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For moderate to severe pain 
wfien a continuous, nround-ttie-dock 
ortalgesic is needed For on extended 
period of fime 

LIFE WITH 
VERSATILITY 
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Appropriate for use in moderate to severe fain 
mhen associaied mini conditions sul fas: 

% 9 Low back pain : % 
c 

f j • Osteoarthritis pain * :*'. 
* J 

V 

• Postherpetic neuralgia pain *.;. 

• Postoperative pain "' ":i- ̂ ^ f f i f e - -Y': C&&* 
•i 

• Diabetic neuropathy pain 

• Cancer pain 

Pietism tmad accompanying profetstorvat prescribing information. 
Pfeow H M boxed tvorntng on lasidm bade t o w n . 
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i a t hind of patient is 
a candidate for QxqConiiir? 
• Persistent pctin that is moderate to severe, 

requiring around-the-clock (ATQ therapy for 
ajijeatfeirided period of time 

MUD JHOMHATI StVESE 
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Patients who are failing NSAlDs orCOX-2 
inhibitors and require ATC therapy 

ipdrierits being considered for q4-6h opioids 
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OXYCONTINTC 
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For moderate to severe pain 
. when ct continuous, around-the-clock 

analgesic is needed for an extended 
period of time 
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LIFE WITH 2 DOSES. 
Men it's time to consider q K h opioids 

;of.QxyCm^ 

^mmp^wmmm/^n 
OxyConti 

1 - ' i | 

•Whan ndialHigQxjGmta* iternpy. 
Tl« dbaw Kprnerttofaa v n w R tfm rooaufc>3vrw» modniUH) wtmmecKLd iofyiwM fcrfVmrat 10/325. 

Hemember. effective relief tshes iust fiuo 
* Q12h OyContin* is dosed less frequenJfy than q4-6h opioid medicaflons 

* Asymmetricaf dosing—the patient can use different dosing strengths for 
ihe first or second 12-hour period, depending on the pattern of pain 

Pfeota rood uexottiponybtg pivfossiofttd prescribing InAwmorip*, 
Phase ww boxed warning on tnstdm back t o w n 

. .••r.*S. 
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Consider Hie dailii limitations 
* Many short-acting opioids contain a nonopioid analgesic 

?--jL%Ji fe&jftatfinrils: ihe moKinnuffi daily dose 

Examples: Mwtamm 

3££as 
Ma*tmm 

/j&XilEl' 

Loriab*5/5Q0 
PerraBf5/325 *' 
Peraxdt 10/650 ^ 
Peiosdan* ,C 

Actfeminqphen (750) 4 g* 5 tabs/day 
Acetaminophen (500) 4 g* 8 tabi/day 
Acetaminophen (500) 4 g* 8 tobs/dcy 
Acetaminophen (325] 4 g* 12 tabs/day 
Acetaminophen (650) 4 g3 6 tabs/day 
Aspirin {325} 4 s3 12 tabs/day 

Vtcadtn and VtttuJiit tfS ait regiitered bcxtanaitaof Abbot lobcratorief. "Menoi Ji a registered trademark 
- t>( Ontio-McNdl Phbjnaoeufical. Fweowt end Pertain an rogatertd taaenwris of End* tfurmacautKak Inc. 
JtcdJb *t * registers* OrudetraLol UOB Piwmo. 

* * » * * - * 
4*-

nlin* is a single-entity agent thai does not contain 
acetaminophen, aspirin or ibuprofen 

Ceiling to analgesic effectiveness is limited only by side effects 
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For moderate to severe pain 
when a continuous, oround-the-clock 
analgesic Is needed for an extended 
period of time 
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EFFECTIVE RELIEF 
it^lh:^-
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Smooth and reliable pain control 
Pain r*ductkm )n a placetwcontrottact, fixed-dose.lrirjl of 
patients with moderate to severe osteoarthritis pafnjn=133]* 

:J>V4£-

Tfcwd on * Apxii ootegoficd xxJe (QMHS pafiv 3«MW« pain). 

* Prior to study, patienfe' pain was jrwdequatefy controlled wafi either pm opioids or 
MSAfOs 

* OxyConiin* 20 mg q l 2h provided significantly better pain control than 
placebo (p<0.05)4 

* 10 mg q!2h was similar to plocebo ir> reducing pain intensity* 

• Adverse events were more common with OxyContin* itian with placebo* 

Ffecwa rem! tvxompanytng professional proscribing inforrnatkrn. 
Please see boxed warning on Urtitfe beck M V M I 
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Nell-foierafed opioid fherapq 
Therapy-related adverse events (AEc) and total daily OxyConrirj* dasa (nc44]1 

[: * Percentage of pafienb reporting common adverse effects decreased 
r--.v;

r'- • over the (course of the study* 

Z^.CcJr/ifrion opioid side effects {such as nausea, vomfling, somnolence,, 
dizziness), except constipation, decreased over time in most patients* 
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For moderate to severe pain 
when a continuous, around-the-clock ; 
anatgesic is needed for an extended 
period of time 

LIFE WITH STABLE RELIEF 
Avoid serum concentration peaks and vaileqs... 
M e a n plasma eaneetrtmtionf of oxyeodona in normal volunteers after dngto 
doses of OxyCont in* Tablet* a n a Immediato-re leaee (1R) oxycodone* 

r^ 

* Onsel of analgesia within 
1 hour in mosl paferfe1* 

*trom a wngb-dsH liudy. 

.bq providing consisieni plasma levels over 12 bouts j 
Plasma concentrations 
{rtgJrnA.) a v e r time- o f 
various dosage ehrwiglhi 

Steady stale achieved 
within 24 to 36 hours 
of initial dose 

i * 

-e-lHrna - * -20i* -* -* )nj w-SOpgf 

0 1 
. t i i , i I i 
2 3 4 3 4 7 1 P- )0 11 0 

j ttxemHlhwm 
OJm ehOml Jik uLt iH ngpic|lKfc*Ml>.*te* MMimiaiettSteS*n. 

Pkttttm rmad atcompanyirig professional prescribing brftntnatfetu 
Please SOB boxed teaming H I Inside hack « v * r t 
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Sfabfqqouneed... 
Tlina to ahible pain control, OxyCantfn* ¥* IR oxycodone (n=4ST 
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Stabfe pain control 
achieved in less 
•xxn 2 to 3 days 
wilh OxyConiin*'' 

.at a variefqQf dosage levels 
Percentage dfc Inbutton 
of center patients after 
12 week* of treatment 
with OxyContin*/ by 
total daily dose (jieSh}*1 
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For moderate la savers pa in 
when a continuous, around-the-clock 
analgesic Is needed for an extended 
period of Kme 

"i-.-ffl 

f-i 

LIFE WITH Q12H RELIEF 
Convenient conversion from other opioids* 
Multiplication factor* for canvarting datty dose of prior 
oral pain medication! to oral oxycodone 

Multiply tela 

Ifoclralttlaw 

i 
ivs5*w' 

' ' ^ • ' • ; ^ M f ' -

TOTAL DAILY 
DOSAGIOF* 
CURRENT 
OPIOID 

!V '---Iw 

* Discontinue alf other around-ftio-cEock opioids before Initio ling treatment 
with OxyConiin* 

* When converting patients from nonopioid analgesics, OxyContm* 
10 mg q l2h is a reasonable starting dose 

* Conversions Its tad as a general guide for clinicians, Treatment should 
be individualized tor each patient at physician discretion 

* A nonopioid analgesic may be continued a* a separate drug, if needed 

* For conversions from parenteral opioids or transdermal fentonyi, please see 
Full prescribing information 

Please tmad CKCompanylng professional prttscnbmg fetorrncrtktn. 
Phase smm boxed warning on Inside back caver. 
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Convenient conversion from short-acting opioids 
Sample conversion aquSvctbenU* 

* * f c 

Meditation 

Feroobet(5/325) 
1 lab qoh 
I tab q4h 
2tobsq6h 

. • « & * * * * 
Vreodin (5/500) 

t tabqoh 
1 tab q4h 
2 tabs q6Vi' 

VicodinK (7.5/750) 
I tabqrjh* 

Suggested starting dosage 
of OxyCwatri* 

lOmg q!2b 
10 mg ql2h 
20 mg ql2h 
30mgql2h 

10 mg ql2h 
10 mg ql2h 
20 mg ql2h 

10 mg q12h 

WHuna aatuxJi, Mtb 4uLiv¥tifpvJ](ivu-Mri< nJma 
kmfMtthtM&QltUti WaOM.te>H 
erne ncmntit ewtrapOrt. alhowh id 
—*d h •••< aoonteittelrf mtm-
J V p n p B u p l u • pDMnh • tauH • • pbararliri' 
b BnBOyirffl'teU*i^lh. 

, W T L K t t e « i a . U q u n l J i i > m J 
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Q12h 

QxvCbNTiNrCE 
(OXYCODONE HCICONTRQLLED-RELEASE) TABLETS 

«HsH 
ton*, adOFUHlwl m e * (crtud AS} 

OxyConiin* 8 0 B I B Tublrf ONLY FOR U5Z IN OPKHD-TQlfRANI PATONW requking 
daily axytadeam aaucvahnt dotage* of \eQmg or mono, I W tafaW strength may 
causa fatal rwpJfotary deprefaioq when odnunislarad *o patients not pxavtoudy 
exposed to opmdfc 
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For moderate to tovera pain 
when a continuous, oroundrthfr-d-CKk 
an algesic \t needed far an extended 
period of time 

A Guide lo- Titration of OxyConiin* 

imuemesmmmmmmm 

150 mg Tablets 
| lOrfigThHEftT 

40 (Tig Tab lets I 
eOmyTafclr^^nj 

0. 
& #.SfeJiP# 

worn 
Bivxite 
must*, 
• i 

OxyContin*q12h Dose 
^ l ^ ^ r j ^ f c ^ t e t f t * i U u t> 

YbUot) iliQAHn ooVd tita. 

•OorConHri* 80 mg Tablet ONLY FOR USE IN OFIOID-TOIEIIANT PATIENTS requiring 
daily oxycodone equivalent dosages of 160 mg or more. This tablet stronglh moy cause 
fatal respiratory depression when administered to patients not previously exposed to 
opioids. 

Phase tmad accompanying profossfenttl psttscrlbmg kdormatian. 
Please sea boxed warning an Inside bock ootrer. 
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Adequate relief in just a short T - l -M-E 
jX.t-a,nJ,...-Lt. 
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Ulkkid ill hMBiriiiiî te,MMireteJMti*xu^reuiuMî MMw*Btei*faau 

• The goal oF rifratfoo is to effecrimaty control pain with 2 or fewer 
rescue doses per day 

* QxyContin* should be individually titrated ta a dose that provides 
odequote analgesia and minimal sido effects 

• Available in a variety of strengths, olbwlng yau to titrate ta on 
v-VL*.- , 4 opn mal dose 

*••. • •,*•":.:•* 

If the patient no longer requires OxqCoiifin* fiierapq 
* "taper doses gradually ta prevent signs and symptoms of withdrawal 

in a physJcoffly dependent patient 

QI2h 

OXYCCDRTIN'CJX 
(OXYCODONE HCICONTROLLED-RELEASE) TABLFB 
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HPPROPRIHTE 
FOR THE HPPROPRIRTE 
OxqContinMs indicated fo r . . . 
* Moderate ta severe polri when a continuous, oroundthoclock onolgesfc b needed for 

on extended period of If me 

* Postoperative uw ©rdy f 
-The patient is already receiving the drug prior ta surgery, o r 

- Fain ft expected to be moderate to severe and persist for an extended period of time 

However.il is M e d i c a t e d f o r . . . 
* Use os a pm analgesic 

* TJte immediate postoperative period (12 to 24 hours following surgery}, or ih 
-Faints mild or 

-Fain is not expected to persist for on extended period of lime , J 

* Patients with brown hypeisensiBvity to oxycodone \ 

* What opioids are osrrralridioated, including pattenfs wtih 

- Significant respiratory repression 

• Acute or severe bronchial asthma or hyperccrbb 

* Any patient who has or is suspected of having paralytic Ileus 
* Preemptive analgesia (administration prcoperativaly for the management of 

postoperative pa inj ' " : , , v ^ ? V : r ' ' .."/;••'/•* 
For more mfermdrion, see INDICATIONS AND USAGE, CONTFAFTTDlCATKtNS, ' :"' ] "& 
WARNINGS ond PRECAUTIONS secttons in t U paclu^ mswt. 

Rluiaqs individualize treatment in everq case. b q . . . 
* initiating therapy at the appropriate paint along a progression from nonopioid 

analgesics to opioids in a pkm of pain management such os ourlined by the 
World Health Organization (WHO), Agency for Healtirca» Raseaoh and Quoirty {AHRQ), 
Federation of Slote Medical Boards Model Guidelines, or American Pain Society (APSj 

* Moving from parenteral to oral analgesics as appropriate [sea APS guidelines] 

* Using a progressive plan of pain management, such as outlined by the WHO. AP5 
and the Federation of State Medical Boards Model Guidelines 

* Following appropriate pain management principles of careful ossessmeni ond 
ongoing monitoring 

Phot* tmad occornpemying ptafetskmttl prescrrbkig hformatksn. 
Pleas* torn boxed warning an trimido bosk cover. 
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Ernpniiier tjourself against diversion 
Misuse, abuse and diversion of opioids 
• OxyConiin1*, like other opioid), can be abused and is subject to criminal diversion. 

Specifically, it has been reported as being abused by crushing, chewing, snorting, 
or infecting the dissolved product 

• These practices wiU result in the unconiraned delivery of the opioid ond pose a 
significant risk to the abuser that could result in overdose and death 

• This risk is increased with concurrent abuse of alcohol and other substances. 
With parenteral abuse, the tablet excipienls, especially talc, can be expected 

,.,., to result \t% local tissue necrosis, infection, pulmonary granulomas, ond increased 
>*•,*/ irisk ic^^Mqni lKs qnd valvular heart injury 

• Parenteral drug bbu&%^nvon ly associated with transmission of 
infectious diseases such a i.hepatitis and HIV 

Jrofecf yoofself i q keeping careful prescribing and treatment records. 
Including: &; 
• Quontity !!•' Proper ossassmenk of patients' pdn 

• Frequency '. • Proper prescribing practfoet 

• * Renewal requests *», * Periodic reevaluation of therapy 
rP 

. '< : i - and disposal 
i ^ i ^ Iff struct them, to Jcapp OxyConiin* in o Secure place, especially out of the reach 

* When OxyContin* Ts no longer needed, dispose of unused tablets by Bushing 
them down the toilet 

..„ - ,.~'°*VL, * 

QI2h "* ^IMJ^ i | 
OXYCONTIN'CIL S 

(OXYCODONE HC1CONTROLLED-RELEASE) TABLETS | 

v . 3 

NON-CONFIDENTIAL 
PDD1501614896 

Source:  https://www.industrydocuments.ucsf.edu/docs/lrpw0232



•f^6!^,..tJ.i.7..mni-Qafim-na.R...r)n.eff-27I1A Filed- n«/i 6/19 20 nf 24. PagelD #: 400313 

For moderate to severe pain 
when a continuous, around-the-clock 
analgesic Ta needed for an extended < T 
period of time 

Do not alter the tablet in anq uiaq 
• OxyConiin* {OXVCODONE HCI CONTROUED-REtEASE) TABLETS C1I ARE TO BE 

SWAUDWED WHOLE AND ARE NOT TO BE BROKEN, CHEWED, OR CRUSHED 

• TAKING BROKEN, CHEWED, OR CRUSHED OxyContin* TABLETS LEADS j a 
RELEASE AND ABSORPTION OF A POTENTIALLY FATAL DOSE.^" *""" *~~" 

Use higher strength ONLY when appropn 
- OxyContin* 80 mg Tobtds ARE FOR USE IN O P I O I B J ^ R A N T , P A T £ N T $ $$&* 

This tohlat strength may cause fatal respiratory dcprosati^Wre^oo^taistered in 
polienls not previously exposed to apjoids "^ &*- • 

* OxyContirr* BO mg Tablet ONfY FOR USE IN D P O D ^ t E J t f ^ PATIENTS 
requiring daily oxycodone equivalent dosages of 160 mg Dfjnvore 

* Cone should be taken in the prescribing of this tablet strength. Patterns should be 
instructed against ore by individuds other than the patient: for wham it was prescribed, 
os such inappropriate use may hove severe medical consequences, including death 

* Far mora information, see WARNINGS section in the pa^cKjejit^il'^^^... 

w 

Purdue is firmly committed to maintaining ihe highest standards of marketing 
practices In the industry wluls continuing to advance the proper treatment of pain 
In America. If Purdue's marketing and sales practices foil ta meet this standard, 
we urge you ta contact us at T-88&-690h9211. 

Ptmase read accompanying profotsiortai prescribing infonriaffan. 
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OxyContin* Tablets ore a tout rolled-release oral formulation of 
oxycodone hydrochloride Indicated for the management of moderate 
to severe pain when a continuous, around-the-clock analgesic is 
needed for an extended period of time* 

^ OxyContin* Tablets ore NOT Intended for use as a pirn analgesic. 
OxyContin* 80 mg and 160 mg Tablets ARE FOR USE IN OPIOID-
TOLERANT PATIENTS ONLY. These tablet strengths may cause fata! respiratory 
depression when administered to patients not previously exposed to opioids. 
OxyContin* TABLETS ARE TO BE SWALLOWED WHOLE AND ARE NOT 
TO BE BROKEN, CHEWED, OR CRUSHED. TAKING BROKEN, CHEWED, 
OR CRUSHED OxyContin* TABLETS LEADS TO RAPID RELEASE AND 
ABSORPTION OF A POTENTIALLY FATAL DOSE OF OXYCODONE, 

.-. V U — : 
i&*t*eat.S*esmKt*ai*C^CBMA,M 

Xcc_J»l Mf#<4>e, WM. 3. kfem I U, M^nwJQ. A«i»*>Brtip!iro*i]ad miUSamctarftifjfiewA dug*esd^d4* tokiDtavt^law*. W- n&SvKi, 
IfoHRltE.wJi. GaniiKwrSC&K*1 fin Hni»mJi0«J Scab U ite*Mu6tt. 1ftk«d Hn> TbA,W: Md&W*+«L!«; W O I I M / M I. *.fc*SHJ F W w w . 
tM, hnAHl*nA AHMaUnKJutm*iA<Jf¥wMiiMwaDdw>**wgf¥>w»«ri.Hmtari penXrttfri n *W MBftltatOOXX 1.QnnMl,faptawK 
tathVfCM,*d.l£mOtoicde>i*e&Occ*ix*^abx^mMVf^^ i«**IadiiJ?!,4. uarxbrolW. 
faifcctf. Pitta* I, t*Jw ft, StaOi g , « . * Qgg-»HM*»H«:»piJmo. d .» pUirr.r.r.iil^. ^ J i l t . a ^ J ^ J m a j M f a l , l r | Otoftorool 
IWW0;747/JA. 7. Sdmr, Kll b*«u**% WW I. foU™ <, b b ff. Oold«tai> H>. Cm D « M n J . d « l « - ^ <W I ™ d <^™iv» I - - r i m wsdlty 
« en A m t t h i m I ™ iw dh (urpc— J » n W b *JW p a n d l J U *)*W°« > * * * * >M*:Jfc271£79,«. Dm <n ftb. FWI4IB rtomo UF„ 
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