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caddivionsl infovwsiion mwelved on U8ARPRU2 Ineluded copies of the decedent's peiue nedieal recowds,
rhytician progress ooles amd phatwacy cecondn,  These svcusds Toveal that the deccdont was takiug Oxytrudin
{eont.rol 1ed-releqdse wyucdoue lydrochloride) mud Vicedin NS {hydrocodonefacetaninoptes)) shed be died, “the
rezocds aloe retesl that the doondent had an owynisg problem with prescription aruy dbuse ausd o paiue hiotrrcy
Gl atechol abmse. Jha drorebty. was alno A Jakwt SNOKer and ¢ clast x-1ray tokea un DOIANDY covesled evidocs of
cupliysesi, Ver the medical vecouds, e patient. had oagoldng comalaiuts of back padn actondary to aurios
Incussed Erom a owbor ayclo asridont 1 1997, On 0SSANST wliide: vati-nf-state, the devodens phoned blu plysdedian
rogueostiog pain oedication bechurt Ie *thciw Lis beck out again.® A phyriclan’u puogrosu uole dated 2X%797
nated fhir rhe decetonl was uwlaining of back puln aad wao takisyg ticodin. DPhynird:m antes dated JAN9S
Tevealed thal Lthe decedot. waes ou *Somn axd Vioodie frequently." The ramlts of o lowixwanral spinal x-ray
Lokoht wxi 2GIAER0 nhowad o ol Juoboeacral apine The patient was adviged o vonsull with an o <
apeuinliot, bur he vafuued. Duaring this vime the physician's revords roveal thal the poticot conbimed to ask
Yor paescriptien ot itis for Viecdin and Sons.  Ou 04U0R4R the btresting physician advised tha pabient that be
would ant. ¥eri1t sy presaiiilions far Vicodic or Soma until the patient was avaluated ty an arthopedic
specintisl..  An MRL lmgpetiv rvsomasce dmaging) of the Inmbasacaal spine performed wa 2OJ0N98 revenled the
bresenst ob vome denenarative dhangek of Lhe facets resuiting i sous encroacheent on the nourat forasiiuis, The
raual was nol. conpronlsed ax? thiore vas s cvidence of dise kerniotion. On 17JUNYY Lhe patient erarted vwekiuy
oxyconLin 40 wyy it o prowcniiyed by a pain specialist. On SASEPUS Clw Anka waa incronseid Lo #0 wy goh. On
IBROVOB Lhe pain mungesent. specidlist administored the rirzst oF several plamed Locvel Llodks Eox: pain
coutrol.  towevey, Liu Dit1OIL "was o a0 SHow" 0L Lhe sulwegueut appadulments ond ddQ ool xancive any turther
cresthent. L6 appedsts Ll Lo patical did sol wontinne teestmeont with kho pain speai>Yint aod geceivert thie
Tigt prosoription Cos OxyCoestin From hia on 20%0vae. A Few days labor, oh (208048 v patienl developexd
paeumnda vl was aduittod bo e bospital. gn Che gonks dAy (OZUECSSS ¢in- patient “s wife informed $he
pliysrician Lhat hec tushand wiss “spllioyg addicter) o Hopa. ¥ The ppocomoarria resolved and the pat.ient was
ddachupel Leom the hospitual v OADKEDR.  Ou JIUEUYS Che pain sansgeswol physician intomed the pacient's
warplur phyician that the patient cefuged furblur opidnral (tacet) injections and "irsstensd e wants Soua and
narcoricn. ® 0o 15JANYY the yatient phorted a plysiciag's office rogyuestiayg "pain pillu, * stabing that he bhad
huit his tewk curlier in tler cday. Oa 16JUNTY the pationt begaw ceedrsy a vew privary physieian. At thiy visic
It complained of oxaandulion of Sack pain and was conFinred 0a Viocssin add Soma. U ZARNEID Lhe palicid. -
vequented a prosscription For 84 Gonban (vorphine mmitace coutroiied relvase) 40 mg wid, He oplnined that thoe
pitky wanagouet. speciallst hal prescoived the medicnning Eoxr him Akl 6 souths ago, hul: now rafvacas to cofill
lar prepcciptiaes. The physician infermad che pariont v LJULSS that e wnild not pgrendaribe OxyGontia Cor 1ow
ack paihk, Wha physician xocommended (hal Lhe paticot cogtach the poin mamxepent spoecinlist wnd he
vo-cwaTnatd. o 230CTHS the potient staved char his puis medicetion wae lost or ntales «axi he neaded

Wt ila. i A3TOCTIY the pationt otatod khat bia poin had ivereasad: nad he oow neeted ta take 2 tablots of
Vicodin, T potionr wsu xéfarred ik to e piin maregesent: physician ard way «given a grumaription for
Peocacat (axyoodons facet aminonhon? o O UsR0Y2Y Lhe pyndslan spoke with the paln gspecinlliet and noted iu the
wattentrs roconly, *Probalde drnug sccking bebavior, planc opidural inject, Vicodin ¥S imel Slema.*  poying the
period GSUCYSY - CENOVIS  the potient was acsesnst for “detox trom paia medicatiou. * Per bhe bbwraplst, rthe
patient wis having problems at work aud hly wapager it fieed fsspproprrinte behavior. ‘Mie patiat agraed Lo
neek help duc Lo teosr of Tousing his job. Lt wus delexuined kit thoe patient did wot nced to b in a detox,
bufz “wuy in nesd for theropy varmoding posgible mivugse of potn mediration.® Ier the therapisc, be 3Ld nox
thaw up dox ks appnintoents axt «as Jant seon on O8KAZIS,  On BAKIVYS tho aticat bugau treatmest witk the
PRLLIL BHectalist it gngeveeut o gsrien G cplduseld dujections,  On OSHOWWO hoe won glven 3 proscriptiow for
Vivoali g6, Sume el closodine patcleas,  Ou OBEOVYS murl on LDIOVHS thoe patiant raseived & prescripriox for
Qsytiontin 40 ny qith. 0D 22NOVED Uhe patinar Filled o prescription for of tablets ol CayCoutin 80 mg gOh., O
“HNOVYY the pationt died trow oxyoodone coxiciry.  Hupbiyscis was considered a vontribating cause of death,

B7. OFTHER RELEVANT IS TORY

#__Stim/Blep Late Condition Type / Condition Nolus S
t Currnt < hiddition 1Estory of prescriptiom digg wane aud self ovee-cdication.
FNONDEPENDENT ARUSE
—_ . ___’_____Q_F DILIGS —_— e
2 -9 Cupent Comdiion~~~~ Low back gain. ST T
e o BAIN - . et .. . - —
3 Tiztorieal Condition linteredt into trczaitnent program in 1982, Deinking escakited in 1993,

NONDEMINDENT ABUSE

s OF ALGOTIOL . — —
5 OWiSN99Y  Historical Conditivg Clust a-ay dated 15IAN99 - “Wvidcsce of cruphysoma”

HMPIYSEMA L ]

Lok =iravor a4 200 ) e
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Subndsghuty of areport does not canstitule U8, TEBART HERT OF I A THAND UMM SERVCES

2 axholssion that medoal passonnd, wrer Fhublc ot aF€ Urag
Medicatian and Duvice Exsitly, diskitudes, marsdivturor o produst e CeTESeT
e ok mitsed or contnbunt to he ovent. —— en e ___MZ’”‘XWI
EXpenence neport Rredrgre
{continued) . - e
Prge dof 4 | HALo Oy
& 120071998 fiisionical Cunditivn Hospitalizad for pacurtonia, - 7
12061998 PREUMDNIA, ORGANISM

UNSPRCIPHAY

£2). Nane {voad)

KSuspect Modication #1: OxyContin Tabdcts 80 cug(OX YCODONE Y DROCHLORIDE) CR Taublet

Susprect Medication #2; OxyCoutin Toblots 40 1np{OXVOODONE Y DROCUTLORIDE) CR Toblet

Suspuct Medigation ¥3; Ditgrbocoicine’Calleiny/ Acchuninopiues (silnjlu to ANDA 88-SRINPARACEIAMIN,, CAFFEINE,

DIYDROCSHRANE) Unkiown
Suspoct Medivation #4: VICODINELY.DROCOBDONE BITARTRATE, PAKACETAMOL)

2YY Phsus. fivotwicavs @ vrveuiiod 2ocuel Sommd 3
Vodue LIVDWy I‘h\“‘fll’] A FUUMEAS WAL ‘lv“l!l-’

Snvpeat Mradication #6: UNK, UNK, Dokuvwn

- ——

r——

Lalha L MU TaR L ]
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JAUS

’ - Rukps nternatio . Ine,
For use by userfawilitics, FDAFacsmio Apsorol T1-JLN-190 06
disiritwitors end mmnhcﬁgars Core— g o
EDWATCH e e =
i MEDICAL PRODECTS REPORTING FROGRAM Page 3 of 2 .. AL Oy |

1. Naema [give febelod strengity & miiabalor, f knawst)
# 1. OxyCoutin Toblels 20 IIOXYC {coxthnsd)

#2. ULTRAM{TRAMAIXX, (contned)
2 Duots Foquancy & wule wned 3. Thertpy dotos @ uniotown, pive darsion;

ey Ba narde)
) Procuct prblern [0, dolectaimalfonctiensy | | 1 227 g8 Oral # 1. ~4-11938, duration UNK
1% SRRIOd ta advorse syet %2 30 pm, Ocal e
4 Diagrosis or sse (indication) 5 Evemd)dudulat
(chedk a¥ Inat 30} (8 el #1. Chuoic Pin ‘ o e
B} doath 11572000 [Joengentel anomaly #2., UIKNQWH n.D s []m mHar
e
[ Me-tiveatoming []rausved intereston ta pravare 6 LRI Oranown) 7. Esp. ek (F ko) s2.00 v Llve Hat
© . Medicslty Siguificnt #1. UNKNOWN  #1. UNK
[ notpitazaton - initial or psionged X} other: Sigui e T |6 Evari romppoamd s
X T XY * #2 UNKNOWN  #E UNK doomn
of eveni 1171312000 thempot BSIIL002 & NBGH -Tor procuct probiores oty o wowm) 1#1. 01 yeo e [H
5. Dascribn ovemt or problom 4201y Ol [a) wor
Lycodone ard ITrameslul Tuxicily [OVERDOSE) 10. Concomitam ma:scal producs and ihevepy dotes fsxsiude Walment of svent)
Drug wuae[mma m:vasl o [NTRHOSCLEROSTS) XANAX (AV.FRAZOLAM) 1%“‘({::( bl“lfk‘hmx
[ Atk croagis RROSCLEROS. TRAZODORE (TRATODONIF) W
Diabe.tec Kellithg (DIANGIES MELLITUS) cantinued t wdditisnal il section.,,

Case Nescription: . -
tedly d 2
An unidentified paxrson reparterdly diad while taking 1 P ohes Tor "

OxyContin (controlled-releate oxycodone Pt Thore I
hydrochloride) . A Doctor of Dental Suxgery {D,D.8.} +1 203 588-8000
informed a Puxdue Sales Representative that a
patient *paxsed asay while oa OxyContin pius other . T REpGISoWE ]
medications.® The rrporuer only Xnew of the death Boe: Starford Fomn :
ang aid not preccribe Gxycootin for thiw pubient. Stanford, CT 069013431 UNITED STATES fieheck v mat apsty)
No otber informlivi was provided. Thia come was [ foroiw
reported by & dental auwegoon in the United States of [} oy
merica., nhdditioual infoxwetion is
reraddivional informatinn recenived 1mgmm D"M-'
tarm of a telephone call from che reparting dentist {1 cosrmr
idenLifies this patient as a female who died on 4. Date recaived Ty 5.
ASNCVE0. Heportedly, the *Coronmer repart apparently mandachrer (ANUA Y 30.553 (7 Dol
it polosionsl
i icu. ., WO# L3 veor tocay
concimed io additional info sectiug ?.xmwm#
LA Dup-tm
€. Ralavast tasig/bamiony data, ncluding ¢ates o
See Narrative Histoey 7. Tvos ot Ioart pra-13538 [ Jres R d
mumra
tcheck all that apply) (o213 Ores A
D San [rzay preduc Deniur

B. Adverae svent toamly)
ﬁﬂ oy [Jper OV ERDOSE, DEUG ABUSE,
Dive  Eowowws ¢ [ATHEROSCI EROSLY, VIABETES MELLITUS

M- F&port Tmber
2012220
7. Othor mlovart hi L
irhiplrsiah Uy 4 i Lyl o B T L
#1 Cusrent Condition, (contimed)
#2 Current Conclition, DIABETES MELLITUS 1. Nomo & nddress #N tiheld
#3 Curant Condition, ESSENTLAL HYPERTENSION Name snd sddress withheld.

#4 Cugrent Condition, CORONARY ATBEROSCLEROSIS

#35_Currard Condition, RENAL FATLURE (continmed )

Submison nf 3 mpart Enes ot onstitiie 8¢ adMisssion that oo«
2 Heaxh prafassiona! 7] 3. Gopation 4. lokial raporter siso
madical porsonnal, uscr faeifity, dstribulor, manufacturer or D b tor o

pweddvct Eansad of contdbuiad 10 the evars.
Klses [Ino Dyes Qoo ™

STHOA» Fucpiiniie

B YN 1A, LD 10

8003057439

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



Sutrrisaiont of ATMOt Coes RUtounsikte LY. DEPMITMENT O HEATH ANE HENAM SERWCES

an adwicson thal medical parsonasl, vewe Pubic Hedih Sorwic « Ford e (3 Asmisrnien
Meadication and Device faciity, Serihutor, ranmslackyne oc product
eausad or contribuied to e event. 122291
BExperience Report i oo

continued)
( Page2of2 L___ . FDAUya Only

B5. EVENT DRSCRIPTION (coat.) /

listed yesp. [respiratoryl fatliure due to Oxycodone [mot surc if OxyContin nawed epecifically] and Ntrawm
[trammdal]l .® On @ subsequent telephone .converpabion an 2088802, the reporting demtiab cau:t::a that ~this
patient hxs a long history of adume and has had two WT'g Adriving uwsder (he influence].* Additional
information iz being requested.

**4Follaw-up intormacion received un 298PR02 Lyvom the teporting dontiot and fxom the pessiding Medical
mauiner'a affice :e;venl.m! that the docedent wao a 33-yasr-old White Femszle wvho died om LSEOVDSG from an

oy and & & while taking Duytontin and Ultxps. IThe chuse of death way ascribed to
trasmdol and axycedone bondclty with coronary arherasclerods and disbetes mellitus coatelibuting to hex
demice. The wamer of death was not provided. The cauee of death was ot zssociated wikh respirartory failure,
ax previously reported. The decedent had been taking dxyContin 20 wy g8k for chromic pain siage 1939, Other
proocription nadications included Witram 50 mg (tramadal) 2-4 tablets & day, Xanax (alprazclawm) 0.5 mg,
trazadone apd Celexa (citalopram). Per the reporting demtist, the decedent had taken 55 tablets of CyComtin
efil) o£ her preem:iptlcu. He algo indtcsted that the geredent way rave been

within S days of recelving a x
abusing her medication. Dn 15NOV0O the decedent was fcund UnrespOnSivE U Uer residerce, She was px‘coctmced

dead at the grene by the responding police officer. AN sutopey performed on' 16HOVOD revenlcd tzomedol and
axyoodone ixtoxication, pulmonary edema and coronsry stherusclerasis uc evidenced by 70% ccclusion of the 1eft
anteriox deacending artery, 60% occlugion of the circunilex artesry and 3¥% acclusion of the right corcnaxy
artery. Other tindings incloded dfadetes mellikue, mild diffuse nephrostlerdmis aod status pust hysterectomy.
Quantitative Mol coxicoluyy was positive for the p af dol. xt 1508 ng/mh, O-dosmcthyl tramadal
(Examaiol metabolite) ac 1350 ng/ml {peak plamno levele following a single L0 wg oral Amma:s 35-75 ng) and -
ok 556 ng/ul. wdly, the decadant is psar madieral history vas significant for diabetes wellitus,

Roepozt
drug and alechol sbase, kidney Faunxa, athexcselerosi s and hypertension.

B7. OTHER RELEVANT HISTORY

ﬁ StartfStop Date  Conditien Tvoe / Condition Nﬂ&
Current Conditica ¢ Long, history ohhuamdhdlud tws DUT's [deiving under the inBloeace] on
HNONDEPENDENT ABUSE  uspovified dags.
. OF DRI
5 Current Condition Kidoey Frilure
RENAL FAILURE .
Cl. Naoe: (vost.)

Snspect Medication #1: OxyContin Tabk:ts 20 me{OXYOODONE HYDROCIILORIDE) CR Tablet
Suspect Madication #2: ULTRAM{TRAMADOL HYDROCHILORIDE) Tublet

C10. CONCOMITANT MEDICAL PRODUCTS
CHLEXA (CITALOPRAM HYDROBROMIDE) Unimown UNK © UNK

POt PR N LLLED

8003057440
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For yse by msor-farilities, FDIA Facsimla Approvel -JUN-1990
distritrstors snd maufachuns :
[EDWATCH s —
Frr
DA VEDICAL PROBECTS REFONIING PROGRANM Fage1 o3 ' -~ munon
o i at tne Sex Wapht 1. Narrw (give Laboleri sirength & miztsbolar, IFknown}
ED-+ | ofeat 66 Years %] tomake | _156.8 ax | 1¥ 1. OayGontin Tahids 10 mplUXYC fcontimeed)
™ e —
WPRN&CY e | 710 o | |92 Rydocsdone Bitariate (rontinets )
2. Doox, Froquoncy & wuls wed 3. Tresopy daton fif urknows, givo duration)
urlty bovbant wtiewint -
barawent  wer [ Protuct prblen {e.g., dofectamaluncions)| | 120 g daily, Oral $1 N
” #2 UNK, vk, UNK #2 UNK
AT SRADUICH 1O GAVOrcH Crart
dc sl Bt [Jeosbiy ::Jag»dcbrm{hmm MW(:&
s 06/07/1990 [Jeonqarital anareaty ¥2 UNKNGWN 10w Fa
L ke-tivoatening Dmmwmtgmug LA EYNOW) 7., done OTkenrwa) ’azBmDm B ean
. _ . " #3, UNKNOWN  #1. UNX
3 nospisaization - initial of protanged DOarer AL YT ———
oA A=Y s #Z.UNEKNOWN _ #2. UNK reigtroducian .
SFewnt Wicmpot 31D A - for product preiem only 0 wnamy 1. 1 yes [l [ opiir
06AT19%99 051282002 =S Y T a
5. Describe erent o problony ZD e D- E g
Meart. bisgrder [EMART DISCRDER) 18, Corcom end prsivecis: oot tharmgy dei (enrbain Wenfread afevant)
Dreant Teoplasm Maligoant Female [CARCINOMAY UNENOWN UMK 50 UNK.

Ovardone Ahecidental [OVERDOSE AQCIDENTALJ

Case Descripriom:
A 86-year-old Zemale died on O7JUNIS £xom
“Athernselerotic coranary heart di sease, metastatic . ’ ™ she kor dowces) 17 o

breast corcinoema, [(aml} axyoodone effect while Puardue Pharnus LI
taking OxyContin {comtrxolled relecaec owyeodonc : +1 203 5B8-8400
hydrochloride), codeine, verapamil and daxepin. The
case Wag reported s rollows: "65-year-gld female . 3 Ropow 50008
{647, 71 kgl with a history of breast camcex, heaxt Ono Stntord Fosmn 4 chock &1 hat mopty)
dlsexuse, sad diazy spells. Fouod unrespousive Stanford, CT 96901-3431 UNITEDSTATES
oureide ber Pravt doar with trauma ta the back ot 3 tosrs
hex head.,  Scr purae and o bag of graceries werc [ woay
lying beoide ker. The following medicaticas were
prescribed: [OvgContin}, aretawdnophen wird endeina, [ oot
duxepin, ant verapamil.* Rerortedly. oxyContin was . | & cevamney
prescribed at a duse of “20-ug 3 tabs @ 4 hours 4. Dato recoived by 5 halth
[and] 30-my 2 tabs Q 8 houre.* Ths toxicology wanslacties RPDAH 24553 B prossions
zeport revealed that the heart blood was positive "o 2
fur cxycodose (0.18 m3/L), codeine (6.35 ma/L), | O¥I4002 . 1 w0k soqrs [ o bty
contimied in adwitional into scctien... ¥IND, prokecat# AR [ vy
repropentative:
6. Relevant wsislaboratory Uita, Inchxting dates
See texl. Ty o pre-1e038 [ Jyos {J ot
Yo of teport anec
{CICK A W apely) O e Bm”m
(] w6 150y product

D” BM £ Adverve evord teros)
F PISORDER, CARCINOMA, QVERDUSE
s  [Frodoww# 2 |ACCIDENTAL

M. opori munber
> " 2014420
. $hen sala reeticnl rrnelitions
?mmm [Y 2% mwﬁ&,ne]
#1 Mistorica) Condition, {continned)
#2 Historical Condition, {continued) 1. Haons & uddees phowe Fwnllecld
#3 Historics] Coadition, {continued) Narse and adderss witild.
Subyrission of 2 fapart doaR Nt 2onstiv e Re sdra " e —
socsonel, Kby, diskibutor. monclach 2. Health professional 713, Doougpabon 4, Jitid yapcr e alse
mm umﬁmm h Madical Bxaniiner santreptit 1o FDA
oy Elves O Divs D

A YN A P, ST
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admiasian that edcol parsonnel, usar Puble Hactth Serdon - Fo Loesy Sctmicich

Medication and Device tacilly, #SHIDIRGr, Imaratachurer of pradisd [VF s
caueod oF cortruted 1o the averd. 20144
Experience Report & Py ery A
{continvad)
Page 203 L. . FDA e Doy

1. Namie {give lnbelart steatgtk S rakAabeier, ¥ WOV
1% CODEINE(CODERNE)
# L VERAPAMIL{VERAPAMIL)

2. Do, frogpuoncy & routo uosd s.mm(ifmmw
#3. UNK,uak, UNK. #3. UMK
#4. UNE, ank, UNK. #e uMR
4. Diagnosiy for use (indication) 1s.mmmm
#3. UNKNOWN stepped of sose msucad
¥4, UNRNOWH 23w Om [ ooy
S.tot# filmowr) 7 Kup. e (Pheown] 194 [ yee [Jro 8o
FS. URKNOWN #3. UNK T, C9ord ronppomrod niior
#4 URKNOWN #4. UNK reirtroducton

#3.[dwe O B S
5. NDC # - forprduct problanis oaly {F lanwn)
NA 2. D g o
1L Concomiwant madcat rroducts and therepy dates fenciuds treatrmant of svent)
NA
1, Narne (gver labeled strengh & mnichabaler; ¥ kiiover)
#5. DOXEFIN(DOXEFIN}
0, .
2. Doso, Faquanty & reuts usod 1Mﬂdahc(lm.mm
#5. LINK, unk, UNK ¥E UNK
#e 28

{ 4. Dlegrosis sor use srcicsrton 5. Evort ataied uftes 1w

#5, UNKROWN w«mmm
#5 #50) yox [l £ v
B.LAK@urown} 7. B.cioke (knaw (&l Ly [ Jnc | i‘.:.,"‘
¥5 UNKNOWN #6. UNK e
#6, #6. P
. NI - fur prodect prctiene only (f known) ]“D"‘ D:’ oy
Na 26,[J v [T (B ] -

18. Coneomitant inadicol wraducs and therapy talez {exchids Yenment of avang
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Modication and Dovice facity, disbitebar, enarndachyes or pinchct
catsad or conbibuledio the avant.
Experience Report * G g B 1A
{continued) |
Page 2 of3 AU Oy

BS. EVENT DESCRIPTICN {cont.} l Il

verapanil [4.10 wg/L), doxepiz 10.29 mg/L) ond noxdoxepin (2.4 mg/l). The fancral blood was positive fur

e (G.44 mg/L). The oxyecodone level of the gastric contenks sas not guantitated Mub reportecdiy, the
"ALRTOPRY report 6tates 10 ixtact 20-ung Lablebs.™ Ihe sannex of death was listed as accidenlul. Thiu case was
recelived on 0XOCTOR from a Coouer's Office iu Lthe United States of America.
*++pollow up Information roecived on 0IANOR fyow the presiding Corovar!s Office revealed » €5.yanr-nid
Cavcagian female died on DOIUNGS frrm atheroccleratic coxonary artery disesse with the signlificant congditions
of metastatie Iafiltyating ductal carcinoma of Che hreasr, oxyrodons affect, and blunt force bead trousst. The
dacedent was found naresponsive oo Lhe fxoak tile patio of hex residence by her acn. There vas a largs amoumt
of blond axcund the decedent. YThe palice and paramedics ware called axd ske wag prosonpced dead at the pcens.
The Coroner's Isvestigator's Report, based on an interview with a Pollve Departosnt Detective and the
Carcnec's observations. described a right occipital skwll injusy o5 2 guashot wound bebdod the right eaxr, OGun
shot residue way collected at the scene, and the GSR {qur shot residuc} Data Sheet was congleted as a
homicide. A GSR Repor: wae not provided. The autopsy Yevealed cardinmegzly, atheroseierotic COronary axrcery
digease, I0F ecceRtrit narrowing with calciricacion of the lefc antericr descesdiiy vuziuscy atlesy, wmitred
valve leaflet celciflicatiuty and deqgeneracive cliange, agrtic valve lewflol calcificatica and degenerative
change, generalized ascvoae atheroscleratic cardiovasculax disesse, bilstersl pnimcaary coogestion cadema and
cunanlidation, focal plewsl thickening of the right ckest cavity, gzll stoncg, wetastatic breast caxcinoms,
hilaternl benigx sephroeciercais, moderately differentiated Inffliratieg ductal cercinoma, status-post right
nagrectomy, snd cbesity. The wultiple swnll yallow pille 1 tad in the et ch labelod *20* ware identified
az OyContis and one laxge oval piJl wx¥ ddmtifisd as verapamil. She had a port-a-cath in the left uyper
chegl.. There sas evidence of exterpal blunt forve infury. &he sustalned a lsveratiog of the scalp, skull
fracture, subarschooid hewcryhage of the left parietal region, and fractuxe of the xi thoracic ribo with
intercostal hemarrbage. The Deputy Medical Bxominer reparted, "the injury to her is the probahle xesult
of falling down due to her beart disease ox in combination with effects ot the drug xytontin.” The
qualitative and quancitative blood taxicoalogy report was positive [oxr oxycodous 0.16 wog/rl, fxes cadeine 0.35
nog/mh, doxepin €.19 mog/il, nordaxepin <0.10 weg/wls, yexapamil <0.10 negfwl. The urine wag positive for
codeinc and hydrocodone. There was ne dleohol pregent., Adcitional infornumttion 18 being requested.
*erFoOliow Up information receives ob 14MAYVG2 from the Forersic laboratory revealed the decedent did not have

parcicies of guashot resicus vu eithec Lhe xigli v Lell Lasd sdiceive 1LEL samples.

B7. OTIER RELEVANT HISTORY
A StriStopDute Conditien Type/ Couditian  Notes
1 Histarical Condition STATUS POST RIGHT MASTECTOMY
MALIGNANT NEOPLASM
OF FEMALE IREAST . ) ]
7 Histawical Donelition HEART DISFASE

Cl.Name (cont.}
Suspest Modication #1: OxyContix Tablets 20 mg{OX¥CODONE BYDROCHLORIDE) CR Tablet
Sespost Modication #2; Hydocedme Ditartsats (rimilar to IND 59,1725 (ITYDROCODONE BITARTRATE} Unkoown

O et APEL. WD, A

8003057569

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




FOR Appraved 11708793

: Wi report 4 GSA-2002-0001041
MEDYATCH Purdue Pharme, L.P.
UF70ist report #
FDA MEDICAL PROMIGTS REPORTING PROGRAM Page 1 of & o FDK tise Only

B A PATIENT INRORAATION RS | (NN ©- SISO MOOICATIONS) "[

Patient identifier|2. naesat event]s. Sex 4. "%3"5 tbs 1. same {give labeted srrmuth & mfrsiabeter, 11 lmou;)

k)
+PRIVACY or D temate or #] Grywontin ssblets 40 sy (QXYCOPGNE MIDROCHLORICE)
DOB s LNX {1 mlc 85.7 kge |{#2 Wydracodone U itartrate <£rm lar to IND 50,175y (HYDKG (CONT)
Il 6. aeverse EVENT oR Proouct prosied NENENUEENNNRREENN | (2. tose, frequency & route |3.Therspy cates(if unk, give dur)
X} Adverse Event and/w [ 1 Product problen #‘l L0 mg, tid, Gral #1 UINKSOWN
- —— UNK =g, unl’:, Unkrown | #2 UNKRN
z. ﬁntccnes Atrib. to svent I'.] disability —d
1 dea {1 congew ancmaly 4. ltamosu far use (imdicetion) 5. Event ahated after
o&rzuzwawdayfw) [ ] recuiired intrrvention use stopped or dase
[ 1 life-threatening te provent pern domuge N RON-HALICMANT RAIM roduced
[ 1 hospitabrration - I 1 othet: 2 UNKNOUN
initfel or protonged .- #1 [ Jyes ( Jno [XIN/R
~ 6. Lot # (if known) |7, Eap. Date #2 [ lves Udno DANCK
3. vate of cvenc  (3/2472002 [4. Datc of thie Fept 12/09/2002
e - #) uKNovy #1 OO 8. Event reaﬁearad
S. Describe swent or problem #2 URKNOUN ¥2 UNCRCGUN after reintroduction
# S5-ycar-old female patient dind on 26MAROZ frm an 9. WL # for prod problens only
werdose of OxyCantin (controllied-release ox #Y [ Jyes [ Jno DON/A
5 - - #2 1 lyes | 1no IXKIN/A

;‘d-ochlorido) 40 mg Tablore. Apgmumarol

e pat fent began taklm OxyContin 40 mg n a day ..
or pain WSO euuatmd artnntxs. O Z4NARIP 0. Concomitant medical progucts and therapy dates

the pat{ent's busband woke up in the mecning wd fourst his
wifo still in bed with the bked covcrs pnrtmuv covering PAXIL
her head. Reportedly, vhen ke pulled back the cavers, PREUN[SONE

there sas foam coming aut of her mouth. patient’s left
orm was cold and there was no pulse. R tedly, a female

trieng staying al the home called 911, Jce cane
but no anisilonice wag cant te the homs. Regaprgudl ¥, ’ TR G- ALL MAMUEACTURFRS -

FEmZ the patient took "roa mery GxyCuntin® and hdd -
ncy Rool. patlent'svﬁushaﬁd rolated ﬂ/ 1. Contact office -~ rama/acidress 7. PNone nunber
nlfe had no suicidat inten( WL An aUtopsy was_per formed. +% 203 588-300Q
The Forensic Pathologist related "It is my opinion that Furdue Pharma L.P.
the cause of death is u_;a;‘_u«ixe roxicity.”  rhe mxycodone One Stmﬁord farum 3. K + Source
lavel pas 1.4 ml. This case was reported by the Stamford, T 06901- 3431 (3&’: all that
gal.u:m $ hs No further information was ided.
*acdi tional information received un 778802 trom the
Modicul Exuminer’s Office inm the form oF an autepsy report L I farmg.
reveal pd that this 55-year-ald mfre female had E sty
arteriosclerotic cardiovoscular discase with & 308 . 1 lltereture
ncolustan of the £IgNT coronary artery. fhe namer of IX] vurrsimen
death was not rcported. The quol itative and quentitative — 1 health
taxicolony repart reveated that the femoral blood was 4. BDate Rec'd by Mfr, |S. professional
pasitive for oxycodore 1.4 peg/ni 0571572002 (AYNOA® 23-355% ) E % ucer ;F‘;crhty
canps
6. If IND, preancal # IND2 representative
il —emmsere—e ! T distributor
- - PLA® 11 ather:
6. Relevant tests/labaratory data, including dotes '8 !lzic of repart
(chi ali that spply) pre-lm L lyes
See Teat [ Jyen
L 15-day ( 315-day

{ 110-day Ddperiwdic 8. Adverse svent term(s)
init £ l’f,cltuu-q: OVERDOSE

2. Rfr. r ¢ number
HiSA- 2005-0081847
/. Dtrer relevant kistory, including preexist. med. conditfons || E- INITIAL REPORTER NNRERERDNNNRNERIANRNREN
#1 Ristorical Condition, RHEUMAIOID ARTNRETIS 1. Bome, xidress & phone ¥

Name, address arxd phone wi thheld

2. scalth | $. Cecupation 4. Inftial reporter
professional 7 alsgpient report
ta
MED INFO ASSOC Subaission of o rt daes not const\ tute an
. adnission that nedical persaret facitity, X2 yes L1Inmo Coroner € lyes [ Do DXTuck
Facaimitc distributor, maufacturer er proéuc csusod or
Forn 35004 centributed ta the event. Paga 136
8003060329

PRODUCED BY PURDUE TO THE OFFICE OF THE AII ORNEY GENERAL-STATE OF CONNECTICUT



FDA Approved 11/08/93

[ Wer report # USA-Z002-000047 ]
AEDWATCH furdie Pharma, L.P.
UPfBASE report ¢
THE FOA MEDICAL PRODUCTS REPORTING PROCRAM Pagn 7 of & FOA Use Onl.y __l
I 7. PATIENT (NFORNAT 104 RSN | | B C- SUSPecr MEDICATION(S) m
1. Puticat identifier}2. Age at avent|3. Sex 4, Ueight (b 1. Now {give labaled etrength & wmfr/lohaler, i€ knoun! '
— {{ 1 forale ar #5 MPRAZOLAN (ALPRAZOLIM)
14 -$4 {1 mle kys |[|#% CAFrEINE (CAFFEINE)
‘- 8. ADVERSE EVENT (R ProotiT prostFit NS 2. vose, frequency & route {3.Therepy datestif wnk, wive dur)
1. X1 adversc Everst  snclfor £ 1 Product probilem #3 UNK mg, Uk, Unknown A3 URKROWN
¥ UNK ng, unk lln!c\nm #o UKKAN
2. Qutcomey attrib. tu event L1 disability
[ 1 death 1 corgen ancmaly 4. niagnosis fnr e ¢ indicatiom 3. Event sbated after
[3 Utetheeatamng” " F! i&"*“é‘i&""“ il #5 unvom oy ar dose
1 re-Ihrea ng 14 ; 4
[ 1 hosp M:huttct: £l Gﬂ'-g! per W4 UNKNOUN ' o DIRZA
r0rttal or pro anged »— - - e
- a4 1 &, Lat & (if knoun) |7. Exp. Date H E]m DoNsA
5. Date of event MKW 4. Dare of this Fegt 12/09/2002
. . #3 UNKNOWN 3 LNKNOUN 8. Event resppexred
5. Describe event or problom 4 UNKNOWN #4 UNIKNOW after reintroduction
alprazolan 0.0?5 mi, caffeine dexrrametharphm 6.51 9. WC # for prod probiems ot
reginl, and "0.008 megiwl - _The blood frem the ; il i 631 jyes Lino GN/A
cheart m puutnc for mrtczapmc 0. 32 mcslnl.. The Liver - - #4 [ Jyse [ Ina DON/A
;ag pe:;two fa'n; m'rbwaprm ém]o, dlq’:‘ctermethorphan W - yovy o e the. s
.3 neg nu:?/ urine was . Concomitont mcdical producte rapy dates
pos'stweg*or bmmdmnpmes :-nd 4
ey
1. Contact office mtladtb'e.ss 2. Phone mumber
+1 2015 SBa-8000
. :nurdsa: fharma L9, -
c Stomford rorum « R seurce
Stanfard, CT G6901-343% (zeck sl that
apply)
L1 forei
£ ehrvgﬂ
f I literature
[ I consumer
£ 1 hestth
4. fate Recid by Mfr. |5, protesgiomat
CAINDAF [ 1 user ility
—E' if IND, protocol # IAD# o fre rcpregyentaﬁve
i ' -——1 [ I disoributor
6. Ralevant teatc/iasbnratory data, including cates 7 T report i L1 other:
- Ka R, , . e
(chezge aﬁ that apply) 55-1938 E gye:
yes
LI1S-day (115 duy product
f 110-cay DQperiodic |B. Adverse svent rerm{s)
HIInft  [3follow-ip ‘
9. Wir. report v
USA-20 MW
7. Dther relevant histery, including precxist, med. conditions |/JNEMN E. INITIAL REPORTER HENNENERNNRERNDAERMANINEN.
1. ¥ame, sddresy & phore ¥
2 bealth 3. Cccupation 4. Initisl report
professional 7 = almF;D ‘::enle‘:tpoi:
ts
MED INFO ASSOC  Schrpisgion of a report does not canstitute an
odmisgion that medical persomnel, user facrliry, [Ylyes [ mo [lyes [ Iro ( Junk
racsimiie disuiburor, marufaciurer or producl causwd ve -l
Form 3500A cantributed to the svant. . Fage 337
8003060330

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



NEDUATCH

THE FDA MEDICAL PRODED?é REPOETING PROERAM Page X

ey ]

Purdue Pharnz, L.P.

FOA Apgraved 11708793
USA- 20028001041

Wi report #
Ur/Bist report ¥

of & FDA Use Only

B c- suseECT MevicATIONts) T |

t. ¥ame (give tabeled strenyth & mfr/labeler, 1f knowi)

L J disability

7. Dutcomes attrill. to avent
{1 death 1 congen anomaly

L J required interventfon

danage

£3 Uite-threotemng to prevent
ife-threatoning o perm
€ I haspftalization - 01 othg:

inttial vr prolenged

1. Patlent jdentifier{2. Age at event|3. Sex . Waight bs
o {1 female o #3 DEXTRONCTHORPHAN (OEXTROMETHORPEAN)
bog: [1male kas || £6 MIRTAZAPINE (MIRTAZAPINE)
BB ©. fOVERSE EVENT OR PRGDUCT PRoLEM MRS (7. Dose, frequency & route |5.Therapy dates(rf ik, give dur)
1. ) Adverse Event andfor [ 1 Product problion #3 UK mg, unk, tnknown #5> URKMAWN
il iad #5 U ng, unk, Lhknown #& URKMOVN

2. Event aboted after
use s

cd\lcw or dose

5.. fragnests For use {indication)

14. Date of this Rept 12/09/2002

3. Date of event  UNKNONN
S. Bescribe event or problem

5 UNKNON *
#& UNKNOMN

#5 [ lyes [ Imo DIINJA
6. LWt # (i know) 7. Exp. Dotk # T Iyes [ 1no IDN/A
#5 UNKNGIN £5 UNKNOWN 8. Event ared
£5 UNKNON 75 LMEWOM after reinfradction
9. NOC ¥ for pract problas only

#5 [ lyes [ Fono [XIN/A
- #6 [ Ives [ Ino IXIN/A

10. Concamftant neaical products am' iherapv dates

B . A rearArTieees N |

6. Rclovant testo/loborotory dota, including dates

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

1. Contact otrice - Nane/ackress Z. Phone maber
+1 203 SA8-800N
Purdue Fharma L.P. e st e
One Stamford Forum EN Egtx‘r
Sstamford, €T 05901-3431 (check all thay
apply)
{1 fareigw
s
£ .Jt titerature
{ ¥ consumer
{ 1 health
4, Dote Rec'd by Mfr. |5. professional
CAINDAZR 1 ] user facility
[ 3 coepany
&. If 180, pratacol # LNCGR representative
—1 £ 3 distrilasror
o PLAR [} other:
7. ;);Ee of repert R e
feir alt that gpplyd g{_‘g-im ggycs
yas
t ¥5-day [ Jl3-day product

{ 110-day Xiperiodic (8. Adverse event term{s)

[» 33 (258 T 4 l;ol Low-up
P, BWfpr. ¥ rembep
usA- 2002~ 00010561

B E. INITIAL ReEPORTER I
1. Nane, adkiress & phone #

MED INFO ASSUL  Submission af a report does not constitute an
aduission thet scdicel porsonmel, wser focility,
distributor, manutacturer or pmdder raked nr

Facsimile
contributed to the event.

Fonn 35008

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

2. wealth 3. occuparian 4. tnitial reporter
profeseionsl? 2{c0 sent report
tu FRA
{Yyes {10 € Iyes [ Ino £ Junk
Page 338
8003060331



Purdue ¥harms, L.P,
Mfr. report # USA 5002 0001021
Pagr & of 4

3500 Cantimarion Page

A7. Gther relevanl history, including preexisl. med, vonditions (contimued)
# stort/Stop Coxl. Type/Cerditivn Notes

S AR L At S NS SRR AR GRS I T P R 0 e S i ok S e S e e Y D At A e 00 e e W B Y L e Pt e

1 Historical Condition Rheumatoid Arthritis
EATLMWSI UL AXIDNEI1a

Cl. Suspect Medication Rame {corkimeed)
#2 Hydrocodone Bitartrate (similar to IND 5%,175) (HYDROCODONE FITARTRATE)

Page 359

8003060332

PRODUCED BY PURDUE TO THE OFFICE OF THE ATTORNEY GENERAL-STATE OF CONNECTICUT
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MEDWATCH Purdue Pharma L.P.

THE FDA MEDICAL PRODUCTS REPORTING PROGRAM Page 1

of

DVvD Y00

FDA Approved 11/08/93

Mfr repoct # 200146

UF/Dist report #

3

FDA Use Or

B . PATIENT terormation RSN

IR c. susPECT wedicaTIONS) IR

1. Patient identifierlz. Age at event{3. Sex 4. Yeight
55 YEARS lbs

ﬁ,‘ mrm or ~~————— [ {X] female or
N |PoB: f1 mate 57.3 kgs

#

1. Hame (give labeled strength & wfr/labeler, if known) (CON

ox tin CR Tablets 30 g (oxycodone hydrochloride)

#2 ELAVIL (AMITRIPTYLLIAE

R B. ADVERSE EVENT OR propucT PROBLEX NN

). IX) Rdverse Event and/or [ 3 Product problem

', Dutcomes attrib. to event [ } disability
03 2721720

2.
#

Dose, frequency & route
30 MG QBH PO

#2 150 MG HS PO

3.Therapy dates({if unk, give dur]

#1 2/2072000 - 2/20/2000 (STOP'D
#2 271572000 - 2/20/2000 (STOP‘D%

death /2000 { ] congen anomaly . 4. Diagnosis for use {indication)} 5. Event abated after
. (mo/day/yy) {1 required intervention use stepped or dose
[ J life-threatening to prevent perm damage #1 PAIN DUE TO ARTHRITIS recuiced
{1 bo:i-'ggt:lilizatio? - od £ 1 other: #2 DEPRESSION
initial or prolong #1 { Jyes [ Ine IXIN/A
6. tot # (if knoun) |7. Exp.
i. bate of event  2//2000  |4. Date of this Rept 03/24/2000 A ¢ ) . . Date  [¥2 € Tyes [ Ino aN/A
NOWN 8. t
S. Describe event or problem #2 UNKNOWN #2 gﬁgr gg?ggemducaredtior
A 55-year-old female with a history of arthritis 2. NOC # for prod problems ont
depr?s?wno:nd h rz:ensionhg(i‘ed %n 21?5800032; e proc pr 4 #1 [ Jyes [ Ino [XINA
receiv yeontin (contro release oxyc e ‘ - -
hydroch?gride) tablets for arthritis, Elavil (amitri?t tene - R Llyes [ Iro DXIN/A
hydrochloride) for depression and Teprol XL (metropols 10. Concomitant medical products and therapy detes

succinate) for hypertension. On 15FEBOQ, the patient began
taking Oxycontin {controlled release oxycodone
hydrechloride) 10 mg tablets every 12 hours, Elavil 50 mg
hs and Toprol XL 50 mg in the worning. On 16FEBOC, the
frequency of contin 10 mg tablets was increased to every
8 hours. On 1BFEBO0, the dose of Oxycontin was inc

to 20 mg every 8 hours. On 20FEBOD, the dose of Oxycomtin
was increased to 30 mg every 8 hours. The next day, on
21FEBOD, the patient died, The reporting pharmacist thinks
it [the death]l is a drug interaction because drugs [the
three suspect drugs Oxycontin, Elavil and Toprol XL) use
the same CYP2DS enzyme system.® Additional information is
being requested.

#

LORCET PLUS, VALIUM (DIAZEPAM), NEURONTIN (GABAPENTIN

AMBIEN (ZOLPIDEM TARTRATED, STH >

CELEBREX (CELECOXIB), REME

PREMPRO (CONJ. ESTROGENS/ME
(CONT INUED )

SYNTHRODID (LEVOTHYROXINE),

ON (MIRTAZAPINE)
DROXYPR

OGEST), CLONIDINE WCL, - .

W o ALL mwrAcTURERs R

1. Contact office - name/address 2. Phone number

Purdue Pharma L.P.
100 Connecticut Ave.
Norwalk, CT 04850-3590

(203) 854-7280

3. Report Source
(check all that

apply)
foreign
t

study
literature
consumer

4.

Date Rec'd by Mfr.
0372172000

6.

6. Relevant tests/laboratory data, including dates

Relevant tests and Laboratory data: 15FEBQO Blood pressure
at 1300: 169/93: at 1600: 173/83. QT gmlongation. 16FEROO
Blood pressure 178/87; 156/86 17FEBO0 Blood pressure
169/92; 157/90 18FEBOO Blood pressure 173/78; 161/98
19¢E800 Blood pressure 156/85; 187/11 207800 Blood
%Ei%:re 146786; 148/74; 156786 21FEBOD Blood pressure

7.

{ 110-day { Iperiodic
Init ¢ 3;01 Low-up}-

T of report

5.

CAINDA# 20-553

1f IND, protocol # IND#

PLA#

check atl that ly) re-1938 ¢(
N Bic

{ 15-day (X115-day product

QHHHH
Sk A Sl S Sl

health _
professional
user facility
c
representative
disteibutor
others

e iy
Ymd bad bk A

lyes
{ Jyes

$. Mir. report mmber
200146 epe

8. Adverse event term(s)

DRUG INTERACTION

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

Allergic to codeine, phenergan and penicillin, History of
arthritis, depression, hypertension,

B e N rerorTe

MED INFO ASSQC Submission of a report does not constitute an
L. admission that medical persornel, user facility,
Facsimile distributor, manufacturer or product caused or
Form 3500A contributed to the event.

1. Name, address & phone # :
& BRGiE
A A
2. Health 3. Occupation 4. Initial reporter
professional? also sent report
to FDA
X} vyes [ no PHARMACIST f lyes [ Jno [XJjunk

15-DAY ALERT REPORT

Produced by Purdue to the Office of the Auornei General - State of Connecticut
2NNRNNK3221



MEDWATCH

THE FDA MEDICAL PRODUCTS REPORTING PROGRAM Page 2

Purdue Pharma L.P.

EDA Approved 11/08/93
200146

Mfr report #
UF/Dist report #

of 3 FDA Use Onl

I #. FATiEnT inrorkaTion I

NI C. susPECT wepIcATioNGS) IR

1. Patient identifier{2. Age at event|{3. Sex 4, Weight tbs 1. Name (give labeled strength & wfr/labeler, if known)-
or [} female or #3 TOPROL XL {METOPROLOL SUCCINATE
Do8: [ ] male kgs |[# NATE)

IR &- ADVERSE EVENT OR Proouct prosLed IR

1. £ 1 Adverse Event and/or { ) Product problem
2. Outcomes attrib. to event [ ) disability
€ 1 death { 1 congen anomaly ]
(mosfday/yy) f 1 required intervention

to prevent perm damage

[ 1 life-threatening
{ 1 other:

[ } hospitalization -

3.Therapy dates(if unk, give dur)
§3 271572000 - 272072000 (STOP'D)

2. Dose, frequency & route

##3‘50 MG QAM PO

4. Diagnosis for use (indication)
;‘53 HYPERTENSION

s, Eventtabated after
use stopped or dose
reduced

#3 [ lves [ Ino DXIN/A

initial or prolonged

3. pate of event 4. Date of this Rept 03/24/2000

5. Describe event or problem

&, Lot # (if known) [7. Exp. Date # Clyes [ Ino { IN/A
#3 UNKNOWN #3 8. Event reappeared
# # after reig’t)?oduct\'on

9. ADC # for prod problems only
#3 [ Iyes [ Ino [XIN/A

) # [lyes [ Ino [ IN/A
10. Concomitant medical products and therapy dates

M 6. At wanoracTurers R

. Retevant tests/laboratory data, including dates

1. Contact office - namefaddress z.zsgongszu;ber
rihe phorse 7. e
jcut Ave, 3. R t S
Norwalk, CY 86850-3590 4 egk a?'llrggat
apply)
[ ] foreign
{1 study
{ ] Literature
E1 heaten
a
4. Date Rec'd by Mfr. |5. professional
(AINDAE E ; user facitity
6. If IND, protocol # IND# repregntative
[ ] distributer
PLAY [ 1 other:
7.7 of report
{check all that apply) 8?5-1938 E gy&c
es
[ 15-day [ }15-day product y

f }10-day [ }periodic
[iinit £ ];o!lou-up

8. Adverse event term{s)

9. Mfr, report raamber
200146

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

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

Facsimile
contributed to the event.

Form 35008

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

personnel, user facility,

B = vITiAL RerorTER R

1. Name, address & phone #

2. Health 3. Dccupation 4, tnitial reporter

professional? also sent report
to FDA

{lyes {2 o [ Jyes { Ino [ Juwnk




Purdue Pharma L.P.
Mfr. report # 200146
Page 3 of 3

3500A Continuation Page

C10. CONCOMITANT MEDICAL PRODUCTS (continued)
FERROUS SULFATE, LASIX (FUROSEMIDE)

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



3 go AhF PRl & Pu 4P |
i phy BEnan SIS
g%pé“ﬁ gtg?%}ﬁg FDA Approved 11/08/93
éé,. > & ’l: % -*..g * . [133
MEDWATCH Purdue Pharma L.p. T report ¥ 200196
UF/Dist report #

THE FDA MEDICAL PRODULTS REPORTING PRUGRAM Page 1 of 1 FDA Use Only
B #- PATIERT turormaion R 1— ey —
1. Patient identifier{2. Age at event|3. Sex 4. Weight ths 1. Neme (give labeled strength & mfr/labeler, if known)

use or { 1 female or #‘t OxyContin CR Tshlets, 10 odone tori
00Be X3 male kgs ’ " Coxye hydrochtoride)
| 8. aoverse event ok proouct proeLes [NNENNENNINNENEN | |2. Oose, frequency & route 13.7herepy dates(if unk, give dur)
1 Adverse Event and/or { 1 Product problem F:& 40 MG BID PO ;1 UNKNOWN  (STOPD)
itcomes attrib. to event [ ] disability : - o
{1 death [ 1 congen anomaly 4. Diagnosis for use (indication) 5. Event abated after
mo/day/yy) 11 remv red intervention use stopped or dose
life-thmtemns 0 prevent pern damage #1 PAIN reduced
] hoag%t:l;‘z.a;r:? - [1 other' 4 n “ £ 1no DO/,
e onged yes no DAN/A
6. Lot # (if known) (7. . Date # [ lyes
ite of event [4. Date of this Rept 0472472000 e yes (dno L INA
#1 UNKNOWN # 8, Event reappeared
iscribe event or problem # . * after reintroduction
male :.:at:::;té mthst hiatory of Ams, tymphoma, brain 9. NDC ¥ for prod problems only e -
;mer, cant preading to the lungs and Pancrm o DXIR/A
.axeplasmosis to the brain, elmh oms othe - - # tlm[]mtwﬁ
(?ﬂd:gg:{ed) cwplicﬂtiomg died on an mspeczﬂed date b Concomitant medical o T ™
o deprcss . Om1 ic SAUCts L X
(controlud?gieaseox ydrocﬁon;z 80 w four URNKNOWS ' pr t Py cetes

times a clay, This case was reported as follous:
;:hysicim reports that he gave an AIDS patient 80 mg of

ycontin four times » dey and he went into respiratory
depression and died. beypatiem: was started on 40 mg of '
Oxycontin twice a day and did well. When the pain
incressed he wes given 80 ng three times a day, then | [N 6. AL wasvracTURERS (RN
increased to 80 mg Oxycontin four times a day, and that is .
;men there b;u a coga’blua.“ Ttnf c::e vas ::port:d :i:he 1. Contdct office - namesackiress Z.zggngs‘ wmber
¢ 3 one ] cian. Seversl & eupts contac { « 7280
reporterlghfsic “);s for additional information have been Purdue wﬁcnt .:. T r p—
. jcut Ave. -
Korusik, &1 deaso-S5v0 :ﬁzck all that
. apply)
E] oo
-3
[ ] literature
{ 1 cotsumer
4. Date Rectd by Rfr., |5 o 'Bﬁ:f«gsa
T T04s1872008° | [TAYNDA# 20-553 L] user facthty
8. If IND otocol # IND# ’ epresentatwe
v P [ 3 distributor
~ ~ PLAR {1 other:
6. Relevant tests/laboratory data, including dates 7. T of report
Relevant Tests and Laboratory Dat 04 count of 12, viral ¢ sil that epply) 8""93’ £ Jy“
ate: c
(oad of 100,000 i ' {15-dsy DU15-dey

{ 110-day [ Iperiodic }8. Mvem event tern(s)
atnit ];allou’tp HYPOVENTIL

9. Wfr. report rumber
200195

7. Other relevant history, including preexist. med. conditions |/ €. mitiaL Rerorver SRR

:'lzs, lymphoma, brain tumor, cancer spreading to the tungs 1. Name, sddress & phone #

pancre asmosis te the brain, emphysema and
other (midentifi:gg compt ications., ! %
g ~
2. Health 3. Oceupation 4, Inftial reporter
professional? :lsgo :ent report
o
MED INFO ASSOC Submission of a report does not constitute an

admission that cal persomnel, user factlity, Ml yes {30 PRYSICIAN { Iyes { Ino DXunk

Facsimile distributor, mnufacturer or produc t caused o
Form 3500A contributed to the event.

Produced by Purdue to the Office of the Attornei General - State of Connecticut
R003N00KRARARN



MEDWATCH

THE FDA HEDICAL PRODUCTS REPORTING PROGRAM Page 1

Purdue Pharma L.P.

FDA Approved 11/08/93
2010668

Hfr report #
UF/Dist report #

of 1 FDA Use Only

B A PATIENT 1hFORMATION I

[ c.suspEcT MepicATIONGS) IR

1. Patient identifier t}3. Sex 4. Weight ths 1. Name {give labeled strength & mfr/labeler, if known)
{x} female or #1. OxyContin CR Tablets, 80 {oxycodone hydrochlori
£ male kes |[#2 GxyContin R Toblets, 40 mg (odendons hydrochtoride)

M B. AOVERSE EVENT OR propuct prosLev BN
1. [X] Adverse Event and/or { 1 Product problem

2. Outcomes attrib, to event [ 1 disability
X1 death 5/9/1998 [ J congen anomaly )
. (mo/day/yy) [ 2 required intervention
1 life-threatening to prevent perm damage
] hogpitatization - [ ) other:

[
[

3.Therapy dates(if unk, give dur)

#1 &4/22/1998 - 57971998
#2 7/30/1997 - 5/9; 1998

5. E'\srengtsbated after
e stopped
reduced o T C0%®

2. Pose, frequency & route
#1 80 MG TID PO
#2 MG PO

4. Diagnosis for use (indication)

#1 NON-MALIGNANT PAIN

#2 NON-MALIGNANT PAIN
#1 [ Jyes [ Ino IXIN/A

initial or prolonged
Date of everit  5/9/1998  |4. Date of this Rept 05/24/2001

Describe event or problem

A 41 year old female with a history of chronic_tow back
pain, died on May 9, 1998 while tal in? OoxyContin
Ccontrolled-retease’ ox odone hydrochloride). This case
was reported by a physician_in the United States of America
via Purdue's Individual Patient Assistence Program (IPAP).
Additional information is being requested.
***pdditional information’ received on 29MARD! from the
prescribing ehzsicmn indicated that the patient ?resunably,
died on DSMAY98 from o cerebrovascular accident. The
physician determined the event was possibly related to

oxyContin therapy.

6. Lot # (if knoun) |7. Exp. Date #2 [ Jyes [ Ino DXIN/A
#1 #1 8. Event re: red
#2 #2 after reintroduction

9. NOC # for prod problems only
#1 [ Jyes [ Ino [XIN/A
#2 [ dyes [ Ino DXQANJA

dates

10. Concomitant medical products and ther

CIPROFLOXACIN, CARDURA (DOXAZOSIN), DOCUSATE SODIUM,
PHYTONAD1 ROXEN

ONE, SPIRONOLACTONE, AP

B ©. ALL AANURACTURERS

Relevant tests/laboratory data, including dates
Relevant Tests/Lab Data: Unknown

1. Contact office ~ nameladdress 2. Phone number
. (203) 588-8000
Purdue Pharma L.P.
1 STAMFORD FORUM 3. Report Source
STAMFORD, CT 06901-3431 tcheck att that
apply)
£1 foreign
X] st
f ) literature
[ ] consumer
D3 health
4. Date Rec’d by Mfr. 5. professional
05/1471958 (A)NDAR 20-553 E ; user facility
¢
6. 1f I8, protocot # No# representative
{ ) distributor
PLAY [ ] other:
7. T of report er——
(check all that apply) gr ~-1938 [ Jyes
TC [ Jyes
f }5-day DX}15-day product
[ 110-day { lperiodic [8. Adverse event term(s)
DaInit [ Yfotlowuwp CEREBROVASC ACCID
# REACT AGGRAV
9. Kfr. report number
2030668

Other relevant history, imcluding preexist. med. conditions
Chronic low back pain

MED INFO ASSOC Submission of a report does not constitute an
admission that medical persornel, user facility,
distributor, manufacturer or product caused or

Facsimile
contributed to the event.

Form 3500A

M . 1eiTiAL RepoRTER (N
1. Neme, address & phone #

4. Initial reporter

2. Health 3. Occupation
professionat? ) also sent report
to FDA
X3 yes {1 no PHYSICIAN [ lyes [ Ino DQunk

8003042545

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



y DA Approved 11/08/93

i
i “"“ Q\{ ‘““ ‘ .! § ir" Wir report # 201375
L ‘ i (=
MEDVATCH Purdue Phorma L.P. ¢ it
UF/Dist report #

THE FDA MEDICAL PRODUCTS REPORTING PROGRAM Pege 1  of 1 FDA Use Only
B A- PATIENT INFCRMATION IR | [N c. susPEcT MeEICATIONCS) R
1. Patient identifier]2. Age agsxxgnt 3. Sex 4. Weight s 1. Name.(give labeled strength &k mfr/labeler, if known)

P33 female #1 OxyContin CR Tablets, 20 {oxycodone hydrochloride
‘EDACEF () male 90.7 ks ||# o m ydrochloride)
M 8. AOVERSE EVENY oR Proouct ProstEs IERNSENSNNENMNENNE! 2. Dose, frequency & route |3.Therapy dates(if unk, give dur)
1. [X) Adverse Event and/or 13 Product problem ;l 20 MG SEE TEXT PO :1 772772001
2. Qutcomes attrib. to event [ ] disabil{ty .
X} death /30/2001 asnomaly 4. Diagnosis for use (indication) 5. Event abated sfter
mo/day/yy) [ ] required intervention use stopped or dose
[ life-thmteni to prevent perm damage #1 POST-OPERATIVE PAIN reduced
{1 hosgft?liz-tior‘t - {1 other: # CON/A
fal or prolonged Jyes { Ino
6. Lot # ¢if known) |7. Exp. Date # tlves f Ino { JN/A
3. Date of event  7/30/2001 |4. Dats of this Rept 08/09/2001 / .
#1 UNKNOWN # 8. Event reappeared
5. Describe event or problem # # sfter reintroduction
A sa~ ar~old female patient become unr ive and died 9. NDC # for prod problems ont
W 01 while taking anContin’ (cmtrofl:edm'ret pr 4 #1 1 Jyes { Iro DON/A
toride) for adpoin. The case - - # {lyes [ Ino [ IN/A
on :zﬁ ?5’ M?'%af‘mﬂf{?ﬁ“’ " oxper cd . Concomitant medical products and therapy dates
tensfon in recovery (sys ¢ Bp ibl e] 70 EMV!L (mmmvu.m), PEPCID (FMOTID?EE’) {from 1991)
g successfutly treated uith ephedr m. She
rece grmri jon for 1 [t~
tabtett PO BID 1 ttabtet orl breckt ough
ﬁoin, Thsuomng(SﬂM sem &sponsi Her R
usbandcalted the ENS ynedcaISe fcel. She
‘h-uokge:m refused to g0 to ospitat. After ;hey l:ft BN G. aue wawracrurers IR
to go to the hos?ital. lle drove her there, in route she 1. Contact office -~ name/address 2. _Phone number
became unreepom and was n the €203) 588-8000
Emeroency Moutopsy;i'llib?perform;fpzs“' ml’h«rtl’. P .
a cian [Doc stric FORD FORUM . Source
Medicihe] in, the mttﬁbztntesy:f Americe.  Additionel STAMFORD, CT 06901-3431 (check aLl that
information is being requested ) apply)
{1 foreign
{)s
[ ) literature
{ 1 consumer
(] health
4. Date Rec'd by Mfr. 15. professional
087/30/200% {AINDA¥ 20-553 {X 1]I m\tity
6. If 1 # IND¥ reprasentative
17 1K0, protoco ———— 11 aiceributor
6. Relevant tests/lato d luding da 7. Type of t PLA¥ L1 other:
. Relevant tests ratory data, including dates .. . repor e
chetk oll that 1938
aelwant Tests and Lab Data: ¢ at at epply) B{é" 4 }Y,:f
#(Unknown date): Negative Chest x-ray (unconfirmed). { }5-day [X115-day

{ 310-day [ lperiodic [8. Adverse event term{s)
Miinit ¢ );olio@-up DEATH

9. Mfr. report mumber
2013754 -

sy

Other relevant history, including preexist. med. conditions

7.
History of back problems and stomach utcers. No cardiac 1. Nome, address & phone ¥
hi stor¥ Negative chest-xray. Status-post foot surgery l A -
2. Health © 13. Occupation 4. Initial reporter
professionat? :tl,s:o:ent report
MED INFO ASSOC Submission of a report does not constitute an
admission that nedli:gal personnel, user faczlity ™Ml yes [1 o PODIATRIST [ lyes [ Ino [XJunk

Facsimile distributor, mapufacturer or produc
Form 3500A contributed to the event.

8003047918
Produced by Purdue to the Office of the Attorney General - State of Connecticut

i



‘\m FOA Approved 11/08/93

Mfr report # 2014480
UF/Dist report #

gf“g i
f ; FDA Use Only

-.u '%y,,

3-&-‘:*‘

of

I 2. PATIENT TnrommATION e (I . suspECT meoraaTioNGs) IR

1 Patient identifier{2. A%g'#gngm 3. Sex 4, Meight s 1. Kepe (give labeled strength & mfr/labster, if known) (CONT)
{X] female or #1 ontin CR Tablets, 40 oxycaedone hydroc
; REDACTED Dra g mate 52 ugs ||¥2 BUTALBITAL » 40 mg Loxy vorochloride)
l- 8. ADVERSE EVENT OR PRODUCT noalsu DR | [2- Dose, frequency & route |3.Therapy dates(if unk, give dur)
§. [X] Adverse Event and/or [ ] Product problenm #1 40 NG SEE TEXT PO #1 6/26/2000 - 872272001
PT 2 UNKIOW ¥2 i
2. Dutcm attrib. to event { ) dieability
1 death 872272001 [ ] congen anomaly §. Diagnosis for use (indication) 5. Event abated after
{wo/day/yy) {3 required imervenuon use s:spped or dose
[ ]} life-threatening to prevent perm damage #1 UNKNOW
{1 hospit-tlzat!nn - [ 1 other: #2 UNKNOWN
initial or protonged #1 [lyes { Ino DXINZA
6. Lot ¥ (§f known) |7. Exp. Dete 2t 1 [ Jno IXIN/A
3. Date of event  8/22/2000 [4. Date of this Rept 01/14/2002
: #1 UNKHOWN - * 8. Event reappeared
5. Describe event or problem after reintroduction
A 50-year-old female died on 22AUGO1 from ble 9. NOC ¥ for prod problems ont
cubiry:& effects of coronary atheroscleroslm medication pred pe 4 #1 [ Jyes [ Jno DQN/A
excm! while taking OxyContin {controlled-re - - #2 [lyes I Ino IXIN/A
oxycodone hydrochloride), butnlbitn( diphenbydramlne
sertraline and tramadol. e case Was reported as fo[lous. 10, Concomitant ndlcat oducts and tgm dates
*50-year-old female (61%, SZ kg) uith a3 h story of NORCO (W 3’ , DIAZEPAM,
and constant pain was foond mres?ons n_bed. VASOTEC (ENALAPR uem'cw f
Preseriptlon Padications on the n dststmd included NORVASC (m.oomlES ESTRATESY € cssmnxon. fBupRoFEN

tfons
tramadol, butaibital, temazepam, dinzepam
3! ne,' al :pé tedly, Oxy was
on 26JUNOO at a dose of “40-mg 2-3 tabs @ Bhrs*
on 24M00 nt o dose of "i0-mg 2-3 tabs 0 8 hrs® on 21AUG00 | | 5. AL manuracTurers EEEEERRNEENE

'-40- 2-3 tabs Q B hrs.” The toxicology r t tevealed -
¢ blood was positive for ox‘c 1.9 mg/L), 1{1. Contact office - namesaddress 2. Phone number
but-lbit-l (9.8 lln/L) diphuil{d-amine 10.28 mIL), (203> 588-8000
sertrali 4 norsertraline (1.0 Purdue Pharma L.P.
. Oxycodone wa! esent ln the fenoral 1 STAMFORD FORUM 3. Report Source
zl;g!;_& A bf f!ge Hver (1.9 %zalthe urwe (8.8 STAMFORD, CT 06903-3431 ¢ lc:l): all that
the bile (3.6 Y. A L ]
etsuerereeover f th dteaggmy'rbemme of PPy
deatb vas {isted as occidental This case was received on [ ) foreign
030CY01 from a Coroner's Office in the United States of [ sv
America [ ] titerature
"*Follou up information received on O7JANO2 from the f ] consumer
presiding Coroner's Office revealed a Caucasian 50-year-old X3 health
female died from the probable combined effects of coronary 4. Date Rec'd by Mfr, {5. professional
therosclerosi and medicatfon excess with the significent 0170772002 (AINDA¥ 20-553 {3 user facility
Ry o e o oo Tue Doy e A oo™ ® |77 1w, protocel #] 10w b retntat
ens stive ems . , protoco
i m; ’ Pr ’ [ ] distrﬂ:utor
PLA# X3 other:
6. Relevant tests/loboratory data, including dates 7. 7T f report e —————
(chec all that apply) 8(‘9-1938 [ Jyes [MEDICAL EXAMINER
Relevant Tests and Laboratory Data: See text. i{4 I Jyes
[ }5~day [X315-day product
[ 310-day { lpericdic |{B. Adverse event term(s)
[ Jinit DOfollow-up CORONARY ART D1S
# 1 OVERDOSE ACCID
FIBRO NYOCARD
9. )m'. report number
2014480

7. Other retevant history, including preexist. med. conditions |/ E. INIVIAL reponTER NN

1. Nome, address & phone #

History of lupus axd constant pain, heavy smoker and

drinker, hypertension, digestive problems
gruculit;en, possiblé mﬁ-comlig:te wreh itrem .
g - y
smadol 2 REDACTED
2. Health 3. Dccupation 4. Initisl reporter
professional? alsgbient report
to
MED INFO ASSOC sul:msswn of & r t does not copstitute an
cnission that med cal personnel, u‘ster facitity, X} yes [ 1 no MEDICAL EXAMINER [ Jyes [ Ino DXIunk

focsinite distributar, manufacturer or product caused or
form 3500A  contributed to the event.

Produced by Purdue to the Office of the Attorney General - State of Connecticut
d 8003052626



FDA Approved 11708/93
Mfr report # 2014480
UF/Dist report #
Page __‘{__ of 3 FDA Use Only

MEDVATCH Purdue Pharma L.P.

THE FDA MEDICAL PRODUCTS REPORTING PROGRAM

R A PATIENT inrorTion IR | (N . SusPect MeoicaTIones) I

1. Patient identifier}2. Age at event|3. Sex 4. Neight Ibs 1. Neme (9ive labeled strength % nferlabeler, it known) (CONT)

or —————— Il } female or #3 DIPHENHYDRAMINE HCL
0082 {3 mole kgs | |#4 ZOLOFY (SERTRALINE ¥CL)

M &. ADVERSE EVENT R PRoOUCT PRoBLEM JEENNEENENENEENENNE | [2. Dose, frequency & route [3.Therapy dates{(if unk, give dur)

1. U3 Adverse Event and/or I J Product problem #3 UNKHOWN #3 URKNOWE
#4 150 MG oD #4 URKNOWH
2. Outcomes sttrib. to event { 1 disability
t ) death ] congen anomaly 4. Disgnosis for use (indication) 5. Event ebated after
(mo/day/yy) { 1 required intervention use st or dose
1) life-threatening to prevent perm danage #3 UNKNOUN reduc
1 ) hospitatization - [} other: ’ #4 ONKHOWE
initial or prolonged #3 € lyes [ Ino DQN/A
- 6. Lot # (if known) 17. Exp. Date ¥ € Iyes [ 1Ino DJN/A
3. Date of event Js. Date of this Rept 0171472002
#3 UNKNOWN 3 8. Event re red
5. Describe event or problem #4 UNKROWR # sfter reisgroductim
circulation. She was a heavy smoker and drinker. Ber 9. NOC ®-for prod problems only
common law husband found her unresponsive in bed. The #3 [lyes I Ino DIIN/A
rescue was phoned and she was pronounced dead. The - - # [lyes [ Ino DIN/A
autopsy revealed coronary atherosclerosis, intake of -
, butalbital, sectraline, diphmﬁ and 10, Concomitant medicel procucts amd therapy dates

amine
hepatomegaly. The quatlitative and wtltm\m bile
was positive for oxyc 3.6 mcg/m
the femoral blood was positive for oxycodone 0.66 mcg/mi,
the heart blood wes positive for butalbital 9.8 meg/mi,
amine 0.28 meg/ml., norsertraline 1.0 mcg/mt.,

diphen

sertraline 0.47 mcg/ml., oxycodone 1.9 mcg/mi, and tramadol

0.08 meg/ml.. Yhe Liver was mi ;‘i’:ie"'fsz g:‘xc“odomycodg..‘z » B 6. ALk MAWFACTURERS [N
1. Contact office - name/address 2. number

ac © 12085 56 5000

meg/g, the stomach content
ag, and the urine was positive for oxycodone 8.8 mcg/ml
{units differ from previous reportl. The "pilt* from the
ducdenum was Labeled #0C 40% = OxyContin and oxrcodom was Purdue Pharma L.P.

found present. No ethanol was detected in the blood. The 1 STAMFORD FORUM 3. Rxg Source
manner of death was accidental. STAMFORD, €T D&901-3431 < v all that

th
4. Date Rec'd by Mfr. %‘ professionat

6. 1f IND, protocol # IR

6. Relevant tects/laboratory data, including dates z&.;(gﬁo‘?t gheg:r:w ty) Pf°'1m
{ 15-cay { 115-day g:gduct {dyes
1 310-day [ Ipericdic {B. Adverse event term(s)
ilinit ¢ J;ollou-q:

9. Mfr. report number
20146480

7. Other relevant history, including preexist. med. conditions |/l E. 1NITIAL reporTER NN

1. Name, address & phone ¥

2. Health _ 3, Occupation 4. Initial reporter
professional? :lsgo :ent report
-]

MED ENFO ASSOC Submission of a report does not constitute an
admitajon that medical personnel, user facility, EYyes [1mo

Facsimile distributor, manufacturer or product csused or
Form 3500A contributed to the event.

[ lyes [ Jro [ Junk

Produced by Purdue to the Office of the Attorney General - State of Connecticut
8003052627



NEDWATCH

THE FDA MEDICAL PRODUCTS REPORYING PROGRAM Page 3

Purdue Pherma L.P.

FDA Approved 11708793
Hfr report # 2014480
VF/DIst report #

of 3 FDA Use Only

I . PATIERT inroueation R

M C- SusPeCT MEDICATIONSS)

1. Patient Sdentifier]2., Age at event|3. Sex 4. Wefght tbe 1. Name (give labeled strength & mfr/labeler, if known)
or [ 1 female or #5 ULTRAM (TRAMADOL)
3 [ ) male kgs }i# :

I ©. ADVERSE EVENT OR PRODUCT PROBLEM [RENENRSENENNNNNNNNN
1. [ 1 Adverse Event and/or I 3 Product problem
2. Dutcomes attrib. to event [ ) disabilfty
£ death daysyy) [ reauired intervention
damage

(mo
{1 life-threateni te t
{7 hospitalization - £y others o

3.Therapy dates{if uwnk, give dur)
;S UNKNOWN

2. Dose, frequency & route
;5 50 MG Q451 PO

4. Diagnosis for uze (indication) 5. Event sbatad after

initial or prolonged
3. Date of event
5. Describe event or problenm

]4. Date of this Rept 01/14/2002

use stopped or
i#b' UNKNOWM reduced
- # [ lyes [ Jno IXIN/A
6. Lot # (if known) |7. Exp. Date # [lyes [lno [ IN/A
#5 UNKNOIN ¥ 8, Event r ared
¥ | 4 after reintroduction

9. NOC # for prod problems only

# [ lyes [ Ino [XIN/A
# [lyes [Inc [ IN/A

10. Concomitant medical products and therapy dates

[ 5. b mawuracTuRers NI

6. Relevant tests/laboratory dats, including dates

1. Contact office ~ namesaddress 2. Phone rumber
€203) 588-8000
Purdue Pharma L.P.
1 STAMFORD FORLM 3. % t Source
SYAMFORD, CT 06901-3433 (check all that
apply)
{ ) foreign
{3 st
{ ) literature
[ ) consumer
[ ] health
4. Date Rec'd by Mfr. {5, ofecsional
CAINDAY E % user facility
compony
&, tf INp i # representative
» provoco THo# { 7 Sibtributor
77 - " PLA¥ £ ] other:
L3 repor et et
(checygeall that spply) 8‘7’8.1938 E gyec
[15-day [15-day | product o

[ 110-day { Jperiodic |8. Adverse event term(s)

it J;olleu'up

9. Wfr. report rumber
2014480

7. other relevant history, including preexist. med. caxditions

E. INITIAL REPORTER
1. Name, address & phohe #

4, Initial reporter

2. Health 3. Occupation

rt does not constitute an
cal personnet, user facility,
oduct caused or

MED INFO ASSOC Submission of a
adnission that
distributor, monufocturer or pr

Facsipile
contributed to the event.

Form 3500A

also sent r t
to FDA par

{3yes L Ino [ Junk

professional?

[)yes [) no

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