu spedination waz uise |81
#,gmr ared sha is e:in b;n adrlitionsl psme Mli:rie:l,gga'tes € ) titerature
5 crs; repart corstmer { consume
ot m&tm ¢ er in ' PR R— s heaal th :
- o - -
/2172001 | | CRONDAR 20-55% [ foar facylity
6. If IND, protocol # INDE rgpr' esantarive )
Pt — E i distributor
&, Ralavant tests/laboratary data, including dates 7 T&o of report e . — )
: (chetk ull that apoly)| pre-1938 © ivas:
RELEVANT TESTS/LABORATORY DATA: UNKNOUN ot E dysx
[ I3-cay £ 315-day proay=t
[ 110-day DQOperiadic [8. Adverse evant berm{al i
IKiIeit  § Ifollow-up - EDEMR
# INCONTIN URIB
e UEIG!!\[‘FIM
9. #fr. report munber NO DEU:: EFFECT
2813115 CLONTINBED Y

7. Other relsvant histary, wcluding preexist. wed. canditions | PR €. mvess rerorver RN

1. Nane, addresk & phone ¥

LINKNDMW
2, Hemlth 3. Ocoupation 4. Inftial reparter
professionuly :tumimt repoury
MED INFD ASSQC Submiegion of a t dues not congtitute :m .
sdwission that cal persamel, user facility, [1yes OXIne [ lyes [ Jna CQunk
Facgimile digtributor, sanufacrurer ar prudm:r cauged or
form Z500k contributed £a the event.
Papa 1762
8003055839
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HIA MERICAL PIODUGT 8 REPURTING PRUGRAM Page 1

Purdue Phacps L.P.

A Approved 11/08/93
Mfr roport # 2014216
UFmict repart #

of 1 FOA Usz Only

[N C- SUSPECT FEDLTATIONS) R

I A. PATIENT INFORMATION m
parient identifier|z. mg?t“gaezglt 3. Sot 4 Weight Ibe 1. Mawr {give Lsheled strangth & nfr/iabeler, BF known)
5l -
; £1 le or #1 gxyContin CR Teblets, 40 cosne echloride
REDACTED) ¥ o3 L] tem 8.5 wee ||t ntin , 40 mg (oxy . hydrechtoride)
I &. roverse gvenr ar ertouer prosien ETIIENNIRENEER ) (2- poss, frecuency & route [3.Therapy datas(if unk, give dur)
1 Adverse Event and/ar £ I Produst problem §1 40 NG 05-8% PG §1 17297200
Qutcamas attrit. to aevent : 1 dizability "
[ 3 death t ek t 1 cengen e;nm‘:v o 4. Disgnasia for use (indication) 5. Ewnttd:ated af::ﬁr
v Ivy) req.ur enty use & or
i {ite-thrzarening perm danage #1 HON-MALIGNANT PAIR HoGasgpped or dose
J hogpftal fzaﬁnn - [ nther* 14
fnitiel or proionged 6. Lat # {1f known |7. Exp. Dat ¥ IS L P
. nawt) |7, Exp. Bate n
3. bave of event 7//3001  [h. Date of ria Rept DBAIS/200Z Y
1 URKNOW #t 8. Event reop,
5. Beseribe evwent or problem ¥ # after remmducﬂcn
A 47 year-old mele potiont experianced shdominal spasms 9. KUC # far prad problems onty
cmst’l’gﬁim and urinary retuggm while tzkin Mpa in P t4 #1 C Iyes [ Inu DXINJA
{cont ed release oX one inrfas). The patiem'. - # CIyes [3mn [ INFA
s Lohen cw{canﬂn Mhs q&-ahcura since 20JANGY £
ey P e i e, | CiefERe o mm"‘?‘ss'm%&m%&fm iR
interm! gmy, C .
retantion every 57 daysPatarf & DRAULD . The BymIos WELLBUTRIN CBUPRUF10K { FYDROMORPHORE ) ?

tast 48-72 hours, ahate With fr:ittm;ed don redu:tion,
and return with self inivizted dosc nerease. e patient
remains on DeyCentin t mecdical hist cg
nclwennbloutatheheadmm date with
ruuttunt mfructcry wigrains bmda: a5, m:m:i

ghwer m-el.k:mm) pir PRN nausea,
fgl'”" o Sk o 10 dilaudid P aorshone) 4ng PR
Rk Ehr é" pain, ¢ ?‘” art docusata,

Th s cnsa ¥as reported by a mamacis:' in the nm ted

OROT (SENNOSIDES), nncus»'rE

ey ]

1. Contact affice - naneractiress 2‘5&%”'&55

Purdue Pharma L_P.

1 STAMFORD Ta Saurce
" tcheck sil thar
apply) -

FORUM
STANFORD, CT 06901-3437
4 1 faraign

{ ! literacure

4. Dute Rec'd by Bfr. [35.
0¥/ us 72001 CAYDAR 20~55%

@
PLAR

&. If xm." i:romcut ¥ ative

Relevent teats/ldhoratary dakw, including detes
wwKriow

% ot ‘t-;g?:mly)
L 15-day € 315-day

{ 210-day [Xiparicdic
Ditnit [ I;ollnw-up

1938 '
B (e
2

8. Achverse cvent terwls)
BALR ABDG
CONSTIP
URIN RETENT

9. Mfr. report runber
zotazie

Other relevant history, [neluding preexist. med. condizians
gef;:ﬁw nigraine heagaches. Pest traumatic iniury, blaw
>3 .

B = AL ReroRTER RN

7. Name, axidress & phoe #

‘g:‘ REDACTED) ¥

2. Health 3. Socupation 4. Initial repsreer
profeseionatl? :tsgu:ent report
- a
MED INFO ASSCOC  Subgission of & does not constitute n

admisgion that med cal persowne!l, user fecility, Klyes [ 1nmne | PHARH D { Iyes [ Ine LQunk

Facsimfls distributor, msfacturer or product causes or

Farm 35004 eateibured ra the svent.
Page 7678
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D& MERLGAL PROBUCTS REPORTING PROGRAN

Purdue Pharma L.P.

of 1

FOR Appraved 11/08/93
"Hfr report £ 2094845
UF/oTst repart #

FOA Uz Only

———

PP e wpion

B A PATIENT TNFOOMTIoN AR [N C. SUSPECT VEDICHTION(S) DN
parient Tdentifier|2. Age :$££m 5e Sex 4. Welght tbe 1. ane (give Loboled xtrength & sfr/labeler, §F kmm)
! X3 fensle or #1 OxyContin €8 Teblets, 40 ng Corycadone hydrochloride)
noa: [ ] male kas ||# . .
Il B ABVERSE EVENT oR pkoouct PAuatc [ENENNNRNSINEINEN| 2. Dose, Frequemcy £ route |S.Therapy catesCH unk, pive dur)
X} hdverse Event  ard/or [ I Product probiax g‘l 4T NG TID PO §1 4/2001 CCOBTIN)
Sutcomes attrib. bo event t] dwab\hty rend e
ta th wodyivyd ; % i ed ntlY - &. Dingnegis for uze (indication) 5. Bwmit shoted sftor
reguired jntarventim use sronped ar dose
fe~threetmf g4 equ t perm camage #1 BON-MALIGHANT PAIN
g{:?“mwu‘laed Ly o ¥ #1 [ Iyes [ Ine DUNZA
or . o,
6. Lar # (if knoun) }7. Exp. Date # L1 £3 N7A -
S o o o~ vate of this Rept 02/05/2002 Y= tim L]
- 1 unkNCw #1 8. Event reﬁeared :
5. Deseribs gquent ar prablen # # after ret duction
ths Hﬁ:{ldtfmle mcperéenc?d h:lrl{.:gs 1? the past gﬂa 9. HDC ¥ for prod problems anly #1 [ . I p—
e g in {con m relesse oxysotone m
'@m Lors m‘%«bgél“ s been tREND - - ﬁ {Irg [INA
ryCortin airwe APRCT. the huir {asx hoa -
bu_:m increaningly worse. She denfad suy in diec or |{10. Concomftant uadfcat products anddt theragy dates
hair mﬁmﬁm. She hos & history of rt surgcry. BFILOSED AZNED,
rhaumatold a tﬂri i polynyzlgta, and hack DYALIOE (mmm{ummmrmzmm, PATASSIUM CHRLORIDE,
vigited kef jeian two days Bge = he suawted siw ?\: ASPIRIN, NITROSLYCERIN
b a paln clintt. INis case Nes Fegorted by a consumar pecaiasE (BEDLONETASONE DIPROPIONATE)
the Lhitcd stnl:ea of America.
B G AL mwrACTURERS D
1 Canrant nifies ~ rans/addrass 2. phane pmber
. : ' (203) Bae~-8i00
& Purdue Phama L.P.
1 STANFORD P 3. Renart Saurce
BTARFORG, CT 06931-5431 (chack all that
apaly)
{} foreign
l[: g fimra‘mr-a
B4 consumer
{1 hesltn
4. Date Rec'd by Nfr. 15, professional
10/1252001 CAIRDEY 20-5%3 % % uger facility |
6. LT IMB, tocal # IND# rewesgggattve
pre {1 diseriburor
6« Relevat testa/Lskoratery data, including dat 7. T of report PLA¥ L1 axher:
« Re! L re . INE aR . L]
~ n chelk: all that ansly) 5;&1935 ves
RELEVANT TESTS/LAB DATA: UNKNGWN [ Jyes
[ I¥~day [ 315-day
L 1ll-day Diiperiadic a. Adversa event tervi(s)
Xilait L J;ol Low-up ALOPETLA
=5 Nfr. rcport nupbar
T. Other relwant hictory, fncluding preexise. med. cordl Clons E. INITIAL rePoRTER NN
ltxsmm' Of‘DPEN “ngt SURGERY, RHEUMATOLD ARTHRITIS, 1. Name, E phone §
2. Health 3. Ocomtion 4. Initial reporter
prafessional? é‘l‘:’%lgmg report
HED INFQ ASSOC s.b?is?wnﬂ?f aweigor{ does mt[mmtrttfmaiﬁmt [1yes I C1 ° P—
. at ical persomel er fac ng no txrun
Facsimile wtﬁb&n&r, wanufacturer or proaug Ly yer
Form contributed o the event.
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PERUWATCH

1A MEUTCAL PRODUCTS REPORIENG PROGRAM Page 1

Purckd Prarma L.p.

FOR Approved 11708795
_REr report # 2014500
UF/Dist repart #

of 1 FOA Ues Only

[ A« PATIENT INFGRMATION IR

I . SUSPECT NEDIEATIONCS) I

it idonti Fier{2. Asggut st |3, Sex 4. Welght Ibe 1. Bame (give Lebeled strenpth & nfr/tabelar, 7f krewn)
{X] femate 1uxycentinm1‘ablets 80 wg Coxycodons hydrachlorid
. K e &&.7 kox P g (oxy oride)
ReE EVENT Or ProoucT proRLEw [NSEERENRNIRERNIN (2. voss, frecuency & roure S.Therapy catestif unk, give durl
O Adverse Event  and/or [ 1 Product problex g’l 81 NG Q8H PO g? 101772000 - 1071972000
neores attrib. to event (3 disahﬂt -
1 deatk tle w anowaty 4. Diagnesis for use Cindication) 5. Bvnt shated sfber
wo/gay/yy) £l req.rlred interv use at ot
[ lifv%mim 1 tgl pravent perm aga g‘l RON-MALIGNANT PRIN reduced .
!psg - e
IRt o o - 6. Lat # (1T knaun) |7 Dat ¥ [ 1ves [l P INGA
. . Exp. Date
3. Date of event  10/17/2001 [4. Date of tiis Repr 02/05/2007 &P yes Lame L INA
HT URINON ¥t UNKHOIK 8. Bvent regppeared
5. Describe event ar problen # ¢ after rzintroduction
h 3a-~m D FEMALE EXPERLEKCED) [NCREASEL PAIR AND A 9. WiC # for prod problems oml )
AEAD-RINY HOT CLEAR® DY [ OeTa, BILE TAKING o ¥ 10 lyes CIne DON/A
CODONE NYDROGCH.ORIDEY 8O - - # [ lyes [Ino £ IN/A

GFPOL The

L)
TMG 40 NG TRBLETS EVERY B

PATIENT BEGAN T, HUURS. ON 10, Corconitunt nedical products and theraoy dates
1700101, TIE pmsn-r uau-r T0 PICE UF A N mwzmmu ok || NEURGHFIN ccasaPaInTS (CONTD) "Reatal %ctmws:
OXYCUNTIN 40 ME. THE PHARMACY WRS OUT DF 40 MH TAMLETS. THE (WNT (SERTRALI
PATIENT VAS DISPENSED 80 MS TAB.ETS THE II!REEF!QNS WERE TO ( MZDLE) cnm )
YAKE 1 TABLEY EVERY 8 HOURS. 'rbm‘ Y, METER TAKING THE peur OLACE (DODUSATE smf:bsmﬁuum) cmrmux
Fmsr SOSE TﬁE PATIENT EXPERIEN! TACFEASED FAIN
EXT DAY OM rm Ml! THE PM‘IEW ALSo e e s
Enwezxsub.n A "nm.v ReaD-R THERAFY WiTH M 6. . mawsracTurers SRR
Pﬂ IENT IE!.gA)'lgg TMT:S!%E 18 ING 1a TI?E'BT%“%% TELETS 1. Contact office nmfﬂddres 2‘ .
- - . in
FROM HER PREVICUS PRESCRIPTLON AT THE NEXT DDSETDS& (25&3
THE SYRPTONS ABKTE. PHTSICIAN WILL &E CONSULTED Purdue Pharma L.P.
1 STAMFORG 3. Fepert: Source
STAMFORD, CT 0&809-34X¢ {check ail that
applyd
E § fareign
I 1 {iterature
DA consumer
4. Date Rectd by Wfr. 15 L %&?oﬂal
© Torma LRINDAE 20555 3 fieer“Faciiiey
6. IF INB, protucal # INDR representat fve
{ 1 distributaor
§. Rolovant tests/lshoratary data inc!.u.xﬁ‘nq dot;n . 7. Type of report ! L1 athers
i ‘ {chelk nll that amplyd Be“a: 1938 [ Jyes
RELEVANT TESTS/BATAr UNINOWN Jyes
L 15~day FE J15-dey proguct
: [ It0-cay Dllperiadic [B. Adverse ocvent tormia)
2dinie [ XMollowp PATH
# NO DRUS. EFFECT
THINKY ¥
9. Wfr. report nunher
2014500

7. Other relevant h-lstury, mclunilng preexist, med. caditions
PANCREATIC PAIN

et
M = owiviAL ReroRTER N

1. Neme, addreas & phone ¥

RﬂM CTED

4. Imt'lat remrtcr

5. Gocugation
also sent report

2. Hea
prufess.vcnal?

to FDA

BED IRFC ASSOC Submission of a report doet not constitute an
fssjon thay wedical persponel, user facility,| []yss DI na [ lyes [ ino DCunk
Facsinile disu'lmtor, mamifacourer ar profct caused or
Form 35008 contributed to the svemt, paga 2894
&
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\r} 06 Fewys Intsewional, he.

RER . .
. et ve LT For use by user-facilitics, FOA Fycsimle Appravat 1 {-JUN-TOES
disiributors sod manufacteress for W TR seoomen
AEDWATCH s —
k. repari
€ FDA KEDICAL FRODUCTS REPORTING PROGRAN Pogs 1562 f Pilk e O
C. Suspectacdleatongs: :
Rient identfed2.Age at ime Eos , Welght 1. Nerve {gve labelad stmngth 3 midisbeler, i known)
: 41 Years =] temale { UNK_ba ] [#1. QzyContin Tablete 80 mp{OXYC (contixued)
oF
Srtomncs | o “1mele | yNKe v, | {42 OxyContin Tobletk 20 MpfOXYC (ontiued)
ot B 2. Doam, fraquency & mutn tsad 3, Tharapy dates §f uniinown, give tarstion)
300 Rt evineiy
: ¢, #9. 00/-2841, doration UNE.
JAdvissovert  aerdion [ P probkem (s, Uscsvinetunctions) | | L0002 i, Ol L . 09/-/2081, dermion
P A2 20wy, td, Ocal H 2. 02/ 1402001 1o 09/—/2001
ulcomas ar5s ovefit e -
all st opplg) [Jdesabriny 4, Diagnosts for use {ndiation} 5. m&%ﬂea'w
i UNK dopnt
ftoan o [eongental snomay 2. NON-MALIGNANT PAIN 4.0 e Do [ wily
O ™ Ooziomiagy | (S ™ e S | DD
Elhacpm:diou.hmdormhngod Ddh«- - ; - . Emulﬁpnmddtw )
TTRE F RIS 2. UNKNOWN #2. TUNK rointroduchion dresm
Wewitl 527121200 Werwel 04012002 SCH T et eansouy ioawrt 11,1 e [l [ =5
miad e #2. [ ves [ (o] aomy
4 Linsrae wvont o protiens -
Reuta Paooveakitis [PANREATITIL) 14, Goncamitant medical products mnd therepy datas {exciure treaiment ofevent)
Gallrtones ((HOIBLITHIASTS] FLEXERIL (CYCLOBRNZAPRINE RYNROCHLORINE) UNK (0 URK
continuxd in additional inft xecton...
fage Description:
& $l-yeaxr ismale, wirth a history of hyperkensdon, .
cbes iy, %auu;:;suinmg::l rlgglegx discaxe and G. &1 Vianufasturers
crtriglyccridomis Ve, goallatones and acute :
gﬁmaticin leading te hospitalization uhile taking ’mnm'W'w(*mm”rmﬂ 2. Phons i
cayConein (concrolied-zelease oxycnaone ke : +1 203 SE3-8000
hydrechloride) B0-mg T:I:J.ew fox chwroaiv beck pala.
The potient skarted taking Oxplonbin 20-pgy Tablets . REFon So0cH
on 14RRBDL, at & doge of 20 mg three times a day, Oz Stumford Forum (:xcuamm "
for chronic back pain. O3 an unspecified date in Stamford, CT 655013431  UNITED STATES aon
8BFG, the dose wom incremsed to 400 mg {£ive [Tecreien
OxyContin 80~mg Tabletg) throe times daily. Joway
Reportedly, the patisotr daveloped gallstones and
acute pancreatitis wilh phlsewm cequizing ] wemtus
hospitalization Erom I2PEROZ unbtil 05MARG2, f
Concexsitant medications included Oxy IN . ale Techivea by - haath
- {immediate-zelease oAycodane hycrochloride). miufachirer (ANORY 20.353 7i R
Flexaril (cyclobennprine), Ambicn (rolpidem), ""“"‘M]m
Ativan (loraznepanl, Phenergen (promethazine) and | INDR 3 uooe iy
Fremarin (cotlucated cotyooons). This casa was 6. If D, protooa # P [y oy
& Helovant testalabomtry das, mohing A5ies ¥ recmanntativn
UNENOWN : 7 iypeotoprd o190 [T pons ] v
(chock 51 that spply) o [} otoer
1 ndey [l 1842y proguct  LIre

. 8. Adverse event termn(s)
E?JHHI’ gb' ¢ ,  [paNcreaTIT, cooLBLmASS
9. MF. repont number ‘

T epr— prvry LISA-2002-0000312
7'rm. prmusvmﬁ%m cm"m? mupnggldr&q w&%’?yn’
#¢ Current Condidon, ESEENTIAL RYPERTENSION
#2 Current Condhian, OBESITY 1, N & adrens ; Woliedd
#3 Current Candiition, {continued) Namto and addecsy withhdd, :
14 Current Cundition, (continved)
. B AT {8
Submission of a mpart dosk nat consliute an sdmissvion that s ym—
mecical persoitel, useriadity, SmOUF, fram 2 Hakh pr ?[ % Qoo 4 I repater akoa
l.m praduct caused or mamw the svord. aeumror Figpsicinn st feport to FDA
FRO - Tacsiiie: mm [] ne Dyﬂ Dm Bw
U THPAnL e diran
8003056379
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doas pok rstituto 1.8, DEPARTRIENT DFHEATH AN RIAN SERUCES

ﬁ‘m H:Jlmw porsomel, ieer Fubll Nty Saveiss « Paok ankres Advhdetalion
@ ]
i A , manuiaciiree P
Medcon et Dovios SR e s
N Ty
(continued) \ ,
PageZol2 PP oy Oty

BS, EVENT UESCRAPTIOS [cont.) IIlIlI”

ruporied vu 19MAROZ Ly a physician in the United Statex of America. XAdditionsl informaticn is being
regquested,

B7.OTIIER RELEVANT HISTORY

# _StwrySton Date  Condition Typs / Condition _Notes

k] Cusrent Condition GASTROEBSOPHAGEAL REFLUX DISEASE
OTHER DISBASES OF ‘
ESOPHAGUS

4 Currept Condition HYPERTRIGLYCHERIDEMIA
OTTIER ABNORMAL
BLOOD CHEMISTRY

C1, Name {oont}
Suspect Medieatinn #t: OxyContin Tabdets 80 mg((XYCODONE HYDROCHLORIDE) CR Teblet

Snspect Medfeation #2: OxyContia Tablets 20 mg(OXYCODRONE HYDROCHLIDRITIE) CR Tablet

€19, CONCOMITANT MEDICAL FRODUCTS

AMBIEN (ZOLPIDEM TARTRATE) UNK ta TINK

ATIVAN (LORAZEPAM) UNK 10 UNK

FHENERGAN UNK 10 UNK -

FREMARWN (BSTROGENS CONJUGATELD) UNK to UNK

Oxyeadone HUL IR Capsules (OXYUODONE HY DROCHLORIDE) IX Capsule UNK to UNK

A SR LU ol B My

8003056380
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.. Fes bays | stematanst, nc.
U - For mhymﬁcﬁl FDA Fugsivila Approvet 1 1-JUN-1999
dishributors'shi naduladtuers foe o iy ————"
MEDWATCH "o p—
DA MEDRAL PSORUUTS REFCKIING YHOGRAN Pogy Lof3 f . Foausony

et xnrn’m‘)

"1 1. Narno {pive laboled menﬁh& ‘mifabalar, Fhnown)
# %, OxyCantiz Tablsty BO mglOXYC (contimnad)

2 VISTARIL{HYDROXYZINE EMBONATE) (continund)

2. Dote, kequancy & rouke usad 3. Therapy dntag (if tnknown, glse duration)
£ran pient or prodhet Dokt ¢ "‘""‘W“‘""’
. , i ,
e R L T m——— AR LY /193910 Ongolng
o ¥ 2. UNK mg, (poninucd) # 2 UNK
omus atributed ko advese Svant Hagnosia Wical 5, Evert abutod afler
ck ol that wpply) [J wsatiry N for aa (r ! atoppad or daso m‘?but
£ L MALIGNANT PAIN
1eth [] congostat anomay 32, Unknown 5] yor [J o DW
od intarvertion o pravent . Lok W (# borvorvin] 7. Bvp. doto {F knowny) [y
»restaning [} Hon 1o prevent (# boreran) ’aszDm B e
ly Stgnificant #1, UNKNOWN 71, UNK
Bl tmasptatization - nithet ar protenge Befathor: E. Evart rosppoared afior
e RS =] | #2 Unkeown #Z UNK rainirouction
of twet . Hsregan 051003002 E NGOG ¥~ for rodudt probiems oty 0 knowrd [# 1.1 ye (B oo
4200 N e T
oy wrucesm ‘ r2 Ovee e 3 wor
&. Dracriha avart or prablany
REOT ERATARY PAILUNE {REEPINATORY INEUFFTOrERCY] 10, Cancomiant madical protucta and theragy dales (exiuds Yeatiment of evenl)
COMIITEOR AZCRAVATRN[CONTPTTON ACGRAVATEN} ACETAMINOFHEN WICGXYCODONE Tubict --/-/1998 to 12/-¢20D1
FULMONARE CANCER [FULMONARY CAWCTNOMA] AMPTRIFTYLINE (AMTRIFTYLINE) Unknows UNK te UNK
RPRER (XPKORA) continped in additions isfo scrtion..
COMA [COMR)
mmuo:tumumnm )
WYOCLONIC JERKING [MUSCLE CONTHACTIONS INVOLUNTARY ’
Drug EnterdctionfDRUG - DRUG INTERACTION] % mmm tluu';oblaﬁdms (& inling alle Tor dovices) |2, Phona rmber
Carben Dioyide Retention{HIPERCAUNLAL 1 AB SEEBW0
Crase Description: 2. Ropon sante |
A 59-paax-old Efemale, witl a history of lung cancer, Owe Stamford Farum chack
developcd respizutory imeutfictancy ifeading to Sumford, CT0901-3431 UNITED STATES i s that epply)
hospirslization while takisg QxyConlits [F toraign
{contrallied-raleanse oxycodane hydrochlovidel 80 mgy [J ay
thras timar daily for pain agascelated wirh the Iung
cancer, The pat:igzim wat alss tekina "either an [ vereacs
axycodione preparstion o: Percocet .
omyuud)oue?:utamin 4, En;?umw [} a e
continved in additional Lutu section. .. EAINDA & 20553 B ptesstonat
O ¥ [ wmertochty
& I IND. prodacol # E
6. Flalinront tosko/iaboraiory dua, Indudog Gooe P""f rerssaratho
Atihe time of hospitalization, pariial pressure of catbon dioxide was | [7Traw afroron pro-1938 [ Jyor B sevinar
around 180 ond the oxygen was 30, {abaci = Gt spply} ore [Jyes Qe
[] susr [ 150w proguct LI

B, Advirse evert teoml)
H periodic
D rod O Lzmmmon INSUFFICIENGY, CONDITION
[Tnta  [@1wrve# 1 IAGGRAVATED, FULMONARY CARCINOMA,
3. Mfv. report nurnbor APNOEA, COM.5, PREUMONIA, MUSCLE
USA-2002-0000010 kovtinned in addtiannl info pection...

T T B S o T
#1 ~/~/1998 to TINK Curne Condition, (costinued)
#2 Cogent Condition, (contioud} t. Nante & addvoss i 4 '
#3 Corrent Condition, (continued) Nunvs naud oddengs withheld,

#2 Current Condition, (continued)}
contiymed in tional infs secton...

Subnission of o raport does wat conslitute an sdmiscion tirat 2. Hualth professand 713. Octupation rrter
risdica! pessannel, User iy, distnbiine, Mantaclarer or profasama 7y ; o o
m proguc caused or fo the enunt, : Pharmacist sark ¥Ipok W FOA
[Bves [ ne Owes [ro e

DEODA - Facarnlie

1AV Yl VAAL SR, § 3

8003057421
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UZ, DEPARTUENTOF MEALTH ANE HUMAN EERUCES

Qubmilssion of areport dong ot e
; Won l)-:! :?ud xﬂrw;t’ , User Pabic tsth Sarica -~ F000 W Grug Adk peiager
Medicatian and Device cntised or cosdbuied 1o he event. us 5:7m:umolo'
Experlence Report ; [Ty
{cantinued) .
Fage20f3 FOA oy Ovy

Addtiag 3 fedannaiaa
BY. EVBYT DESCRIPTION {coat.]}

for brerkrhrowgh pal.ix. n  Abauk kwa months ogo, che patlent experienced vespiratory failure, pneomonia, was
apueic &N comptose requicing heeplitalization. Sbha wem plnced on a ventilatex for approxtmetely twd wepks, At
the time of her hawpitalissblion, hor partial prersure of carbon dioxice vas around 180 and her ¢xygen wees 30,

Reportodly, the potient was nader contimums pasitive airway pressure end was tsken ofE£ the (xyConkin wnd

othar nnRparified nedioations and received morpbine injections. Reportedly, the patient hed deve
myoclonic jerking movements approximately 8-12 months yrior to the hospitalizacion. I%0 To three weeky wllex
stopping DxyCantiy therapy, the myoclonie jerking movements became a6y pronounced and the patlent becume:
responsive, wike wp, Mam as “olear as a ball® ang wag sble bo take medicztlons by moulh agedm. At this peint,
tha physician restarted her oo OxyContin 40 mgy twice daily and the mycclanic jerking movamenta had alwost
completuly tesclved by the time of the repowt. The patlent ix now no bigh dosss of steroits, low does of
amibriptyline, Yeurontin (gabapancin) tirrated ug to §€0 mg thres tinee duily, an unldentified selactive
gorotonih remptske Snhibivor, Atatas (bydroxyzine pamoste) as needed and oxycodons ar meeded far pain. The
reporring pharmucist teloted thet the myoslomic jerking novements did zat pralmng rhe pakisnt's
twsplialization end thot tho broating physician £2lt that rhe wynclonle jerking movements vers likely related
to the higher desing of CxyContin and that the respiratery failure wam a resulr of the progression of her lung
concer wikh na cawsal relaticaship ro owyContin. This case was reported by z pharmacist im the United States
of Awerice. Additiona) informmkion is helhg recuested,
wwtPollow up infarmstion received from the reporting pharmacist on 29APRE2Z revealed chat the causality ot the
patient's respiratory failire and carhon dioxide retentlon (hypercarbis] wez probably occondary to the
patisnt's long standing history of lung ddscase and the wnderlying pnoumenta in combination with the patient s
other medications, specificelly Visteral (hydvoxysine kydrochlaride}} and OayContin. The reposier felt chak
to, d Fog. puuny Tha

thepe fectord, plus the chronic Use of oxygen, propably led o the putlient’s sespl Y p
petient has made a full Yeoovery 8nd LB currenlly taking QayCostly 8D g8k wibhout ary probleme. Cthexr currest
medicaticns include Blavil {emitriptyline) 25, Locrssepan, Rexil (parosecins} and exyoodene § ng gk pxn for

pain,

B7. OTHER RELEVANT HISTURY

% Star¥Stop Date Conditinh Type/ Condifien  Nater
[ e/t 199K Current Condition Riglut lang cancer with a tnass o her right upper lebe. Disgnozic of cancer in mid

MALTGRANT NEOPLASM 1998, Underwent chemothorapy wd radintion resulting in tissue soarring and chironic

OF UPFER LOHE, pain.
BROMNCHUS OR LUNG oo
z Current Condition Long standing chrovic nbstructive pulmanary disésse {COPD).
CHRONIC AIRWAYS
OBRSTRUCTION, NOT
HLSEWHERH CLASSIFIED
3 Current Condition
CHRONIC AND OTHER
PULMONARY
MANTFESTATIONS DUE
TO RADIATION
4 Curreat Condition Recurreny episotits of pnevmenia.
PNEUMUNIA, ORGANISM
UNSPECIFIED .
5 - Cuwrrent Candition Ongaing for many years, Is axygen dependent. pCO2 is slways elovated.
_ Cubon Dioxide Retention
6 - Cuorrent Condition
DEPRESSION .
7 Cryrrent Condition
. AMNMIBTY STATES
8 Cumrent Condition
Steraid dependeni . N
[} Allergy Allergic 1o peviclllin amd Clindamycin
PERSONAL HISTORY OF
ALLERGY TO MEDICINAL
ACENTS

Senrring of kg fissue and chrozic pain sccondary o mmlon trestment,

8003057422
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US. DEPHATIENT OF HEALTH ANG HUMAN BERWCES

&xm:ir;d &mnmw%
Medication and Device '% Hhutyr, mam.fach m;-ygm T S s M?m:
Experience Report DL, o ¥
(continued)
Fage 3013 PO Uit Oy

C1, Nams (cont.)
Suspect Medication #L: OxyContin Tabk:ts 80 mg(OXYCODONE BYDROCHLORIDE) CR Tabict
Suspest Medication #2: VISTARIL(HYDROXYZINE EMBONATE) Unknown

€2, Daso, fioguonay & rovtod need (cont,)
Suspeat Medication #2: UNK mg, wnk, Unknown

C10. CONCOMITANT MELICAL PRODUCTS
NEURONTIN (GABAPENTIN} UNK 10 UNK.

SSRI UNK to UNK
ATARAX (HYDROXYZINE HYDROCHLORIDE) Unknown UNK 1o UNK

CORTICOSTEROIDS Unknaws UNK to UMK

G#. ADYERSE EVENT TERMS (sont.)
CONTRACTIONY INVOLUNTARY, DRUG - DRUG ENTERACTION, AYPERCAFNIA

[ Lt PP R A

8003057423
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PN 12520

y TATY ; ' Ralsys trarmate n, e,
» Baruse by user-focilites, FOAFacsmile Approval; 11-JUN-1805
distritmioes and manufactorers for s

D A‘ l '( :H MANDATORY teportug {nmii - ngu___ﬂgg;zwm
foee O oo Bty

HE FDA MEDICAL PRODUCTS REFOATING PEOCRAM Pagelof2

i5pae mediCatbn s
4. Nams {give lsbwing wkargh & mistaboalw, I knawn)
1. Oxypeske 20 g{ORYCORDONE (stiouel)

#2, PHENPROCOUMON(PHENPROCOUMUN) {contimed)

BRI RIS BT WA

2. Ousa, kagiancy & rante tueed 3 Theesry dabaa{ifunknown, give duration)
" St el mSomivg
JAdvermovest  andior  [“]Praduct protient {v.g, defecisimaitnctons) $1 2o, 5d, Ocal # 1. 02/-12000 1o 012002
— E2. UNK, unk, Oral B2 UMK
- SIDOITBE Vit to & & Byar
{ehooh ef Tt wpbi ; U " :.f;znnz:rm fredcation) [} E‘wn(abgw 8 ‘-
Bl Monsoalisewtpale
] deam [Jzongenmal anamaly ¥2. PULMONARY EMBOLISM tB v O 3055
D Ife-tireamning [Jrequired lutfé‘v;!::nbo provom :.'Lntﬂt hrown) ::Eup. U:‘:: 1if knowa} 2z D yeo [0 D st
] hosphaiicetion - ntial o profonged [ sthar 8l Significant - - ~ [ & Event reepposred aller
P g #2 UNK H2, UNK rebpudiclion oo
of event 0/—{2002 tis report 08/152002 | | B MOC # - far prodct problams paly {if k) #l.Dyoa D mwr
sy s #a.[Jre (1w [ oR
& Describe avant or pratlum
Drug-drug InteractionlDRUG - DIUC TNTREACTION] 10. Cangomitant medicel produda and thermry deles {exchide teatment of event}
FASPERTIN (METOCLOPRAMIDE EYDROCHLORIDE) 02/-/2002 10

fuick-valus increasend [PROTEFROMBTN WECREASED]
02/~/2002.

onntinvedin sdditinnal info rection...

Cama Degseription:

A famala patient wae gwilboled rram Valoron to
gacygegxc zgg ‘fivdication mm)hgogcom’i.:agut
ang-term brastment was cumn Falithrom), & to ’ ;
tnzg switch the Quick-value increased from Z0% to 99% tgdlww&m-«'m;mddma(&mm"y ol o thaviows) 12, Plng menber
{Queregse ln IMR-ratloy. After withdrawal ar e Phmmua 1. P 41 203 538-8D0D

Oxygreaic the Quick valvo xetuxned to poowel (25%) .
Thin cane waps roportad by & phystoian in Ssrmany via S RopeR ke |
a company Iepresentativa. Oz Stamford Farum
Additianal infarmation is being requested. Strford. CT06901-3431 UNITED STATES (check o fiat spply)
wrkPollow-up information was recelved on 02.64.2002 [3 frsln  DEU

[ sty

trom the initially reporting phyaicisn in Eorm of an

adverse event repoxt.

Additional information cancemed patient date, [ Bevatora
{7 consumer

concanitank medication ard aicurvent disezses. Tha e e
physiciar wrote: =During concomirant: medication with | |4 DR rsmNed by & featth
ralithron, Oxygesic 2P apd Paspertin Cuick and INR {(RNDA# 20.5%3 B ) etensiones
vontinved in additicmal info secviom... T oR/022002
NG # 3 wertocmy
&, IN{, protocol # . {7] cospmny
. Ralevant wesishomtary dats, incudg deBs LA# represericlisg
Ni T TTe TR pra-1030 [ yos O sotitaser
{chrack all that appy) oTe Diyes [ oo
D Bedday 15dey prosct

[] t0dsy [ puodn 8. Adviscos Svant dormis) ‘
IDRUG- DRUG INTERACTION, PROTHRCAVETH
[Iwed  [totome¥ 1 [DRCREASED

8 N, mepurt numbag
DEU-2002-0000092

1':%3%@.&:% t!vs an g&’n”g:ﬂm:, pnwrﬁ‘%ﬁ u’:?r"tﬂ%’ °g!°c'
#1 Indication, LUMBAL(TA (Lumbar syndrene)
#2 Higtorical Condition, (contimael) 1. Nemo & adiiress

#3 Cutvent Candition, (contioued) Natrnes and wikiress withheld,

#4 Current Candition, {(contizucd)

#3 on, O W)

s‘u&m:lﬁm oFu m ;loes notconslite ax admisssdon :m 3 Viookts profossional 3|5, B \ T pprv
m praduct caused or Gartieuod (b the svare, Bhyicin £ONL1GD0FI 83 FOA,
wk
BE, Faccinio Bres [Jm [yes e ]
1S ULV AL F4 50, 180
8003058879
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Submiesion of  repirt ek fof constitat UE.CEPRRT MENTOFHEN THAN HURAY SERVICES
anadmission st modicel porsonnol, uaer Publc Hastth Givion - Fook ent. g Admisisieclos

= marnsackine o froduc? (REORF
lﬂediclahon and Device %%mswm tu event, W_Qgg:g_w
Experlence Roport )
{continued)
P2 ol 2 FOA Use Oy

BS, EVENT DESCRIPTION (comt.] ‘

normalised even though medicatics wes Caken torvectly, i.e. anti- eangulncim wag puspendud. Afber Oxygemic wou

withdraws sl Quick relwened paxtisily to the desired (low) valwe,®
The xepcn&ns- phayeicing zated the adverse svents ag prokakly causally related te treatment with Oxygesic.

B7. OTHER RELEVANT HISTORY

# StoriBtop Datz _ Condition Type/ Condition  Notns
Pulmmy vmbedism

Higtorienl Condidon
EULMONARY EMBOLISM

3 Current Condition Nansca
NAUSEA AND YOMITING

+ Current Condition Hypertension
ESSENTIAL
HYPERTENSION

£21, Narae {oont.)
Suspect Medicaion #1: Oxygesic 20 mg(OXYCODONE HYDROCHLORIDE) CR Tatdet

Suspect Medicstiox #2: PHENPROCOUMON(PHENFROCOUMON)

€10. CUNCOMITANT MEDICAL FRODUCTS
CAPTOPRIY, UNK to UNK

BRI mEABLIG $aC IS H Y

8003068380
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15-DAY ALERT REPORT acan

e, T
ibutort M fiers for
% s hymifacturers el USA- 20020008136

EDWATCH = oo

DAMEDICAL FHODUCTE REPOETENG PROCRAN Trpslofd
’ C.Suspeatwagdesticn{a:
1. Namu (give labeled etrangth & mfiabider, i krvawn)
#1. OxyContis Tablets(EXYCODON (eantimued)

#2. OxyFant Coneintrnt 20 ngfmld {eusdimed)
2 Lose, Tquenty & roure useid 3, Trosapy cams (f wiknown, (i duion)
Spwnrlesfos hank suboade)

FIALso Only

it afaranse
-

[] Protuct prokiam (2.5., defucisinafunciions) | | 1w +0208, U, Ol ¥ 1. 05/-/1995 to Ongoing _
mes alkibuled ko adverse event R 5 mg, ot pex, Ueal A T 09/-/1999 to Onpelng
; 3
et ey oot [,
# 1. Mslignan Pai
[ sionate i [Jengenital anomaly # 2. Malignant Pain 1t veeOm iy
e rext Interventiun to prevent R Lot#(tknown] 7. Exp. data i knawn T Tle & |
— OFEIEer | [ovam_ soom o (20=D- H5
38 hospitatzztion - inftiat ar prolonged. (X athar: ¥ B. Event roappecrod ahmr
X TDa of F2 Ugloown _____¥2. UNK roliroduction duaant
of ovant 1595 tis repart 1672002 8 NDG A ~far product prabierns ordy (1 hnowe) [ 1, L) yee [Jno [ 0oy
— = 2[Qve (Jw & wr
4 Desoritar event ar protders - .
Prng Addickion (DRI UEEENDENCE) 1. & itsntmodical products and thorapy dades {axehada freairsart of svent)
SPIEONOLACTONE (SPIAONOLACTONE) Tililet—A-/1999 40 UNK.

Anasarcs IORDEMA GEXERAXYISED]
hypozibuminerda [KYPODRUTEINARMIAL
Hypokaluunia RYPORALAENTA]
Malnutrition secondary to netastatle
carcinoma [MALNUTRITION]

Back DPain{anK pATN]

Shdnninat Pain [ARNOMTNAL PATN]

Vond ring [VIMITING]

woatined in pdititiona infasection...

?WrnglmuﬁhdM{anﬁiuﬁhbrm) 2, Phans number
Puadut Fheram LY. +1205 5588000

gginarm Iz;fection xg]nmn! TIRACT INPECTION)
nag action [FINUSITI 3. Repori soarce
Hip Pain [ARTHRBLGLA] O Starmfond Forun . iehock at tad soply}
Cutecarthitis [ARTHRITIS] Sussfond, CT 0651 1-3431  UNITED ¥YATLS
Fevex LFEVER] [ toeim
Toathache [TOOTH ACHE] [ sty
Naurea DIRSSBA] . D Yo
Cara Dagoripeione . . BB
rontinuad in addirional info asceion. .. 4 nn:‘;mwm [ st
ol {ANDAH 20-553 prefoesirt
08972002 Nod 1] weertciy
WG, protocal # campeny
PLAR 9]
#. Relavart tasillshaomiary tate, icuding daks vpvstaRatie
See Text.  Tape of epart pro-1515 [ yos [ oecmane
tohock ol Tt apply) o o :."“’
. - [J soey [ t50ay produst [ves v
& Acivacss evert lermis)
1040y [] periuic
[ oy O IDRUG DEPENDENCE, OEDEMA GENERALISED
EHita [ raceupr  [yPOPROTEINARMAA, HYPOKALAENMIA,

Wi Tapari nmbeY ;%:wmnm BACK PAIN, ABDOMINAL
- - USA-2002-0000536 . L
T e e i
#1 09/15/1995 10 UNK Current Consditien, (continued)
#2 —~/~11998 1 UNK Current Congition, (continmed) 1. Nairer & adoinesss: phoss #Withldd
#3 06/03/1593 10 UNK. Current Condition, {continucd) Name weud address withheld, :
#4 /{1998 15 UNK Curresit Condition, (cantinued)

Bubmission of a raport does wot conatihude an adriasdon that -

medical personne, user facifly, diskibulor, menwfactier or Z Heakth profossional 7 3. DG@UD&U‘ o5 4. Initial pories g

poduct soused #r confibuted 1o tha ovent. Physician sort repos o
Ryes [0 [)ves [Jro [

JOEK - Frastena

1QPUPLNUE P RED L

8003058897
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Suhmisaion of wsrepart does rot ceasSiute US. DERARTMENT OF HEALTH ANIF HUMAN SERWCES

angmhnmnnemlww.m " mmummrummmmu
Madicafian and Dovice oo e N
Experience Report (e
continued
¢ ) Page 2ol 4 FDA IS Ocly
C.Szpactrecicotor(s]
1, Newe {give Rmed strengtir & miifiebalor, i inawn)
#2 OxyIEanmlain'g(mm‘m«l)'
#3. ROXICHT {eontintod) .
2. Dosa, fraguiency & mada usid a.&aggm;(runkmm. g duiation)
+ % 3 g, prw, Gral . #2 12/2000 ro Ongoing
# 4 2uble, g, Oral #4. Omgoing
1bia;mnsh for wse findicatio 6, Event obiiad aftor uzo
¥ &, Madipnant Fein " . 1 siopped or dose mduced:
# 3. Maligaont Pale 2]y Lo [3] opy
w.Lote prinawny 7. B, cam ooown) 240 ye [len [3) ot
# %, Unknown #3. UNK . m‘gm T
24 Uninpwn #4. UNK Soorrr
%.NDC § - for prosduct probiems ony §f known) #3. 0 yes Ol [3) ”"V‘
NA #8.0ve [Ine 5 o
10, Coneomiiant medical produck and thatapy dales PXMLS oatrmont of svunt)
NA
1T PR ENOS 1T SRS
8003058898
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VS, DEPART MENT OF IACTHANT HUWAN SERACES

Submission of @ report doss not consite )
EL Tmﬂnbn et medicn! passainel, user Pubdc) Aow~Fooo wd Bruph
* M ﬂl’
WMedication and Device o o e vt e USAZHITOM0BLIS
Exporfanca Raport B oo &
(continued)
e 30l4 b FOM e Oy |

DS, WVENT DESCRIFTION (cont.)

An ndult Femala patient kas reportedly experlenced drug addiction while
She has been taking OxyComtim for & parlod of twe years.

oxyendone hydrochloride) for pain relaled top cancer.
No other Information was provided, This cmse was xaported by & commmer via an attorney 1m the Uhited Btutey

taking Oxycontix {gentxollen-celease

of Americe.
*wrddditional informatien recelvad on 07ADG0R Vvis an stioeney in khe fumw of hoopdtal andt mediecal rooords
vevealed that the patient is & 41-year-old female whe barpu Luking OxyContin and Roxiort

sowiated with o diagnosic gt metastatic breast canver. OxyFast

{oxyoedane/scctaninopben) in JUN9SR for puin ae
{oxycodone Liquid concentraiel was added ta her pain zegimen in SEPSS and she begem taking OxyIR {immediare
releage orycodone) for breakthrough pain in DECDO. The patient wan dlagnamed wirk bilaceral wetastatic breast
ctuxoex in BUGPS. She had bilateral mastectomiss perfomsed on 158ERSE, wvhich was follnwed by several coorses
of chemobhezmapy. In DECPE, priar to taking cwpfentin, tha patient developed recurrent malignent escites
secondazy to paritsneal mebashasis. Since that Cimg tie patient has had an wltrasound gelded chewmpentic
parscentesls performed approxlpately every 2 weeks ko renove fluid €rom her abdomen. Ehe also expariencen
nsusea, vomltlug and abdominal pain which was sssaclated with abdominal distention secon®ary to ascices.
OxyContin therapy was initiabed iw JUNSS. At that time the tbe paClent began taking Oxycontin 3¢ mg qizh, la
addition to Roxicet (oxyeodons/acetaminoghen) which she dad taken previously. On or akoub L4SERSS the patient
expariencest back pain and accelersted painful swollimg of her logs aod bick. She was uduitbted to the hospital
on L78ER9Y with & diagooein of anasarda secondazy to rypoalluminesa aad metastacic cancex, hypalkalomba,
wmalnutyition 2nd z wmdnary hrack infection, lLaborarory taste were aigoificent Eor w potossium level of 2.9
nrol/L (BOrmal raoge: s.6-5.00, Totsl proleln of 5.2 gn/dh (normal xengas €.3-8.2), albundn of 1.5 g/l
(usciel Taoge:; 3.0-3.0) end o A/0 ratio (albumiveglobuldn) af 0.4 gm/dL (normsld yange: 1.0-2.2). Results of
2 urinalysis revesled the premence of >50 vhire blood ecells, 1-5 red blood cella, and was positive for
Trichomonas, Lenkoaytes and nitrites. Tho patient was vrested with potassion supplements, Cipro
leiprorionacin} aod morphlow sullate for pain mmebrzel. Ske wag diocharged the naxt day oo 1B5RPSE.  In 2001
the patient began to experienco hip pain and the xesulbs. of sn x-ray taken on 2IAUGOL noted the pressuwe of
wmtsonthrikin invelving both hips. ‘The natient was hogpitalixed from JIDECUL to 03JANOZ for pain manogoment

aftar sbe developed diffuse abdominzl pain. She was Lrieated with invravevona fluids and recelved worphine
ghe war dischearged wath ianstruccions co

sulface via a patient conkrolled amalgesia punw for pakn menagement.
coptinue taking OxyContin and CxyIR for breskthrough pain. OCRer evencs experlenced Ly Ll poatlent while
taking CopContin include a sinus infecclon and @ toothache. CuXTently, the pstlent is weesiving pallistive

treatment and 15 under the cara vl the local hospice. Her dasr of OxyContin had been oradunlly inczeased over

the post 2-3 years and ao of 1SFERDZ she wus Laking OxyContin 40 mg gSh sad Roxicet, .28 m1 {8 my)
aod/or ONyIR & ng geh for breakthrough paix. The medical recurds €0 DOC rontaln any information indicating

tit. Ll patient has become adgdicted to dxyCentin,

B7. OTHER RELEVANT HISTORY

¥ SweStpDate Condition Type/ Condiion Motes
t 01511995 Cuarrent Condilion Bilaternl stoga Ll metastatic beesst cancey, Bilateral mastectomics performed on

MALIGNANT NBOPLASM,  138EP95, Chemotherapy initiated.

_. OF FEMALE BREAST _
2 199K Current Candition Chronic malignant recorront sscites. Froequent paracentesis perfonmed,
ASCITES
3 0603/1999  Current Candition Meotastatic carcinoms to sbdomen and fver. i
SECOND MALIGNANT
NEOPLASM OF
RETROPERTTONEUM &
PERITONEUM .
4 —1-}1998 Current Condition Asgociated with seciter and metaststic disease.
NAUSEA AND VOMITING
§ Dy-/1008 Current Condition
. HYPOROTASSAKMIA L
6 0571998 Carrent Condition Bilatesn! lnwor extremity cdema.
EDEMA AND DROPSY )
T 1999 Crrrene Comdition Malignant Paix.
PAIN _
8 0101999 Curreat Condition Progressive due o disease progresmon.
1088 OF WEIGHTY .
9 051999
URINARY TRACT
INFECTION, SITH NOT
SPECIFIED
IEROROUZ 2SS

8003058899
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ALK DEPARY MENT UP BEALTH ANUHUMAS SERVICES

anmm;on ofe wpnvldwc ot constitie
ol pimisslony ez porechitel, user L S —
:d?ﬂan a‘;led !:!vice fwlgxggﬂw "“'“""‘2“:?.’::&2"” mﬂ:ﬂ :
perience Rap m-——w—mﬂm,,ﬁnn
continued L
( : Page 4 of 4 M

C t. Nezne {cout.)
Medication #1: OxyConlin ‘I‘ab!ctt(chCODOM HYDROCELORIDE) CR Tablct

Suspect Medication #2: OxyFast Concerkrate 20 mg/mL{OXYCODOND BYDROCHLORIDE) Ol Solution
Suspect Mcdication #3: OxylR Capenlea 5 mg{OXYCODONE HYURCCHLORIDE} IR Capaule
Suspeut Medication #4; ROXICETPARACETAMOL, OXYCODONE HYDROCHLORIDE) Tiblct

€10, CONCOMITANT MEDECAL PRODUCTS
LASIX (FUROS¥EMIDE) Tablet —/—f1995 ta UNK :

HLOXIN "ORTHO" (OFLOXACIN) Tablct 07/12/1598 10 07/22/1999

PHENERGAN *WYETH-AYERST" (PROMETHAZINE HY DROCHLORIDE) Tablct --/~/1335 w0 UNK.

TAGAMET ORAL (CIMETIDINE) Tablet —/—/1999 to UNK
LORAZEFAM (LORAZEPAM) Tablct UNK to UNK

ATROPINE (ATROPINE) Tublet UINK te UNK

CIPRQ (CIPROFLOXACIN BYDROCHLORIDE) Tablet 09/19/1599 to TUNK

MORPHINE SULFATE Injectabio 03/-/1599 10 UNK

E-DUR (POTASSIUM CHLORIDE) Tatlel 08/--/1999 ta UNK

REGLAN Injectable 01012002 fo UNK

METAMUCIL (PSYLLYUM EYDROPHILIC MUCILLOMD) Utamilas €1/0)/2002 ta UNK

COLACE Tablet 81/01/2002 o UNK

TYLENGL Tablet 81/01/2002 to UNK

HALDOL (IATOPERIDOL) Liguid 08/18/2000 to UNK

DEMETAPF (BROMPHENIRAMINE MALRATE, FIENYLEPHRINE HYDROCHLORIDE, FHENYLEROPANOLAMINE

EYDROUELARIOE) Liquid 09/14/2000 o UNK.

GR. ADVERSE EVENT TERMS {(cont.}
VOMITING, URINARY TRACT INFECTION, SINUSITIS, ARTIIRALGIA, ARTHRITTS, FEVER, TOOTH ACHK, NADSEA

PVRRNLVUL 184001

8003058900
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q (.e 0 Rolkya Hiernata nd, he.
FOAFactimie Approvel: 11 3UN-1559FF

For we by user-facilitics,

distrilrutors and wanufecnrers foe I RokE PV
D d T CH MANDATORY repuiting — A-2007-0002083!
A MECAL PRODUCTS REPORTING FROGRAM . Pheeluf2 FANBO Oty
N i o E R ]
1. Name (give lubsies sivangth & mimabeisr, If nown)
#1. OxyContin Tablets 20 mp(GXYC (eontinuesi)
#2 GyyContin Tablsts 41 mg(QXYC (comtinuad]
Z Uoke, irequenty & Iouta used g, Thmap} dales {Hunkmwn. gve duratian
Lre2 §YCNE 27 rSthul adlem .
verso svent  pod/or ) Product probskant e dufecta/makiunetions) A 1'. 20 mg, tid, U“’““’.W" B '. UNK
- i B adte " # L 40 mg, tid, Unknown #2. UNK
imes aras oVl
4. cadicry E
% ad that apaly) [Qsabiity ) Disgriaeis far vse (dicatian} 5 mm%
¥ LA NON-MALIGNANT PAIN " dagemt
aih Dwnmmiananav g7 NON-MALmAHTPA[N #LEN Dno Dlm
rad intarvantion te prevant 6. Lot §f T. Pxp. e ™
Dﬁfmmﬁmhn quul cimm;&&mm b {'kmwn} iy I‘;Nﬁﬁﬂmawnl ﬂZ.E‘]WDW DW
[2) rospimtzntion ~inited or protongsd  [Jowor: - VIKHOWN - T pm—
3. Dak "'V 4. Dake of ¥2 UNKNOWN  #2 UNK reintaonhiction
af avent UNK tis repcnd 01 L2002 9. NDG # - for product protdwms oy T hsawn} #I.E] yos []m D“W"
e ' #2.3) ws [l [ oo
5. Dessoribe qusntar priblarn
Aouts viral Infectton [THFRTTON VIRALL 10, Concomitant madiea pmducts and hetopy tates (exciude treatmernt of wvant)
Eallucimat iong (HALLUCINAT TON] UNKNOWN UNK b UNK
Case Description:

A female, age and race not specifiad, eapericaved un
geure viral infectlon aod hallucinations ¢m

G Al Meratactaraes

ongpecified dates while aliegedly taking OxyContin "
{conkrolled-release oxycodane hydrnchloride) 20 Lu -c"";ﬁe”""“‘““"ﬂmmdm (& mitrgy site fes devins) 2. Phome tumber
40 mg thvee times 0ally for buuk pafu. Thecewy dokea | [ PFGePhammaL.F. 11 203 535-6000
vera v gpecificd, Reporxtedly, on on wagposbficd
dat.e, this fawmle experianced hallucinations of the BT
*maving tyeet vavisby, not Ybugs and splders.* The Gne Starnfon] Forym (“'h ack alt tiat
reporting physician related Lhat *Afcer being on Stamford, (T OBY01-3431 UTHTED STATES al tiatspply}
OxyContin for peveral wecks, she was bospitalized 21 toregn
for several days for an unrelatrad amte, vizl ’ 3 sny
tnfection during wideh cime her back pain
medicatione (GxyContin, others not epecified] were [ mosmen
digoantinued. The ballucirztions rapidiy I}
disappeared. Howsver, upol recovery rrom the viral 4. Dote madivad ky 5.
intection, her pliyslcian continued the OayContia, manulacures {(ANDAR 20558 g =
ang the ballucinutluns reappesved until she Urwlteztet Wm“‘
discantinved rhe medication. There bave bean oo 45/03/ 2007 NG 2 [ usernacitty
inetdenrs of allucinscion sioce IFIND, pritoct # : connany
6, Retovant testofaboraory GAta, Moluring cates AAE preswrtative

UNKNOWN T 1938 [Tyen ] crsetner

neck ab tha eppiy) ote [ othe

[} sdey | thay produst  LIYH

8. Advarsa aveat termis)
1 todic
g h::" g:mn . [FECTION VIRAL BALLUCNATION

3, Mir. caport numbier
USA-2002 0002083

et B R e e e

21 Cunest Condition, PATN (Back pain)

1. Nae 8 adoress
Nuwe and address withhaki

Suliniesion of 3 report does nat conplitie an sdmisasiam ihat B P——————
maxiical porsprsi, Lser (201, DRIIDAD, ranulaciurer o 2. Hewiih professionat ? | & Goougsation 4. latial roparter 2loa
product caused or contritutod 1o tha avant Plysichm sentreportto Filk

3008 Facsimta [F)ses [Jro Elves [m [g)um™

LR g TP 1 T VA TPC TIRT 1)

8003059203
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rgmdqmnut mnm i US, BEPMYRAERT QF HEALTH ANDMUMAN BERMCEY
edics persennal, usar

o0 d sdnn hﬂt |
Medication and Device tacilly, s, MBLIGCL o ot Qroducs Ry Yo Sevicn - Fomhond g Adriiion
&P arlence Re po rt caured or cantibroted to the event, SR Y&A-2002.000208!
{sontinuet) .
. Pagk2ol2 PR e Oty

BS. EVENT DEBCHIPTION (cont. | ‘ ' '

she has been off (xyContin,® This case was racefved an A3SRPO2 nnd reparted by a phywicien in the tnlbed
Staces of Anerice., Additionz)l information dm beiny requested.

C}h. Name (cont.)
Suspect Medicalion #1; OxyContin Tabletx 20 mglOXYCODONE IF'YDROCHLORIDE) CR Tablet
Suspert Medication #2: OxyContin Teblets 40 mg{OXYCODONE HYDROCHLORIDE} CR Tablet

1 -DUR-2YUE §U.54. D

8003059204



, o et n .'j lntLudbn
FDA, Facswo Appmvst’ 114uu.19m
NNV UhL il [GROE ot ]
= TETY ALY paring I USAs: 7
' LESL 7Y VA AN 2] ;| }._. .
/ mmnmmwmmmnamm Hﬁ'ﬂfz FOAUss Cris
hiaryifoitiat on B C. Suspect medcationisy
. 1. Nams (give laboled wirergih k minXaboler, i imawe)
¥ 1. UxyContin Td_ﬂe!s(OXY CODON {rontioved)
#a
2 DoEg, ITBqueicy & oule Lsed & Tharapy dses §if upknown, give duration)
Bttt u gl gl v : #;-*M-‘—'-H
. #e. . /1008, duration UNKC
uiversa evani  saddr ) Produd problen (e, defeds/nafunclions) o 50 g, 48k, Oral = BA7/IOM, on UN
erwas atiabuad Iy adversa evant , . —
4. Diugnosis for uss-(indiaation) B. Evant shalod ofrusk
Jdisabily o] eduoed
skl thak agpls) : 0 # 1. NON-MALIGNANT PAIN Reed or dose 1
Jauty [ congnritat snarmsty 2 .00 yee e [4
mban roquined intorverstian & prevent 6 Lot # {Fknown 7. Enp. dale (if knownj dmm"’ ]
Lt tmesarior T e 21 UN‘:NOW!\’! #1. UNK k. U wBe O
2] hospinkention - inliet or prekmgod [ Jather: - - 8 Ewn!wappealad aftor
R orT FNTT 22 L Rirroduston
" we 1 1 NOCH - for podiict protierns only F own] 1271, 1) yes 1) uTaEf;«"
ofevent B24--/2000 Dl rpart 1171372002 welle B
gy ooy BT we[Jo ]
5. Dascriba ssent of problem
Anterior Cervizal Discectomy [INTERVERTEREAL DISC 12 Conzamltant rmedion) praduots and tharopy dats jarsiudn irsatmont of svont)
NTSOROFR] AMBIEN (ZOLPIDEM TARTRATE) 03/181958 1o UNK .
Mediclne Ineblective [MBUICINE INBRFBECLLVE] MILK OF MAGNESIA QMAGNESIUM RYDROXIDE) 831 91598:0
pregiculry Prinacing IMICTURITION DISORDER] eantioued In sdditiond info wuwu.
bDizziners (DI ZZIVESS]
Falle FALL] to1wé
sy Weakneus (MUSCLE WBAKHESS ’ '
ey Vieakness ! 1.Contact offfos ~ nem/address (& miting alts for dovices) 12 Phone iumbar
Case Descriphbion: Pumine Pharna LY,
+1 205 588-8000
A 4Z~year-uld thLetm}; pacie?gal&xggxmed B é:ﬁ‘l.

&g weaknooo, an anterior cerw. cegtamy 3 R Sourca
Fedion, GLEFLculty uringtim, dieziicer snd s isck | | OwSkefut Fouun . (b a1t o)
af druy effuct whlle Laking OxyContin (cantroelled Stanford, CF 065013431  URIITED STATES g
releape oxycodone hydrochloride) la various doses [ sovoicn
far poscoperative dack pain, The parient undexwent . [ swoyr
an L4-5 Ray {age Lnterbody fusion on 12MsK38 and was .
prescribed OxpContin 59 mg g 0 houes on LTNARDO for I rersiro
kack pain. MNe war digcharged home om LONANDD with o]

Ouyliontin SO my q B bours, Anbien (zolpiden) 10 mg 4. Dule secalyed by 5,
hs/prn/ sieep, Milk of Magnesia smanifacirer (ANDA# 30,553 m‘ iy cod
contimued in additional info scctiom... % '
1 0(1?# | ok 7 usertocimy
8. I IND, protecol
R e T P PLAW [ revtriate
See Narmative Toxt B | Friweoipen pre-1838 [ Jyos LT distrnaes
{chack =% that spply) orc [ires [ other Attamey
] sy f 1000y 4
B, amummom(a)
1day L) periodc
0 b INTERVERTEBRAL DISC DISORDEY,
INEFFECIL

[ [Jolwwr IVEDICINE

e iy Emartztin pm}é';'im&v&. oo

#1 07/15/2087 to UNER Historieal Condition, (continned)
#2 O3/1211998, Procodure, SURTUERY (continusd)

#3 Procedure, SURGERY (conSnoud) Nume and address withfieid,
#4 Alergy, (continucd)
1_#3 Pracedvrs, (eontinned)
e pam o T o] it S or S L Visallh prafassionai ] . Geaelion % Intial reporer aiso
praduct coused or contitsubad {a the ovant, Physiciax pont rapart o FOA
[Eves [Jre Clves One B

356N - Fncaimils

LRGN VYR )

.

8003059654
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Suormi does not constituls US. UFPXATAENT OF HEATHAND HUNAN BERWCES
teati ¢ iexitutor, momdacturoror [Tk
Medication and Devica acihy, ciskit prariud i ot
Exgerience Report Lk ropert
{continued) -
Puge 2 ef2 FONU

Ldciting ol ning pation
BS, EVENT DESCRIPTION (coht.)
{magnoplun bydzoxids) 20 oo pun/gas pain, Henadeyl (diphenkydramine) 65¢ o3 q § houcs pen/irch, diazepam 5 mg

pa g & houre/muscle sposm, morphine sulfate immediate relesse 3 wg q 3-8 baurs prn/ pain, Percocet
{axyosdone/apap) 1-2 q A-~4 hours profbreakthromgh pain, and (blace (docusate sodium) 100 mg, In subseguenk
poetoperative viaits, the patient continued to complain of pain in the lewer bdck and bilaberal legs., Prior
to surqery, he was informed that there was & S50k chanve that the prownrghlesl pain would resolva. ‘The pacient
reporked that the pain beommo worme aftax the sumical praesdure. Dlagnostic bests were pecformed which
revealed a yosd alignment of the mpine and no displacernest of Lhe Rey Cagew. On 2250P98, the physlaian
reparred, *after an iilisl period of improvement, be stusbled while at & fugeral and since than has been
cauplaining of scverc pain in his back with paip mainly in the right lower extzegity.» He vdes a walkey oo
ocoaston, UxyContin was increaserd to L00 mg tid on an unapecified dato, The pakiect aleo undexwent egddaxal
injrcrions consisling of Mavcaine (bupivaczine), Depomcdral (wethylpradaniscolone), and xylocaine for pain
cunteul, The patlent was dischorged from 2 pain sorvies sxound MAROR Eor *prasimed ivregularities with
multiple drug presoxiptions, ¥ and reportad that his primary care physicizn presoribed his amaiyeslics. Gn an
unopooifiod date, he ewparienced leg weskness and a fall ix which he clulmed to have hwrt hia neck. In FEBOR,
he underwent a muiti level anterior cervicel discectomy with fusion. The patient's past medisal history is
significant for chronie low bock and bilsteral leg pain vhick atarted on TRJULST due bo a work related stralx,
lunbar opondylosis, degemarative dime disease, vight kae& gurgery, left knee arthroscopy, appendsctamy, right
rotator cuff surgery, and an allergy Lo Darvon (propoxyphese} that causes dizxiness and on uncpecified allexgy
to morphine. Ihe patient way slso Laking Nedrol (methylpredsizanc), Lorbab {(hydrocadene/apap) 2 g 6-8 BOUYR,
anitriptyline 50 wg ho, Celobrex {celecoxilh) 100 my bid, Prozac (tlnoxetine) g he, Prilosec (ameprazuvle),

Demezol (meperidine} 100 mg qirt, Dalmaps (riuzazepam) su mg by, and plplior {alucvastalin).

#7. OTHER RELEVANT HISTORY
# _SwardSiop Date Conditipn Type/ Conditien  Notes
| OMS2097  Histatieal Conditiont CHRONIC LOW BACK PAIN AND BILATERLA LEG PAIN
. PAIN
2 0HIVION  Prcsdwe La-5 RAY CAGE INTERROTIY FHISIN ’

SURCERY .
3 Procedure RIGHT KNER SURGERY, LEFT KNEE ARTIIROSCOTY, APPENDECTOMY;
SURGERY MULTI-LEVEL ANTERIOR CERVICAL FUSEON

3 ABorgy DARVON [PROPOXY PHENE) CAUSES DLZZINESS AND MORPHINE
PERSONAL HISTORY OF
ALLERGY TO NARCOTIC
AGENT
5 Procedwe SURGERY
ROTATOR CIIFF
S¥YNDROME OF
STOULDER, AND ALLIED
DISORIERS

C1. Nams (cont,)
Suspeet Meditation #1: OxyContiz Tablets(OXYCODONE HYDROCHLORIDE) CR Tablet

C10, CONCOMITANT MEDICAL FRODUCTS

UNK

BENADRYL (DIFHENHYDRAMINE EYDROCHLORIDE) (3/18/1998 to UNK
DIAZEPAM (DIAZEPAM) 03/18/1998 ta UNK.

FEROOCET UNK to UNK.

COLACE (3/18/1998 10 UNE
MORPHINF, SUTFATE 1R Tabiet 03/18/1996 to UNK
MEDRLL (METH YLPRELINTSOUONE) 09723/1998 to UNK
LORTAR UNK to UNK

CELEBREX {CELECOXIB) UNK 1o UNK -

PROZAC (FLUOXETINE HYDROCHLORIDE} UNK o UNK.
PRILOSEC (OMEPRAZOLE) UNK 1o UNK

DEMERDL (FETRIDINE HYDROCHLORIDE) UNK to UNK
DALMANE (FLURAZEPAM ITYDROCIOLORIDE) UNX to UNK
LIPTTOK (ATORVASTATIN) 1INK 1o TRVK '

DU relw hntal pVIGE G

8003050656

PRODUCED BY PURDUE TO THE OFFICE OF THE ATTORNEY GENERAL-QTATE OF CONNECTICUT
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M- repore # USA-2082-000078%
MEDWATCH Purdue Pharmz, L.P. .
UFFRISy repurt #
1A MEDICAL PRODUCTS REPORTING PROGRAM Page 1 of 4 FOX Use only
M C- susPECT MEDICATION'S) KR

[ 2. PATICNT (NTORWATION A

2 jdentitier{z. age at evemti3. Sex 4. Woight
tient | Ay ”g_u Ibs

1. Name (givae tabeled strength & mir/labaler, ¥ known)

4 Yeors
STED-PRIVAGY Of e | [¥] Tenpale ar #1 WyContin fatlets 80 mg (UXTCUDUNE HYDROCHLORIDE)
DoR: URK [ male 3.5 kgs [[¥#Z GuyFast Concentrate 20 mg/ml (QXYDCOONE NYRRCUHLOR(DE)
2. Dose, froguency & route |3.Therspy catastit unk, give dur)

] E. ADVERSE EVENT R PREDLCT PRom e SRR

Rl Adverss Pvent

and/nr [ 1 Product problem

utenmes attrib. tn event { 1 disabrtity

death

. L3 life-threatening

(24 !_10?!:1 Lfzation -
initial or p

1 congen ancmaly
{ma/day/yy> f 1 reqred interventron

to pravent perm domage
X1 ather: med stanificant

3. Date of event

272002 [4. Bate of this Fept 12/09/2002

160 g €2 x B

center, The

continued at the seme dose. In FEB
axperienced shaking, vomting and she felt ho
The patiert went tp the mrgem; Toum, A pirysician,
reportedly, told the Tﬁaﬂ it thal Lethal
dose af OxyContin!'. The off
oxyContin and Oxykast arxt she Went tn & detoxification
center. The patient lett the center after > days
reportedly, after she sad another patient using
;g;spt;ﬁenc gtered nnoﬂti or ﬁggw'uﬁmfcem?r Fgre- &
. The ent was given rin et} for her
pain. On ogamuz, the patient wae discharged ‘}ran the
mifent, reportedly, was Lotd "{au' re akay
nawt. That night, the patient cxgeﬁmccd [
yomi ting. On 11MAR02, Lhe patient went to B pain cl fnic.
The patiert uwas starfed an Valfuw (diazepam), Zaraflex
{tizamdire KCL),

5. Describe event or problem

R 40-yesr-old female patient exﬁertem:ed drus; d:ge\dence,
shaking, vomiting, end feeling hat and cold in FEBDZ,
while taking OxyContin {control ) sd-rel ease mxyerdnne
hydroch laride) ng Tablats for ﬁam on the left side ot
the head near the ear. Ln 1998, the patient began raking
OayCuntin 40 mg Unce thmes u doy. Oaerust
(imemadfote-raloase oxyrodone hydrochioride) salution) up
to 1.5 aurces, wes prescribed for. breal
dose pf Oxytontin was gradualily Increased to J
8 hours,. In JUNOG, the patient
Atrer the surgery, the dose of GxyGontin was decreased to

m1) three times s dgg. lghvamg uss
, e g

she Muas on a
patient decided to get off

aking and

#1160 mg, rid, UNKNOWN  [#1 D2/1998 - D2/2002

¥2 @ oz, daily, aral - #2 0271958 - 0272002
&. Diagnosis for use {indication) 5, Event aboted after
use stapped or dase
1 NOR-MALICNANT PAIN reciieed
H#2 NOH-MALIGNANT PAIR
#1 { Jyes { Ino IXIN/R

6. Lot # CIf know) |7. Exp. pate ¥2 { I¥es [ Ina CONTA
#1 UNKNGUN &. Event resppesred

#} UNKNOWR
£ UNKNOWN ¥2 URKNaLN .after refntroductimn
9. NOC & for prod problem onl

pracpr Y #1 [ 3yes § Ino DXINZA

- . 22 { Jyee [ Inn IXINSR

reugh pain, The
By every
umderyant a cranfectomy.

. Concomi tant medi cat pmm;r:. ;md therany dates

jent
tand cold.

TEGRETOL
PROZAC
CCONTY
I ¢- ALL makURACTURERS T
1. Contact office - name/address 2. Phone rumber
+1 203 586-D008
Purdue Pharpa L.P,
e Stamford Forum ) 3. R t Source
Stamford, [T 0EWKIT-5451 (3:::&. all that
apply’
[ 1 foreign
[ 1 study
£ 1 {iterature
cons
‘o m— [X] health
4. Date Ren'd by Mfr. |5. professional
06./18/200% tAYNDAR 20-553 [ 1 user facility
+ ==t U3 company .
reseniat i ve

6. If 18D, protocol ¥ IND4
‘ | 3 dibtributer

PrAR [ 3 other:
f re s

UNKROMK

6. Relevant tests/laborotory dota, including dates

7~ of repart

teheck al i that apply) g]gg-'tm Hyes
&1

L J5-day L JVE-cay product e

{ 1W0-day DXYpericdic (8. Adverse event term(s)

XInic [ Jfollow-up DRUG DEPENDENCGE
# WITHIRAVAL SYNDRONE

TREMOR
e vre e VMITING
2. M¥fr. report rember {TONT)
USA-2002~ DOMIO 78Y

#1 (cont inucd)

7. orher relevant history, frcluding preexist. med. conditfans

Faceimile
forn 35004

MED INFQ ASSOL Submission of a repart does met congtitute an
adnission that redical persommal, user tacility,
digtributor, manufscturer or procisck coused or”

centributed to the event.

B E. 1NITIAL REPORTER I

Yo Home, address & phone #
Rame, address and phone withheld

2. Hoolth 3. Occupation 4. Imtral reparter
professional? alse sent repart
T0 HIR

i 3y [ I DRIk

Dl yes (1o Nurse

Page 46
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MEDUATCH

THE FOA MENTCAL PRODUCTS REPOFTING PROGRAM Page 2

Purcue Phorma, L.D.

of %

FRA Approved 11/08/95
Wfr report # Usp-2002-0000789
UF/BIST report #

FﬁA ise Only

——

I C- SOSPECT MEDICATIONS) IR

]
1. Patient denttfier|2. Age at sventis. Sex 4, Wemght Lbx 1. Kame (gve labaled strength & mbr/lobeler, §f knoun)
ar L] temale or #
poBs {1 male kas {|#
R B. AoversE event OR Propuct PROSLEM [RENNINUIDVNDNEININ (2. Dosc, frocuercy & route |Z.Thorupy dates(if wnk, give cur)
1. X3 Adverss Event ahddor £ 1 Product problem ﬁ g i
2. !l_n}v:ogmegh attribk. to event E } grsagx'liw ly WY = T S provwye
2 angen ancmaly - . Biagnesis for use (indicetiomn 5. Event after
moyday/yy) [ I reciiired invervention use s:gpped‘ or dose
[] life threctemns t& prevent perm damage 4 rechus
I'1 hospital iration - I 1 ather: #
initial or prolerged 6. Lot # (If knawn |7. Exp. bat § DI Dlme Hibvk
. . . o
3. Dote of cverl  UNKNOWN . IA. Dute of Uris Ropt 12/05/2002 - ¢ P 8 ye ne /
S » Event reoppearest
$. Deseribe evont or prchlem A ¥ after rctgtprodmtmn
Tagretal {carbamszepine), and Hotrin (tbhwprotenl. The Y. ¥BC # tor prod problems eni
gfeﬂt experi mdp eadhches and lmosmt:‘ig- veliun was pro¢.p 4 # [lyex [Ino [ IN7A
dtemtinmd and the patient wae suitched to Xamax - - # [lyes [Ino [ IN7&

(alprazolam), The patient related that the constant
ag:hes c?mtmuep she still has mtermxtren‘c hot and
cold feelings. The jene hos B appointeent with & o
yehiatrist on 19APRD2. This casg was initintly rcpartcd
inf' m.:r?e 1? tl;:’Umtéd Stgga of America. Additional
armation ts ng reques
i’ Y- 11 twrcal Jntfgnm;l’oni rozgi ved 11.l!ll‘l;&(’. f:m;ftbc
tient relat at she is vears ] ! IS @S
p?o\n W:lt: repuggd}. EFFEBOG, sha dpganft:a ing Zs}ccntm
ety, ] or gain
ass:gﬂt 5 th trrgmgmmfenewalsga. ¥he t?gnt was algo
takig 1 tu z swxes of DryFast. The pulient rv:luwd that
she had good g&m rehef Frcrn nycantm for the f
tlrree yuars. 1 JAROZ Sat et uper! un.ad
decressad pain relief and she cmv re ard
sare. The ph {stcmn was consulted. The dnse m decreased
© from 161 ng three hmes a ta 70 mg tharees tines a day
to 90 wg three times a né he patient related "8y then 1
uag climblnu the walls and became sick - vomi tingshat
cati ated™. Thcrga iont enterpd a cdetaxi
center tn FegDZ. 1he parient To0K the 15ST dose of
QuyContin on ZIFEBD2. The patient s cur lr taking
:nngpecifled anti-amiety tablets, Klonopin (clonazepam)
Zyprexa {elanzapine). The patient related :

T3

[earmme ¢, oy e w1 e

10. Corcami tant -medical products and therapy dates
ROXICODONE .

I c- AL wNurcTUnRe

6. Relevant tests/laboratory dete, incliding dates

1. fontact office - ramo/address 2. Phopo nimber
+1 703 58&-8000
Do g e P 3
1 S Lamfor TUn . B 'L Sourc
stanford, CT 040013431 - « 17" coheck all that
. i applyy
{1 forei
{1 &tud,lg“
{ 1 Literature
L1 heotth
G. Date Rec'd by Mfr. profesgignal
. (AIHDM l[: % user facflity
- ST co
6. [f IW, protecol # IHD# ﬁzﬁtaﬂve
[l distributor
7 Ty of " PLAA [ T ather:
(inelk ail Hoe apgd 91 prevwsts l:]yes

7‘:&

L J5-day [ 17%-day
[ 310-day DUpetiodic
infr ];ﬂ low up

8. Adverse event terals)
DEHYORATION .
ANOREXT A
TEMPERATURE CHANGED SENSATLON

®. Rhr. L L
USAS 2002 0000 789

7. ather reievanmt histary, Tncluding preexist. med. conditisns

ey o

st sVt s o i

RED INFG ASSOL Submission of o repart does not consti tute an
aduission wat medicol personnet, wser facility,
dipgtributor, monufacturer or preduct caused o

Eaesimile
cantrituted to the event.

Form 3500

1. Nerwe, axidrexs & phone #

7. Henlth . Qreyation 4. Initial reporter
professionsl? also sent report

to FUX
tlyes LImo L iyes { Ino L Junk
Page 47
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FOA Appraved 11708/93

Wfr remort £ USA-Z002-0000T23
HEDVATCH Purcka Pharma, L.P.
UF7BTST report g
HE HOA- m:mcm. PROUUCTS REPORTING Pnomuu Page 5 of & FOR tise ﬂj

€. SUSPECT M T —
IO ». PATIENT INRORMATION ICERER | | EDICATIONCS ) p—

1. Potient identifier|2. Ape at event|{3. Sex 4. Weight Lt 1. Bame (give Labeled strength & mtr/iabater, 1F known)

or ~———— 1 female or -4
. |eoos [ 1 male hgs |1¥#
BEEEE 5. ADVERSC CVINT oR PROOUCT ProsLEM RENEDWENNNGNINNM | (2. tcsc, frogucncy & route {3.Therapy dates(if wik, give dur)
1. A7 Adyerse Event  amd/or [ 1 Product proklem # f
2. butcomes sttrib. to event [ I disability - T sl
£ ) death conger ancely 4. Biagwsis for use Cindication) 5. Event abated after
o/ dxy/ YY) {1 required -Intarvention use stopped or cosf
L' J Life-tn mtmmy to prevent prrm damage # rechced
1 hogpitalization - £3 nl-hpr- 4
initial or prolonged R —{# [ lves [ Ino [ IN/A
6. Lot # Uif knownl {7. bxp. bate # [lyes [ Ino [ IN/A
3. Date of evert  UNKNOWN [4- pate of this Rept 12/05/2002
# # 8. Evont regppeared
5. Pescribe event or proistem # # aft reintroducti o
“I'p Fimatly fzoling botters, 9. NDC # for prog probles only '
# L lyes LIno [ 1WA
- . - # Clyes LI | :lu/k/‘
M. Covomitant nedical products and therapy datas
o . . A
M c- .~ wvuacTuce:
sl
1. Contact office - rame/address 2. lena S%aber
+1 m
Purd.ie Phamn L.P. "0
One Stauford Forum 3. M: Source
Stamford, mssm-zasx (r: eck all that:
. apply?
‘I 1 foreign
t 1 ostudy
£l lita'aturc
N %‘§ g tth
4. fate Kec'd by M. |5. p:fe&simal
CANBAR E { uger facility
6. 17 IND, protocel # |  IND# Forvoupntati ve
. PLAR ‘c_ :I( dé;:;;:ihutw
o :
5. Relevant tesls/laédboratory date, {ncluding dates ﬁ f report [
(thec stl that apply) ap;«é-wsi L Jves
[ Y5-day [ IT-day pradust L Iyes

[ 11¢-day IXlperiodic [8. Adverse mvent term(s)
Klinte [ J;ol tow up

N . S0 Miry v e & asunbe
Usa-2002-D008 789

7. Other relevant history, imcluding preexist. med. mnditians || F. (RiT(AL REPORIER m

1. ¥ams, address & phone ¥

———

2. Realth 3. Occupation 4. Ipitial reporver
professional? . alsn sent report
X te foA
MED INFO ASSOC Submission of & repert doea not canstitute an

agmisglan that medical persoret, user fa:nlw, tives LLmc [Ives £ Ine [ Juk

Tecsimile distributor, marwfasturer or pro&wt eauped
Farm 35004  contributed to the event. Pane 48
8003060041
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Purdue Pharma, L.P.
Mfr. report # LBA-3003-0o007a0
Page 4 of 4

35004 Oontinmtian Page
A7. Other rctuvent history, including preexist. med. conditions (continued)

# Start/9top Gond. Type/Cundition dotes

---------- T T —— A - M AT S e o o e B D N O 0 e e e 5 B O P Y Y A O b A e M O O e e

1 JUNOB patiant had creniectemy -
SURCERY

-

Page 4%

8003060042
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FOR Appraved 11/08/93
‘wir report # USA-2042-0N0DF0A

Purdue Pharma. L.P. '
YEDWATCH roiue b UF/Uist report #

FOA Usa Dnty

1\ MEDLCAL .P"RODUCTS REPORT ING PROGRAM Page 1 of 2

A. PATIENT [NFORMATION SRS — C. SUSPECT NEDICATION(S])

1. !ame (gwe {oboled stremgth & mbrplobaler, i koo

TR A2 fee, e, a5 svent 3. Sex 4 Helsht -
— [ 1 fomale #1 DxyContin Tallets 40 mg (OXYCORGKE HYOROCHLORIDED

uuu UNR L2 mate UNK kps {i#
B. ADVERSE LVEN( OB PRODUCT PROBLEM “ 2. dose, treguency & route |3.Therapy datestif unk, give dur}
Adverse Event  and/or {1 Fm.mt probiem ;ﬁ i mg, obh, Gral Fl UNKROWN
comes sttrib. te cvent rJ digabil ity .- -
denth [ 1 conmen onomaly 4. Drapnosis for use (ynatealtan) 5. Fvent ahated after
{me/day/yy) L1 requ: red ntervention use stoppod or dase
lite-threatening to preavent perm domage zv Nom-mal ignant pain reguced

3 1ves [ Ino DONGA

€ } hospitalization 1 ather: med aigni Ficant 4
Lot # (if known) [7. Exp. Date # [lyes [1no [ IN/A

initi s{ or prolonged e

4. Date of evem: UNKR 4. bate of this Rept 1210972002]|
i , = - 720 #1 Unknown BT UNKHOUN 8. Event regppeared
5. paseribe event or problem W I’ wlter reihtro_dmﬁan
A 45-year-c le (race unspecified) experienced dxug 9t KOG & for prod prublems ani )
ds yem:s} mdm 5 53 fon orrpan unspecvf‘tlgd date wh " 4 #1 L Jyes [ Ino [XIH/X
W [ lyes £ 3no [ INZA

frig OsyCuslin (uwuullukn:lme wia peonderes

hydro chlearide) 40 my tablets oBh Far- s-»vm'n rack pain. " -
Rewr‘tudly, the putient has beon b n? tin for the 0. Corcomitant medicel products amd therapy dates
ast tern nth startmg with 20 mg TI0 ami Hrrared [

¢ 4D my gutienc re(ated that +ive haurs afrer UNKROWN
he fnh-< 2 cbee af ontin, 1s body craves OryContin
and he holds off “the best e epcrtedl y, this
makes_him deprassed and he is having difficulty
functwmng. The patient reported that his daatnr has .
Tried 10 1aper him oft OxyContin at an unspecified tine JOBN G. ALL MANUPACTURERS m

kut succeos. Significant medical history mc( ~ . o

1. Contact of fice - namefacdress 2. Phone rumber
+1 203 '588-8000

mnoau$tant medications are unknowy. This cas
reparted an 23APROZ by a comsumer in the Umtad States of

America. The reporting eonsuuer tig nat reveal his Purcue Pharm L.P.
acdruks und phone nusber, but did agree to have his tine Stanfard Forum 5. Rc rt Source
doctor call to xpeak teo Purdue's Mectical Divisfan®, Stamford, o7 04001 343 eck all thar
app [3%]

[ furcign

[1ls

E,a hteraturc

health

L
4. Date Rectd by Mfr. 5. ! profosaianal
04/23/2002 CAINDAZ 20-55T1 E :3’ user facility
[
£1
11

&, [f IND, protocol # {  IND# representative
distributar
< o] PLAR ather:
&. Relavant testes Labnrarary data, tnelirhing dates -("hwﬁe {zf thx‘:epol't' ly> 1938 [ 7
check o at s
LPKNOWR wpply)| pre- 1%es
L 15-duy [ J15-day product

[ 110-day Dlperiodic [8. Adversc evemt term{s)

immit [ Jfollow-up ORUG CEPENDENCE
# DEFRESSION

¥, kir. report number
Usa-2062-0000508

[7. bther relevent history, including presnist. med. conditions ||JIMN E. [RITIAL REPORTER IREEEANRRERNRAEES
1. Nme, idress & phone #
Namn, address and phone uf thheld

#1 Lurrent Cordirtronm, PAIN

2. tiealth 3. Ocoupation 4. Ipitiat reporcer
professional? 216?0 :cm report
a
MED INFO RSSUC  submissfon of a report does hot constitute an
adwissian that medical persornel, user facility, [1yes [XI mo | Consumer [iyes [ Ins DJunk
tacsimile distributor, manuraCcTurer or product caused pro - .
Form 3500A contributed to the avent. Page &1
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urdue Pharma
Kir. repm'l' ® iBA~ c‘llUé-mUU&IB
Page 2 of Z

3500A Continuatian Page

A?. Other relovont history, t'nchld?ns prooxist. med. ennditions {continued)

A SO e Y e PR T R i e b T 4 e T O R B i 0 B 3 e bk o

1 Curront Condition SEVERE NECK PAIN ON AN INSPECIFIFD DATF
PAIN

Page 62
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PRODUCED BY PURDUE TO THE OFFICE OF THE ATTORNEY GENERAL-STATE OF CONNECTICUT




FDA appraved 11408793
Mfr report # USA-2002-8060957

UF/Dist report #

MEDVATCH Purciie Pharma, L.P.

TDk lise Gnly

A HEHCAL PRODUCTS REPORTING PROGRAM Page 1 of 2

J A. PaTIENT INroRnaTION DRSS | N . suseect menicarions) R
atfent identifier}Z. Agz&a§ event{3. Sex 4. LE!EIN'I{ - 1. Hame (give labeled strength & mir/labeler, {f knoun) ’
cars ‘
ID-PRIVACY Dgg oo mpn'[: 'ﬁl'. feu{ule ok zt SxyGuntlin Tabiets B0 oy (UXYCODONE HYDROCHLORIDEY
3 shiale e
REDA Lo
I 8. apvereE eveNT or propleT PROSLEM [RENSSEVINNEENN | 2. Dose, frequency B route [3.Therapy datestif unk, give dur)

aryrndone hydrochl oride)

K] Adverse BEvent  arvifor [ 1 Product problem :f 80 mg, obh, Qral g‘l LBKROWN
utcomes attrik, ta cvent L] disability -
] death [ 1 ¢ongen encmely 4, Diagmsis far usc {indication) 5. Event obated ofter
{me/ day/ Yy 7 reguired intefvention use stopped or dose
J life-threatening to pravent parm damage HT NOM-BALJCNANT PAIN . raduced
+ 1 hasplitalization - X1 others med sianificant ¥
initial ar prolongoed #1 [ lyes [ Ino DINJR
- G. Lot ¥ (If kausn) (7. Exp. Date B [lyes [ Inw [ IN/R
3. Date of event  UNKNOWM J'n. Bate of this fept 12/00/2002
#1 URKNOWK £1 URKNOWN 8, Event reoppeared
5. Describe ovent or problem * 3 after reintroduction
& 48~yoar-old male {race mot i#ied} rienced 9. WDC ¥ for prod problens only
dysp::;ﬁn while taking OK :?ﬁ‘:(controfﬁ-rclmc r #1 [ Jyes [ Ino DXIN/A
mg tahlets every & hours for - - £ 1 iyes | Ino b INSR
dates

chronic back pain. rreclly, the Eg&ient has been e .

taking OxyContin far three years. About a yezr ago, the 14. Concomitant medicst products amd therspy
tiert s OxyContin duye wus incrcosed to %] he

egan to feal sick to his stomach., therefore, he started UNKNOUN

"to perl the coating off of the OxyContin 80 mg tablets®

before §ngesting so thatr be would pot feel sick to his

stomach. No further infarmotion was provided. This case

on_OGMAYD2 8 nurse Trn the Unfted States of
America.. Agcﬁﬁcml inf?matim is haing repectad IR ¢ A savurarTUReRs R

was reparte

1. Tontact ntfice - name/address Z. Phare number
+1 203 588-8000
Purdue Pharma L.P.
Gne Stemford Forum 3. Rmt Seurce
Stamford, CT @59071-3431 { i atl that
agply>
{1 focoign
£ her
1 literature
L1 parmsumier
- . X1 health
4. Dule Rec'd by Mfr. |5. . professional
75/86/2002 TAINDAR 20-205 E :][ user tacility
conpnl
6. 1 IND, pratacot & IND# repregznﬁtwe
PLAT % :lt d:;:rihubor
-- other:
&. Relevent tests/loboratory dota, including dates 7. Type of repert coe
icheck alt that apply)| pre-1958 [ lyes
UNKROUN orc [ lyex
{ 15-day [ J15-chy procuct

[ 110~dey [XIpericclic |8, Adverse event term(s)

DIInit £ ITollow-up DRUG ARUSE
. # DYSPEPEIA

7. Hfr. report ru'br:r—-
USA- 200 D000SE7

7. Gther retevant history, dncluding preexist, med. conditians _ E. INITCAL REPORTER [SNAERIIERIRAN

#1 Indication, PAIN IN THQRAUIC BFINE 1. Bame, oddress & phone #
Rame, wdiress mwd phorie withheld

2. kéalth | 3. Deewpsation 4. Initial reporter
professional? :lsgﬁ:mt report
- c
RED INFO ASSDL Submission of a report does mot constitute an

. admisgion thet nedical porsomnel, wser foeility, AT yes [ 31w Nuese [ 3yes [ Inc [dJurk
Foceimile distributor, manufacturer or prockict caused or o s
Form J5000  wuntributed to the event. Page 26%
8003060262
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350GA Continuation Page

Af. Other relevant histary, fmeluding preexist. med. conditions <continued)
# start/Stop Cond. Tvpelcorﬁftlm Naotes

17T g indfcation CHRONIC BACK FAIN T s
BRTACIN THORACTC
SPINE

page 773}
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DA Appraved 11/08/93
Mfr repoct # UsA~2002-0
HEDWATCH Purdue Pharms, L.P. o w 01867
Ul/Bist report #

\ MIDICA. PRCDUCTS REFORTING PROGRAM Page 1 of & FbA Use Gnly

e

A- PATIENT INFORMATION [EENEEREEINEEENEAGNE (| M c - susFect seotcationss) RGNS

i fier{2. Age at eyemnt i3, Sex 4. Weight 1. Bane (give lobeled strength & mdr/labeler, §f know)
{ 34 Years LINK tbs .

of ~————— [ ]} fomale 1 oxyContin Tebilels 20 ng (QOFCODANEG HYUROCGHLORIDE)Y

NORs NNKE IX] malp UNK ks [ #

8. ADVERSE EVENF OR FRODIET PROA AN ERRRNENIRSIRNN! | 7 . Dose, frequency & raute |3 Therspy dates(if unk, give dur)
| Advorse Event amcifor £ 1 Product probilem z‘l 20 mg, see text, Ural g\ 127 199%, duration INK

rcomes strrib. to event [ ] disabitity - - e
i death 1 congen anpwal: 4. Disgnosie for wse {indieation} §. Event gbated after
(mofdaylyy} r 7 required {atervention use s;?p:d ar dose
1 (lfo-t&rumvm ta prcwant parm damzga #] NOM-HALIGHANT DALN raduc
~J huspilalization - {3 uth ¥
fmt ml cr prolonged - #1 1 lyes [ Inc DIINJA
[rremmsmern e 4. Lot # (if knownd [7. Exp. Date # [lyes [ fmo [ IN/A
%. Date of cvent  UNKNOWN f:. Dote of thiz Rept 1370973002 .
o M’ UINKNEN #1 LN 8. Fvant reappesced
». Qeserthe rvent or prablem 2 aftar reintraouction
A S4-~year~oid ume, race not specified exper jerncexd & . 9. NOC # fm‘ prud pr'uhleuxs unly
tack of drug effect, abmormsl gait {3 #1 [ Jyes [ Ino DIINJA
- - £ [ves [ Ino [ IN/A

disorfentatian, nseqrmis, persmality chandss, abno

g paranoia, A thauel Eymptams hile tak'i‘m

um?anfin CcantrGl leg-reiease gxycodone nvammlorldez ror 16, Concoi tant wedi Cxl products amd therapy dates
chranis ﬁam syndrame of unknown etiolopgy. Reportedly,

mogt af his pain {5 {n kis legs. The r rﬁ sicgm UNKNOWN
related that the patient started taking

every 12 hours on an unspecified date in D 9 and after
tio weeks on this dose, he was titrated to 30 ng evFrZ 12
hours ared efter two wooks the dooe wes increased

every 12 hours. On an unspecified date, the pattent

IRN G. ALL MANUFACTURERS

related thet he wes unable to work dus to severe ga .
uxe pnysfcian mcreased the DryCantin to 12€ mg 8t 7 a. m., I » Loncact office - nme!sc:dress Z. vhore mm:er
R.m., and 80 mg ot & p.m. On an urppecificd +1 203 SB5-800O
dzts ggd i-kg ph;gn patient rep:;tediyduas :t{%ohmim wmrduasmzhama L.p. 3 p
in the teian increased his dose te g every . t Saurce
5% hours. hepareedly, ' in ODMAROD, the dos s Tncreased Stanford, CF CE91-3431 c?’r k all that
ta 240 rg every 12 hours due te palm. The pat
reported that xyContin was Uwenring aff’. ir d{d not
lact.® On an unspecified date in SERGO, tha dove uas £3 formgu
incressed tu 320 mg twice dan Ly with 40 ns being taken in [ls
betueen these two doses. Reportediy, by an unspecified . L] l!terarure
date i HOVOS, the pabient wes takwg»nnycontm e mg £ 1 censumwer
avery 8 nurcmdby:nu ified date in JANOY, the - Ikl health
patient vas teking 240 mg of UxyContin every B hours, 4. Date Rec'd by Mfr, {3, profegsional
l)ge paggxg reporta! that he would occasionally fall dawn 03/1572002 {AINDAY 20-553 { :1‘ user facility
st is
B git 6. I LHD, pratocol ¥ 1§, rcprcsmtntivc
- I ) distritor
- - PLAK [ 1 other:
6. Relevant tests/laboratory data, including dates ezﬁq art .
(ch alt thut @l yd gl'e‘i”ﬂ [ Jyes
Nungroue, unepecitiod teets, From neurclogiste and 11 [ lyes
rbemtofcnsts [ 15~duy € Yt5~chy aroduct

[ 110 day [KIperiodic |8, Adverse event tern(x)
POInit [ 1follon~up| NEDICINE INEFFECTIVE
# BAIT ABNORMAL

FALL
CONFUSTON
{CONT)

R
f. Other retesant history, wncluding preesist. med. conditions | [ £- iNrv1sL REFoRTER DRSNS
1. Name, address & phone #

Nams, address and phone withheld

81 Ddication, PAIN

2. Health 3. Occupation 4. Initfal reporter
professional? gt:gnzent report
<
MED INRQ ASSGC Subnissinn nf a nggxrr dnes not canstirurs A
adnission that cal persemncl, user facility, Xl yes [ ] ne | Osteopathic Physicfmt lyes [ Imo Dilurk

Farcumia MATHIBUTOR, MAMIACKUPSr O PrOCIRT LSRR OF e e commrann s coamemes Ane v

Form 35004  contributed to the event. Page 243
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HEDUATCH

THE FOA MEDICAL FRUDUCHS REPORTING PROGRAM

I A. PATIENT INFoRRATION IR

Puprdua Pharmz, 1.0,

Page 2 of 4

FOA Appraved [1/08/%3
HIr report # USA-2002-0081467

UF/Dist report #

FDA Use OnlY

MM C. SUSPECT MERICATIONS) N

inclecipherable, ond e wus peraneid, On an unspecificd
dnte, the physician began to wean hin off the Uxvtantin,
Beportedl{, the patiemt had withdrawal symgtons at 20 mg
tuice daily and the dose gas increased to &0 mg twice
daity. Onan ccified date fiv BAYQT, tha patient was
admitted to the hospital for his pain m ument ond wos
;;n:ted m&hm wa’lﬂfhnmpyf , ucczl@etsmﬁ thqrapv.s o
[+ psychiatric counseling. HWe was dischery
four wecks lzter. The patient wzs weared oft the
orySontin amd is using b fo ¢fentenyl) patch.
Repartodly, the patiest i fnetioning in & difterant job,
amd at times does not recall all of the mentioned events.
This tase was reported on WWAYD? by a physician vig a
c ny representative in the United States of smerica.
Addditional informabion ts being requested.

1. Parient icentitier|Z. Age ot event|5. sex 4. Weight b T. Nome (give labeled steength & wfr/slubeler, §f kwwn)
-3
or [3 fepale or #
DOBs L } maie Ygs (¥
R 3. ADVERSE EVENT CR PRODUCT ProsLtd INNSENSIIDEIENNNNE | | 7. Oore, fremuency L route [S.Therspy datesCif wk, give curl
1. DI Advarse Event amdfor [ ] Product probiem # #
2. Qutcomes atrrib. ta event [ ] chisability '
[1 desth [ ] cangen enonaly &. Diognosis for Use (indicatian) 5. Event abated after
. tmo/davlyy) T 1 required Intervention use 8 ur Jus®
{1 life-threatening ta pravent perm damage # recluc.
L} hespitalization - { 1 other: " & .
imitial or prolonged — 6. Lot ¥ (if known |7. Exp. Da T et EIMA
- " . Lo ROW . . Date es [ Ino
3. Date of cvent UNKNGWN 4. Date of this Remt (2/09/2002 R yes Lin
# E 8. Evont rooppoarced
5. Describe event or problem ¥ [ after refntroductie’
was slightly ataxirn. Ry the erd of MAROY, the patient . HDC ¥ for prod problems anly
started to hecane Gisoriented, he couldn'k slesh, had € [yes Clno [ IN/A
persenality changes (herama mean), NS Speetn was - - # [lyes Cdoo [INA

10. Contomitant medical products asmt therapy dates

L. Relevant teats/leboratory dota, inctuding dates

Py
[ F LT —————
7. Contact of flce ~ name/addrass 2. Phane nusher
+1 203 58Y-8000
Purdue Pharma L.P. .
one Stomfard 3. Report Swvwoe
Stamford, Cr 06901-3431 [4 all that
apply) .
L 1 foreign
. [1s
{ 1 1rerature
[ I consurer
- [ I health
4. Date Rectd by Mfr. {5. profess ional
. TAINCAR E g user factlicy
carpany
8. 1f 130, protocol # 14075 representati ve
P BY { 1 distributor
75 p - PLAN [ 1 other:
tcheck all that apoly) gy [y
[ 35-day [ 115-day preduct e

£ 310-day Ipericdic |8. Adverse evert trrm(s)

X3Init [ Ifcllow up INSOMNL & .
# PERSONALITY DISORUER *
EARANOID REATION
8. Nfr. report number COONT)

/. Other rclc;/am hisrory, lm:iudfng preexist. med. conditions

WY = Tl RepotTe:

USA- 2002-0001057 “'/-I

%. Nome, address & phane #

_

MED INFG ASSCC Submiscion of a repert does mor corstituta )
. adnission that wedical persunnel, user fucitity,
Facsinile distributor, manufacturer or pradxct caused or
Form S300A contritened (W Lhe event.
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jent Fdentifier]2. Ame ot eventi3. Snex 4. Meight 1. Name (give labeled strength & mir/Labeler, 1¥ knnun)
~ E’b 88 Years ONK 1bs -
ACT or {Dg fevale or #1 txyContin [ablets 20 mg (UXYCODONE HYDROCHLORIDE)
pOs: UNK L1 mule UNE kgs |92 OxXyContin Tablets 30 mp (OXYCODDNE WYDROCHLORIDE}
§. ADVENSE EVENT or Proouet ProsLEn RIS (2. Dosc, frequency & route {3.Theropy dotes(if unk, give dur)
Adverst Event  andfar t ! vroduct prableom #1 20 mg, qizi, Orsl A1 UNKNOWN
T ,p #2 20 mg, uBh. oral #2 UNKNOWN
tcomes attrib. to event { ] dizability p = Y T
v 4 death [ 1 congen anomaly . 4. Diagrosis for wse (indicetion) 5. Event sbared after
(mofdoy/yy) [ 3 cequired imtervention use § ar dose
| J pife-threatening T prevent pewm daingge ¥T UNKNOUN retue,
221 ?o?ﬂ't{zlimio? - ¢ ] othor: RZ INKNOUN . (1 -
ririal ar pralonge es [ Ino A
a &. Lot & (v knawn) [T, Fxp. Date ¥2 [ l{es [Inmy u;x‘;n
3. Date of event  UNKNOWN  |4. Date of This Rept 12/09/2002 ,
] |#1 UNKNCHN 1 URKNOWN §, Event reappeared
5. pescribe cvant v probden #2 UNKNOWN B3 LRKBOVN after reintroduction
& 68-year-vld female (race unspacified) e ienced P. RDC ¥ for prod proklems only
dchyd‘:j'aﬁm, sedat ion and lackpg‘f:' pamn rgf?er while taking #1 [ Jyes T Inu DOINZA
OxyGantin (centrol led release enyoodene hr:lruchloridb) 20 - - #2 [ yas [ Inn DEIN/B
g, avary tuelve hours for inspecified pain. Reporredly, - " .
the patient began tukin% xyContin on o unspecified date 1€. Concomitant nedical praducts and therapy dutes
ard experienced ineffective pain reliet. The dose waw
adjusted from 20 m§ every iwelve hours to 20 ng every LINICHOLN
cight hm.egléggedly, the patiet Lthen becane sedeted
arcd dehydrat: required hospitalization on an R
unspecifiad date. Reportedly, the OxyCoitin was
discomtirued, The reporting physician vdoesnit know {f The
dfiyciation is chie to semcthing clee”, The paticnt's BREN c- s wanuracrurene RN
medizal higtory and roncanitant nedications are unkmwn. -~
This case was reparted on ISMAY02 by o physicion via o 1. Contact office -~ name/address Z. Phohe number
company representative in the tnited States of Amerfca. 1 203 588-800D
A(T:llzcioml informetion is being requested. Purdue Pharma L.P.
Qra Stamford Fortim 3. Repaet Source .
Stamford, LT 0&501-3431 l:Feck sl that
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[] foreign
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[ ]I literature
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[ A parienr snrormaTion EEIESNSRAAN | (BN c. suseEcT KeDicatIoN(s) IR
atient identifier[2. Age ul evenl 3. Sex 4. ueigwé Lhs 1. Mame (give labeled strength & mPr/lebsler, if known)

s | [} female] #1 OxyCantin Toklets 10 mg (OXVCODONE HYDRQUHLDWIDL)
nm- LINx Xt male UHK kos |42 nyLantfn Igbiets 10 mg {OXYCOUONE HYDROCHLORIDE)

B MNERQ’ FYFNT (R PRODUC! Pl!u&LB« ~ 2. Dose, rrequency & roste |s.Therapy dates(it unk, give d.:r)

andfor [1 Froduct bl em #1 m mg, ql2h, Qral #1 07/710/2000 - QB/07/2000
X1 Adverge Event ° e i #2 10 ng, qgh, Oral £2 D3J0713000, duratian UNK
= ytcglg:s attrib. to event ‘EJ ....,s l ‘t.!_b' 4. Dimgrosis for use (indicationy 5. Event abarted after
1 recui wired ncervention usc stopped ar dace
tJ u fo-thma%ﬁ{g:wwj to prevont perm damage 1 NOM-MAL TONAKT PATN rechired
[ 3 hospiwlization - X1 ather: med sngmhcant #2 NON MALIGNANT PAIN
initial or prolonged ] %1 L Jyes IXIno | IN/K
l e T thin Sent 12097002 é. Lot F (i know) [7. Exp. Date #2 [ lyes DAro TIN/A
. 13 rt  UNKNOWN - L
3. fate of o0 - # UNKNONE #1 UNKNOUN 8. Event resppaearsd
4. Deseribe event ar prabilem #2 UHKNONN HE UNKNOUN after reimtroductian
A mole comsumer [race arxd age noC specified) attegedly 9. NOG # for prod problems anly
exper?enctd drug sddistion, somplence, dapression, 1 L lyes [ Ine CON/A
amnesia, sn. nrumrus. cn iness, nauges. physical muin, = . #2 [ Iyes { Iro [Xl7a
wi thdraua lock drug effect arxd nental :
anguish white taking uxyCmLIn (cuntrol led~rel ease - 10. comcomitant medical products amd therapy dates
oxyeodone hydrachlaride) for mvawtmt hack gmrl. ;
rReporvedly, the conswrrer had :k a.umw ¥ 0 UNKBDUR
ir ruptured discs. r Was preseribed mrr.rr

repa i odo bitartrate) ¥
rocodone bitertrate}) for
Plus (perscetancl/ hyd the cunsumer was relerred

postoperarive pain. {'f"” ty, .
L i in list el he noted that the pain was not
Saiing Fiha parn & laust prescnbed Df;cuntin 10 N 6. AL wwerscTurers TR

subsiding. The pain sgec
mg every 12 haurs an 104Ul the consumer. On
LUFRXRI0, the onsumer:s dost 01‘ axyc.onrm was Increased o 1. Contacr affice - reoe/aklress 2. Phune mnger
cvery cight hours for continued complaints of pain. On . +1 203 58B-8000
0642001, the ronsumer filled two prmripricnx far Purdue Pharma L.P.
nyContfn, one provided the concumer's regular 30 day One Stamford Forum %R
ly ané the second wes for 45 more 10 2] myt:um.m Stamlord, CF G6501-3431 [4 k au that
tablets. Allegedly while vaking OxyContin, the comsumcs apply)
experienced drastic ond subsiantial changes in kis agtions
auch ar- ha m mahlo to conversatians and he 1 foreign
Leceme ¥ EY and {ethargic. The comsuner [} s
mport:edly davelcpnd sKin rashes ang severe Yhcoring., the i1 literarure
rutsumer gordinucd to nced nere amd more OnyContin to X} cencumcr
rclm::dlinn p;m and woalef ”[‘3 cutkoflge#‘gtat;an eau*!.yE % Tate beid by ¥ B “ 1 hea;th .
Repor the consumer wauid seek alte Tve means to . Oatce Ree - 5. rofonsfoma
SREal the Atra Gaytant s e nesded To caneral s 0641172002 CAINDAR 20-55F {1 Dser facioity
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6. Relevant tests/laboratory deta, tncluding dates yEe ‘of repary e ———
" (ch all that apply) E‘EE 1923 E ;ycs Atterney
INENOUN yer
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[ 110-doy [Kiperiodic (8. Adverse ryent term(s)
IKIInit [ Jfollou-tp| DAUG DERENDENCE

# SOMNOLENCE
SOMROLENCE
DEPRESS] O
CLONT)

Q. Wr. roport nunmber
USA-2002-0001378

7. Dther relevant history, imcluling preexist. med. conditions (M £. murrae perorver NSRRI
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#1 Procedure, SURGE

#2 Indication, PMN IN THORACIC SPINF
Hame, oddress and phone wi thheld
2. Fealth 3. Oecupation 4. Taitial er
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P ~. PATIENT weormarion ORI | | DN C. susPecT MepicaTionts) RN
1. patient identifier|2. Age at evenl|3. Sex 4. Weight (b 1. Neswe Cuive lebeled strength & mfr/labeler, 31 known)
op e | [ ] fewesle ot #
anRe [1 nale kgR {i#
TR - ATNFRSE FUFNT DR pRADLCT PROUL Y ISR | | 2. tose, freguency & route [3.iherapy dates(if unk, give dur)
1. K] adverse Event anx/or [ I Product problem g . g
-.' ; attrik. to event [ 1 disability
z ?n)rcgmuﬁh ris L I congen anonaty %, Diagnoels for use (indication) §. Event akated aftar
(o dayl YY) [ 1 required intervention wae stopped ar dove
{3 life-threatoning to provent perm damsps # roehisepd
[ 1 hospitslization - [ 1 ather: #
initial or prolonged - ¥ Elyes [ I [ INJA
6. Lot # Cif known) {7. Cap. Dulw # Llyes [ Ino [ INJA
3. Dote of cvent  LNKNOWN [4. nate of thic Bepr 17/00/7002
s ¥ # 8. Event reoppeared
5. fescribe event or problen # | frer refntroduccion
reported experiencing incapaitatling dizziness, neuses . WC # fur prog problems anly
m“?g'r depre'::'l:m, pl'r‘;fsicn‘lmpain mantal anguieh. The # Dlyes { Ims [ INJA
. gggsumer reperted drat he scught treatment for his |, | - - ¥ [lves € Inc [ IN/A
iotion by attending out-patient therspy amd receiving b
cdally methadone tregtpents Tor wi tdrawal fron Gxybartin. 1. Concomitant wedical produtts and theruy daws
No turther information was provided, This cese was
reported on 17JUNDZ by a corsimer via ar at bncney in the
Umited States of America. Additional intormation 1s being
requested.
+ipory further revios of the safuty datsbase on .
04-DEL-02, case LUSA-2002-0002152, which wee previously s
sulsm bred to the agency, is being deleted from the BN 5. AL manuracTuRers IR
detabage because it 5 a icate of this case. All '
fnformation under case USA-200Z-100213Z has beon merged 1. concact oftlce - namesaddress 2. Fhone nurber
ints this case (USA-2002 4QC13E78). Amy additions +1 203 SE3-8000
infamamreceivgg&ﬁéan?gimmd under marufacturer wsw P?argnFL.P. 3
roport P USA- 2002~ 1378. . tamfor U . R t Source
sepaqylatory Submission Ristory for the casc beimg Stanford, CT 06908-3431 d?.eck all that
deleted was s fol lous:84-0CT-02 Inicial Internat apply)
Usc-USAC?-DCT-02  Initiul Tmternal Use-MAR
[} forefgn
{1 st .
[ 1 hterature
H e
. " ———————an oo p . 2SS b B . .o as YT N T g | ea
4. Date Rec'd hy Mfr. |5, profesaionel
CAINDAK £1 user facility
[ 3 company
&. If IND, pravocol # CND# repregentative
{ 1 distributor
PLA { ] others
&. Relevant tests/labaratory dats, tneluding dstes - Tyfs of repart o e
fulik all that opty) g:vg-’l%& Egyea
o8
[ 35day [ I13-chy product 4

1 110-clay iXiperiodic |8, Adverse event Tormis)
DiIniv I I;ollou-uy AMNES1 X

Q. Nfr. report number
USA-2008- b601578
7 Other relevant history, including presxist. med. conditions ||JMNN E. 1411 iA. ReporIcR DRSNS

1. Name, address & phone #

- —— . vt - o

2. Heulth 3. Occuputiarr . Iritiul reporter
protessional? :lsgnsent report
WED INFO ASSOC wgsfanmnf anzsmrf dnes m'rtmmtittfxtz izn o FiA
jasion that ical persomel, user Fosili [ =
Frrriml e irrr1purar, mmdnr:rurgr or pmé'iu:r caured o:Y ' 1Y i £dyee Lne [Iunk
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PR 7. pAricn wrorwaTzon NSRRI || BN c. suseEcr MeprcaTioncs) RN
1. Patiert fdentifier}2. Age at evemt|3. Sex 4. Weight lbs 1. Neme {give lsbeled strength & mfr/labeler, iF known)

{1 female or #®
535: 3 male kge ||#
BN 5. ADVERSE EVENT OR PRODUCT PROSLEN JEESENENERVEEENNN | 7 trsr, frequency & route [S.Therapy dates(if ink, give dur)
1. 1 Adverae Event andfor { 1 Produst problon ﬁ 3
[ ] disabili
2 Lgujtc%:ha:trib. ro event [l cénserr aggmly 4. Diagmgie far use (indication) 5. Event sbated after
tmo/day?yy) [ 7 required intervention we § ¢ ‘ar dose
L3 hfa-thtl-eatcnmg (3 f)?.h provent parn dxmaga z reduc
[ ] hospitalization - er s
nged £ [lves [ Ino [ INJA
Ftial ar prola —]G. Lot # it known) |7. Exp. Date ¥ 1 I;es {Iao [ INZA
Z. Date of ovent  UNKNOWN {:.. Date of this fopt 12/09/2002
o & f. Cvent reappeared
5. Describe event of probtan -4 & after reintrockction
¥. NDC # for proct preohlens only ¥ riyes Lime L1
- - ‘ ¥ Lives[imo L1
10. Concumitant medicel products and therapy davey

N £ AL MAUFACTURERS R

1. tonracy otffce - nameyaddress 2. rhore_muber
+1 203 588-8000
e ;
Stomford Forun . & Seurce
Stamtard, CT 06901-3431 (cneck atl that
apolyy
{1 foraign
L1 study
{1 tterature
L ] consumcr
- £ ) health
%. Date Rec'd hy Mfr. |5. professional
(AINDAH { ) user facility
[} conpany
6. If [BD, pratecol ¥ LHo# representative
LA { a d1’s;t'r1h.ltor
: other:
4. Relevant tests/laboratory data, including dates of repa
ant tests/ ¥ o alt hae totya| re1938 T Ives
arc £ Iyes
I'IS'day T 115-cay pradic b

[ 1 day XIperiodic 8. Adverse event term(s)
DIkmit [ T4olicn-up HAUSER .
¢ Pat

AIN

WITHRARWAL SYSDROME
MEDICINE INEFFECTIVE
CCONT)

8. Mfr. rt rmber
USh-200%- 001378

7. Other relevant history, eluding preextst. med. conditions || JEMM E. IxiTiAL RerorTeR ENNENREEENNECT N

1. Name, address & phare #

2. Health . 3. Qccupatian - 4. Iniciat reparver
professional? als?nzent Feport
to
RED INFOU ASSOC Submfsgion of & report dues not constitute an
adnission thet medical persennal, user facility, LIlvyes [)ro Llyes [ Ino [ Tunk
Fargimiles rfictrilumne, mamrfacturer orF prodost canesd ar
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THE FDA MEDICAL PRODUCTS REPORTING PROGRAM

WO » PATiEHT roraTIov IR | BN . susrect MEDICATIONS) IR
1. Patient idenlifier]2. Aus at event]3. Sex 4. Wefghi Ibs t. Home Cyive lubeled strength & wfr/tabeler, §f koowr ’
. £} femal ot £
no: ] mara kas [l#
SR 5. ADVFESF FUFNT OF PROOUCT PROBLEW T | (2. Uvose, freqnmw L route [3. !her;py dates(if unk, cive cur)
1. [ Adverce Bvent andfor [ 1 Product problem ; . g
. [ 1 disabili
2. ﬁ%ﬁha“ﬂb Te event L 1 congen arllzmly 4. Diagneeis For usa {indicstion) 5. kvent abated after
(mo/day/ vy £ 1 required Intervention use s:g:pcd. or dase
[l #xfe—tﬁ{eatemnu - ;tohgmt perin demape : radus
ospitalization - :
1 imitial or prolonged - £ [ lyes [ Ino [ IH/A
- 6. Lot # (if kmow) | 7. Exp. Date [ % Iyea [Ino [ INA
T. Date of ovent  UNKNOWN ]L. fate nf this Rept 12/08/20(2 . Al
& # B. Fvent resppesrad
5. Deseribe event pr problem # % after refntroduction
%« BOU # for proc problems ol .
s Y & ( Iyee [ Ina  INZA
- - E [Ives [Ino { IN/A

10. Concumitant wed) cal products ared Lherapy dates

MR G. AL NANFACTURERS IREGRARRaat

f. LONtact office -~ namesakress . 2. Phone numer
= 203 588 8000
Purdue Pharna L.F.
One Stamford Forum 3. Report Source
Stamrford, €T Q6PH1-343% ¢ eck. all that
appl g}
(AR ] forezgn
£ ] study
[l lll':-ramre
[ ) comsumcr
- £ 1 herlth
4. Date Rec'd by Mfr. |5, professional
CAIRDAY I ] user facility
———— [ I conpany
é. If IND, protocol # IND# represcntative
[ 1 distributor
PLAF [ 1 other:
&. Relevant tests/tshoratery data, wncluding dates Ea of repart J——
(..hu., all Ul epplydt mwe-1936 [ Iyes
are L Iyes
f i5-day [ 115-clay product

1 110~day ixiperiodic {8. Adverse event tera{s)
Mlinit J;Ollnu upl  ANKIETY

9. Mfr. report runbes
USA- -Q001378

7. Other relevart history, frctuding preexist. med. conditions | [N &. 1UIAL rerorier TSR

1. Nanz, address & photwe £

2. Health | 3. Ocrupation Lo tnttial repurier
prafessional? ::ls?agmt [~
a

MED IHFD ASSOC Subnission of & report does not censtitute an
sdmigsion that medical sannel, user fmcility, [l yes [] ne [ lyes [ 2ne £ Juwk

Facsimile distributor, marufacturer or pmduct taused or
Form 35004 comtributed ta the event. Pege 682
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A PATIENT INrDmATION SRR | N c. suseecT MeicATIoNes > IR

3. sex 4. Ueight 1. same (give laboled sllmgﬂl & wfr/iabeter, i1 known)

fent fdentifierjd. Age &t event [
A 2F YOS Vo remete] ot il tin Tblets 40 wg (OXYCODONE HYDR
| . orrt i
1 o 2550 ks |13 UxyContin o ng { OHE HYDROCHLORIDE)
'N ) 2. Bose, trraquency & route (I Vhermpy datest§f unk, give dur}
hdverse Event arci/or { 1 Praduct problem zl 46 mg, tid, Qrot ;1 /162001 ~ 06/07/72001
comes attrib. to event [ ] disshility — .
death [ 1 cangen onomaly 4, Ringnosic for uge (imdfestion) 5. kvent sbated aftar
(s day/yyy [ 1 repced Tnatervention use stoppedd or dasc
Life-threatening ta praovent perm damago #1 XON-PRLIGNART PAIN reckirsd
+ + hespitalization - X1 other: med significant #
imitial or prolonged . AT rEw———— . g! { lyes [ Inn DXINSA
3 Date of avent 0272007 4. Bate of thie Rept 12/09,2083|| - - Ep. Date Elres Clno LIR/A
- - . #1 URKNIWN #1 UNKKOWH 8. Evont reoppeared
S. Pescribe ovent or preblem ¥ afrer refrncroduetion
A femzle lage and race not speciiied) allegedly 9. NBC & fur prod prroblees ont
experienced deug eddiction, drug aawe, anxicky and prod m ¥ Ht [ Iyes [ Jne DINZA
ified datas while Takin - - # [lyes [lno £ I8/7A

nmntianat cigtreas on unspec aking
OO e can Frodety e Throey
an unspecifi ation. ,

e Dere mat specificds  Reportedly, this female’e hd

10. Concomitent mwedical products ond Ztt;mpy dutes

medicxl history is efgnificant for type II dishetes, PAXIL
hypothyroidiom, low back pain with degenerative :,omt NANAX
d¥9ease ard arafety. This case pas regoried an 1QJUL0Z by COONT)
a cm’tsumer :c'i? ?n a{:t?r?ay in_the_Uné(:gd Statres ?‘f” - .
aerica.  Additional informetion iy being regucuted. ) . .
VESRadi Licnal Tnformatinn received on JASEPIZ Via AN BN 6. ALL MANLFACTURERS TSRO |
atlm’m:“;n the form of hespitel and medical records . : _— |
reveal that the patient 15 a YS-year-old white tenale Who 1. LONTaCT office - Mameracoress 2. Prone nuaber
experienced depression, wnaicly, hellucinetions, +1 202 S8E-8000
nighﬁmmo :mdl pmfctatr?d:s_rhanntg:akznge Q(ytgfarktin 40 mg mdg: phap::a L.P.
t+idd for non-nalignant pain. potien =] ing rd Farum .
Tin 40 g Bid o 16FCHOT, 'On TIHARDT shre Stamtard, CF G8901-3431 5 ek Al et
eaperienced drarrhes ond ahdominel discomfort which was applyd
diugnased as ':wret,?'td‘:e""“”t“’ At this visit fﬁhe
told er feien thot ske wos experiencirg poin in the :
nicdle af#!':": day and that she was Laking an extrs dose of E ] foreion
OxyContin at night to help her sleep. Given this [ 1 tsterature
Intarmarion, her dose of GayCuntin was (i caxed to 40 ny ] coreumer
tid on 15MARDY. On ZPMAYT the patient wuse sean by her - o e
physician with canplaints uf rervousness, srwiety, 4. Rate Rec'd by Wfr. [S. . professionst
tresulsusness, and mightmares. She claimed that she uas @7 /3672002 (AINBAZ 20-553 {1 user factlity
very nervous and hed beon experiencing & Lot of stress. v | £ 1 campany
6. LT IND, protocal ¥ 1N0# representati ve
PLAE —~| T 1 distributor
5. Relevent tests/lsboratory dota, including dates 7. Type of repart 0 other:
(check atl thet applyr] pre-1928 [ Jyes | ATTORNEY
UNKNOUK . orE f lyes
) [ 15-day [ 115-day prruduct

[ 1TU-dey [XIperiodic [8. Adverse event term(s}

Hinit [ Ifellow up BRUG DCPENDENCE

# DRUB ARLSE
ARXIETY
EHOTICNAL LABILITY

0. WMr. roport numbor CEONT
U5A-2002-0001 727

7. Other relevant history, including preeist. med. corditions | (I €. INITTAL REPORTER IURERREREEEREECR

#1 Currcat Conditfon, DIABETES MELLITUS 1. bame, address & phone #
#2 Current Condition, UNSPECIFIED HYPOTHYROIDISK )
N Mare, odcress and phone withheld

#3 Current Condition, PAl .
76 Current Contition, ANKIETY SIAIES
#5 Caryentl Corndftion, DEFREEIICN

#6 Current Conddition, NRFSTTY

47 Current Condition, CONMSTIFATION
CYSTITIS, OFRER

#8 Current Condition,
#9 Current Condition, GSTECARTHRITIS
2. bealth _ 3. Occupation 4. Inivisl reporter
profesgional? also sent report
MED INFO ASSOC sdnmf ;?mtgf amgsearf does no':laonsci n‘.:lte alul-u ta A
admission that fcal persormel, wer foui 3 Physici .
Facoimila digtributor, manufacturér ar pmé:m caped mgy. O3 yes t1mo y e ‘- [ Jyes U Ine Durk
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I c. susrecT MEDICATIONS) NSRRI |

{"-'i-' pATIENT INFORMATICH [

[ 1 Froduct froblen
[ 1 disabllity
1 1 congen anomaly
[ 1 recquired fotervention

4. X1 Adversc Event  ond/or
2. Qurcomes attrib, to event
£ 1 death

I 5. ADVERSE EVENT [R PRODLCT PRUBLEN IR

1. Patient idemritier|2. Age at eveat3. Sex 4. Weight Ibs 1. Bame (give labeled strength & mir/lebeler, if known}
ar - L1 famsle o #
nNR» [I male kas | |%
2. Dose, frecuency & route |s.Tnerapy datestit wi, give durs

4
#

4. Disgnogis for use (indicarion)

5. Event atated sfter
use stoppexd or dose

beseribe event or problem

She admitted 10 being ressed, feel ing Cown, not
slecping wall. she uto::gd toking Amhien Cznlpfﬁ
rartrate) beceuse she read that "ir can causi: .
batiusinations® and she stopped teking Detrol {(tolteradine
L-tartratey “becsuse it caused thzl." Per the physTolan's
notes, she adnitted to thinking ebout suicide anct wos
wondering if i1s worth doing bl never altespted.®  Tiee
ﬁaﬁant told her ﬁhrys!cian that she th t Oxylontin wns
r tha

S.

rmed her that

causing this to her.” Her physician in
att c\"’ eg';ymﬁm const o bﬂmn{lnled 1o Oxyliontin, however
he alsu fule that her symptons of depression snd panic

el el be ralated to the stressful home situation.

i the physicinnts notes date 11, the
patient insisted and was Jdanant hour STorping wytontin
siree she folt thet all of her probilema, including
depressfon, nightmares, feeling scared and hatllusinarions,
were related to OxyContin. On O6JUNGY OxyContim was
discontinued and the patient was placed un Methadowe 20 my
tid prn. Par the physicfan's progress nate dated 14.JUNO1,
the patfent wes pinced on Mot ot with the
intention of uveaning [herl off, but rather of switchirp
therl frum one pain medication to the ather.” The notes
also stated thet the patient!s conthtyan had deterinratec
alter ale storted to probl cas at ome with her aon,

n to appear narvaus ard show signe of " deprassion

Sha begs R
mare than snxiety or a combination of depression and

anxianty

{mo/ dayryyYd
[ ] life~threatoning ta prevant pern damage 4 recuced
[ } posaitalization - {1 other: &
jartial or prolonged - B liyes | Ina t INJK
‘e 6. Lot & (§if knawm) |7. Exp. Datc # [lyes [1lmo £ INJA
2. date of event  INKNOIN [1.- Bate of thir Fapt 12/00/2002 4 " = .
. Event resppesred
# 8 after reintrotuction

9.

NZC # for prod probilems anly

# Clyes Lloo [ IN/R
- - # [lyes [ lno [ IN/A

AVAND 1A

1. Corcomitant medicel products amnd therapy dates

1-ACOR XR
CCONT )

[ Dy —

6. Ralevent testg/laboratory data, including cates

1. Contack office - rae/zkiress Z.trhzg&usggo%er
- &
purke porua L : -
ne Stamfo o - R t S
Stamford, OT 069071-3431 { elc.k a‘l’%"t:ﬁat
apply)
€1 tormrgn
£1 sty
L I tieerature
E1 heaterr
4. Nate Rec'd by Mfr. 15, pmf;ssianal
CAINDA# E % user Facility
6. 1f IND, proracol # |  1up# represtnlati ve
PLAR E 1 dgtrimm
7. Type of report | F 1 0thER
Cchesk all that apply) g;g 1928 E:]cha
yos
[ I5-day [ J15-day product

[ 110-day DXIperiodic

B. Adverse pvent term(sy

[¥1init [ Ifollaw-up| DEPHESSIAN
# DREAMING ABNCRMAL
INAT I
IHSOMNL A
D. wfr. r t number CEONTY
USA~2002-D001727

7. Other relevant history, Tncluding presxist. med. conditions

M . VITiAL ReronTen

1. Reme, address & phane &

RMED INFD ASSUC Subwission of A repart does not constf tute an
ednission that medical po
distritaitar, manufacturer or pra
cortributed to the event.

Faceimile it caused ar
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B . pavienr ivromearion ISR | | MR - SusPect v 1aTiones) IR

1. Patient identifier|2. Age st event{3. Sex 4. Weight s 1. Neme {give labeled strength & mir/labeler, Vf known)
or [ 1 femals or #
pUsE: £ male ks |{#
MMER £. ADVERSE EVEN! OR PRUDIR) PHOBLEM TR | | 2. ooue, frequemcy B route [3.jnecapy darescif unk, give dur)
1. O Adverse Event andfor [ I Product problon g g
. out attrib. to event [ ] disabitit :
2 t“j‘ggﬁh ! £ 3 ngen h“‘““uy;w“d‘y‘ R &, Disgnosis For ase {indioat Ton) 5. Pupmt atwted afler
(mo/day/yy? { ] required intervention use stopped or dose
{1 {ife-threatemng ta prevent parm damage ¥ reduced
O e e rgeg | P . oL gyes Lanat s
mitia n KA
protong 6. Lot ¥ (if knows) |7. Cup. Date b tiyes tina L iN/A
3. Uste of evont  UNKNCAN [¢. Bate of tris Rept 12/09/2002
— # -3 8. Event reoppesred
5. bescribe evemt or problem # 2 after refnbroduct jon
inting toward penic.” while teking GxyContin the 9. WG # forr prod grobloms ol
ggt?c.n.;gymwx{cqumnrng}_ far & cmdy‘giaggﬁ_tkin infentiom prac Y ¥ [ lyex { Ins L INJA
on $ZAPROT and for an allergic reaction (hives and - - # [iyes £ Imo © IN7R
swelling) to Augmenttm.one;ﬂFFluL hugment um WAR - - Liyes 1
gmcrib@d far the patient on 18TT00Y, the suisc duy Lhat 1€, Coneowi tuat medicel pruducts end trerupy dates
ha patient bagan tzking GxyContin. 'f‘hr.- medication was
prescribed for bronchitis ard the patient failed to inform SYNTHROIG
Jeian that she was allergic to peniciliing 0‘: MIRALAK
11JUNGT, 5 days after discomtinuing OxyContin and while CCONT)

tid, the parient was admirred o °

Mathadone 20
’gﬁiﬁsp‘ftﬂl uith a g?ngnoaie of preumoin. At the time of TR .
rlent ciaimed T she was in "oxn:gmln TN 5. AL masuracTurers: RGN

admisgion, the 'ﬁa i
withdrawal.? The patient’s pneumonis wWas successfyu
tregted shye wes Jistin ) 158AN0Y o peyiliiatiiv f. Cutont Uffive - noee/akd oo 2. Phae nubrer
facil fty. Per the hospTtal discharge sumary, the patient +1 03 GRRLBON0
was advised to seek in-pationt fatric trestment for Purdue Pharma L.B.
probi ems trancerning her wertal status and the presumed One Stomford Forum k- r Seurce
probl em of methactme.” A hospital note dated 14JUNGT Stemford, CT OEPUT 3437 (ﬁk ail that
revealed that "She irdicated that she 18 very stressed at . Ly
frema and anx::us st that sh: v: severely gepress dxﬁ
has been &0 tor aver a year." Ap agreement was res forefgy
Botwocn the fomily ond the patient that she would [ ooa”
aimirted to & psyecntarric racility tor drug rehabi{fcation £ 1 Uiceramwre
paychintric care. On 15JUKGT the patient won £} concumar
rransterred from the hospital to an in-patient dpsvcmatrlc - mwsond (1 health
hoeﬁi tal with a d{ﬂ?(\&s‘ls of majer depressive disorder 4. Data Rectd by Mfr. |5. professional
wilh psychwsis wdd for .. [CRINDA# E} user fac1irty
1+
&. If IND, protocol # IND# r;;?:gz:wtative
. - { ] distributor
. - PLAY £ 1 ather:
&. Relevonr tests/teboratory data, including dates 7. Tyee of-repart s 2o
(cheek all that epply) GI"{C: 1938 [ lycs
1 lyes
[ 15-day [ l15-chy product ve

3 110-day Xiperjodie |8, adverse event twom(s?

D1Init [ 1fellow-ux| MONILIASIS

¥ HERVOUSNESS -
DIVERT LCULITIS, COLONIC
ALLEREG EC REACTION
Q. Mir. report mumber LETNTY
UsSA 2 0001727

7. other relovant history, ireluding preoxist. wod, cunditions P E. INITIAL REFORTER ]

1. Name, oddress & phone #

2. ilealth 3. Gccopatiar t. Initial r
professfonal? cpatian g;‘&;:é-&%ﬁ%
Fi
RED INFO ASSOC gtdnbgﬁss:funutzfta e fdaas Mtlwmtmf‘"‘?:‘ty [ ¢ o FIA

IsGIon t) catl parcoamnal, ugalr facily . yos o 3 V4

Facsifsx%e distributor. manufacturer or procuct caused or iy [Im [
Form oA contributed ta the evert, Pags 1176
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epe——————————— I ey, |

3. Sar 4. Welght . 1. Bame (give tabeled strength & mfr/labeler, iF kowm)

1. patient fdentifier]Z. Age al evenl b

. LY famal wr #
n&':.- [] mate ® ks H#
IR ©. ADVERSE EVANT 0R PRODUCT PROS! . IENSRSNNINNNMRNNNY || 2. tose, frequency & route |3.Therapy GRTESCIT Unk, give dur
1. IX1 Adversc Event  and/or [ I Froduct probien 3 §
tcomes &ELri [ disabily
2 %"} dm.g"&trrlb. va event i } cangar mtgmty 4. diagnosic for use (indicarion) 5. Event abtmted after
o/ daysyy) [ 1 required intervention ust stuppexd or dosc
[ ] lifeethreataning to prevant peMw dapage # rechinerd
t1 l,tognil?tiaﬁul!o“ o £ 1 other: # W Liyes Lo L In/h
Initiel or protene {1. PRI -1-;,“‘”?0” é. Lot # (if knewn) |7. Exp. Date ¥ [iyes [ dno [ INZA
- ate o IO 1)
3, Date of cvent  UNKNOUN B " ¥ PRy —
n, Descrbe svent or probles # # after reintroduction
thadune taper, P. NOC # for prod problems only
npiovd detoxitication, meth ey prod prot 4 [ lyes [ e £ In/h
- - A Clyes [Ine [ IN/A

10, Concoumitant sedical progucts and therapy dares

LUTRIMIN
ATACANN
M 6. AL MARURACIUKERS R
1. Contact aifice ~ rame/ockdress 2. Piome_rastoer
+1 203 588-8000
Purrlie Pharms | P,
One Stamford Forum 3. R Spurce
Stanford, CT U650%1-33) (check all that
wpply)
€1 fareipn
(9]
Pl TR ature
. {1 aervumee
- L I*health
4. Bate Res'd by Mfr, (5. professionol
CRINDAR E % user facility
6. If IND, protacol ¥ 1.1} 2 rn;pres';watwe
[ I distributor
6 .data nclutting clates 7. Type of t PLAS L1 otherz
- ati - or
6. Relevant teste/ lsboratery " wmﬁed H :xt oply) g{g‘ 9% Hﬁ“
3
{ 15-day [ 115-day producy

L 110-doy IXiperiedic |8, Adversc cvent permie)
[X1init I I;nl low-1p LRTICARIA

. Rfr. roport numbar
USA-2002-0001727

7. Gther relevant history, including preexist. med. cordivions |{JM €. INITIAL RCPORTER T

1. Bame, ackdress & phone #

2. Heulth ¥. Cecupation 4. twitial reporter
parofessional? glsgo :ent repuct
¢

ubinission of a repart does not constf tute an

MED THFOD ASSOC gdﬁissi«{m et medical peroohnel, user Fosility,] [1 yes [ mo [ Iyes [ Ine [ funk
Farcimila distributar, manufactie-er ar praduct caused or
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Wfr report #
UF/Biet ropurt &

FD& Use Dnly

of &

IR ©. SUSPECT MeDLcATIONGS) [

[_iz PATIENT INForvaT1oN N
s

1. Mame (give labeled strength & mfr/labeler, 1F Knowm)

TPotient jdentificr|2. Age at event[3. Sex 4. Weight e
ar {1 female op #
. DOA: [ 1 male kas ||#
B &. soverse evend of propuct PrusLen EETEIERIRIINN | (2. Dcse, frequency & route (S.iherspy dates(lf uak, give dur)
1. D3 Adverse Bvent én:l/or [ I Product problen g 3
. ib. event [ 1 disahily
2 Oiufcg::%‘attnb to L1 congen mt\tgnaly B 4. Dingreesis fFoe e (indicat Tong 5. Fuent atmied after
{ma/day/yy) [ i red intervention use stopped or dose
[ 1 tife-threatening ta pravent perm damage # redus
[1 husp;’tfllzatw{x - {1 sther: # € Lives Lim L LKA
al = :
tattiat or prolong ~ 6. Lot ¥ (7f krown) |7. Cup. Date £ L lgea £1na [ IN/A
3. pate of ovent  LINKNCOIN ]4. Bate of this Rept 1270972002
e e e e s ¥ £ B. Event reappsared
5. Describe event ar problun ¥ [ after reintroduction
9. HOC # for prod proklony only
£ [lyas £ 1mo [ INJA
- - £ [lyes [ Ina [ IN/A

18, Cohwomitant wedical products wmd Lherepy dates
FLAGYL FORTC
CIPRG
(OUNT)

BN G- ALL nUFACTURERS I

&. Relevant tests/taboratory data, including dates

1. Radout uffive = nacyokd eas 2‘1"21)‘3":523#8;&‘)0
* 5
B e atora Forn 3
amfor L . Repott Sourte
Stemford, CT O6P0T 3431 (cherk attrghat
. apply¥
{ ] foreign
£1 et
[ 1 Uirerawre
it
4. Bate Rectd by Mfr. (5. ) . Fassional
CAINDAY [ ] user facility
———rmeet [ 3 compusty
6. If LND, protocol & IRDA representative
L 1 distributor
PLA¥ [ 1 other:
7. ot report [T —
{chaek all that opply} ¢ 1928 [ lyes
10 i iyes
[15-day [1f5-cby | pradct = )

[ 110-day [Xiperiodic {8. Adverse event termis)

Damit O I;ol Low-up
Q. Mir. IS ALz aal
USA Linitbrtd

7. Other relovent history, ircluding preexist. wed. conditions

I = 1AL e

1. Nome, address K phone #

RED LNFO ASSOC Stbmission of B report coes not comstitute an
asniscion that medical perromnel, user facility,
distributor, manufacturer pr product caused or

L
fcs IS contribtted to the event,
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ey 1 1— e sivent eviomowtss IR
1. Patient identifier[2. Age at event3, Sex 4. Haight ‘b 1. Bame {give labeled strength & mir/lsbeler, if known)
or [ ] fomaln or #
110 13 [T male kas | |#
N ©. ADVERSE EVENT OR PRGDUCT ProsLEM SMESMENSRNENSNENNE (2. vose, frequency & route |3.1herspy cRtestif wik, aive dur)
1. 1 Adverse Event snd/or [ 3 product peohlem ;‘ :
. . ih. to ev-&-nt { I disabiit
2 ‘[’“5“32'5’:{""”’ ! {3 congen mt)clmaly 4. Pisgrosis for use {indicetiond 3. Event abtated after
(o day/ yy3 U T recuired Tntervention use § er dose
[ 3 life-threatening to pravent perm damage ® redic
[1 bosgm?lxutro? [ 1 other: o # € 1 Iyes L 1m0 L INA
1Al or protenged &. Lot # (if kmoum) |7. Exp. Date # Ulyes f1ne tN/A
4. Data ot event  LINKHOWN 4. Bate of this Bept 1270972042
L4 # 8. Event reappesred
5. pescribe event or problen # # after reintrotaction
?. WDC # for prod problems anly
# (lyes L Ino [IN/A
- - # Elyes [ Inu [ IN/A
10. Concoei tent medical pmdu:.l; and Lhempy deies
CARBIZEM Co
AMBIEN
(CONI)
RN . At mesuracTurers ISR
1o Curttunl uffive * pasyaudd ess 2. Plerre snanlac
+1 203 588-8000
R A rorean 3. R Soure
e Stamfor . t 13
Stamtard, CT €651 5451 (mk all that
applyd
[ 1 foreign
[le
[ ) titerature
t1 heaten
4. Date Rec'd by Mfr. |[5. Esrgfassiarial
{AINDAH [ r Jacility
R s et {1 complaryy
b. {f 1D, protucul # 1HD# representetive
vowm o eeeea] ) distributor
y lahoratnry GatA, tncluding dates. ‘ ot repert PLA% L3 other:
rato . Tyﬁe PUR—
6. Relevant tenrs/ e (chezk atl that apply) Grc. 1938 t
lyes
[ 15-day € I15-day product

[ 310-day XIperiodic |8. Adverse svertt termce}

rlinit F‘T;'al low-up

¢ Mfr Ll
USA- 200 0001727

7. Other re:levent history, including precxist. med. condi T ons

= i o A

I.uane mﬂrcss&phmc& )

MEN INFO ASSOC Sd.nm:,smn al a repart does Aot constitute an
dmicgion that madical porsomal, wser focility,
d1stributur. manufacturer or product caused or

L
Faesla contributed to the event.
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M A. FATIENT TnFORMATION IR | MMM C. SUSPECT MEDICATION(S) m

1. Patient idertifier|2. Age at event(3. Sex 4, Weight - 1. Name tswe Labeled strength & mfr/lsheler, If kown)

L3 femole ar E
u&’;: {1 nale kas [1¥
BN B. AOVERSE EVENT OR PRODUCT PROSLEM INSHENMNNMNNNNMMNN (2. Uose, frequency & route [S.iheray davestif unk, give cary
1. 1XJ Adverss Event  ad/or £ ] praciuct problem g . #
ik disabilit
2 ?‘f“ﬂ""én“""’ to et H corgen angmaly 4. biagrosis for use Cindication) 5, Fvent atwied after |
(wo/day/rr) L1 required Fnt:rvmnon use stopped or close
1 tife-threstening ta prevent pem damage # rechicent
Pt?uutm" rged 1 orhers ! - %L IYeE L ANG L INA
o ———— e aerae =
t&l or prolorg 4 ¢ thi st 1270972002 6. Lot # {if kmown) 17, Exp, Date # [3yex I Jro c:m,m
N . Date o s R f
5.' Date at evert  UNKN ’ B ‘ u ; T re?meams :
5. Describe event of problem # B afier reirhrudect fun
P. NOC ¥ for prod problem anl
. i 4 ¥ [ lyes [Ino [ IN/A
- - # [ Jyes [ Jno [IR/A

PE——

10. Coromitart mdicel products und lhm'upy tates

DETROL
M . ALL MARUFACTURERS ““'{
1, Quaitunt uffite ~ saneefackh 2. pf rantbry
e = 31 208 588-5000
Purdue Pharma L.P. s
One Stamford Fo egor
Stamford, CT u&m‘l 545% * (eheck au that
Bpplyd
{.% fmwm
£1 ltterature
f % :ea ith "
4. tata Rectd by Nfr. |5, prefoseionst
CAINDA# E% user facitity
b, If IND olecul # 1808 oepre#em‘at'lva
! p’ + e [ ] distributor
n prevgmrer et PLAR [ 1 other:
T A, includiny es e n—
6. Relevant wmate/labararory l g (r_hmgenu e “PPL?) e 05 [37“
T i lyes
[ I%-cay [ }15-day product

[ X18-day [Xlpariodic {B. Adverse svent term(s)
IXYInit r_T;ullon—-w

[+ T nuwher
USK ZDO -D0eT727

7. Qther relevent history, inctuding preoxist. med. contitions - E. INITIAL REPORTER m

1. um, addmss & phone #

2. licalth 3. Cccupation i Lritial rter |
prafearional 7 e glsgo genﬁgmrt
& repert does not constitute an
MED INFQ ASSOC sdd;n;:?tﬂt muigr:gnwpemcnnal, usor fugzélny, CIyes £1ne [ Jyec { fna C Jurk
stmile distriburor, many er or proguct cal or
;gffn SEEOUA contributed to the event. Page 1180
8003061173

PRODUCED BY PURDUE TO THE OFFICE OF THE ATTQRNEY GENERAL-STATE OF CONNECTICUT



’ PurdLe Fharma
Wfr. ropart Faw\-éouz-anam?

Page

J500A Contimsation Page

A7. Other relevant history, including preexist. med. conditions (eontinued)

# Stert/Stup Cund. Type/Condition Notes
] Current Conditionm  TYRE XTI DIABETES B Trmmmmmmenmen e
DIAREIES MELLITUS
2 rrent candit?on RYPOTHYROIDISKH
UNSEECIFL
HYPGTHYROIDIS?I
3 g:;r"ent Condi tiun LaW BACK PAIN WITH DEGENERATIVE JOINT DISEASE; ; ; ;
4 Currant Concitram ARKIFTY
ANXILTY STATES
5 Current Conditior
DEPRESSION
-] Lurrent Condicion MORBID CBESITY
OBEBITY
7 Current Corcditiam  CHRONIC CONSTIRATION
CONXYIPAT IGN .
8 Cuerent Condition INTERMITTENT BLADDER INFECTIONS
CYSTITIS, (THFR
9 Current Condition DEGENCRATIVE JOINT/DISC DISEASE ANU UHRUBIU LOB BACK PALN
OSTECARTHAITIS
10 Current Conditiom SINUSITIS WITH SINUS HEADACHES
AGUTE SINUSITIF -
1% Curpent Condition FIVERTICULETIR
MIVERTHN A DF CALON
12 Current Conditiaon PANIC ATTALKS
HYSTERIA
13 Currant Condition
ESSENTIAL
HYPFRTFNSION
14 . Curreat Condition HYPERLIMIDRALA
MIXED
HYPERLIPIDAEMIA
15 Currant condf tfomr GASTRIGC REFLUX DISEASE
DI SEASES OF
CESOPHAGUS
16 Histos Tcal Condition
CARBAI TUMNEL
SYNOROME
17 HWistorical Condition CHOLECTYSTECTORY
CHRLECYSIIY IS, OTHER
18 Histarical condftion
HEMURRHDIDS

Freated uith Rugmartum

10 §2/1642001 Curront Condition
ACUTE BRONCHITIS

Page 1181
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Purdue Pharme, L.P.
Mr. roport ¥ URA-2002-0001814
Page 3 af 3

35004 Contirwation Page

A?. Other relevart history, Freluding presxist. med. conditimng (continued)

8 S om0 M M M 6 e

# Start/Stop Cond. Type/Condition Netes

4 #istorical Condition

MOICR ¥EHILLE
TRAFFIC ACCLEENTY OF

UNSPECI FIED MATURE

2 Endication

QOTHER AND
URSPECI FIED KISORDER
OF JOINT

page 1244
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FDA Appraved 11/08/93

purdue Ph Lp nfr report # UsA-2002-0002117
o urdue Pharme, L.P. L :
HEDHRICH ' VEMist regart 8
i FOA MEDICAL FRODUCTS REPQRTING PROGRAM Page 1 ot 2 . FDk Use Onty
B & pAriERT tromarion IR | | MM C. sUSPECT HEDicATIONTS) I
Patient jdentifier|2. Asz1a§ evcnt 3. Sex 4, w"c g b 1. Name (give lahaled strength & mfr/labeter, 1 known)
5

zf OxyContin Tablete (OXYCODOHE HYIROCHLORIDE)

ﬁmle 2.3 tos

B 5. ADVERSE EVENT OR PRODUCT PROBLEMY m 2. bose, freguency & route [J.Therspy dates(if unk, give dur)
ardifor [ 1 Perchuct parobles g! UNK mg, see text, {CONT) #1 02”950 - g0

iX] Advarse Event

Qutcomes ettrib. to evert X! disebitity ~ o -
[ 3 death [ 1 conyen acmaly 4. lnagnas:s for use tindicetion 5. Cvent ohared after
{mo/daylyy) [1 rsquv rcd m:erventmn use stapped or dora
[ 1 life-threatening t perm_dansae xl RUN-RALIGNANT PAIN reduced
X1 hasmgtalxzetmf —_— (141 othcr. e significant P .
it 0 wy "w
! ar protaom - o | [& L ® GF k> [T B tata E3as [ Ino [ INA
. Bate evant  UNKNOWN . Bate o R #ey .
3. bate of ove | Gl #1 UNKNOWN #1 UNKROWN B, Fyent reppeared
5. Describe event or problen # after reirtrodustion
At adult femzle patient allogedly o riuu:u.t drug 3 9. WG § for & probiems enly
addierion ant uithdraunl eynptoms ﬂ'lﬁd myc:mtm prospr #1 1L dves L Jno OIN/A
tcmtrouad release oxycedore londe) FEDSd - - # [lyes £1ne [ IN/A
through MARDY. Repartediy, the patient uas mkmg - ~ .
Oxycontin on a7 wperificd dete prior to FEB92, but wnas 10. Concomitant medical prothucts end therapy dutee
withdraun dus 1o no anatomical problem. [he mtiem' hes
reportedly umdergone medical trertment for her addlctmn. UBKNOWN

this case was reporced on Q4SEPO
sttorncy in the United States of hmerica. Mdftioml

information s _being requested, '
"*;!f).dd.ihmnl wnfo:at?g: rovoi vad on 100CTD? via an o
revealed that tris is & 61 zzear-ald Canseasinn M . AL omurscrurens IR

attorney,
fomale who mas prescribed Oxyc and 80 mg three -
tioes & Uuy for dnumt. bmzdﬁm h om FEB‘?& that 897 es 1. Contaoct office nome/eddreas 2. Prone number
prwvm hr bensnn addicted +1 20% S88-3000
ECcm m :md was hosprtaltzed‘ f-rnn 20MAROT until Furdue Pharna L P.
dntox wxd hod to seek fol low-un care for e Stamford F 3. R Saurce
contxmed withdrawsl symptoms. ¥o further fntermatton was Stamfard, CT ms9o1 5431 {check mll that
provided. applyd
E 1 :creim
L 1 Liter wture
1 rearen
ea
4. Uate Rec!d by Mfr. |S. protegs wnal
0970472002, CAINDAR 20-55F f :]l user facilicy
. c
6. If IND, proracel ¥ 140 pmmgéqmtwc
— 1 1 distributor
PLAR X1 other:
6. felevant tentsslaboratoty data, including dares 7. yﬁe i
Ceheacl all that cpply) grvg-WSE Egyen Attormey
yes

HORMAL RERVE CONDUCTION S1UDIFS
{ 15-cay [ }15-day product
£ 110-chay [XIperiodic [B. Adverse event berm(s) o

M3tnit [ Ifallow-up| DRUG DEPENDENCE
# WITHORANAL SYNDROML

9. Nfr. ¢ t nunber
USA- 2002-0002117

AN = il Reoeren R
1. ¥ame, address & phone #
Neme, addregs and phona uithhelad

7. Other relevant history, including preexist. mul. conditions
#1 Incication, UNSPECIFIED DISORDERS OF BACK

2. ficalth 3. Oeeupation 4. Initial reporter
professioml? gll’sgmb\ent report
HE! INFO ASSCE  Subwission of a report dacs not constitute an
admission that medical parsonnel, user facility, {1 pre X1 mo t awyre CIyes [ Ina DQOunk
Facsimlle distriburor, manufacturer or oL cawsed or
contributed to the event. Pope 1498
&003061491

PRODUCED BY PURDUE TO THE OFFICE OF THE ATTORNEY GENERAL-STATE OF bONNECTICUT



furdus Phormn, L.P.
Née. repart # USA-2062-0002117
Poge 2 of 2

35608 Contiruation Page

A7. ather rclevont history, imcluding preedist. med. condiciohs (continund)

# Start/Stop Cond. Type/Condition Botes
1 Indication porenpbaeegrrrast ———————
UNSPECE FLED

DISGRDERS OF BACK

£2. Dese, frecpency & route {continued)
¥1 ulix g, see text, Unknawn

Page 1499

8003081492
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FOA Arpraoved 11/08/93
Wir reporl A USA-2002-000255
UF/Dist report #
of Z N TDA Uae Only

MIDVATCH furdue Pharma, L.P.

DICAL PRONIETS REPORTING PROGRAM Puge 1

PATIENT THFORAAT1oN SRR | (MR C. SUSFCCT MeDicAl ionts) I

t identifier|2. Age a§ event{s, Sex 4. "mﬁﬁﬁ s 1. Rame (gfve \zkeled strength & mirslabeler, ﬂ‘ knesin}
ears
)ACTED o ————— L I tonale or #! wxyConuin Teblets (OXYCODONE HYSROGH.OR INE)
pOB: UNK XY .male UNK kge (1P
Aoverse EVENT or PRODUCT PRosLEM JNENERRUIINNNNN | |2- Uose, froguency & route [3.Therapy dates(if unk, give chur)
verse Evenl  amdfur [ 1 Procluct prohlem 31 INK wg, see text, (CONT) zf LNKBOUN
w8 attrik. to event Ll :hsal:nhtv [~ somem ~ -~ : -~ .
at Llc ancealy 4. Diasgnasis for use (indicatian} 5. Event shated atter
tmo/day/yy) £1 req:irm inrsrvp.nrmn use stopped or dose
fe-threatening ta prevent perw domags 1 RON-HALICHABT PAIN racuced
wpitaltzatn - M1 ather: fled sfsmificant #
i tlal or prolongcd #1 [ lyes [ Jno [XIN/A
- ~ 6. Lot # {1f kmown) |7, Eap. Dale # [ Yyes [ In0 [N/
3. vate of event  UNKNGMN {4. Pate of this Fept 12/09/2002
. . 1 UNKNOWN 21 UNKKNOWS 8. Event reappearec
5. Oescribe event ar prollom # # after retptroduetion
A 31-ycar-old male, race not spocified, allegedly ’ 9. C & for prod probless anly
EAEGI Yunced Yrug sidfction on an uispeci Fied dale whils Pr A1 L Jyes [Imo DXIN/A
QxyContin (eontrolled-molesse nryentnne - - # [ives [ 'Ino !' lN/h
hydrochloriv.h) for pain associated with & broken back.
Reportedly, on an unspecifiad date tn JARYY, Hhis male 8. Cencomitant uemcal progucts amd therapy dores
proke his back while Lon the job, talling 7 feet off
r onfo n carcrete floor. I'!cportediy se from his UNKHUWH

t

mdical ‘record deted 1JUL99 revealed that
ontn four times dafly and 2 prn {taken as neededz
wnnce was preseribed For this mate, Arother note

et TZNOVUT revealed that his dase of axycuntin wes .
frcroased to 130 g overy sight hobra.. J€ war reported | [N 6. M1 MANUFACTIRERS IR

that the Muvcontin was acrxbed in “increasing toses
m)ac'xsng ﬂ:g male more arp\g mare e t on tllngdma. 1. Contact ottice - rawe/address Z. Prane_numbe
This case was received v 10SEPOZ via che rews media in : +1 203 593—3000
the United States of America. gnug;g PharnarL .
amford Farum 3. Report Sowce
Stamford, U1 08901-5431 (chedk al | that -
apply?
£3 sty
st
1 Literature
19 heatin
L T S U—————— “ ,
4. Bate Rec'd by Rfr. |5, rofessfonat
49710/2002 CAWNDAR A-451 [3 Eser faciifty
L J canpany
6. T IRD, protocal # o represgritative
PLAZ fx:Jl dé:zﬁ toe
. . — - other:
6. Relevant tests/laboratory deta, including dates 7. ryﬁc of report .
teheck alt that apply)| mre-1938 [ Jyes | MEDIA
UNKNOWN ore £ Jyes
[ If-day [ 115-doy product

[ 110-day Ddperiodic |B. Adverse event term{s)
XInit [ ];ul luw-up|  DRUG DEPENDENCE

2. WEr, r t numbic
I!SI-ZO%Z#SS )

7. Dther relpvant history, including preexist. med, condicions |/ E- INITIAL REPORTER DRSNS

#1 Mmistorical Condition, FRACIURE UF VERTERRAL COLUMN W/ (CONT){11. Bame, aidress & phone #
Rane, ahdress wrxd phone uithheld

2. bealth %. Oceupation 4. Inftial reporter
professional? glsgb sent regort
MCD INTO ASSOC gdugrims?wn gf a gg ; does ncttcmstr t}lteigr’ww r1 1 . @ A
ssion that aeclical persurel, user fac f (5] m doumel ist
Facsimile distributor, mwfacturgr ar prudnct ! ki LIre T1m DOud
Farm 35004 cantributed ta the event. Page 2090
8003062083

PRODUCED BY PURDUE TO THE OFFICE OF THE ATTORNEY GENERAL-STATE OF CONNECTICUT




Purdus Pharns x L.P.
Mfr. r:port #705.\ 2002 0002455

af 2
3500A Contiruation Page

A7. other relevant histary, including preexist. med. conditions (comtinued)
# starvfStop Cond. Type/Condition llates

L e o e aamumee pesmaon s o S ———n oo an - Ao o o A e o e S o et e 7 o e e ¥ e e o T

101711999 ms‘g‘q&asl Candition KROKE RIS BACK FALLING 7 FEET OFF A LADDER ONTO A CONCRETE FLDOR

MB&TIUN OF SP[)! CORB
{rSJON

Page 2081
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PRODUCED BY PURDUE TO THE OFFICE OF THE ATTORNEY GENERAL-STATE OF CONNECT'CUT
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FDA Approved 11/08/93
Mfr report # 990473
UF/Dist report #

MEDWATCH Purdue Pharma L.P.

'S

.4E FDA NEDICAL PRODUCTS REPORTING PROGRAM

M A PATIENT THeommaTIoN I

of 1 FDA Use Only

B C. susPeCT mevicaTioncs) IR

Page 1

7. Patient identifier|2. Age ot event|{3. Sex 4. veight b 1. Name (give labeled strength & mfr/labeler, i# known)
s .
or {1 female or #1 OxyContin CR Tablets, 40 mg (oxycodone hydrochloride)
DOB:, ™) male kgs |[#2 oxyContin CR Tablets, 40 -6"3 (omodone h;drochloridg)
2. Dose, frequency & route |3.Therapy dates{if unk, give dur)

R 5. AvveRSE EVENT OR PRooucT ProBLEM JEEENINENNEEEREE
‘|1. 1X) Adverse Event . andfor {1 Product problem

2. Qutecomes attrib, to event [} disability

[ 1 death e [ 1 congen anomaly .
. (me/day/yy) [ ] required intervention
Life-threatening - to prevent perm demage
hosgftahzation -

hospl £ ] other:
initial or prolonged

Date of event  8/1/1999
Describe event or problem

A mele patient experienced intractable hiccups on DTAUGES,
white taking OxyContin 80 mg (2 X 40-my tablets) every 8
tours for back pain. Reportedly, the hiccups weres so
severe, that the patient went to the emergencg room that .
same cay. He-was treated with Compazine (prochlorperazine) |[10. Concomitant medical products and therapy dates
and was subsequently released, OxyContin was discontinued | WELLBUTRIN (BUPROPION), PRILOSEC (OMEPRAZOLE)
AUGP?. On LAMICTAL CLAMOTRIGINE), FLOMAX (TAMSULOSIN HCL)

#1 8/1/71999 - 8/1/1999 (STOP'D)
#2 9726/1999 - 9/267199% (STOP'D)

#2 40 MG ONCE PD
4, Diagnosis for use (indication) 5, Event abated after
. use stopped or dose

#1 BACK PAIN reduced

#2 BACK PALIM # 00
" [ Ino [ INJA
6. Lot # (if known) a2 mﬁ: £ ine [ IN/A

#1 UNKNOWN #1 8. Event feappeared
#2 UNKNOWN. #2 after :{eigﬁodu_ction

9. NDC # for prod problems only

#1 80 MG Q8H PO

[
(1

7. Exp. Date

|4. Date of this Rept 01/05/2000

#1 Dyes [ Ino [ IN/A'
#2 [ lyes [ Jno [XIN/A

snd the symptom ghated three days Later, on 03 .
265EP99, the patient took one OxyContin 40-mg tablet and
. OxyContin was discontinued and . .

again experienced hiccups
the szmptom abated the next day. Reportedly, the “event
doesn't occyr when the patient takes a single 20 mg tablet

I G AL ARUFACTURERS R

fof OxyContin}.® No further information was provided.
",,J 1. Contact office - neme/address 2. Phone rumber
Fanaa ' (203) 854-7280
' . . . Purdue Pharma L.P.
’ : 100 Connecticut Ave, 3. Report Saurce
Norwalk, CT ~046850-3590 4 k all that
apply)
{1 foreign
{1 stu
£ 1 literature
[X] consumer
{Xt health
4. Date Rec'd by Mfr. |S. professional
0972871999 . [CAINDA# 20-553 [ ] user facility
[ 1 company .
6. If IND, protocol # IND# representative
{ 1 distributor
5. Ret tests/laboratory dats, including dat 7.1 f t PLAF L1 other:
. Relevant tests, ratory data, includi es . of repor
Y carh, m (Shetk ol that spply)| pre-1938 [ Tyes
RELEVANT TESTS/DATA: UNKNUWN o1c { lyes
t 15-day ( }15-day product

A

: 2. Health 3. Occupation 4. Initial reporter
| professional? : iésgnzent report
- MED INFO ASSOC Submission of a report does mot constitute an
. admission that meg‘i’gal personnel, user facility, X1 yes [3 no PHYSICIAN I Iyes { Ino IXItnk
facsimile distributor, manufacturer or product caused or
Form 35004 contributed to the event.

{ 110-day IXiperiocdic
Xilnit ];ollow-up

9. Mfr. report number
990473

8. Adverse event term(s)

RECCUP

7

.

Cewicai

radicutopathy

Other relevant history, including preexist. med. conditions

M &, NI7IA REPORTER I

1, Name, adWone #
RED

Page 13
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8003004910



FDA Approved 11/08/93

‘ Mfr report # 990628
MEDWATCH Purdue Pharma L.P.
- . . : UF/Dist report #
4E FDA MEDICAL PRODUCTS REPORTING PROGRAM page 1 of 1 DA Use Only

B . FATiEn o ion IR | W <. susrc oo iovs) IR
¥ b (g

2. Aggza;E:xgnt 3. Sex 6. Weight Ibs 1. Name (give labeled strength & mfr/labeler, if known)
ix] female or 31 OxyContin CR Tablets, 40 mg (oxycodone hydrochloride)

3

or
DoB ] male kgs

T &. Aoverse evedt or proouct eroBLEM [ENENEINEENUINMENNE: 2. Dose, frequency & route [3.Therapy dates(if unk, give dur)
1. IX] Adverse Event and/or [ 1 Product problem §1 40 MG Q8H PO £1 871671999 (CONTIN)

2. Outcomes attrib. to event [ 1 disability - =
4. Diagrosis for use (indication) 5. Event abated after

. [ 1 death [ I congen ancmaly |
. . {mo/day/YY) [ ) required intervention use s;gpped or dose
[ ] life-threatening to prevent perm damage #1 LUMBAR STENOSIS reduc
[' 1 hospitatization - [ 1 other: . T#E .
initiat or prolonged - #1 [ Jyes [ Ino [XIN/A
: 6. Lot # ¢if known) |7. Exp. Date # [lyes [ Ino [ 1N/A
3. Date of event  11/16/1999 [4. Date of this Rept 01/05/2000 _.
#1 UNKNOWN # 8. Event reappeared
5. Describe event or problem | # after reintreduction

A female patient experienced continuous nausea and vamiting ||9. NDC # for prod problems only
over a two week period in 19996 while teking Oxylontin . #1 [ lyes [ Ino IXIR/A

(controlled-release oxycodone hydrochloride) 40 mg every & - - # [lyes [ Ino [ IN/A

to 12 hours for an unspecified indication. Starting in
NOV99, after having been taking OxyContin for approximately |110. Concomitant medical products and therapy dates
six weeks, the patient started axperiencing continuous . ZOLOFT (SERTRALINE HCL) (from 11/10/1999)

nausea and vomiting for two weeks, A pregnancy test was -
negative. The patient has been using Phenergan .
(promethazipe) to treat the synptoms. Reportedly, she has .
had good pain control with OxyContin., The clinical outcome

is unknown at this time. Additional information is being _
' I G- At HawuractuRers [N

requested.
wipdditiomal information received on OYDECP? from the
armacist revealed that the'patient is & 32-year-old 1. Contact office - name/address 2. Phone number
7\ female who began taking OxyContin 40 mg every 8 hours an . €203) 854-7280
i I T6AUGYY (not everg 8 to 12 hours in 0CT9Y as previously Purdue Pharma L.P..
reported) for lumbar stenosis. On 16M0V99, the patient 100 Cormecticut Ave. . }3. Report Source
experienced continuous nausea and vemiting. Reportedly, the | Horwalk, €T 06330-3590 {check all that
patient was given an unspecified dose of Reglan apply)
(metoclopramide) and the symptoms abated. No further
information was provided. {1 fareign
{) study
{1 literature
[ ] consumer
04 health
4. Date Rec'd by Hfr. (5. professiongl
1270271599 CAINDA# 20-553 [} user facility
6. If IND, protocol # |  INDH T resuntativ
- rotoce resentative
» P ’ [ diptributor
PLAR [ ] other:
6. Relevant tests/laboratory deta, including dates 7 'tyge of repory oommmeataannnd
’ . ¢check all that apply)| pre-i1938 [ lyes
RELEVANT TESTS/DATA: A pregnancy test came back negative, ore { }yes
{ 15-day [ }15-day ~ product
{ 110-day (Xlperiodic {8. Adverse event term(s)
DXinit € Jfollow-up NAUSEA -
# VONIT &
S
9. Hfr. report number *
So0628 T

Other relevant history, including preexist. med. conditions || €. IniT1AL rerorver RN

7.
UNKNOWR 1. Kame, address & phone #

7~ . . -

H - 2. Health 3. Occupation 4. Initial reporter
1 . professional? . gcl,sgozent report
MED INFO ASSOC Submisgion of a report does hot constityte an ' .

o admission that medical personnel, user facility, X} yes [1 no PHARMACI ST L lyes [ Ino [Xlunk
Facsimile distributor, menufacturer or product caused or
Form 3500A contributed to the event. .
: Page 45
8003004942

Produced by Purdue to the Office of the Attornei General - State of Connecticut



FDA Approved 11/08/93
Mfr report # 9P0836

UF/Dist report #
of 2 . FDA Use Onty

MEDWATCH ’ Purdue Pharma L.P.

e
. FDA MEDICAL PRODUCTS REPORTING PROGRAM Page 1

B+ FATiEn tnrormatIon NN | WM c. sUsPecT NEDICATIONS) R

2. Age ot event|3. Sex. 4. Weight N 1. Name (give labeled strength & mf_r/labeter,' if known)

52 YEARS S .
op ————— {IX] female o #1 OxyContin CR Tablets, 10 {oxycodone hydreshloride)
D0B: 1) male 89.8 kge |{#2 OURAGESIC (FENTI\N‘{L)'PMi:;?9 ¥e

I 5. Aoverse Event or Proouct PRosLEM EEENENENNREENENER| (2: vose, frequency & route [3.Therapy dates(if unk, give dur)

1. [X] Adverse Event and/or L 1 Procuct problem #1 10 WG TID PO #1 1071997 « 11/718/1999 (STOP'D)
- - #2 50 MCG/HR TD #2 1997 - 1171071999 (STOP'D)
2. Outcomes attrib. to event [} disability - -
U’} death [ ] congen anomaly . 4. plagnosis for use (indication) 5. Event abated after
. {mo/day/yy) { ] required intervention. . use s;gpped or dose
{.1 life-threatening to prevent perm damage #1 PAIN, reduc,
[X1 hospitalization ~ f 1 other: #2 CHRONIC PAIN
- inftial or prolorwed . . #1 L dyes [ lno [XIN/A
- 6. Lot # (if known) |7. Exp. Date #2 Xlyes [ Jno [ IN/A
3. Date of event 1171071999 F. Date of this Rept 01/05/2000 ‘
#1 UNKNOWN #1 - {8. Event reappearsad
3. Describe event or problem T #2 UNKNOWR #2 after reintroduction

A:52-year-old female patient experienced ley weakness, 9. HDC # for prod problems only

inability to walk, and difficulty staying awake on 10NOVS9, #1 [ lyes [ Ino [XIN/A

while tazmg Q ntin (controlled-release oxycodone : - - #2 [ lyes [ Ino [XINJA

hydrochloride) 10 three times daily for pain and buragesic - .

(fentanyl) patch for chronic pain. The case was reported as |110. Concomitant medical products and theragy dates

follows: "Consumer reports she was hospitalized on . NEURONTIN (GABAPENTIN) (1994 ta 11/10/1995 (STOP'D)),

10-NOV-99 for seven days for leg weakness, inability td DOXEPIN HCL (from 10/199% (CONTIN)), CELEBREX (CELECOXIB)
1071999 to 1171071999 (STOP!D)), DEPAKOTE (VALPROIC ACID)

walk, and difficulty staying awake, while using '
fentany|-TT3 therapy. The patient also_reports starting 1994 to 1171071999 (5TOR'D)), .

oxycodone hydrochloride thrae weeks grmr to (CONT ENUED ) .
_hospitatization. She states the physicien said the events : .
were mostly related to 'too much medication.' During the B G- Au sanuracrurers RSN |
hospitaljzation the patient was.found to have low blood -
oxygen, low thyroid function, and her ‘heart acted up.'® AlL |i1. Contact office - name/address 2. Phone number
=, her medications were discontinued except for the oxycodone {203y 854-7280
4 * Wy acetaminophen and doxepin. During hospitalization she Purdue Pharma L.P.

* was treated with. fentanyl intravenously for five days. Her 100 Connecticut Ave. 3. Reﬁort Saurce
fentanyl-TTS patch was restarted prior to discharge. The Norwatk, CT 06850-3590 - (check all that
events have res e was reported by a consumer apply)

4 {Mfr. Report Number: : .
UREUDH T T Urmpae s o o { 1 foreign
e {1 sg
) [ ) literature
X3 consumer
- { 1 health _
4. Date Rec'd by Mfr. |5. professional
1270971999 C(AINDA# 20-553 L) user facility
6. If IND, protocol # | IND¥ t representative
. rotoco Fesen
. A [ ] distributor
- - PLA# X1 other:
6. Relevant tests/laboratory data, including dates 7. T of report :
: . . {check .all that apply) g_«;e-‘l'?:’»& { Jyes |PHARMACEUTICAL COQ.
RELEVANT TESTS/DATA: Thyroid studies revealed low thyroid; - C £ lyes .
tow blood oxygen. { 1S-day ¢{ 115-day . product
[ J10-day Dilperiedic [8. Adverse event term(s)
[XJInft [ lfollow-up ASTHERIA
¢ # SONNOLENCE

9. Hfr. r t number
90636 eper

7. Other relevant history, including preexist. med. conditions ||SEJ €. IviTiAL rerorTer [ENEERNDIEEENERENEREEEES

Foreign body removed from lung (1993): “other diseasses of 1. Hame, address & phone ¥ .
the lung, %t elsewhere ctass?fied." ' ph .

™ _ . .
.{‘J ' 2. Health 3. Occupation 4. Initial reporter
. professianal? also sent report
L : to FOA |
MED 'INFO ASSOC Submission of a report does not ronstitute an : «
. admission that medical personnel, user facility, £1vyes [X]no UNKNOWR [ lyes [ inc [XIun
Facsimile | distributor, menufacturer or product caused or

Form 3500A contributed to the event. .
: Page 52
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Purdue Pharma L.P,
Mfr. report # 990636
Page 2 of 2

3500A Contirnwation Page

. C10. CONCOMITANT MEDICAL PRODUCTS (continued)

ZANAFLEX (TIZANIDINE HYDROCHLORIDE)
(5671999 to 11/10/1999 (STOP'D)),
PERCOCET (OXYCODONESAPAPY (CONTIN)

Page 53
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FDA Approved 11/08/93

. Mfe report # 990638
MEDWATCH Purdue Pharma L.P. por
o~ _ . . UF/Dist report #
E FDA MEDICAL PRODUCTS REPORTING PROGRAM Page 1  of 1 FDA Use Only
I ~. PATIENT INFoRNATION SRR | (M - susrecT HEpicATIoNS) DR
1. Patfent identifier|2. Agija'}:sgxgnt 3. Sex 4. Weight b 1. Name (give labeled strength & mfr/labeler, if known) : ‘
S

: OF s | [X] fomale or #1 OxyContin CR Tablets, 20 {oxycodane hydrochloride)
RW DOB: [] male 65.3 kgs ||#2 OxyContin CR Tabtets: 80 fg (o:;):codone hyygrochlondﬂ

M 2. Aoverse event or Propuct PROBLEM [N 2. Oose, frequency & route |3.Therapy dates(if unk, give dur)

1. [X] Adverse Event and/or [ 3 Procuct problem #1 20 MG QID PO #1 771996 - 571999 (STOPD)
- #2 B0 MG TID PO #2 571999 -~ 1172371999 (REDUCD)
2. Outcomaes attrib. to event [ ) disability -~
{1 deat [ 1 congen ancmaly 4. Diagnosis for use {indication) 5. Event abated after
{mo/day/ Yy} [ 1 required intervention use s d or dose
{1 Life~threatening to prevent perm damage #1 OSTECARTHRITIS AND OSTEOPOROSIS edwe
[ hosgitalizat!un - (g other- #2 OSTEOARTHRITIS AND OSTEOPOROSIS
Tttt o prolonged o ar # <71 o [7- B v | L1 B £
. Lo if known . . Date es
3. Date of event 1171671999 4. Date of this Rept 01/05/2000 Exp LA ud /
. #1 UNKNOWN #1 UNKNOWN 8. Event reappeared
5. pescribe event or problem #2 UNKNOWN - 74 . after reintroduction
A 43-YEAR-OLD FEMALE PATIENT EXPERIENCED CONSTIPATION AND @. NDC # for prod problems only .
VOLWILUS, WHILE TAKING OXYCONTIN CQONTROLLED-REL SE #1 Dyes [ Ine [ JN/A
DXYCDDDNé HYDROCHLORIDE) 80 MG, THREE TIMES DAILY, FOR PAIN ’ - - #2 [ lyes [ Ino [XIN/A
DUE TO OSTEQARTHRITIS AND OSTEQPOROSIS. THE PATIENT, WHO IS
UNDER THE CARE OF A GASTROENTEROLOGIST BECAUSE OF A RISTORY |110. Concomitant medical products and therapy da
OF “STOMACH PROBLEMS™, BEGAN TAKING OXYCONTIN 20 MG FOUR {1 PREVACID (LANSOPRAZOLE) (CONTIN), TYLENOL (ACETAMINOPHEN)
TIMES DAILY IN JULSS, ON H1S ADVICE. [N MAY9?, THE DOSAGE {CONTIN), AZMACORTY (TRIMC!NOLONE) {CON
i6NOV99 THE DARVOCET-N 100 (PROPOXYPHENE) (from 11/23/1969 (STOP'D))

WAS INCREASED 70 80 MG THREE TIMES DAILY. ON
PAT1ENT BEGAN EXPERIENCING CONSTIPATION AND SHE CONSOLTED A

NEW_GASTROENTEROLOGIST (SINCE HER REGULAR
GASTROENTEROLOGIST WAS [LL), (REPORTEDL'{ ABOUT THE SAME .
WAS UNDER A LOT OF STRESS BECAUSE HER N c. AL mawuracTurers EEENEREE

TIME, THE PATIEN

' “HUSBAND RAD SUFFERED A HEART ATTACK.) THE PATIENT HAD A

| EOLONBSCOPY O ZBNGYSD LIKICH WAS NEGATIVE. THE NEXT DAY, ON | 1. Contact office - name/address 2. _Phohe number

. 23H0V99, THE PATIENT DEVELGPED WWOLVULWUSH AND THE N €203) 854-7280
7 % PHYSICIAN DECREASED THE OXYCONTIN DOSE 1O 80 MG TaICE DAILY || Purdue Pharma L.P. :
Y ' AND ADDED DARVOCET (PROPOXYPHENE NAPSYLATE/APAP) 650 M 100 Connecticut Ave. 3. Report Source

P THE TREATMENT . THE SYMPTGHS CONTINUED AND Norwalk, CT 06850-3590 "| (check atl that
. apply’

EVERY & HOURS
AFTER A "FEW DAYS™ ON THIS REGIMEH. THE PATIENT WAS ADVISED
BY HER REGULAR GASTROENTEROLOGIST, 70 STOP TAKING DARVOCET

AND TO RESUME OXYCOHTIH a0 MG THREE TIMES DAILY. OX £
29N THE PATIENT HAD A BARIUM ENEMA. THAT SAME NIGHT , L] study
E’& literature

oveP,
THE NEW ?HYSICIAN CALLED THE PATIENT AND ADV!SED HER THAT

YOXYCONTIN HAD COLLAPSED THE BOWEL.™ THE PATI
CONTINUING OXYCONTIN 80 MG THREE TIMES DAILY AND SHE 18 £ } health
STARTING TO HAVE BOWEL MOVEMENTS AGAIN. NO FURTHER 4, Date Recid by Mfr. 5. professional
INFORMATION WAS PROVIDED. ’ 12701£1999 CAINDA# 20-553 % g user facility
RSO company
! 6. If IND, protocol # IND# rgggesentatwe
R [ ] distributor
. - s PLA# [ 1 other:
6. Relevant tests/lasboratory data, including dates 7. ‘ryﬁe of repo )
(check all that apply) pre-1938 (]
RELEVANT TESTS/DATA- . ore [ lyes
OVPP: COLONOSCUPY NEGATIVE { 15-~day [ )115~chay - product .
*29»0\!99 BARIUM ENEMA (RESULTS UNKROWN Y S
L J10-day [Xlperiodic {8. Adverse event term(s)
X1init [ Yfollow-up CONSTIP
* # VOLVULUS
9. Mfr. report number
920638

7. Other relevant history, including preexist. med. conditions | /I £- inrTiAL rReporvER SN

HISTORY OF STOMACH PROSLEMS, ASTHMA AND “STRESS™ (NOV99) 1. Name, address & phone #
ASSOCIATED TO A SHEART ATTACK® HER HUSBAND HAD. P PR,

Y 2. Health 3. Occupation 4. Initisl reporter
professional? . ?lsgbient report
: )

1

MED INFO ASSOC Submission of a report does net constitute an - :
admission that medical personnet, user facility, [) yes [X] no [ lyes [ Ino [Xlunk
Facsum le distributor, manufacturer or product caused or
Form 35004 contributed to the event. > 55
age
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FDA Approved 11/08/93

: Mfr report # 0
MEDWATCH purdue Pharma L.P, po o037
. - 4 UF/Dist report #
& FDA MEDICAL PRODUCTS REPORTING PROGRAM Page 1 of 1 FDA Use Only
M A, PATIERT tnrormaTION AR | [ - susPect veoicaTioncs) N
1. Patient identifier|2. Agfsagﬁxsent 3. sex 4. Weight b 1.. Name (give labeled strength & mfr/labeler, {f known)

z‘l OxyContin CR Tablets, 40 mg (oxycodone hydrochleride)

RE)ACTED' oF ———— | [X] fegale or
poB: [ ] mate 72.5 ks

BN 3. aoverse evENT or Propuct pROSLEM NN (2. Dose, frequency & route |3.Therapy dates(if unk, give dur)

1., [X] Adverse Event andfor [ 1 Product problem’ g‘l 80 M5 Q8H PO gi 6/7/1999 - 672171999 (STOP'D)

2. oytcomes attrib. to event { 1 disability - -~ - : -
£.1 death [ ] congen anomaly 4. Diagnosis for use (indication) 5. Event abated after
: - use stopped or dose

N (mofday/yy) [ 1 required intervention
t‘% tife-threatening te prevent perm damage 31 PAIN reduced
#1 DiIyes [ Ino [ IN/A

{ 1 hogpitalization - £ 1 other: .
. -+ initial or prolenged .
- 8. Lot # (if known) |7. Exp. Date # [lyes £ Ino [ IN/A
3. Date of event . ,4. Date of this Rept 0170572000
- #1 UNKNOWH #1 UNKNOWN 8. Event reappeared |
: # . # after reintroduction

5. Déscribe event or problem

A:45-year-old black female developed a rash and experienced [19. NOC # for prod problems only :
dizziness and abdominal burmng while taking OxyCentin_ ’ #1 [ lyes [ Ino [XIN/A
(controlied-release oxycodone hydrochloride}, gabapentin - - # [lyes [ Ino [ IN/A
and Tegretol (carbamazepine). in s the patient was -
switched. from Percocet (oxycodone/APAPS to Oxytontin 20 mg 19. Concomitant medical preoducts and therapy dates

APENTIN, TEGRETOL {CARBAMAZEPINE), BACLOFEN,

avery 8 hours for chronic pain. Simultangousty, the ?atient. GAB, Tl
began treatment for neck spasms, first with saﬁapent n OXYCODONE fICL Cfrom 5/17/71999)

which resulted in @ rash Within' 72 hours, and then with
Tegretol which caused excessive dizziness by 2 or 3 days,
Both events abated oncé replaced by baclofen. OxyContin -

therapy continued, and the dose was titrated upward to 40
tablets) every 8 hours and then to 80 mg (tvo | /I 6. ALL MANUFAcTURERS JEEEENEEREENINURARNARRNRSNENY

ng (two 20
) 40 mg table?g) every 8 hours. After the first BOmg dose,
the patient experienced an internal, mid-abdominal burning 1. Contact office - name/address 2. Phone number
~ sensation ("not tike heartburn'). OxyContin was . (2033 854-7280
discontinued and the symptoms abated within 24 hours. The Purdue Pharma L.P. :
reporting pharmacist determined the events were probably 100 Connecticut Ave. . 13. Report Saurce
related to OxyContin. . : | Nerwalk, CT 05850-3590 (check all that
***Fol low-up information received on 20SEP99, from the apply?
reparting pharmacist revealed that the patient is a
45-year-old black female who began taking OxyContin 80 mg {1 foreign
(two 40 mg tablets) every & hours for pain on OTJUNS?. On [ ] stu
10JUN99, the patient experienced abdominal burning which I} literature
- lasted 20 to 30 minutes. Reportedlr, the patient described [ ] consumer
the event as "bursted into flames." The event resolved on [X) health
11JUN99. OxyContin was discontinued on 21JUNPY. "The ’ 4. Date Rec'd by Mfr. 5. X professional
reporting pharmacist assessed causality as “definitely 0972071999 {AXNDAR 20-553 [ ] user facility
related to OxyContin. { 1 company .
: 6. 1f IND, protocol # IND# representative
- [ 1 distributor .
6. Rilevant tests/Laboratory dafe, inoluding dat 7. Type of report PLA¥ L1 other:
. Relevant tests oratory data, inc ng dates . of repor . e e
. . (che‘c’Eeall that apply)| pre-1938 ( Jyes
RELEVANT TESTS/DATA:NONE ore [ lyes
 15~cay ([ 115-day product
[ 110-day Xiperiodic |8. Adverse event term(s)
[ 1init [XJfollow-up PAIN ABOO
N # 1 DIZZINESS
RASH
¢, Mfr. report mumber
990372

Other relevant history, including preexist. med. conditions ||l €. INiT1AL rerorTER JENNENENETENEREREENNNREEAN

7.
u;lpertemioﬁ; depression; motor vehicle accident; neck 1. Mame, address & phone #
muscle spasms; manic disorder; migraine; back injury with
neuropathic pain. . . ' RI
/"J\ ? : . "
{ 2, Health 3. Occupation - 4. Initial reporter
v \ professional? :ls?Dzent report
. o .
MED INFO ASSOC Submission of ‘a report does not constitute an .
o admission that medical personhel, user facility, X} yes [1no CLINICAL PHARMACIST [ lyes { Ino [Xiunk
Facsimile distributor, manufacturer or product caused or
Form 3500A contributed to the event.
Page 58
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15-DAY ALERT REPORT —

Mfr report # 200625
HEDWATCH Purdue Pharma L.P. -
UF/Dist report #
FDA MEDICAL PRODUCTS REPORTING PROGRAM Page 1 of 1 FDA Use Only
IR c. SUSPECT MEDICATIONCS) AR

# 4137

/ B A, PATienT inroRATION IR

patient identifier{2. Age at event}3. Sex 4. Weight tbe

DQ female or
DOB. [ ] male kgs

1. Kame (give labeled strength & mfr/labeler, if knownd
gt OxyContin CR Tablets, 80 mg (oxycodone hydrochioride)

I B- Aoverse svent ok proouct ProsLEM NNV

2. Dose, frequercy & route |3.Therapy dates¢if unk, give dur)

IX] Adverse Event andfor [ ] Product problem :‘l 80 MG CBH PO 51 UNKNOWR
utcomes attrib. to event £ ] disabili
£} death [ 1 congen mzmt 4, Diagnosis for use (indication) 5. Event abated after
mo/day/yy? {3 required interventwn use stopped or dose
t ] tife—tareatemng to prevent mm #1 CHRONIC PAIN reduced
hosg talization - X3 other: MEDICALLY BIGNIFICAN| |# .
ial or prolonged - #1 [ Iyes [ Ino DON/A
&, Lot ¥ (if known) |7. Exp. Date | ¥ yes [ Ino [ IN/A
3. Date of event [4- Date of this Rept 10/06/2000
#1 UNKNOWN #1 8. Event reappeared
5. Describe event or probiem # |# . f er reintroduction
A nant femle tient rienced *peculiar 9. HoC # for prod problems ont
Ft”i.?ﬁs" 2: g 22 weeks of wtatm shile al Y #1 L Iyes { Ino [XIN/A
taking ?xycontln {contral Led-release ox¥c - - [ lyes { Jno [ IN/A
?’ ¥ ﬁ;;sht_nl:gurs bl chr:uic )gaeénb;or 10, Concomitant medical products and th dates
. s case wa r a . an er
nur:'e“?:cthe Umted States of America via a Somport UNKNOWN pr il
representative. No further information was provided.
B o- AL owracieers IR
1. Contact office - name/add 2. Phone number
act o ‘ [~ ress (203) Saf-8000
Purdue Pharma L.P.
1 STAMFORD FORUM 3. Report Source
STAMFORD, CT 05901-3431 (check alt that
: apply)
£ 1 foreign
£1s ?
[ 1 titerature
{1 o
: X1 health )
%. Date Rec'd by Mfr. |5. professiona
0972572600 {AINDA¥ 20-553 [DK:J' % ;“;cility
. 1f tative
6.1 !.ND, protocol # 15D# r 6mmtgrv
6. Rel t tests/leboratory data, including dat Type of report PLA¥ L1 others
» Relevan! ests rato 0ne ] es [ K T ————
Ty cata. ne chelk atl that apply) gre-1938 { yes
Relevant Tests andd Laboratory Datas UNKNOWN TC [ lyes
’ [ 15-day [X115-day product

[ J10-day { Iperiodic |8, Adverse event term(s)

DGInit [ Jfollow-up ABORTION
# EYE DIS

$. Mir. report number
200625

UNKNOWN

7. Other relevant history, including preexist. med. corditions

C Dy ]

1. Name, address & phone #

.

MED INFO ASSOC gggmssion of a report does not constituyte an

Facsimile
Eorm 35004

sgion that medical personnel, user 3231 tity,

distributor, manufacturer or product caused o
contmbuted'to the event,  ©

2. Health 3. Oceupation 4. Initial reporter
professional? P :lsgp :ent report
Q

[ 1yes [ ino DOunk

X} yes (1 no NURSE

Produced by Purdue to the Office of the Attorney General - State of Connecticut R
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FDA Approved 11/08/93
Mfr report # 200031

UF/Dist report #

P .
= FDA MEDICAL PRODUCTS REPORTING PRUGRAM Page 1 of 1 DA Use Only

B A- PATIENT THFORMATION NS | ENE c. suspecT MepicaTioncs) [ENEENENURIRREN

1. Patient identifier}2. Aggsa;sg%/gnt 3, Sex 4. Waight lbs 1. Name (give labeled strength & mfr/labeler, if known)
K=Y ' #1 Oxycontin CR Tablets, 10 mg (oxycodone hydrochloride)

MEDWATCH Purdue Pharma L.P.

WA 2 iyl female or i
DOBE=E MRS 2 iiDl] male £2.5 kgs ||#2 OxyContin CR Tablets, 10 mg (oxycodone hydrochloride)
JIR 5. Apverse EVENT ok PRODUCT PrOBLEN JNNENNNUENENERENNNN; 2. Oose. frequency & route [3.Therapy datesCif unk, give dur)
1. X1 Adverse Event andfor [ ) Product problem #1 10 MG Q8H PO #1 107471999 ~ 11/22/1999 (STOP*D)
- #2 10 MG G8H PO #2 171272000 - 172172000 (SToP'D)
2. OQutcomes attrib. to event [ 3 disability . . - -
£ 1 death [ ] congen anomaly . 4. Diagnoais for use (indication) 5. Event abated after
{mo/day/yy) [ 1 required intervention use sggpped or dose
[ 1 Life~threstening to prevent perm damsge #1 PAIN DUE TQ LUNG CANCER reduc
[ 1 hogpitalization - { 1 others #2 PAIN DUE TO LUNG CANCER .
initial or protonged . 4 L;:t # (if knosm) |7. Exp. Dat g; Exgyes Hm l[:)&l}g'ﬁ
- 1 . . e no
3. Date of event 1172071999 |4. Date of this Rept 02/08/2001 ’ =
#1 UNKNOWN #1 .. {8. Event reappeared
#2 UNKNOWN #2 after reintreduction

5, Describe event or problem

A 63-vear-old male patient experienced eyelid swelling on 9. NDC # for prod problems. only :
2080‘139 while takig Oxyt:ontfz (controlled-rel eage ' prod » i #1 DAyes [ Ino [ IN/A -

oxycodoﬁe hydrochloride) 10 mg three times daily for pain - - #2 [ lyes I Ino [XIN/A

duye to Lung cancer. The patient began taking OxyContin on -
D40CT99. gprgximately s?:ai weeks later, on ZQN%, the 10. Concomitant medical products and therapy dates
patient experienced eyelid swelling. OxyContin was .|| DEXAMETRASONE, ISORDIL (ISOSORBIDE), LASIX (FUROSEMIDE),
discontinued 2 days later, on 22NOVSD and the syﬁtom SULINDAC
abatedéanE‘EZJmoi: 0 gntm vas, Sﬁ‘ggrte& andt_ne

rred. ven ater, on OxyContin was
discontinued. The e{?nical Sutcome is unknown. No further

d B
information was provided.
- P ion received on 17FEBO0 from the TR G. AL MANUFACTURERS RN

wrwpdditional informati
reporting nurse revealed that the patient is a 83-year-old
H.\ Caucasian male with metastatic s?umus cell carcinoma 1. Contact office - name/address 2. Phone rumber
/ . (unknown primary), who began taking OxyContin 10 mg every 8 {203) 588-8000
Reportedly, the patient Purdue Pharma L.P. P Te———
: - Ré| urce

hours for pain on 04OCT99. n
Lai of sinus swelling® and experienced bitateral 1 STAMFORD FORIM
efid swelling. Oxytontin was discontinued on 22HOV99 and STAMFORD, CT 06901-3431 - (eheck all that
ge symptoms abated. OxyContin was reintroduced at a later 2pplyd
date and the symptoms recurred, OxyContin was again . .
discontinued. The patient recovered on an unspecifiad date. [ ] foreign
The g:gorting nurse assessed causatity of the event as [ ] study
"probably? related to GxyContin. [ ] titerature
{ 1 consumer
X1 health
4. Date Rectd by Nfr. |5. professional
0172772000 (RKDA# 20-553 {1 user facitity
{ 1 company .
6. IT IND, protocol # 1ND# representative
[ 3 distributor
6. Rel tests/laborat: data, inctuding dat 7o T f t PLad L1 others
. Relevant tests/laboratory-data, inc ng es . of repor e
! Cchegg-e all that apply) gre-1938 { lyes
RELEVANT TESTS/DATA: UNKNOWN TC { Jyes
[ 15-day { 315-day product
[ 110-day Dtlperiodic {8. Adverse event term(s)
Xiinit J;allou-t.p EDEMA FACE
9. Nfr. report number
200031

7. Other relevent history, inctuding preexist. med. conditions ||JNME £. wrri1AL .ReEPoRTER NN

1. Name, address & phone #

Metastatic squamous cell carcinoma (unknoun primary).

‘/ﬂ".,\

' ' 2. Health 3. occupation 4. Initial reporter
, professional? gésgnient report
MED INFO ASSOC Submission of a report does not constitute an

admission that medggal personnal, user facility, Ddyes [1no NURSE [ lyes [ Ino DXJunk
Facsimile distributor, manufacturer or product caused or

Form 3500A contributed to the event.
Page &
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MEDWATCH

Page 1
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£ FDA MEDICAL PRODUCTS REPORTING PROGRAM

Purdue Pharma L.P.

of 1

FDA Approved

11/08/93

Nfr report #

200285

UF/Dist report

#

FDA Use Only

————

MR . PATIERT INFoRMATION RN NESEERRANNENE | /M c. susecct wepicATioncs) NN
1. Patient identifier 4. Veight bs 1. Name (give labeled strength & mfr/labeler, if known)
or #1 OxyContin CR Tablets, 80 (oxycodone hydrochloride)
_ =0y l 8 ks ||#2 oxyContin CR Tablets! 80 mg Coxycodone hﬁ:ochtoridea
I 5. ADVERSE EVENT OR PR proUEN NENEDENNNEN | 2. Dose, frequency & route |3.Therapy dates(if unk, give dur)
1. DQ Adverse Event and/or [ 1 Product problem #1 160 MG Q&K PO #1 -LURKNOWN
ik #2 160 MG 08 PO 8 Cidd
2. Qutcones attrib. to event [ ] disability - —r
[ ] death { ] congen anomaly ) 4. biagnesis for use (indication) 5. Event abated after
L {mo/day/yy} [ ] required intervention - use st d or dose
[ ] life-threatening to prevent perm damage #1 BACK PAIN reduc
[ 1 hospitalization - [ ] other: #2 BACK PAIN
initial or prolonged : 6. Lot # (if known) |7. Exp. Dat BENE i Bl
. Wy . . no .
3. Date of event 4. vate of this Rept 02/08/2001 *p. bate =
#1 3821 #1 02/01/2003 - |8. Event reappeared |
5. bescribe event or problem #2 441 #2 03791/2004 after reintroduction
A_36~year-old male experienced extreme nausea and psin in 9. NDC # for prod problems only
his stomach en an unspecified date uhile taking Oxyeentin . #1 [ Jyes [ Jno IXIN/A
(control led-release oXycodone hydrochicride) 160 mg every - - #2 [ lyes [ lno DUIN/A
six hours for back pain. Reportedly, the patient had an
automabile accident on an unspecified date and therapy with 110, Concomitant medical products and therapy dates
Oxycontin started on 01JAN99. The reporting pharmacist . | VALIUM (DIAZEPAM) (from 6/14/1999)
informs that the patient has experjenced extreme nausea
pain_in his stomach when taking tablets from lots 3521
{expiration date 2/2003) and 4L41 (expiration date 3/2004).
Reportedly, therapy with Oxycontin continues. This case
- was reported by a pharmacist in the United States. No
further information was provided. B . AL Mavuracturers RN AN
P 1. Contact office - name/address 2. Phone rumber
s . {203) 558-8000
: Purdue Pharma L.P.
1 STAMFORD FORUM 3. Report Sotirce
STAMFORD, CT 06901-3431 {check all that
apply?
[ ] foreign
] study
I3 titerature
] consumer
DG health
4. bate Rec'd by Mfr. |5. - professional
0571871999 CAJNDA# 20-553 . g% user facility
B ms— comparn
6. If IND, protocol # IND# represgntative
£ 1 distributor
- . PLA# [ 1 other:
6. Relevant tests/laboratoty data, including dates 7. TYEE of report e
(check sli that applyd| pre-1938 [ lyes
kelevant Tests and Laboratory Data: UNKNOWN orC £ lyes
) [ 15-day [ 115-day product
[ 110-day [Xlperiodic |8. Adverse event termis)
DXilnit [ Jfollow-up PAIN ABDO
# NAUSEA
9. Mfr. rt nurber
200286 repe
7. Other relevant history, including preexist. med. conditions | /JNE €. INITIAL REPORTER NEEENENEENRRNNRNENNY EN
Additional information received 14JULCD indicates the 1. Mame, address & phone #
patient is sensitive to NSAIDs (non-sterioi .
antiinflammatory drugs).
\‘" ]
2. Health 3. Occupation 4. Initial reporter
l professional? :Lsgagent report
©
MED IKFO ASSOC Submission of a report does not constitute an
admission that ical personnel, user facility, 0Q yes (1 no PHARMACISY [ lyes [ Ino fXJunk

distributor, manufacturer or product caused or

Facsimile
cantributed to the event.

Form 3500A

e

Page 56

Produced by Purdue to the Office of the Attornei General - State of Connecticut
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purciue Pharma L.P.

of 1

DA Approved 11/08/93
200350

Bfr report #

UF/MDist report #

FOA Use Dnly

B A PATIENT NFORNATION I

I c. suspecT Mep1cATIONCS) IS

Y
J

hydrochloride) for three months for an unstgeciffed
indication, Dose, strength and specific therapy dates were
not specified. The reporting physician related that
anti-emetics did not help the condition. The patient was
switched to Duragesic (fentanyl) and the symptom abated.
This case was reported by a pzysician in the United Stat
via a company representative. No further information was

Vi -
mAdditional information received on 170CT00 from the
reporting jcian revealed that the patient is a
45~year-ald Caucasian female who_experienced severe

constg?tfon {not pausea as previously reported) on
" 20MAY00, while taking OxyCantin 10 mg two tao three times
daily for chronic pain. l;:gortedl » the dose was ﬂradt.lally
increased over several weeks to & mg/day, On 20MAY00, the
patient experienced severe consg{ﬁatwn ‘in spite of ta1
very aggressive bowel program with Senokot [sennosides],
Pericolace [docusate sodiuml, Citrucel thyleallulosel,
Extax_[phenolphthalein] and increased fluids.* OxyContin
was discontinued on 12JUNCC and the patient tom abated.
The reporting physician assessed causality of the event as

#probaply® related to OxyContin.

1. patient identifferi2. Agzsa;: Ei‘\{sent 3, Sex 4. Weight b 1. -Name (give labeled strength & mfr/Labeler, if known)
- 5
= 2\ or ) female or #1 OxyContin LR Tablets, 10 oclone hydrochloride)
L DoB: 1 male 48.9 kgs | |# + 10 39 (oxysodone hyd
N &. Aoverse Event ok prooucT PROSLEX [EEENNEMNENNNNNENN (2. Dose, frequency & route |3.Therepy dates(if unk, give dur}
1. D{1 Adverse Event and/ar [ 1 Product problem z‘l 10 Mg 2-3/DAY PO gt 572072000 ~ 6/12/2000 (STOP!D)
2. outcomes attrib. to event [} disability —
[ 1 death 1 congen anomaly 4. Diagnosis for use (indication) 5, Event abated after
. {ma/day/yy) [ ] required intervention use stopped or dose
{ } life-threatening to prevent perm damage #1 NON-MALIGNANT PAIN reduced
£1 (_lcsgjtalizatmn ~ { 1 other: #
initial or prolonged o Lot F CiF Pl Ere— g‘l P(‘i!yes E gno Egﬁ;ﬁ
. Lo if known . . Dat s [ Ino
3. Date of event  5/20/2000 |. Date of this Rept 02/08/2001 p. Date # ° v
#1 UNKNOWN #1 B. Event reappeared
5. Describe event or problem # # atter reintroduction
A female patient experienced intractable nausea while 9. NDC # for prod problems only
taking OxyContin (controlled-release oxycodone . g‘l E !]l;g: E gno Exgg;ﬁ
~ - (%]

10. Concomitant medical products ard therapy dates
TNDERAL (PROPRANOLOL) <Eovmu)s @ i

B . auL wowracturers NIRRT B

Relevant tests/laberatory data, including dates
Relevant Tests and Laboratory Data: UNKNOWN

1. tontact office - name 2._Ph number
‘ ce - /address cznsgngsa_aooo
Purdue Pharma L.P.
1 _STAMFORD Ft - 3. Reﬁort Source
STAMFORD, CT 0690%1-3431 {check all that
apply)
[ 1 foreign
L1 st
{ ] Literature
€ 1 consumer
X1 health |
4. pate Rec'd by Mir, |5, professional
06/14/2000 CAINDA 20-553 E)& user S;cﬂnv
&, If 1 t representative ;|-
W, protocol # | INo# {1 diseribtor || -
T . PLAR [ ] other:
. .o Tt PO—
(chelk all that apply) Bt [ ves
es
{ 15~day [ 315-day ° product L4
[ 110-day [Xiperiodic {8. Adverse event term(s)
XIInit Jéqilow—l.p CONSTIP
2. Hfr. © t numbe
300356 T ;

other relevant history, incliuding preexist, med. conditions

Chronic hip and pelvic paing multfele‘.sclerosis; miaraine
hesdaches; mitral valve pro[apse; irpitable bowel syndrome;
degenerative disc disease of the lumbar spine

I c. teimiac ReporTER RSN

1. Name, address & phone # .

£,

l 2. Health 3. Occupation 4. Initiat reporter
’ professional? . :ésgniem: report
MED INFO ASSOC Submission of a re?ort does not constitute an

. admissjon that medical persennel, user facility, DI yes 11 mo | PHYSICIAM L lyes [ Ino DXQunk
Facsimile distributer, manufacturer or product caused or
Form 35004 contributed to the event.
) page 76
8003027113
Produced by Purdue to the Office of the Attorney General - State of Connecticut :
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200406

Mfr report #
UF/Dist report #

FDA Use Only

o

B 7. PATIENT INFORMATION I

I c. suseecT keEpicaTIones) NN N

M B. ADVERSE EVENT ok Propuct prosle NN

1. Patient identifier{2. &ggsa;ﬂe;sant 3. Sex 4. Weight b 1. Name (give labeled strength & mir/labeler, if known) (CONT)
or X1 female or #] OxyContin CR Teblets, 80 codone h chloride
REDAm DOB: [ male 58.5 kgs |{#2 OxyIR Capsules (oxycédonemgyggﬁghloride)ydm oride)
3.Therapy dates(if unk, pive dur)

2. Dose, frequency & route

tient, an Intensive ‘Care Unit

neuritis. Reportedly, the
hours prior to her

Nurse, had not eaten for about 1
episede of confusion, nausea and vomiting which occurred at
Least B hours following a routine dose OxyCeontin on
128EP99. A subsequent glucose tolerance test was compatible
with reactive hypoglycemia. OxyContin was discontinuted
and the patient recovered., This cese nas reported by a
physician in the United States of America. .
w*2Additional information received 12DECO0 from the |
' reporting physician relates that OxyContin was prescribed
for intercostal neuralgia (not intercostal peuritis as
originally reported) following thoracotomy in 00OCT98. Tha
reporting physician relates that on the evening of 115£P99,
at 9 p.m., the patient taok two tablets of Esgic
(bitalbital/caffeine/apap) and one OxyCantin, BO mg ardd on
12SEP99, eight hours after taking one OxyContin 80 mg
tablet and one 25 mg Phenergan (promethazine), the patient
experienced an episade of confusion and at approximately
10130 a.m. an episode of Loss of conscigusness. Prior to
the episode of urconseiousness, the patient reforted that
during the morning of 12SEP99, she felt mentally sluggish
and tired, with difficulty organizing her thoughts.
Reportedly, tg:apatient recalls having had a more rapid and
strong heaggmnﬁuégg morning of 12SEP9Y, and has no clear

1. DO Adverse Event  and/or [ ] Product problem #1 80 M5 TID PO #1 473071999 - 971271999 (STOPWD)
- e #2 MG UNKHOWM PO #2 URKHOWN
2. Outcomes attrib. to event [ ] disability -
£ 1 death [ 1 congen anomaly . 4. Diagnosis for use (indication) 5. Event abated after
R (mo/dayfyy) { 1 required intervention use stopped or dose
£ 1 life-threatening to prevent perm damage #1 INJERCOSTAL NEURALGIA reduced
£ 1 hogpitalization =~ L 7 others #2 BREAKTHROUGH PAIN
initial or prolonged : e Locd 117 T7 — g% EXlyes Hm £ IN/A
. Lot if known, . . Date (0] no [ IN/A
3. Date of event 971271993 ,4. Date of this Rept 02/08/2001 Exp =
-~ #1 UNKHOWN #1 8. Event reappesred
5. Describe event or problem #2 UNKNOWN #e after reintroduction
A 38-year-old female patient, with no history of diabetes 9. NDC # for prod problems only
and a history of tuberculosis, experi reactive . #1 yes [ Ino [ IN/A
lycemia, confusion, nausea and ting on 128EP99 - - #2 [Miyes [ Ino [ JN/A
le taking tin (controlled-release oxycodone - -
hydrochleride) 80 mg three times a day for intercostal 10. Concomitant medical products and the dates
ESGIC (BUTALBITAL/CAFFEINE/APAP), PHENER (PROMETHAZINE],
AMPIN CRIFMAPICINY (CONTINS,

RIFAMPIN/ISONIAZID (CONTIN), RIF
ISONIAZID CISONTAZID) (CONTIN)

M G. ALL PaRUFACTURERS IR R

1. Contact office ~ name/address 2. Phone munber
€203) 588-8000
Purdue Pharma L.P.

3. Report Source

Relevant tests/laboratory data, including dates

Relevant Tests and Laboratory Data: Glucose Tolerance
Test: Compatible with reactive hypoglycemia.

]

[ }i10-day DQOperiodic |8. Adverse event term{s)

Gther relevant histery, including preexist. med. conditiens

Patient is not a diabatic. History of tuberculesis
{diagnosed in October, 1998), tension headaches ard rare
wigraines. Tension headaches contgol led with Esgic
(butalbita!/caffeme/aﬁap) 1-2 tablets every 6 hours st
most 1-2 days each week, Patient has been on this regimen
for 15 years. About twice yearly, her headaches evolve
into a severe bilateral migraine, associated with nauses

n'J'*. and vomiting ia. Occasionally, the pain is

7

s

0 , and photophob
locatized behind her laft eye. These headaches last up to
two days, and are niot relieved by any intervention.

Xlinit [ 2follow-up HYPOGLYCEM REACT
# CONFUS
VOMIT
9. ¥fr, report rumber SYNCOPE
200406 CCONTINUED)
MR E. IHITIAL REPORTER [

1. Kame, address & phone #

REDACTED .

MED INFO ASSOC Submission of a report does not constitute an
sdmission that medical
distributor, manufacturer or product caused or

Facsimile
cantributed to the event.

Form 3500A

2. Realth 3. Occupation 4. Initial reporter
professional? gésgoient report

L Iyes [ Ino IXJunk

X1 yes [] no PHYSICIAN

personnel, user fazility,

Page 102

1 STAMFORD FORUM -
STAMFORD, €T 06901-3431 (check all that
apply)
[ ] foreign
{1 st .
{1 Literature
[ 1 cotisumer
D health
4. Date Rec'd by Mfr. 5. professienal
07/06/2000 CAINDAE 20-553 [ ] user fapility
| [ ] company .
é. If IND, protocol # INO¥ _representative
f 1 distributor
PLA% [ 1 other: .
7. Tyﬁe of report e
(check all that apply) g:r-‘e:-wsa Hyes
yes
[ 15<day [ 115-day - product

8003027139

Produced by Purdue to the Office of the Attornei General - State of Connecticut

Y
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200406

Mfr report #
UF/Dist report #l
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of 3

BN 4. PATIENT INFoRNATION IR A

B C. SUSPECT MEDICATION(S) NN

2. Age at event|3, Sex 4. Weight
lbs

ar [ ] female or
BOBs {1 mate kgs

1. Patient identifier

1. Name (give labeled strength & mfr/labelers ¥f known)
;3 PHENERGAN (PROMETHAZINE)

N 5. Aoverse EVENT oR Prouct PROBLEN ENEREENERSAREI

1. [ 1 Adverse Event and/or { ] Product problem

2. Outcomes attrib. to event [ ] disability
[ 1 death ] congen anomaly
{mo/day/yy) £ 1 required intervention
1 Uife-threatening
1 hogpitatization -

-t
{ [ ) other:

2. Dose, frequency & routs |3.Therapy dates(if unk, give dur)

initial or protonged

bate of event

bescribe event or problem

recollgctian of the events that transpired from when she
was relieved of her nursing duties a
awakened, having been f asleep on the floor.
reporting physician relates that there were no contusions
and the patient had not been incontinent. The patient was
found with cardy bars partially eaten. No _clinicat
eveluation was performed following her episode of
uncorsciousness, other than a urine toxicology screen,
which revealed the preserce of prescribed medications.
Reportedly, the ?atvent had a complete recovery and the
reporting physician relates that the reported events were
probably related to the drug therapy. .

5

33 25 MG UNKNOWN PO 33 UNKNOWN
1 : 5 Event abated after
4. Diagnosis for use (indication) 5. e s:gpped o dose
to prevent perr damage 53 UNKROWN . reduc
d & [ lyes [ Ino [XIN/A
Y 6. Lot # (if known) |7. Exp. Date g [lyes [Iro [ JN/A
{4. Date of this Rept 02/08/2001 e e
gﬁi i §3 8- 2fter refntroduction
9. BDC # for prod problems enly

[ lyes [ lno IXIN/A
N he FLoor. " She . . 5§ 1Yes [ Ino [ IN/A

10. Concomitant medical products and thersPY dates

6. Relevant tests/laboratory data, including dates

M . ALL MANUFACTIRERS IR |
1. Contact office - name/eddress - 252’3’3}‘,’“‘5’53.3095
Purdis Phaces L. . PR s,
STAHFORD, CT-06901-3431 apply)
[] foreign
[] stidy
[ ] Literature
f 1 consumer
L hegtl;th fonal
essi
4. Date Rectd by Mfr. ?imm# r1 ge,. facility
- i :'- esentative
6. If 1ND, protogol # |  IND# [ Sietribator |
— PLAZ [ ] other:
7. Type of report evraere st ’
(check atl that apply)] pre-1938 | lyes
ore [ Jyes
[ 35~day [ 115~day product

[ 110-day [ lperiodic |8. Adverse event telM(s)

[lmnit J;ollnu-up

9. Mfr. report number
300408 T

7. Other relevant history, including preexist. med. conditions

BN E. (KITIAC RePoRTeR R NG

1. Name, address & phone #

&, Initial reporter
2. Health 3. Occupation

L professional? vparien . ‘:},sgbie““ report
MED INFO ASSOC Submission of 3 report does not constitute an

.. duission that med?gai persornel, user facility, [lyes £2 no Clyes [ Ino [ Junk
Facsimile distributor, manufacturer or product caused or

Form 3500A eontributed to the event. P 102
: age

8003027140

Produced by Purdue to the Ofﬁci if the Attomei Géqeral - State of Connecticut
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68. ADVERSE EVENT TERMS (continued)
ASTHENIA
SOMHOLENCE
TACHYCARDIA

Page 104

8003027141
Produced by Purdue to the Office of the Attorney General - State of Connecticut
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FDA Approved 11/08/93

ufe r # 200446
— MEDWATCH purdue Pharma L.P. rort
. UF/Dist report #

FDA Use Only

«iE FDA MEDICAL PROOUCTS REPORTING PROGRAM page 1 of 1

IR . PATIENT [wForuaTion |BEEERENENIEERASRNRENENNENN | WM C. SUSPECT MEDICATIONGS) RN N

1. patient identifier|2. Age st evgnt‘?». Sex 4. Weight " 1. Hame (give labeled strength & mfr/labeler, if known)
YEAR! ]
m Exg ;aet:l:le or :1 OxyContin CR Tablets, 20 mg (oxycodone hydrochloride)

kas
BN 5. ADVERSE EVENT OR Proouct prOBLEM JENMMENEEINNINENNE [2: pose, frequency & route |3.Therapy dates(if unk, give dur)

1. DO Adverse Event and/or . [ 1 Product problen 51 20 M5 TID PO §1 1171999 - 372000 (STOP'D)
2. tutcomes attrib, to event { 1 disability
[ 1 death ] congen aromaly 4, Piagnosis for use (Indication) 5. Event abated after
. (mo/day/yy) £ 1 required intervention use stopped or dose
{ 1 Life-threstening to prevent 51‘:: damage #1 PAIN reduced
€ 1 hespitalization - 00 other: MEDICALLY SIGRIFICAN|{#
initial or prolonged . # Liyes [ Ino DXIN/A
6. Lot # (if known} |7. Exp. bDate # Elyes [Ino [ JN/A
3. Date of event  2//2000  |4. Date of this Rept 02/08/2001 -
: : - #1 UNKNOWN #1 I8, Event reappeared _
5. bescribe event or problem # # after reintroduction
Case 5 of 5 reportst  Physician reports that a 33-year-old ||9. NDC # for prod problems onl
male patient igoabusfng g)s%ggntine‘()guntrclled-re(e;se R . P P 4 #1 [lyes I Ino DXIN/A
cockone hydrechloride). itional information is being - - # [lyes [1no [ N/

oXy!
requested.
**egzdditional jnformation received O1SEPO0 from the . 10, Concomitant medical products and therepy dates
reparting %imm relates that on an mseecified date in AMBIEN (ZOLPIDEM TARTRA?E)

November, , the patient started OxyContin 20 mg three
times a day for back pain. Reportedly, starting in FEBOO,
the patient developed addictive symptoms and according to

the reporting ician the patient had " r pespiratol
$xs t?w;ptms] E"Z‘m had pass_ggly been "sng?g?ng" %ﬁe drug
Oxycontin was discontinted in MAROO. The outcome is unknown | |JNll 6- ALL MANUFACTURERS [NENEEEERRRNNRNNNN I

since the patient was "lost to follow-up.® The reporti
/A""-‘ physician Betermined that the event was definite!ipgue to 1. Contact office - name/address 2. _Phone nucber
QxyContin. purdue oh Lp (203) 583-8000
ur arma L.P.
1 STANEORD FORUM . |3. Report Source
STAMFORD, CT D5901~3431 (check all that
. apply)
[ ] foreign
£1 st
[ I literature
[ } consumer
[X] health
4. Date Rec'd by Nfr. |5. ofessional
0771872000 (AINDA% 20-553 [ 1 user ¥acility
[x regzntative
6. 1f IND, protocol # IND# L1 d?gtributor
PLA# [ 1 other:
6. Relevant tests/laboratory data, including dates I&hT ?f ;ﬁpgrt " 1938”"———/
eck = a e-
Relevant Tests amd Laboratory Data: UNKNOWN e g{"c E ::Py'g:
L I5-day [ 115-day product
{ J10~day [XIperiodic [8. Adverse event tenus)
Dinit 11 ;atlou-up DRUG DEPEND
9. Mfr. report number
200446

7. Other relevant history, including preexist. med. conditions | |JJJM £. INITIAL REPORTER lw-
' ' . 1]1. Name, address & phone #

Back pain; insomnia

q‘ \'l . -
. 2. Health 3. tion 4, Initial reporter
I professional? cupa :cl,sgnient repart
MED INFO ASSOC Submission of a report does not constitute an :
agmission that med?gal personnel, user facility, [XI yes (1 no | PHYSICIAN [ Jyes [ Inc DXlunk

Facsimile distributor, manufacturer or product caused or
Form 3500A contributed to the event, P 123
age

8003027160

Produced by Purdue to the Office of the Attorii ieneral - State of Connecticut
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FOA Approved 11/08/93

Mfr report # 200608
NEDWATCH Purdue Pharma L.P. £o
Panet UF/Dist report #

. FDA MEDICAL PRODUCTS REPORTING PROGRAN Page 1 of 4 . FDA Use Only
B . FATIENT INFoRMaTION G AT | [N ¢ SUSPECT HEDICATIONCS) DR
1. Patient identifier|2. hszéa% E:;gnt 3. Sex 4. Weight s 1. Kame {give labeled strength & mfr/Labeler, if known)

RS OF —wemomrmmmeee { [ ] female or #1 OxyContin CR Tablets, 10 {oxycodone hydrochloride)

boB: 12/3/1953 |£X] male 09 kos ||# o T 9 Coxy e
S & roverse Event or proouct PROSLEM NN |2 pose, frequency & route |3.Therapy dates¢if unk, give dur)
1. [X) Adverse Event and/or { 1 Product problem #1 60 MG Q8K PO 21 UNKNOWN (CONTIND
2. Dutcomes attrib. to event [ ] disability . - -
{ 1 death [ 1 congen anomaly . 4. Diagnosis for use (indication) 5. Event abated after
(ma/day/yy) [ 1 required intervention . ise stopped or dose
[ J tife-threatening to prevent pers damage #1 PAIN DUE TO FAXLED BACK SURGERY reduced
£ 1 hogpitatization - [ 1 other: #
initial or prolonged #1 [ lyes [ Ino [XIN/A
- 6. Lot # (if known) 7. Exp. Date # [lyes [Ino [ IN/A
3. Date of event  &/1/2000 |4, Date of this Rept 02/08/2001
#1 UNKNGWH #1 8. Event reappeared
5. Describe event ar problem 4 # after reintrodksction
A 4b6~year-old Caucasian male rienced 9. NOC # for prod preblems only
nemusnessﬁgutermegs, excessive sweating, not sleeping #1 [ lyes L lno [XIN/A
on 01JUNOO while receiving OxyContin (controlled-release . - # [lyes [Ino [ IN/A
oxycodone hydrochloride) 60 mg every eight hou{s for an
unspecified period of time for pain due to failed back 10, Concomitant medical products and therapy dates
surgery. Therapy with OxyContin continues. This case was TRAZODONE RYDROCHLORIDE (CONTIN), EFFEXOR (VENLAFAXINE)
reported by the patient’s wife, who i a registered nurse || (CONTIN), CELEBREX (CELECOXIB) (COMTIN)
in the United States of America, via a company
representative. No further information was provided.
B G. ALL NAMUFACTURERS ISR
1. Contact office ~ name/address 2. phone nunbec
N €203) 588-8000
: : Purdue Pharma L.P.
1 STAWFORD FORUM . 3. Report Source
STAMFORD, CT 06901-3431 . (check all that
apply)
£ 1 foreign
1 study
[} literature
Xl consuner
IX] health
4. Date Rec'd by Hfr. |5. professional
0972172000 CANDA¥ 20-553 EX% user facility
—reis compa
6. 1f I¥D, protocol # INDR repreg;ntative
L 1 distributor
6. Relevant tests/laboratory data, Tncluding dates 7. T of report PLA# L3 other:
: : ' (Chelk all that applyd|" pre-1938 [ lyes
Relevant Tests and Laboratory Datas UNKNOWN TC { lyes
[ 15-day [ 315-cay product -
[ 110-day [XIperiodic |8. Adverse event term(s)
XI1Init [ 1follou-up NERVOUSNESS
2 SWEAT
INSOMNIA
9. Hfr. report mumber
200608 &P
7. Other relevant histery, including preexist. med. corditions |[J €. INtTIAL REPORTER ISR N
UNKNOWN . 1. Hame, address & phone #
PATIENT'S WIFE IS R.N.
; USA
Phone: (610) 431-5420
E . ’ 2. Health 3. Occupation 4. Initial reporter
] professional? ?ésgbient report
HED INFO ASSOC Submission of a report does not constitute an
admission that medical personnel, user facility, X1 yes [ no NURSE L lyes [ IJno DXIunk
Facsimile distributor, manufazturer or preduct caused or
Form 3500A contributed to the event. p 76
age

8003027213
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NEDWATCH
~ FDA MEDICAL PRODUCTS REPORTING PROGRAN

Page 1

P —

pPurdue Pharma L.P.

of 1

FDA Approved 11/08/93
200626

Mfr report #
UF/Dist report #

FDA Use only

metnoatnes

(T A- PATIENT INFORMATION IS I

B c. suspecT MEDICATIONCS) NN

1. Patient identifier|2. Age at event|3. Sex 4. Height
34 YEARS tbs

JF or IX] female or
DOB: 17871966 |f 1 male kgs

1. Name (give labeled strength & mfr/labeler, if known)
gi GxyContin CR Tablets, 80 mg (oxysodone hydrochloride)

W B. ADVERSE EVENT OR PRODUCT PRCBLEM NN

2, Dose, frequency & reute {3.Therapy dates{if unk, give dur)

ng OxyContin on

cl’\(l’:om c pain.
red of constipation,

01JUNOD and The

reporti rmac:'st related that the patient self-treate
tggo consngzmwn with {actulese and thggapy uith OxyCont i
rted 4 pharmac

Thé tient be an
?.QSE':‘a ?

"oy
asg

was not interrupted. This case was repo
in the United States of Amarica. #No further information
was provided,

Addltxonat information received on 250CTOD from the
eporting pharmacist revealed that on 154UN00, the txent

hegan taking OxyContin 160 ns {2 x 80 mg tablets) thr
times a day (noet 80 mg every hours as previously
reported). On an mspecif!ed date, the patient “was
constipated for about 5 days, uhen she finally had 2 BM
fhowel movement} she noticed 3 tab-5 tabs floating en
surface of water. She then sc them out and crushed the
tablets, she sa'ld they were still qu. of white .
Repor ?atwent took Constuloge (Lactulose) and the
s ted. he efortmg pharmacist assessed causality

he event as probably related to OxyContin.

g

1. DQ Adverse Event and/er [ ) Preduct problem ##1 160 MG TID PO gl 671572000 (CONTIN)
2. Qutcomes attrib. to event [ 1 disability
{ 1 death £ ) congen ancmaly 4. Diagnosis for use Cindication) 5. Event abated after
mo/day/yy) £1 requ:red intervention use s‘ecgpped or dose
[J life-threatening o prevent perm ge #1 NON-MALIGNANT PAIN reduc
{ 1 hogpitalization - [1 other- #
iaal or pralonged 6. Lot # Cif knowry 7. Erp. Date |¥' ¢ 1yes | 300 FINAA
. ° z » -
3. bate of event  9/29/2000 |4. Date of this.Rept 02/08/2001 o1 U . *p- Date - Yj‘
. Event rea
5. Describe event or problem # # 8 after rezgggg&dctmn
A 34-year-old female patient experienced constipation on 9. NDC # tor prod -problems onl
29 5950 uhile takina grt:ontin %gontrolled-releg:e proc-pr ‘on Y #1 [ lyes [ Ino IXINFA
r{reught hours for T - # {lyes [ Ino [ 1N/A
13,

1?&1%3%53;3197;31&" 6%533360 Lapy gates
rom
PHENERGAN C(PROMETHAZINE) u:on% 42000 <C !

BN c. ALL waNURACTURERS R

6. Relevant tests/Laboratory data, including dates
Relevant Tests and Laboratory Data: UNKHOWN

1. Contact office - name, 2. Phene rumber
o /address 22085 5888000
Purciue Pharma L.P.
1 STAMFORD F : 3. Report Source
STAMFORD, €T 04901-3431 ¢check all that
apply?
{1 foreign
L3 st
[} literature
[ 1 consismer
X1 health
4. Date Rec’d by Mfr. |5. professional
09/29/2000 (AINDA¥# 20-553 E g ?m:; ;;clhty
6. 1f IND tocol representative
r protocal ¥ 1ho# £1 d!ggr1hnor
7 1 P PLA# [ 1 other:
S of repert [
(ehetk all that spply) 8re~1938 [1yes
S
[15-day [ }15-day e

8. Adverse event term(s)
CONSTIP

[ 310~day DX3periodic
Kiinit o J;;ollw»cp

9. Mfr. repoct number
2005826

7. Other relevant history, including preexist. med. conditions

I E. INITIAL REPORTER W

1. Name, address & phone #
JIM KILLINBACK, R.PH,
PHARMAC

UNKNOWN
™
MED INFO ASSOC Submission of a megport does not constitute an
. admisgion that ical personnel, user facility,
facsimile distributor, manufacturer or product caused or
Form 3500A contributed to the event.

MEIJER
1920 PlKESTONE ROAD
ON HARBOR, MI 49020; usa
Phone. (618) 934-5733
- R . 4. Initial reporter
z pﬁg}‘:'s‘sional? 3. Oecupation :ls?ms\ent report
]

PHARMACIST [ Jyss [ 1no [XJunk

Xl yes {1 no

Page 180
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MEDWATCH

2t

.wc FDA MEDICAL PRODUCTS REPORTING PROGRAM Page 1

Purdue Pharma L.P.

EDA Approved 11/08/93
Rfr report # 200642
UF/Dist report #

FDA Use only

of 1

B 4. PATIENT INFoRMATION JENNNNTNR

B C. susPEcT MevIcATIONGS) N

I 5. ADVERSE EVENT OR PRoouct proeLtM ENEEENENENNENEN

1. Patient identifier|2. As:aa}tsggnt 3. Sex 4. Weight tbs 1. Nama (give labeled strength & mfr/labeler, if known)
Ms or pQ female or #1 OxyContin CR Tablets, B odone h ide
DOB: [3 male 60.8 kss [}# ye =blets, B0 mg {oxycodane hydrochloride)

3, Therapy dates(if unk, give dur)

2. Dose, freguency & route

(control led-release oxyo
ed gose) to B0 mg eve hours for back

from an unspecifi

pain. Therapy with OxyGontin was not discontinued. This
case was reported by a physician in the United States of
America, Mo further informationh was provided. .

**rpdditional information received 14NOVOD from the
reporting physician relates that the patient experienced

1+ £XJ Adverse Event and/or [ } Product problem g‘! 80 MG Q12H PO g! 9/27/2000 (STOPID)
2. Qutcomes attrib. to event [ ] disability - .
I ] death { 1 congen anomaly 4. Diagnesis for use (indication) 5, Event abated after
. {m/day/yy) {1 required intervention use st or dose
f J (ife-threatening to prevent perm damage #1 BACK PAIN redus:
1 l_wggit?lizatia? o~ aad [ 1 other: # # og r .
initial or prolong - #1 ves [ Jno
6. Lot ¥ {if knoun) |7. . Dati # N/A
3. Date of event  10/6/2000 |4. Date of this Rept 62/08/2001 > |7 Bxp. Date [ lyes flno LW
- #1 UNKNOWH #1 8. Event reappeared
5. Deseribe event or probtem # ) # after reintrodustion
A 48-year-old female patient experienced urinary retention 9. NDC # for prod preblems onl .
on 29SEPOQ, two days g?ter the ggse of OxyContin prace . y #1 [ Jyes [ lno IXIN/A
ydrochlorida) was increased( - - # [lyes [ Jno I INAA

10. Concomitant medical produits and therapy dates
PREMARIN (CONJUGATED ESTRDGENS), PROZAC (FLUOXETINE)

UNKNGUN

inabititr to urinate on 0A0CTO0 (and not on 29SEPDO as
ori?inagogl_reported). and the event lasted for two weeks
until 200C700. On 060CTO0 the dose of Oxyfontin was N 6. AL wanoracTurers NN I
reduced to 60 mg every & hours; however, the symptoms
persisted to a winor degree with dose reduction and the 1. Contact office - name/address 2, Phore number
* patient insisted upon stopping OxyContin. The reporting (203) 585-8000
physician related that the patient had a complete recovery Purdie Pharma L.P.
upon discontinuation of OxyContin and that the adverse 1 STAMFORD FORUM . 3. Report source
event Was pri ly due te the drug therapy. No further STAMFORD, CT 05901-343% . {check atl that
information was provided. apply)
[ ] foreign
[1 study
{ 1 Uiterature
I 1 consumer
DQ health-
4. bate Rec'd by ¥fr. {5. professional
1070572000 CAINDA# 20-553 E’i user facility
e company
6. If IKD, protocol # TND¥ representative
[ ] distributor
- - - PLAS [ 3 other:
6. Relevant tests/laboratery data, including dates 7. T of report
{check all that apply)| pre-1938 [ lyes
Relevant Tests and Laboratory Data: UNKNOWN c [ Jyes
[ 15-day ¢t 115-day prroduct
[ 110-day DQperiodic {8. Adverse event term(s)
Xlnit [ Jéollow-up URIN RETENT
. Mfr. report nucber
200642
7. Other relevant history, including preexist. med. conditions | |l E. INITIAL REPORTER JRNSENENENENNER NN

1. Name, address & phone #

DAVID GAST, M.D.
850 NORTH OTSEGO AVENUE

GAYLORD, MI 49735; USA
Phone: '(517) 732-8986
2. Health 3. Gccupation 4. Initial reporier
| professional? g[sgozem repurt
o
MED INFQ ASSOC Submission of a mgggort does not constitute an
. admission that ical personnel, user facility, X3 ves I1 o PHYSICIAN [ lyes [ Ino [XJunk
facsimile distributor, manufacturer or product caused or
Form 35004 econtributed to the event. B 186
. age
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FDA Approved 11/08/93

} t, Mf 200656
MEDWATCH Purdde Pharma L.P, r report #
P UF/Dist report #

.ws FDA MEDICAL PRODUCTS REPORTING PROGRAM Page 1 of 2 FDA Use Dnly
M 4. PATIENT INFORMATION RIS | (M C. susPEct MEDICATION(S) JEENEESEA
1. Patient identifieri2. Asgoa; event{3, Sex 4. Yeight e 1. Kame (give labeled strength & mfe/labeler, If known) (CONT)
M or [ ] female or #] Oxycontin CR Tablets, 20 mg (oxycodone hydrochloride

DoBz [X] male kgs ||#2 OxyContin CR Tablets, 40 % §oxycodone hydrochtorwdeg

M 5. A0VERSE EVENT oR proouct ProsLEM [NNSNENENEMMMM| (2. 0ose, frequency & route |3.Therspy dates(if unk, give dur)

1. DX] Adverse Event and/or L1 Procot problen #1 20 MG TID PO # - 1072000 (STOP!D)
. ~ ik #2 40 MG BID PO #2 ggg - 1072000 {STOP'D)
2. Dutcomes attrib. to event { ] disability -
1 1 death ] congen anomaly 4. bBiagnosis for use (indication) 5. Event abated after
. {ma/day/yy) [ 1 required intervention use s:gpped or dose
[ 1 life-threatening to prevent perm demage #1 NOK-MALIGHANT PAIN reduc
{ 1 hogpitalization - [ 3 other: #2 NOM-MALIGNANT PAIN
initial or prolonged - - #1 Ddyes [ Ino [ JN/A
- 6. Lot # (7f known) |7. Exp, Date #2 DQyes { Jno £ JW/A
3. pate of event  10//2000 |4. Date of this Rept 02/08/2001
- #1 UNKNOWN #1 .. |8. Event reappeared
5. Describe event or problem #2 UNKNOWN #2 after reintroduction |

An unidentified jent experienced sweating on an 9. #DC # for prod
unspecified date?a&xile taking OxyContin_ 9 orp problems. onty # [ lyes (XIno [ IN/A
(controiled-release oxycodone hydrochloride) and OxyIR . #2 [lyes DXIno [ IN/A

(inmediate-retease oxycodone bydrochloride) for an -
unspecified jndication. Additional information is being 10. Concomitant medical prodicts and therapy dates
requested. This case was reported by a physician via a PROZAC {FLUOXETINE)

n{ sales representativa,
***Rgd tional ;nfnmatmn received on 130CT00 from the
reporting physician revealed that the patient is a

40-year-old male who began taking Oxytontin and OxylR one
ear ago. Reportedly, the patient was taking one DxyContin
tablet three times a day, one OxyContin 40 mg tablet |/ 6. ALL MANUFACTURERS NSRRI NN

«U Mg
twice @ day ard one IR Smg le every 2 hours as
/-L\ needed o stopera?i(ze back pagn. In oc%o, the patient 1. Contact office - name/address 2. _Phone numbar
experienced severe sweating. OxyContin and OxyIR were , {203) 588-8000
discontinued and the symptom abated. On an unspecified Purciie Pharma L.P.
L Tt S e o Syt onays Pt MSISE || DR [ ik S
at a dose o evel ours. The om -
hae MOt Pamurred. Treatmont Wi th ontin and OXYIR ! apply)
continues. No further information was provided. <
t 1 foreign
£1 st
11 literature
{1 consumer
X1 heaillth sonal
4. Date Rec'd by Mfr. |5, protessiong
1670472600 CAINDAZ 20-553 [1 user facility
e reg;ntative
6. If IND, protocol # IND# {1 distributor .
PLA# {1 other: K
5. Relevant tests/liaboratory data, including dates 7. Tyge of report e :
(check all that apply) 8re-1938 [ Jyes
RELEVANT TESTS/LAB DATA: UNKNOWM TC [ lyes
- [Y¥5-day [ J‘lS:-day produst
[ 110-day [Xlperiodic |8. Adverse svent term(s}
Kiinit [} ;allou—up SWEAT
@. Mfr. report number
200656

7. Other relevant history, including preexist. med. conditions [|JMMMM £. IHITIAL REPORVER w
Back surgery . 1. Name, addreas & phone #
- ROBERT C STEINMAN, MD
LANCASTER HEUROSCIENCE ASSOC.
PO BOX 10247
LANCASTER, PA 17605; USA
Phone: 717 569 5331
™,
: ' 2. Health 3. Occupation 4. Initial reporter
i also sent report
' profesgional? $o FoA
MED INFD ASSOC Submission of a report does not constitute an
. admission that tned cat personnel, user facility,] DA yes L1 mo | PHYSICIAN { lyes [ Ino DXIuwnk |
Facsimile distributor, manufacturer or product caused or
Form 35004 contributed to the event. P 192
age
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o

MEDWATCH

& FDA MEDICAL PRODUCTS REPORTING PROGRAM Page 2

piirtiue Pharmé L.P.

—— e——

FDA Approved 11708793

Mfr report # 200856

UF/Dist report #

of 2 EDA Use Only

B . PATIENT INFORMATION SO A

I c. suspect MeD1CATION(S) [N R

1. Patient identifier|{2. Age at event{3. Sex 4. Weight Ibs 7. Name (give labeled strength & mfr/labeler, if known)
) or [ female or #3 OxyIR Capsules C(oxycodone hydrochlorid
DOB: L] male kgs | |# P oy yeeochlaride)

M B. ADVERSE EVENT OR Propuct prosLEM JNENEESNSNERENNN

j. E 1 Adverse Event and/or [ 1 Product problem

2. Outcomes attrib. to event [ ] .disability
L1 death (mo/day/yy) E g cong?x:ed inttln)-'vent'on
o0, al 1
[ 3 life-threatening w tgqgrevent perm damage
[ 1 hegpitalization -

2. Dose, frequency & route |3.Therapy dates(if unk, give dur)

§3 5 MG Q2H PO 33 1999 - 1072000 (STOP'D)

5. Evém:tabated afég;
use s Owed or e
reduced

#35 Dfyes [ Ino [ IN/A

4. Diagnosis for use (indication)
£5 HON-HALIGANT PATH '

{ 1 others
initial or prolonged :

3. Date of event

{4. Date of this Rept 02/08/2001

5. Describe event or problem

6. Lot # (if known) [7. Exp. Date # [Jyes [Ino [ IN/A
#3 UNKNOWN #3 8. Event regppeared
# # after reintroduction
9. NOC # for prod problems cnly
#3 [ Jyes DQno [ IN/A
oo : - # flyes [Ino [ IN/A

10, Concomitant medical products and therapy dates

B e AuL MawracTuReRs SR R

6. Retevant tests/laboratery data, including dates

1. Contact office - name/address 2. Phone number
(203) 588-8000
pPurdue Pharma L.P.
1 STAMFORD FORUM - 3. Report Scurce
STANFORD, €T 06901-3431 : (check atl that
apply)
{1 foreign
1 st
[ 3 literature
{ ] consumer
13 health
4, Date Rec'd by Nfr. |S. . professional
CAMNOAR E } user facility
comsan
6, 1f IND, protocol # IND# rgpregeyntstive
R | [ ] distributor
PLAR {f 1 other: ’
7. Tyge ef report o a—
(check all that apply) 3;54938 Hyes
es
[ I5-day { 115-day product 4

[ 110-day I Iperiodic {B. Adverse event term(s)

L 1init N;oltw-up

¢. Hfr. report number
300856

7. Other relevant history, inclidding preexist. med. conditions

M E- :uiTiAL ReroRTER N R

1. Name, address & phone #

4. Initial reporter

l

MED INFO ASSOC Submissicn of a report does not constitute an

adnission that medical personnel, user facility,

lyes [3mo

3. Occupation

2. Health
professional? also gent report
to FDA

Ciyes EIno [ Junk

distributer, manufacturer or procuct caused or

Facsimile
contributed to the event. -

Form 3500A

Page 193
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N,

.. FDA MEDICAL PRODUCTS REPORTING PROGRAM

HMEDWATCH

Page 1

Purdue Pharma L.P.

of 1

FDA Approved 11/08/93

Hfr report ¥ 200697

UF/Dist report &

fDA Use Only

RO . PATIENT TFoRMATION R A

I C. SUSPECT MEDICATIONGS) R A

1. Patient identifier
EG

3. Bex

£ ] female
K] male

2. Age at event 4. Weight
ibs

or
kgs

or
pogs:

1. Nome (give labeled strength & mfr/labeler, if known)

#1 OxyContin CR Tablets, 40 mg Coxycodone hydrochlorids)
#2 OxyContin CR Tablets: 80 my (cxx&odone hﬁroduloride}

PRENN ©. ADVERSE EVENT OR FROOUCT PROBLEN SNSRI

1. [X] Adverse Event

and/or {1 Product problem

2. Outcomes attrib. to event
{ 1 death

[ } disabilivy
{ ] congen anomaly

. (mofday/yy) [ 1 required intervention

ife-threatening

[1t e
{ 1 hogpitalization -

{ 1 other:

3.Theropy dates{if unk, give dur}
#1 UNKNOWN (STOP'D)
#2 UNKNOWN

2. Dose, freguency & route

#1 40 NG 8ID PO
#2 80 MG TID PO

initial or prolonged

Date of svent /72000

5

i\

Describe event or problem

A male patient developed urticaria and 2 rash while taking
OxyContin (controlled-release oxycodone h
mg twice daily for an unspecified indication. Re rtedlz
several months age, the patient began takirg oxyContin 40
mg twWice daily. On an unspecified date, he developed
urticaria and a rash and exgemenped fnsomnia. Reportedly, .
the patient is currently teking OxyContin 80 my three times
daily and “the adverse évents are not getti better if he
stays on the same dose.” No further information was

rovided,

E**Adglgct’iagal information recejved on 230CTG0 from Roche
Pharmaceuticals related that the patient developed a_rash
which was ®oozing and itching® and had severe insomia.
Reportedly, the rash was treated with antibiotics.

4. Diagnosis for use (indication) 5. Bvent abated after
use stopped or dose
ta prevent perm damage #1 UNKNOWN reduced
72 UNKHOMN # L) [ Ino DXIN/A
yes no ]
6. Lot # (if known) {7. Exp. Date # [ lyes [ Ino DAN/A
[¢- bate of this rept 02/08/2001 ® 4
#1 UNKROMN # 8. Event r red
#2 UNKNOUN = after reintroduction
9. NDC # for prod preblems enly
ochloride) 40 ) #1 [ Jves [ Ina IXIN/A
- - #2 [ lyes [ Ino DXIN/A

10, Concomitant medical products and therapy dates
UNKNOWN

I 5. ALL HANUFACTURERS I 1

6. Relevant tests/laboratory data, including dates

RELEVANT TESTS/LAB DATA: UNKNOWN

R ol

1. Contact office - name/address ZE 23&?“?83%5
purdue Pharma L.P.
1 STAMFORD FORUM . |3 Report Source
STAMFORD, CT 06901-3431 (check all that
apply)
[ ] forei
L1 st =
£ 1 literature
[X] constner
IX] health
4. Date Rec'd by Mfr. |5. professional
10/2372000 (AINDAK 20~553 E % uger facility
6. 1f WD, protocot # IND¥ repreantative
£ 1 distributor
PLAR £ 3 other:
7. Tyze of report - e a———
{check all that apply) 8;5-1938 Hye:
[ 15-day [ }15-day product the
[ 110-day IXlperiodic |B, Adverse event term(s)
Xitnit [ Ifollow-up URTICARIA
# RASH
—
9, Wir, t rmber
300607 T

7. Other relevant history, including preexist. med. conditions

Hepatitis C; diabetes

BN &, TUITIAL GEPORTER. R N

1. Name, address & phone #
PATIENT IS A PHARMACIST
s UsA

MED INFO ASSOC Submisgion of a report does not constitute an

Facsimile
Form 3500A

admission that medical personnel, user facility,

distributor, manufacturer or product caused or
contributed to the event,

2. Health 3. Decupation 4. Initial reporter
professional? : also sent report |
. to FDA
X1 yes []1 nmo PHARMACIST L Jyes [ Ino Xlunk

Page 207

8003027244

Produced by Purdue to the Office of the Attorney General - State of Connecticut




MEDWATCH

. FDA MEDJCAL PRODUCTS REPORTING PROGRAM Page 1

Purdus Pharma L.P.

FDA Approved 11708/93
Mfr report # 200793
UF/Bist report #

of 1 FDA Use Only

MR A, PATIENT DNFoRRATION (R R |

M C. SUSPECT MEDICATIONGS) IR N

MBI €. ADVERSE EVENT OR PRODUCT PROBLEM NN

1. Patient identifier|2. Asg;; E:xgnt 3. Sex 4. Weight Ibs 1. Name (give labeled strength & mfr/labeler, if known)
or [ ] female or #1 tin CR Teblets, 40 {exycod il
peE, b pem 8.1 kos ||3 OxyCon » 40 mg (exycodone hydrochloride)
3.therapy datesCif unk, give dur) .

2. Dose, fretuency & route

for back pain. Reportedly, the patient has been on

contin 40 foﬁgo Times & day $or Back pain for quite a
while and complains that_he cannot sleep at night. This
case Wwas reported by a licensed practical nurse of a mental
and drug rehebilitation hospital in the United States of
America. No further information was provided,

1. DQ Adverse Event and/or f 1 Product problem g‘! 40 MG Q6N PO gi (CONTINY
2. Outcomes attrib. to event 1 disebility - - -
£ 3 death 1 congen anomaly . 4. Dingnosis for use (indication) 5. Event abated after
. {mofday/yy> [ ] required intervention use stopped or dose
[ 3 life-threatening te prevent perm damage #1 BACK PAIN reduced
f 3 hospitalization - [X) other: MEDICALLY SIGNIFICAN| &
initial or prolonged 6. Lot 7 (if Frow 17 Evor Dot gl [ lyes I.'gno ?{},}gﬁ
. Lo i ) . . Date no
3. Date of event 4. Date of this Rept 02/08/2001 P Elyes £
#1 UNKHOWN #1 B. Event reappeared
5. Describe event or problem # # after reintrodustion
A 38-year-old male patient, with a history of drug sbuse, 9. NDC # for prod problems only ’
became addicted to ontin tcontrolled-release oxycodane #1 Ino DXIN/A
hydrochloride) on an Kcnspecified date, while being treated - - # E 3,’5:: § :23 f 1qu

10, Concomitant medical products and therapy dates
NEURONTIN (GABAPENTIN) (CONTIN), TEGRETOL (CARBAMAZEPIKE)
CCONTIH), KLONOPIN (CLONAZEPAMS (CGHT EN)

B G- ALL WAOFACTURERS R A

6. Relevant tests/laboratory data, including dates
Relevant Tests and Laboratory Datar UNKNOWN

1. Contact office - name/address 2. Phone number
-€203) 588-8000
Purdue Pharma L.P.
1 STAMFORD FORUM 3. Report Source
{ STAMFORD, CT 06901-3431 {check all that
apply)
[ 3 foreign
[] st
[ 1 Literature
[ 1 consumer
DA health
4. Date Recid by Mfr. |5. professional
1171472000 (A)MQA# 20-553 'r.: ;]| user facility
6. 1f 1ND, protocol # IND# f‘epr&ﬁgntative
[ 1 distributor
PLAF . £ ] eother:
7. Tyge of repert e ———
{check all that apply) g;g-1938 Hyes
5
[ 15-day I 115-day product e
[ 110-day DOperiodic [B. Adverse event term(s)
DO Init [ Yfollow-up DRUG DEPEND
# INSOMNIA
9. Mfr. report number
200793

7. Other relevant history, including preexist. med, conditions
ﬂistory‘of drug abuse.

M E. (MITIAL REPoRTER AR

1. Name, address & phons #

REDACTED

'h\
2. Health 3. Occupation 4. Initial reporter
| professional? ﬁlsgo :ent report
Q
MED INFO ASSOC Submisgion of a rt does not constitute an
admission that medical personnel, user facility, X} yes 11 no LIC PRACTICAL NURSE {[ lyes [ inc IXlunk
Faceimile distributor, mamutfacturer or prodict caused or
Form 35007 contributed to the event. b o3y
age

8003027274
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FDA Approved 11/08/93
Mfr report # 2007%4

UF/Dist report #

Poammal
’ = FDA MEDICAL PRODUCTS REPQRTING PROGRAM Page 1 of 1 FDA Use Only

B A PATIENT INFoRMATION IR RO | AR C. sUsPeCT HEDiCATIoNeS) R

HEDUATCH Purdue Pharma L.P.

1. patient identifier|2. M&a#gﬁkvgnt 3. Sex 4. Weight b 1. NHame (give labeled strength & mfr/labeler, if known)
EDAGTm or {1 female or #1 oxyContin CR Tablete, .80 adone hydrochloride)
s  oos: 03 male kes | |# « 80 mg Coxye
BN . ADVERSE EVENT oR PRoouct PRoBLEN [ENENNENNEMMMNE | 2. vose, frequency & route |3.Therapy dates(if unk, give dur)
1. IX} Adverse Event and/or £ 1 Product problem gi BO KRG QID PO . g‘l 6/2000 - 117972000 (COKTIN)
2. Outcomes attrib. to event { } disability
[ 1 death [ ] congen anomaly 4. Diagnosis for use (indication) 5. Event abated after
(mo/day/yy) [ 1 required intervention use stopped or dose
[ 1 tife-threatening to prevent perm damage #1 HON-MALIGNANT PAIN reduced
{ 1 hospitalization - [ ] other: #
TELl o il i T T 7 iR fim A
« Lo i . . Dat o
3. Date of event 7//2000 [4. bate of this Rept 02/08/2001 1 UNKNOWN " U::HOH: ¢ o Evert reeppeared
. . » Even
5. Describe event or problem # . # after reintroduction
A 41-YEAR-OLD MALE PATIENT EXPERIENCED *A DECREASE IN 9. HDC # for prod problems only
SENUAL DRIVE® IN JULOD, WHILE TAKING OXYCORTIN # [ lyes [ Jno DXIN/A
{CONTROLLED-RELEASE OXTCODONE HYDROCHLORIDE) 80 MG ;ﬁliﬁrs ' - - # [lyes [ Ino [ IN/A

FOR CHRONIC BACK PAIN. IN JUNQO, THE PATIENT BEGAMN G -
OXYCONTIN 80 MG FOUR TIMES A DAY WITH GOOD PAIN RELIEF. IN |[10. Concomitant medical products and therapy dates
JULOD, THE PATIENT EXPERIENCED A DECREASE IN SEXUAL DRIVE. UNKNOWN

THE PHYSICIAN WAS CONSULTED. REPORTEDLY, THE PATIENT WAS
ADVISED TO CONTINUE OXYCONTIN TREATMENT. HO FURTHER
INFORMATION WAS PROVIDED,

BN ©- At wawurAcTURERS [

. ice ~ ' . Ph nurber
o~ 1. Contact office ~ name/address 2(203%_8000\
: Purdue ‘Pharma L.P.
1 STAMFORD FORUN 3. Rgﬁort Source
STANMFORD, CT 05901-3431 : (check all that
apply’
[ ] foreion
1 study
{1 literature
X1 consumer
] health |
4. Date Rec'd by Mfr. (5. . professional
1170972000 {ANDAF 20-553 E } mgculty
. representative
6. 1f IND, protocol # IND# (1 dggtributor
T 7 P PLAZ [ ] other:
6. Relevant tests/laboratory data, inc ng dates . T o rt ——————————— .
. ’ (cheik all thot apply) pre-1938 [ 1yes
RELEVANT TESTS/DATA: UNKNOWN TG { Jyes
[ 15-day [ )15~day- product
[ 110-day [Xlpericdic |8. Adverse event term{s)
Xiinie J;ouou-up L1BI0G DEC
9. Mfr. report number
200795

7. Other relevant history, including preexist. med. conditions | [ E- INITIAL REPORTER N

UNKNOWH 1. Name, address & phone #

REDACTED

P : L
: ' . i 4, Initial reporter
2. Health 3. Occupatxop . also sent report

| professional? ta FDA

MED INFO ASS0C Ssubmission of & report does not constitute an [ lyes € Ino [Xlunk

. admission that medical persomnel, user facility, €3 yes X3 o
Facsimile distributer, manufacturer or product caused or
form 3500A contribluted to the event. ' b 218
age

8003027275

Produced by Purdue to the Office of the Attornei General - State of Connecticut



FOA Approved 11708/93
Hfr report # 200820
UF/Dist report #
of 2 FDA Use Only

MEDWATCH Purdue Pharma L.P.

g .
.« FDA MEDICAL PRODUCTS REPORTING PROGRAM Page 1

M A. pATiENT InForMATION JENEENNINININNEEENON | | N . suspcct MeDICATIONCS) (NIRRT

1. Patient identifier|2. Agzsa\trwsevent 3. Sex 4. Weight bs 1. Name (give labeled strength & mfr/labeler, if knoun)
or L1 female or #1 OxyContin CR Tablets, 10 Xycodone hydrochloride
REDACTED |,z b e o | [ (10 79 (orysodene bysoshior e
B ©. Abverse EVENT ok PRODUCT PROBLEM JENNENENNNRINRNNER/ (2. vose, frequency & route |3.Therapy dates(if unk, give dur)
1. DX Adverse Event and/or £ 1 Product problem f’ 10 B8 QI PO §1 1072000 ~ 11/17/2000 (REDUCD)
2. Outcomes attrib. to event [ ] dxsability - -~
[ 1 death 1 congen anomaly 4. Diagnosis for use (indication) 5. Event abated after
mo/day/yy) [ i reqmred mtervention use uggq:ed or dose
[l life-threatenins to prevenht perm damage #1 HON-MALIGRANT PAIN redi
{ 1 hospitalization - [ 1 other: #
initial or prolong 6. Lot # (if known) |7. Exp. Dat P IE Ml
- oWN . Exp.
3. bate of event _ 10//2000 _[&, Date of this Rept Qz/ae/m0il| - . w:uw: € — kiilolied —~
. t reappear
S. Describe event or preblem # # a}':gr re:ﬁoductim
A 45—YEAR~OLD MALE PATIENT EXPERIENCED DIZZINESS, FATIGUE, 9. WDC # for prod problems only
WEAKMESS, INTERMITTENT CHEST PAINS AHD LOW B Loon PRESSURE #1 [ lyes { Ino DQN/A
IN ocmo, WHILE TAKING OXYCONTIN (CONTROLLED-RELEASE - - # L[lyes [ Ino [ IN/A
XYCODONE HYDROCHLORIDE) 10 MG TAB!.ETS FOR REUROPATRIC
10. Concomitant medical products and the dates

PMN. IN EARLY OCTOO, THE PATIENT BEGAN TAKING OXYCONYIN 10
MG FOUR TIMES A DAY. REPORTEDL AFTER THE FIRST DOSE, THE || INSULIN (CONTIN) LASIX (FURS)SEKIDE) CCONTINY,
PATIENT EXPERIENCED DIZZINESS, FATIGUE, 5SS AND VASOTEC (ENALAPREL) (CONTIN), PROCARDIA (NIFEBIPINE)
!NTERMITTEHY CHEST PAINS. THE SYMPTMS PERSISTED AND TWO (CDNTIH), PRILOSEC (ONEPRAZ&.E} (CONTIR),

WEEKS LATER, THE PATIENT FOUND THAT RIS BLOOD PRESSURE HAD ASPIRIN (ACETYLSALICYLIC ACID) (CONTIND,
DROPPED FROM 138/74 TO 101748, THE PBYSICIAN WAS CONSULTED. NUED)

THE DOSE OF OXYCONTIN WAS DECREASED 10 THREE TASLETS A DAY
JHE PATIENT STATED HIMNEDIATELY MY BLOOD PRESSURE WENT BACK | | ©. ALL WANUFACTURERS [N

TO NORMAL (130/68) AND THE DIZZ!NESS FATIGUE AHD
-, WEAKNESS STOPPED." REPORTEDLY HEST PA 1. Contact office » name/address 2. Phone mumber
7" THCREASED TO “ALMOST DAILY.® flIE PAT!EN'I’ U’!LL COHSULT THE (203) 588-8000
PHYSICIAN. WO FURTHER INFORMATION WAS PROVID! Purdue Pharma L.P. .
1 STAMFORD FORUM - 3. R t Source
STAMFORD, CT 05904-3431 : {check all that
apply)
L] foreign
[ ] study
[ 1 literature
Pl consumer
[ 1 health
4, Date Rec'd by Nfr, [5. professional
1171772000 (AYNDA# 20-553 L 3 user facility
company
6. If 14D, protocol # IND¥ E representat ive
[ ] distributor
PLA% £ 1 other:
4. Relevant tests/laboratery data, including dates 17T of repo S,
{check -al{ that apply) 3;5-1938 ][:lyes
yes

kELEVANT TESTS/DATA: BLOCD PRESSURE HAD DROPPED FROM 138/74
D1/48. _ [ 35-day [ 115~day product

I 110-day [Xlpericdic {8. Adverse event term{s)

X1init  { 2follow-up DIZZINESS
# ASTHENIA

PAIN CHEST

HYPOTENS

9. Mfr. report number
200820 epo

7. Other retevant history, including preexist. med. conditions ||JNEME €. IMITIAL repORTER |ENENERDNURANSANENR

1. Name, address & phone #

- REDACTED

DIABETES, HYPERTENSION

- -
: ’ 2. Health 3. Occupation 4. Initial reporter
{ professional? tea :lsgoﬁente?gpnrt
= 0
MED INF ASSOC Submission of a report does not constitute an
admission that medical persomnel, user factlity, [3yes DX no {iyes [ I [XIunk
Facsimile distributor, manufacturer or product caused or
Form 35008 contributed to the event.
. Page 244
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Purdue Pharma L.P.
7, Rfr. report # 200820
i Page 2 of 2

35604 Continuation Page

C10. CONCOMITANT MEDICAL PRODUCTS (continued)

NEURCNTIN (GABAPENTIN) (CONTIN), LOPRESSOR (METOPROLOL
CCONTIN), LIPITOR morfv.«smn'n CCONTIN) ‘ ?
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MEDWATCH

f“"‘-\
£ FDA MEDICAL PRODUCTS REPORTING PROSRAM

Purdus Pharma L.P.

Page 1

FDA Approved 11/08/93
200859

Mir report #
UF/Dist report #

of 1

Ovmmbpmcmnne

FDA Use Only

BN A PATIENT TRFORMATION IR

RN C. susrEcT weoicaTion:s) IR R

1. Patient identifier]2. Age at event]3, Sex
45 YEARS

O e {[ ] fomale or
DOB: 01 nale

4. Weight
sh ths

kgs

1. Name (give labeled strength & mfr/tabater, if known)
31 QxyContin CR Tablets, .20 ng (oxycodone hydrochloride)

M B. ADVERSE EVENT OR PRODUCT PROSLEN JNENINENSDDRAONEN

1. IX1 Adverse Event and/or { 1 fProduct problem

2. Dutcomes attrib. to event [ ] disability
{3 desth mo/day/yy) gicongenanamal
L1 er—threatemns iy
I 1 hospitalization ~ {1

equired intervention
to prevent perm damage
other:

3.Therapy dates(if unk, give dur)

ﬁi UNMKNOWH (CONTIN)

4. Diagnosis for use {indication)
f‘ NOH-MALIGNANT PAIN

2. Dose, frequancy & route
§1 20 MG a8H PO

5. Event sbated after
use sgg:ped or dose

# [ Iyes [ Jno DXIN/A

initiel or prolonged

3. Date of event

|4. Date of this kept 02/08/2001

5. Describe event or problem

A 45~year-ald male "ﬁatlent experxwed vosmtmg on an
unspecified date, while takms OQ
controlted-release o rochloride) 20 mg tuice
aily for pain associated Hith fibromyalsia. R-aport ly,
the patient had pre'viously been takina oxytontin 10 mg
tmce daily without any prob on an unspec ied date,
e was increased to 20mseve 8 hours and the
ﬁt‘leﬂt experienced vomi ti after takt the first dose.
erapy mth DxyComtin continues. The ¢ mwal outcome is

reported by a physician via a company sales representative.

No further information was provided. This case was

6. Lot # (i knoun) |7. Exp. Date # [lyes [ Ino { IN/A
#1 UNKNOWN #1 8. Event reappeared
# # after reig‘t)goducti on

9. NDC # for prod problems onty M1 Ino [XIN/A
no
i ) & FIveE Fans PIWA

0. Concomitant medical products and therapy dates
UNKNOWN

B . ALL RaoRACTURERS I

1. Contact office - name/saddress 2. Phone number
o $203) 588-80600
' Purdue Pharma L.P.

1 STAMFORD FORUM - 3. Report Source

STAMFORD, CT 06901-3431 {¢ eck all that
- apply)
E ; fareign
] literature
b health

4. pate Recfd by Mfr. [5. professional

11/30/2000 CAINDA# 20-553 [ ] user facility

[} company

6. 1f IND, protocol # IND# representative |
E 1 distributor

6. Rel 7labo data, including dat 7. r PLAZ 1 other
. Relevant tests/laborato ata, includi ates of r
v ! na (chec all :% apply) pre~1938 t:ya
RELEVANT TESTS/LAB DATA: Unknown

[-15-day [1 :ls-day : produ::t

[ 110-day Dlperiodic |B. Adverse event term{s)

Xlinit ¢ I;Qtlou-v.p VOHIT

9, Wir. report rumber

200859

Fibromyalgia

~
l

7. Other relevant history, including preexist. med. cenditiens

MED INFO ASSOC Submission of a report does not constitute an

admission that medical persomnel, user facility
distributor, aTMafacTUrer oF product caused of

Page 260

Facsimile

Form 3500A contributed to the event.

B £ RITIAL REPORTER I

1. Name, adkdress & phone #

2. Health 3. Occupation 4. Initial reporter

professional? also sent report
to FDA

X1 yes [1no PHYSICIAN I Iyes [ lno [Xlunk

8003027297

Produced by Purdue to the Office of the Attornei imeral - State of Connecticut



MEDWATCH
-

+ FDA MEDICAL PRODUCTS REPORTING PROGRAM Page 1

Purdue Pharma L.P.

FOA Approved 11/08/93

Mfr report # 200906

UF/Dist report #

of 1 FDA Use Only

B C. SUSPECT NEDICATICN(S) N B

B A PATIENT INFORMATION IR
1. Patient identifierj2. Age a§ E:xgnt 3. Sex 4. Weight lbs‘ 1. Name (give labeled strength & mfr/iabeler, if known)
L} female or #1 OxyContin CR Tablevs, 40 i
R@m ok L] fema xgs |51 O mg (oxycodone hydrochloride)
3.Therapy dates(if unk, give dur}

MMM &. Aoverse EVENT OR propuct prosLEN NN

2. Dose, fregquency & route

{CONTROLL

TABLETS
£OR BACK PAIN. IN MAR PATIENT zsm mcxuc. OXYCORTIN
40 & TIMES A miv mm 600D PAIN
APPROXIMATELY THREE MONTHS LATER, In RO T HE " PATIENT
EXPERIENCED PANIC ATTACKS AND CLAUSTROPHOBIA 45 WINUTES
AFTER TAKING A DOSE OF OXYCONTIN. nspomnu, THE StuPTons

ARE CONTINUOUS. THE PATIENT nemeo THAT

BECAME WORSE IN AUG0O, AFTER T nmscrsn nwu or s
WIFE. THE PATIENT CONSULTED T pmsxc XARAX
(ALPRAZOLAM) WAS PRESCRIBED TO TREAT THE TaTONRS
REPORTEOLY, THE ”&umenr IS EFFECTIVE. THERAPY WITH

OXYCONT1 SYMPTOMS PERSIST. NO FURTHER
. INPDRHAHW WAS PROVIDED i

1. [XI Adverse Event arxi/or £ 1 Preduct problem g‘l 40 MG SEE TEXT PO g‘l 372000 - 1271172000 (CONTINY
2. Quicomes attrib. to event [} disability -
£ 1 death { 1 congen anomaly 4. Diagnosis for use (indication) 5. Event abated after
mo/day/yy) Il reqai red intervention use st or dose
[ er-threatenf to prevent perm #1 NON-MALIGNANT PAIN reduce
[} hcsp!tahzatmn - [ 1 other: #
Initfal or prolonged 6. Lot # (if known) |7. Exp. bat Pisienia
3. bate of event  6//2000 '4. Date of this Rept 02/08/2001 #; — #; U:;OHN © yes 1o ted
5. Deseriba event or problem # # 8 §¥§2§ :g?ntroguctmn
A 48-YEAR-OLD MALE PATIENY EXPERIEHCED PANIC ATTACKS AND 9. NDC # for prod problems only
CLAUSTROPHOBIA IN JUHOB HHII.E AKING OXYCONTIN #1 [ lyes [ Inc DXIK/A
sv~RELEAs WDROCHLORID E) 40 HG - - # [lyes [Ino L IN/R

10, Concomitant medical products and therapy dates
SENOKOT § (SENNOSIDES/DOCUSATE) (CONTIN)

B c. AL MANUFACTLRERS N R

6. Relevant tests/laboratory data, including dates
RELEVANT TESTS/DATA: UNKNOWN

1. Contact office ~ name/address 2. Phone number
(203) 588-8000
Purdue Pha rma L.P.
1 STAKFORD 3. Report Source
STAMFORD, cr 06901-3431 ( k all that
appty)
[ 1 foreign
[ls
£ 1 literature
] consumer
4. Date Rec'd by Mfr. |5 £l hée:#gswnal
" US1720000 | |GANDA% 20-553 ¥ Dcer faeility
6. If IND, protocol # |  IND¥ Pepresintative
[ 1 distributor
PLA {1 other:
7. Zzge of report PR
(ch ail that apply) g;g-1938 E%yes
: ’ es
[15-day [115-dey | product 7
[ 110-day DXiperiodic |8. Adverse event term(s)
Diinit [ Jfollow-up AGITATION
# REURDSIS
9. Bfr. report rumber
200905 pe

7. Other relevant history, including preexist. med. comdfitions
UNKNOWN :

MED INFO ASSCC Submission of a rt does not constitute an
admission that medlcal persornel, user facility,
distributor, manufacturer or product caused or

Facsimile
contributed to the event.

Form 35004

W = NITIAL RePoRTER R

1. Name, address & phone #

REDACTED

2. Health 3. Qccupation 4. Initial reporter
professional? %lsgo ient report
°

I lyes [ 1no [XJunk

[iyss DO o

Page 266
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REDUATCH

Page 1

et

. FDA MEDICAL PRODUCTS REPORTING PROGRAM

Purdue Pharma L.P.

FDA Approved 11/08/93
200931 ,

Mfr report #
UF/Dist report #

of 1 FDA Use Only

P —

MO C. SUSPECT MEDICATIONCS NI I

I A- pATIERT INForNATION RN

1. Patient fcentifier 2. Age at event3. Sex (4. Weisht & |[1. Name (give labeled strenth k mfr/Labeler, if known)
or [ ] female or #1 OxyContin CR Tab -
DOB: £} male kas ||# xylontin lets, 40 my (oxycodone hydrochloride)

M &B. Aoverse evesT oR Proouct proBLEM JENNEENENENENNEEN

and/otr [ 1 Product problem

3.Therapy dates(if unk, give dur)
g‘l 1998 - 12/11/2000 (CONTINY

2. bose, frequency & route
#1 40 MG SEE TEXT PO

K AND BACX PAl
1998, THE PATIENT BEGAN TAKING DXYCONTIN 320 e DA!LY (40
MG 8 n AY)Y. ON AN UNSPECIFIED DATE, THE PATIENT
EXPERIE IMULATI'ON WITH TRE USE OF OXYCONTIN, THE
PATIEHT STATED STHIS IS AN UNCONTROLLABLE STTMULATE WHICH I°
CANNOT CONTROL OR Ig,lggRE WIL'E‘A UNOER THE !g:n UENCE OF THE

HMEDICINE. AFTER 17 MORE T

OXYCONTIN, T CANNOT SIT STILL. I HAVE TO bo SONETHIMG AND

NORMALLY THAT SCHETI{WG I5 SOME FORM OF WORK. ITRER DO

OTRER FORM OF PHYSICAL LAM VH CH I AN

NOT SUPPOSED TO BE DOING. M THE PATI ENT ;’URWER $TATED

"THAT 1 SHOULDN'T BE DOI D 1M SOME INSTAN

MYSELF CAUSING MORE HARM TO THE BODY THAN 1

PHYSIC!AN HAS CONSULTED BUT HO TREATHENT WAS PRESCRIBED.

THERAP' OXVCONTIN CONTINUES AND THE SYMPTOM PERSISTS.

’ GARBEHIHG OR SOME

MBECAUSE OF THIS SIDE EFFECT, 1 AM DOING THINGS
NG s 1 F'I’ioﬁ%

TAKEN THE MEDICINE IN THE FIRST PLACE.® RE?GRT THE

NO FURTHER INFORMATION WAS PROVIDED.

1. [X) Adverse Event s
2. Qutcomes attrib, to event © [ ] disability .
£ ] daath { I congen ancmaly 4. biagrwsis for use (indication) S. Event abated after
mo/day/yy) [1 reqm red intervention use stopped or dose
[ hfe-threatemng to prevent perm damage #1 NOH -MALIGNANT PAIN reduced
£ 1 hospitalization - [ I other: #
initial or prolonged el B Ot =T # [lyes [ Ino DO#M
- ° - -
3. Date of event 4. Date of this Rept 02/08/2001)| - °° 1 Knokn . *p. Date  |# Llyes [Ino LI/
- HOW UNKROWN 8, Event reappeared
S. Describa event or problem # i # a?ggr rmgg:e‘oductwn
A 58-YEAR-OLD MALE PATIENT EXPERIENOED ST!WLATION, WHILE 9. NDC # for roblems oni
AKING OXYCONTI (CONTROLLED-RELEASE XYCODONE prod p oY #1 I lyes [ Ino IXIN/A
HYDROCHLOMDE) loD NG TABLETS FOR NE! ' - - Llyes [ Ino [ IN/A

10. Concomitant medical roducts ard therapy dates
MEVACOR (LOVASTATIND (CON N},
CELEXA (CITALOPRAM HYDROBROMIDE) CCONTIND

MO ©. ALL MANUFACTURERS m

Relevant t&sts{la!;oratory data, inctuding dates
RELEVANT TESTS/DATA: UNKNOWN

[

1. cdntact office ~ name/addiress
(203) 588-5000
Purdue Pharma L.P,
1_STANFI FORLM 3. Report Source
STAMFORD, CT 06901~3431 (check all that
apply)
£ 1 foreign
[ 1 study
[ 1 literaturs
X1 consumer
[ 1 health
4. Date Rec'd by Mfr. {5. professional
12/1172000 (ANDA# 20-553 [ 1 user facility
6. If IND, protocel # INDR L3 sepresentatwe
- v
[} d1stributor
PLA% [ 1 other:
7. TyEe of repo S —
{check- all that apply) pre-1938 tlyes
es
[ 15-day [ 115-day i

8. Adverse event term(s)
CNS STIMULAT

[ J10-day Xiperiodic
Dainft );ollomup

9. Mfr. report number
200931

7. Qther relevant history, including preexist. med. conditions
UHKHOWN .

~

L
MED INFO ASSOC Submission of a repart does not constitute an
. admission that medical perscrnel, user facility,
Facsimile distributor, menufacturer or product caused or
Form 3500A contributed to the event.

B . INITIAL FepoRTER IR

1. Name, address & phone #

REDACTED

3. Occupation

4, Initial reporter
also sent report
to FDA

[ 3yes [ Ino DXIunk

2. Health
professional?

L) yes X no

Page 268

8003027305
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15-DAY ALERT RE oL

MEDUATCH

THE FDA MEDICAL PRODUCTS REPORTING PROGRAM Page 1

Purdue Pharma L.P.

YISO .
FDA Approved 11/08/93
2008457

MWfr report #
UF/Dist report #
1 FDA Use Only

of

I . PATIENT IHFORMAT 10 [N A

BB C. SuSPECT MEDICATIONCS) [N

1. Patient fdent{fier{2. Age at event{3. Sex 4, Mefght
%3 YEARS ibs
- 1 1X] fepale
. ) male

REDA BED 954 kes

Y. Nawe (give lobeled strength & mfr/lsbeler, if known)
§1 GxyContin CR Tablets, 40 mg Coxycodone hydrochloride)

N B. ADVERSE EVERT oR Propuct prostEM NENNEEERNNNNERE

and/or { ) Product préblem

3.Therapy dates¢if unk, give dur)
#1 97271999 ~ 13/1272000 (STOPD)

2. Dose, frequency & route
#1 150 MG 084 PO

failed back syndrome; depression.

1. (X1 Adverse Event H
2, Outcomes attrib. to event [ ] disability -
[ 1 death [ ] congen anomaly 4: Diagnosis for use (indication) 5, Event nbated after
. {mo/day/yy? [ 1 required intervention use s;gpped or dose
[ ) life-threatening to prevent perm damage #1 NON-MALIGNANT PAIN reduc
[ ] hospitalization - [XI other: MED. SIGNIFICANT # .
[n2al or protonged 6. Lot # (it knowm |7. Exp. D A A
o b . . Da
3. Date of event  11/12/2000 |4, Date of this Rept 03/01/2001 AP Pate yee
#1 UNKNOWN #1 8. Event reappeared
5. bescribe event or problem # # after reintroduction
A 43-year<old female patient experienced an enaphylactoid 9. NDC-# for cblems onl
react}/on in N vhile takinsp:n unspecifieg phse of prod pr 4 #1 [lves Lo DAN/A
xyContin (controlled-release oxycodone hydrochloride) for . - # {dyes [ Ino [IN/A
an unsgecif ed indication, gepor:edl}r, in NOVOO, the
patient experienced throat constriction, hives and jtching |]10. Concomitant medical products and therapy dates -
after takin? an unspecified dose of OxyContin. Cxyfontin ESTRATEST (ESTRADIOLY (from 1999 CCONTIN)?,
was discontinued and the patient was treated with an EFFEXOR CVENLAFAXINE) (from 1999 (CONTIN)
unspecified dose of Benadryl (diphephydramine), On an .
urspecified date, the & oms abated and the patient was -
switched to ¥§ Contin, No further information was provided,
report i Ry e et nag thee D1 bana i bo e ablet G. ALL MANUFACTURERS ]
repor cian relgted that OxyContin ets | /N G- -
Zggg p{%:r{ o f?,k:dhg‘* sygd rm’fe&f > %Ese °§"°'€' 1. Contact offi /eddres: 2. Phone rumbe
ablats every ei rE. r e jen . ¢ ce - name s . r
stai"?ed therapy u%h ogyt:cntin on oﬁm ax{i discﬁtjmed (203) 588-8000
an 12N0V00. Reggt;tedg, on 12NQV0Q, the patient experienced Purdue Pharma L.P.
2 "feeling of being chocked associated with urticarfa™ 1 _STAMFORD FORLM 3. n:gort Source -
The ﬁatieng was treated with Benadryl (diphenhydraminey 50 STAMFORD, CT 06901-3431 {check all that
mg ‘three times a day. The event lested 24 hours and the ) apply?
patient recowered, The reporting physician related that
the event was probably related to OxyContin. E ';'L :gsg;gn
[} literature
{ ] consumer
X1 health .
4. Date Rectd by Mfr. |5. professional
02/16/200% (AJNDA# 20-553 g g user facility
6, If IND tocal # IND# representative
» Pre P t1 d?gtributor
PLA# f 1 other:
&. Relevant tests/laboratory data, including dates ;.hryﬁe 'f{ trepoh tr-t: " 1938W
che 8 -
RELEVANT TESTS/LAB DATA: Unknown ck @ eIyl Bre £z
L ¥5+day (X315-clay produnt
{ 310-day [ lpericdic |8. Adverse event term{s)
[3Init  Dfollow~up ARAPHYL
# 1 LARYNGISHUS
?. Bfr. report mumber
_ 200867
7. Other relevent history, including preexist. med. conditions |J E. INITIAL REPCRTER NNNNNASERRENEREANNRENN Y

1. Name, address & phone #

REDACTED

MED INFO ASSOC Submisgion of a report does not constitute an
fssion
distributor, manufacturer or produzt caused or

Facsimile i
contributed to the event,

Form 35D0A

that medical persconel, user facility,

2. Health 3. Occupation 4. Initial reporter

professional? ceupa also sent ggport
to FDA

Xl yes (3 no PHYSICIAN T Iyes [ Ino Xlunk

8003040228

Produced by Purdue to the Office of the Attornei ieneral - State of Connecticut



ES“gAYALERF REP HRF FDA Approved 11/08/93 Mfﬂ !

Mfr report # 2011149
UF/Dist report #

THE FOA MEDICAL PRODUCTS REPORTING PROGRAH Page 1 of 1 FOA Use Only

MEOWATCH Purdue Pharma L.P.

————" et

B . PATiENT IWORATION IR | [ C. SUSFECT NEDICATIoN(S) MR

1. Pstient identifierj2. Agg_’a‘;Eﬁxgnt 3. Sex 4. Weight b 1. Neme (give labeled strength & mfr/labeler, §F known)
5
X} female or #1 oxyCentin CR Tablets, 20 mg (oxycodone hydrochlioride)

REDACTED o5 [} male kgs

N 5. ADVERSE EVENT OR PRODUCT PROBLEM ” 2. Dosa, frequency & route |3.Therapy datesCif unk, give dur)
1. 03 Adverse Event and/or £} Product problem #1 20 MG TID PO #1 UNKNOWN

2. Outcomes attrib. to event r 1 dtsabitfw
4. Diagnosis for use Cindication) 5. Event abated after

{ ] death anomaly
mo/day/yy) [J I h'ed mterventwn use st or dos:
hfe~threatem ngy v t:qgrevent perm damage #1 HON-MALIGNANT PAIN reduce?ped ) ¢
tXl hospitalization - £} other: ¥
inftial or prolonged Tt P TR ST7 B Dot #t i[‘.nges E Ino € le,ﬁ
- ] AW, . -
3. Date of event ’4. Date of this Rept 03/05/2007 P ate yes [ LIV
#1 UNKNOWN g‘i 8. Event reappeared
5. Describe event or problem ¥ after reintroduction
A 67-year-old female patient develoged col itis, ﬂeus and 9. NDC # Tor prod problems only
Shveanrs (hontrollad-reloass, orycodont firacktosdes 20 S SRR
ic (contro o e o rachlor - - N
Three g‘i’mes ?aglw fornxhgguato’izcart?ritls. nt'? c:se Py " 10. Co itant medical products and th :es o
of lows ~year-old female ent Wag . Concomitan cal preducts and the tes
Froated with OXTEESIC CaRyend rachlorfe cantrollod || WETHGTREATE P ropy <
release tablets) in a daily dose o 50 mg ¢ m?
because of pain assoc:ated mth chrunic lyarthri 5. She
repeatedly expem 1 pain ch was thou ht to
be caused by a stitis. Later on sbe loped i(eus . .
uhich led to hospnat ecinission where she was d ?nos
havi fied coliris. Under the suspicion o causal PN G- AL NavuracTURerS RIS
relatuonsmg te OXYGESIC the drug was s opged tient -
recovered. After discharged patient restarted OXYGESIC on 1. Contact office - namesaddress 2, Phone number
her oun snsh wi thaut recurrence of the symptoms.® This case ¢203) 588-8000
Was o a healthcare professfona n Germany via Purdie Pharma L.P.
;Ro H (Manufacturer Control Ho. EZFf Q0565). 1 _STAMFORD FORUM 3. Report Source
srAnFORD, cr 06901-3431 ( k all that
x3 forei
(] studysn
[ 1 literature
L] consumer
BQ health
4. Date Recld by Mfr, (5. professional
0272072001 CAINDA# 20-553 Bd user facility
&é. If IND, protocol # IND# represgntative
. e ‘ E g dgtrvbutor
: 1 other:
6. Relevant tests/laboratory data, including dates 7. T report B .
. {chec au that apply) 3re~1958 [Jyes
RELEVANT YESTS/LAB DATA: TC
[ 15-day (¥}15-day produc
[ J10-day ( Iperiodic |8. Adverse event termis)
DOInit [ Jfollow- COLITIS
# w 1LEUS
PAIN ABDO
M. rt nunber
Tt P

7. other relevant history, including preexist. med. conditions [/JJN €. INITIAL REPORTER [NENNENERENENAEAERERDY
1. Name, address & ohone #

chronic polyarthritis

2. Health 3. Occupation 4. Initial reporter
professional? e ) alsgoiente?gmrt

MED INFO ASSOC Smemsion of a report does not constitute an
dmnission that medical perseamnet, user facility, PG yes €1 no URKROWN [ Iyes DXino [ Junk

facsimile dxstrxbutor, manufacturer or product caused or
Form 35008  contributed to the event,

8003040239

Produced by Purdue to the Office of the Attomei General - State of Connecticut



HEDWATCH

iHE FDA MEDICAL PRODUCTS REPORTING PROGRAM

PURDUE PHARMA L.P.

Page 1 of 2

FDA Approved 11/08/93

Mfr report #

2011526

UF/Dist report #

FDA Use Onl'

I A- PATIENT INFORNATION [RRSSA | (N C. susEct MebIcATION(S) IR
1. Patient identifier(2. Aszéa‘?E:xgnt 3. sex 4. Height Lbs 1. Name (give labeled strength & mfr/labeler, i known)
.| or iX] female or #1 OxyContin CR Tablets, 160 mg (oXycodone hydrochloride)
REDAC‘TED DOB: [ ) male kgs |[#2 OxyIR Capsules (oxycodone hydrogloride) vd
I B. AOVERSE EVENT OR PRODUCT PROBLEM RN} 2. Dose, frequency & route 3.Therapy dates(if unk, give dur)
1. [X] Adverse Event andfor [ 3 Product problem #1 160 MG QID PO #1 272001 - 371372001 (CONTIN)
- - #2 100 MG UNKNOWN PO #2 272001 - 371372001 (CONTIN)
2. Outcomes attrib. to event [ ] disability
1 death ] congen anomaly 3 4. Diagnosis for use (indication) 5. Event abated after
N (mo/day/yy} [ 1 required intervention use stopped or dose
[ 1 life-threatening to prevent perm damage #1 NON-MALIGNANT PAIN reduced
{ 1 hospitalization - L1 other: #2 HON-MAL IGNANT
initial or prolonged ~ - #1 [ lyes [ Ino [XIN/A
6. Lot # (if known) |7. Exp. Date #2 [ Jyes [ Ino DXIN/A
3. Date of event  2//2001  |4. Date of this Rept 04/09/2001
#1 UNKNOWN #1 8. Event reappeared _
S. Describe event or problem #2 UNKNOWN #2 after reintroduction
A 46-YEAR-OLD FEMALE PATIENT EXPERIENCED WITHDRAWAL 9. NDC '# for prod problems only
SYMPTOMS IN FEBO1, WHILE TAKING OXYCONTIN #1 L Jyes [ Ino [XIN/A
(CONTROLLED-RELEASE OXYCODONE HYDROCHLORIDE) 160 MG TABLETS - - #¥2 [ lyes [ Ino [XIN/A
AND OXYIR (IMMEDIATE-RELEASE OXYCODONE WYDROCHLORIOE) 5 MG - .
CAPSULES FOR PAIN ASSQCIATED WITH AMYOTROPHIC LATERAL 10, Concomitant medical products and ther dates
SCLEROSIS (ALS). APPROXIMATELY FIVE YEARS AGO, THE PATIENT ZANAFLEX CYIZANIDINE HYgROCHLORIDE) (CONTIN),
BEGAN TAKING OXYCONTIN. ON AN UNSPECIFIED DATE, THE PATIENT DILAUDID (HYDROMORPHONE) (CONTIN)
BEGAN TAKING OXYCONTIN 40 MG FOUR TIMES A DAY. .
AFPROXINATELY 1.5 WEEKS LAYER, THE DOSE WAS INCREASED TO 80
MG FOUR TIMES A DAY AND OXYIR 5 MG, UP TO 20 CAPSULES A .
DAY, WAS PRESCRIBED FOR BREAKTHROUGH PAIN. APPROXINATELY -
FOUR YEARS AGO, THE DOSE OF OXYCONTIN WAS INCREASED 70 160 ||JMM G. ALL MANUFACTURERS T
MG FOUR TIMES A DAY AND OXYIR WAS INCREASED TO UP TO 30 -
CAPSULES A DAY. ON AN UNSPECIFIED DATE, THE OXYCONTIN WAS 1. Contact office -~ name/address 2. Phone number
INCREASED TO 200 MG FOUR TIMES A DAY (‘i X 140 MG TABLET AMD - (203) 588-8000
1 X 40 MG TABLEY). REPORTEDLY, THAT DOSE MADE THE PATIENT PURDUE PHARMA L.P.
SLEEPY. IN FEBO1, THE PATIENT WAS TRANSFERRED TO A NEW 1 STAMFORD FORUM 3. R t Source
PHYSICIAN. THE DOSE OF OXYCONTIN WAS REDUCED TO 140 MG FOUR STAMFORD, CT 06901-3431 (mk all that
TIMES A DAY. THE DOSE OF OXYIR WAS REDUCED 7O UP TO 18 X apply)
CAPSULES A DAY. THAT SAME MONTK, THE PATIENT EXPERIENCED '
WITHDRAWAL SYMPTOMS (DESCRIBED AS ABDOMINAL CRAMPS, [ 1 foreign
DIARRHEA, LOSS OF APPETITE, WEIGHT LOSS, BACK PAIN ] study
INSOMNIA AND UNABLE T0 WALK). THE PHYSICIAN WAS CONSULTED. [ 1 Literature
REPORTEDLY, THE PATIENT WAS TOLD “FACE 1T, YOU'RE ADDICTED {X] consumer
TO OXYCONTIN." OXYCONTIN TREATMENT CONTINUES AND THE - [ 3 health
SYMPTOMS PERSIST. NO FURTHER INFORMATION WAS PROVIDED. 4. Date Rec'd by Mfr. |5. professional
. 0371372001 (AINDA# 20-553 % g user facility
compan:
6. If IND, protocol # IND# rgpre§zntative
X [ ] distributor
- - PLA¥ f 1 other:
6. Relevant tests/laboratory data, including dates 7. Type of report
(check all that apply)] pre-1938 [ lyes
RELEVANT TESTS/DATA: UNKNOWN aT1e [ Jyes
£ 15-day [ 115-day product
[ 110~day [Xlperiodic }B. Adverse event term(s)
Xlinit ( Ifollow-up WITHDRAW SYND
# PAIN ABDO
DIARRHEA
ANOREXIA
9. Mfr. report number WEIGHT DEC
2011526 CCONTINUED)
7. Other relevant history, including preexist. med. conditions |/ E. INITIAL REPORTER JNNENNNREENENEETRRNSEERRN
AMYOTROPHIC LATERAL SCLEROSIS (ALS) 1. Neme, address & phone #
2. Health 3. Occupation 4. Initial reporter
professional? alsgozent report
to

{ lyes [ Ino [XJunk

MED INFO ASSOC Submission of a report does not censtitute an
admission that medical personnel, user facility, [3 yes X1 no
Facsimile distributor, manufacturer or product caused or
Form 3500A contributed to the event. p 5
age

Produced by Purdue to the Office of the Attornei General - State of Connecticut
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PURDUE PHARMA L.P.
Mfr. report # 2011526
Page 2 of 2

3500A Continuation Page

GB. ADVERSE EVENTY TERMS (continued)

PAIN BACK
INSOMNIA
GAIT ABNORM
SOMNOLENCE

Page 6

8003041810
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Y81 e 5
q%y /i{ i j’{ f}i’" "}f‘““ 5&% FDA Approved 11/08/93
Ml Rl :""‘f;’ P é“-' q Mfr report # 2012485
§ fded

3 ! ¥ PI,,
eDwATCH & abal {1 | f;,¢ arma L.P. h
i UF/Dist report #

THE FDA MEDJCAL PRODUCTS REFORTING PROGRAM Page 1 of 2 FDA Use Only
I A PATIENT 1FoRMATION R | [ . SUsPecT AEDICATIONGS) IR
1. Patient identifier|2. Aseyg;k gvent 3. Sex 4. Nelght the 1. Neme (give labeled strength & mfr/labeter, i known)

#1 OxyGontin CR Toblets, 40 my (oxycodone hydrochloride)

REDAm Dggz ' %X} :;?:“ or kgs |{¥2 BACLOFEN.{LIORESAL)

I B. Aoverse event or proouct PRoLEN [ENMENIMEDNNNENNRNE| (2. Dose, frequamy &k route |3.Therspy dates(if unk, give dur)
#1 4/372001 - 5/3/200; ssTDP'D;

9+ DO Adverse Event  and/or Product problem #1 40 NG a8H PO
£ i #2 20 MG TID PO #2 47372001 - 57372001 (ST0R'D
2. Outcomes attrib. to event [ ] dieabl lity
eath [) & nomaly 4. Diagnosis for use (indication) 5. Event sbated after
mo/day/yy) (2 4] required intervention use s:gpped or dose
er—tbreatening cge #1 CHROKIC PAIN reduc
[ ] hospitalization - ¥ 4] other' HED. SIGN!H NY #2 SPASHS
initial or prolonged - #1 {Xlyes [ Ino L} l
6. Lot # {if known) |7. Exp. Date 2 XIyes [ Ino [ IN/.
3. Date of event  5/3/2001  |4. Date of this Rept 07/26/2001
#1 UNKNOWN #1 8. Event-reappeared
5. Describe event or problem #2 UNKIOWN #2 after reintroduction
An unidentiflod tient who was being treated Mth aaciuin 9. NDC ¥ for prod problems onl
k:nnlcilli ome_comatose (ccpgidered ity prod pr Y #1 { Jyes Xino [ IN/A
s n ﬂcant) af’ter OxyContin ’contrnlled-releue oX - - #2 [ Jyes DOno [ INJA
t rgt‘:h °£t’.de 'im tgg ghsttae'n t? T wens  The 10. ¢ ftant medical odu tg and the dates
reg cian re at the . Concomf tan a cs P
hospitali e? e cn! and unp}a-eceivim Baciilin PAXIL (PAROXETINE) BE il
DETROL LA (TDLTERO(S!NE TARTRATE. 'ACTOS (PIOGLITAZONE)

[4 nfcil”n 8). Ox 40 wos administered to the
p' tient. The’dose Z? Bacillin’gasnincreased The patient
ame comatose. uarcan (naloxone hydrochlorfde) was

adninistered and the pat ent r The phys ? jan is .
unsure if the event was caused E; Dx;tontin Bacitlin P
his caie uas re 'rged A ey

tha combined effect of both drugc.
ph(sician fn the United States of America. Additiona
in ormat being request 1. Contact of fice ~ name/ackiress 2, Phone number
***Additional informatijon received oh 15JUNOT: from the - (203) 588-8000
reporting ysician related that the ?atient was mle, who Purdue Pharms L.P.
uasonbuc ofen (not Bacill nasprev reported) and 1 SYANFORD FORUN 3R rt Source
OxyContin went into & coma after recef ing ab g?god STANFORD, CT 046901-3431 eck all that
transfusion, Narcan (naloxons) was given and the ent
recovared. The Ehyz{cim stated that since tMu pa ient has
ontm w thout lncidenca in e past, he [ forefnn
ts event stion to the . [ l
ba ofen, The al:o atated thn the event was not [ (terature
Sl Rat fonus intoroae *"‘“f‘v"a‘? Fom the treati b heatin
ghvsicim on 19JUL0T revealed the falloulha- ggAPROI 4. Pate Rec'd by Mfr. 5. . professional
"‘,E,‘”‘"*h?” starggd bgg o:fcyCon tin inc 0 mg th teverg efnht 0771972001 (AINDA# 20-553 {1 user ;;cﬂity
dose Lofen reas: corpd
20 mg TID n:hm times a day). 1#3‘msm:m were 6. 1¥ IND, protocol # IND# . representative
CCONTINUED) [ ] distributor
[&. Relevant tests/(sboratory data, Including da 7. Type of report PLAR L1 others
. Relevant tests ato ta, inc tn A of repor P ———
RELEVANT TESTS/DATA: Unkr:oun K " (r:hagg‘au thegg *ply) gre-WSB { %y::
. i { 15-day [X115-day Y
{ 110-day { Jperiodic |8. Adverse event term(s)
{1lnit  Xifollow- ORUG IHTERACTION
L e COMA
DELIRIUM
T " " HYPOTENS
- Te P rt manbe|
3012685 T (CONTINUED)

7. Other relevant history, including preexist. med. conditions |/J €. INITIAL reporTER ISR

Allergic to penicillin and Rocephin, hypertension, dlabetes |[1. Name, ackiress & phone #
mfllitus, gastroesophageal refliux disease, neurogenic

REDACTED

. t . Occupati 4. Initiat reporter
2 gﬁgﬁg’s‘siml? 3 upation :lsgo :ent ?gport
o

MED INFO ASSOC Submission of a report does not constitute an
admisgion that m:e:l?gal personnel, user fac{lity, X} yes [] PHYSICIAN £ Jyes { Ino DXlunk
Facsimitle distributor, manufacturer or product caused or

Form 35004 contributed to the eyent.

8003045079

Produced by Purdue to the Office of the Attornﬁ General - State of Connecticut
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3500A Continuation Page

B5. DESCRIBE EVENT OR PROBLEM (continued)

continued shile the patient was hospitslized 54 ensonldatee! Ot O3MAYO1
while in t‘h hmpitur. gn tent 5 f m deli ; tem and spnes.: The
symptoms were treated with Narcan {naloxons h ride) 2
intravencusly. following the sdninistration o In n the tiant ”awoke" but had
evidence of withdrawal, - The withdrawal sympt o Low Bg"xdmtnfatrntfm of
intrwenom morphine. OxyCon tin ad naclofen ueu di the patient
lete recwe . . The treatn:a Ehyu indicted tb the

hfe-thrn ening, resulted in prol of {talintim and mﬂ mdiuuy cIoniﬂmt.

he physican sssessed causality of the wen s o8 [BJ@PMt retated to drug therapy and
statad- "Bnclofzn was increased to 20 mg T1D on ROTI. Thix way have putm tiated
lgmsoprfl mlr?l tga?:mtg .dlmsoprotc P zoutohggg:mtp’i.oautnzml an'ﬁ»’Z rg opy net

I » ’

Itol terodine tartrate).

G8. ADVERSE EVENT TERNS (continued)
WITHORAW SYND

- 8003045080
General - State of Connecticut

Produced by Purdue to the Office of the Atto



#f (07Th
e i Ly FOA Approved 11/08/93
e L) P o #ér report # 2014990

purdue Fharms t‘P. A

MEDWATCH
UF/Dist report #

FOA Use Only

Page 1 of 1

THE FDA MECICAL PRODUCTS REPORTING PROGRAM

IR A PATIERT INFORAATION SRR | (N C. SUSPECT NEDICATION(S) R

1. Hame (give labeled strength & mfr/lebeler, if knoun)

1. Patient identifier|2. Age at event 3. Sex 4, Weight b

42 YEARS
O wwmeemen— 1IN} fomale or #1 OxyContin LR Tablets, 20 {oxycodone hydrochlioride)
pos: {1 male kos |1# yc 8 (o ve °
N £. ADVERSE EVENT OR PRODUCY PROBLEM JNENINENESINENENNN | (2. Oose, frequency & route |3.Therapy dates(if unk, give dur)
. X3 Adverse Event and/or [ ] Product problem ’ ;ﬂ 20 NG QBH PO x! 672007 (STORID) )
2. OQutcomes attrib. to event L ) disability
{ } death 1 congen antmely 4. Diagnosis for use (indication) 5. Event abated after
(mo/day/yy) (@] required intervention . usg st or dose
{1 {ife-threatening to prevent perm damage #1 HON-NALIGRANT PAIN X .
O oTeta or protonged ) oher * #1 Ddyes { Iro € IN/A
al or prolong e no
Lk Lot # I knowy |7, Fxp dare 18 P3ves £10e EINA
3. Oate of event /72001  [4. Date of this Rept 12/07/2001
#1 UKKNOUN #1 UNKNOWN 8. Event reappeared
5. pescribe event or problem # # . after reintroductien.
A 42~YEAR-OLD FEMALE PATIENT EXPERIENCED A BOWEL 9. DT # for prod problems only
OBSTRUCTION LEADING TO HOSPITALIZATION ON AN UNSPECIFIED #1 t Iyes { lno D(]N/A
{CONTROLLED ] SE OXYCCOONE - . [ lyes [ Ina [ IN/i

DATE, WHILE TAKING OXYCONTIN (CON
HYOROCHLORIOEY 20 MG TABLEYS FOR POST-DPERATIVE PAIN. AT
1 1 0 10, Kggagomi tant medical products and therapy dates

DEVE! l AND BHE
12 DAYS. OXYCDNTIN HA llTlNUEO IR ING THE HOSP"% m

STAY. A FEW MONTHS lATER. THE PATIENT TOOK OXYCO|
EVERY 8 HOURS AGAIN FOR BURSITIS Ill THE SHOULDER. AFTER TWO .
bose ENCED NAUSEA, VOUITING D B G. ALL MaurACTURERS IR |

&HES. N VAS DISCDHTWUED- THE SYMPTOMS ABATED.
ND FURTHER IRFORRATIDW WAS PROVIDED. 1. Contact office - name/akiress 2, Phone rumber
€203) 588-8000
i;u;due Pharme L.P. 3R g
. rt Source
. srmrom, CF 06501-3431 - $° k ail that
apply)
11 foreign
€1 st
[ ] literature
] consumer
{1 heatth
4, Date Recid by Mfr. |5, professionat
11/297200% (AYHDA# 20-553 E g user ;;c:lity
6. 1f 18D otocol # IND# representative
. Pr (1 distributor
6. Rel t tests/laborat data, including dat 7.7 f t PLAK B3 other:
» Retevant tests/laboratory data, inc eg . of reper R
4 ! nd (ehezﬁe atl tm apply), gre-1938 4 Jyes
RELEVANY TESTS/DATA: URKNOWN -
. [ 15-day Di115-day produ
{ 110-day { Iperiodic }8. Adverse event term(s)
X Init { Yollow-up DHSTRUCT IMTESY
# HAUSEA
YORIT
HEADACHE
9. M¥Ir. report mmber
2014990

[ = TIAL ReporTER IR

1. Name, address & phona #

REDACTED

7. Gther relevant history, including preexist. med. conditions
ASDOMINAL SURGERY; BURSITIS IN THE SHOULDER

2. Health 3. Occupation 4. Initial reporter
professional? :lsgo :ent report
S
MED INFO ASSOC Submiasfon of a reg{:ort does not constitute an
R issian that medical personnel, user facihty, {1 yes D3m0 I Jyes [ Ino [XJunk
Facsimile distributor, manufacturer -or product caused or
Form 35004 contributed to the event.
8003051054
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