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FULL PRESCRIBING INFORMATION
EVENTS
Cardiovascular Thrombotic Events
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o Warnings o Precosioms (o)
*+ Pieosicam s contraindicated i the seting of coronary arery ypas geat (CABG)
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1INDICATIONS AND USAGE
Piroxicam capsules, USP are indicated:

 For elief of the sigrs axd symptos of osteoartrits.

 For elief of te signs an sympioms of theursioid artrits

2DOSAGE AND ADMINISTRATION

ly potental nd risks b
deciding (0 use piroxicam Use the for
ndividual s
After observing therapy with the dase and
mmmm suitan individual patients needs.
the dosage s 20 mg day.
¥ e e dty dse e dived of the long halt-lfe of ate
evei e st reahed for 3 oy 0 12 iy Thretare. sy he herapuic eiece of pronica
i por several weels and the
effect of therapy should natbe assessed for two weels.
3 DOSAGE FORMS AND STRENGTHS.
UsP, 10 mg poy 2
capsules ? with white
UsP, 20 mg pov 2
capsules with white

4 CONTRAINDICATIONS
Proxicanis comanicated ndhe followig piens

piroxicamar any

conponens o he drug prodct e Warnings and Precatons 7,59
. er after ki other NSAIDs,
phylaciic reacions o NSAIDS
Warnings and Precautons (5.7, 5.8)]
o Inthe pas

ft(CABG nl

5 WARNINGS AND PRECAUTIONS
5.1 Cardiovas cular Thrombotic Events
(Clinical wals of NSAID of u o dce

g myocardial
tarion (M1, and svoke, whichcanbe faa,Basd onavallble nclean e ok or GV
rombotic events is simlar for all NSAIDs. The relative increase inserious CV thrombotic everts

ver. appears (0 be
isease or risk actors for CV disease. However, patiens with known CV disease or risk actors had a
duc o

i beganas
arly as the first weeks of wreaument. The increase in CV thromboric risk has been observed most
Fomistetly athghe doses

I isk for an adverse CV the lowest

frargs

e of reions CV
tmm Boten Should b norind sbok h s o s C vt e s e 1

i serious

¥ o with NSAID use. b

s piroxicam, increases the risk of
21

IStaus Post Coronary Ariery Bypass Groft CABG) Surgery
o large, conrolled clinical isls of a COX-2 slective NSAID for the reatnent of pain nhe frst
10 days 10 14 days fllowing CABG surgery found anncreased incidence of myocardial nfarction and
troke. NSAIDS are contandicated n the seting of CABG [see Coniraindicatons (4).

PoscMI Patents

vish Natorsl wed
10 NSAIDs inth pos N perad wre o erased sk of rfrcon, CV-rlaeddeath i
inthe frsteek of s same cohort, deathinthe

it e s Ml ves 20 er 100 person years mNSAm resed Dauemx compared 112 per 100

bsolute rate of

m. e syt post ML, e mresed ehine oot deo ST s perstesover et
xt four years of follow-

IAvwld the use the benefits are the
pa

Dot o g of . sateris.
52 Gastoitestina Bicdin, Ukeaton, nd Prforaton
NSADS o roxic case serios sl G e e g
o i omach o e, o lrge
e whh o ok Thes o Ao e oot o el ot
i e, et Besed s NSATDs. Ol o o padens h devlop s serons
o 3l sympomaie. Up e o
7 o A
o nsbout 9 95 of prbudtornt




therapy is mot without sk

Risk Factorsfor G Bleeding, Ulceration, and Perforation

Paienswit pepic ulcer disease had
0-fold increased risk for developing G bleed compared 0 patens without hese pscors

e facors ot e e s of Gl Biedin i potns yestedwih NSAIDS iclue on

durationaf NS:

e poor Ko

health reports of fail

dditionall
bleeding,

Strategies to Minimize the GI Risks in NSAID-teated pot

*+ Use e lowestefocedosagefor e shorest sl duraion
= Avoid admnsiatonol more than one NSAID ot e

e ot i ot sl s e 3 therapies
other than NSAIDS.

. during NSAID therapy.
© Ifa serious Gl adverse event s suspeced, i di
proxicamunala seros Gl adherse evet s ledou

o Inihe
Closelyfor evidece of G blesding fee Drg ineracions ()

53 Hepatoto

Elvatons of ALT or AST (dres ot nors s s upper it of sl LD rave bosn spored n

approximtely 1% of NSAID-teated patients in clinical rials. In addition, rare, sometimes faa, :

ofsovere hepatic iy, ncing fomian epai, v ncrosis. and hepac aure bave been
ported

Elevations of ALT or AST (less than hree ties ULN) may occur inup t 15% of patents trated with
NSAIDs including piroxicam.
the warning.
dice, righ

diareh flulike” symptoms). I cliical signs
and symptoms corsistent with lver disease develop,or f systemic marifestations occur (e.¢.,
hilia,rash, etc.), discontiue

patert

5.4 Hypertension
NSAIDs, cluding piroicam, canlead 0 rew orsetof bypertrsiono worserng of preesising
of the ence of Cv v, P g

Tesporse 1o ese herapies wheniaking NSATD: [sce Drug Inracions (73
Monitor blood pressure (BP) during the iniiation of NSAID reamens and throughout he course of
therapy.

55 et Fadare nd Edema
m NSAID Tl of

heart COX-2
K o :d 10 placebo-
Emmlt s i Natoml gy sy of atiens i hear e NSAID e creasd e sk
M, hos
!

iation for heartfalure, and dea

ddidorl ptiens reted with NSAIDS. Use
ot GV etecs ofsevel ]
furetes, ACE ishibiors {see Drug
imteracions (7).
ot e s of provicamis e, s b e ks el we e
heart filre. I p i sevre e e,

ot ptiee or s of s he o
56 Renal Toxiciy and Hyperkalemia

KmalToxiw"y
NSAIDS b an d other rena inury.

Rel toxicity hs also in
e melmeraee f e perton. nese e, adnvmwalmnulanNSMDmayLau,eaduﬂ—
which may

reral f dehydration, hypovoleria, heart il those taling diuretics and
RBs, and the elderl
recovery to the prewcament sate.
No labl e
“The rem effects progressionof reml

dysfunction in patients with preexisting renal disease.

e patiens prior 0 inita Moritor reral
function in patient with renal or hepatic impaiemen, heart ailure, dehydration, or hypovolemia during

disease unless the benefts are expected to outweigh the risk of worsening reral function If piroxicam
s used in patiens with advanced renal disease, monitor patiens for signs of worsering reral furction.

periaersa

luding byperlal por of
i T patens with I function,these

ecs Hov e oAed 3y ore e oo i,

5.7 Anaphylactic Reactions

in pariens

Warnings and Precautions (5.8).
Seckemergency help f an anaphylactic reaction aceurs,

5.8 Exacerbation of Asthma Related to Aspirin Sensitiviy
patens
i Iy faal ©
NSAID:.
i dicated in paterss with s form of
dinpai i
2 inthe astmm.
59 Serious Skin Reactions
NSAIDs,
©15), hich canbefal. These
Informpatens about he serious skin
the use of
NSAIDs [see Containdications (4]
5.10 Premature Closure of Fetal Ductus Arteriosus
closure of the feal d use of NSAIDS, incluing
30 weels of
bopuladons (3.1
5.11 Hematologic Toxicity
ma This gross blood loss, fhid

retenton, ly Ifap
any sigrs or symptoms of ancrnia, monitor hemoglabin o henatocrit

NSAIDs el loscam,my incress therigof becdingevns. Cormorbid coniionssuchas

) inhibitors (SNRIs)
may increase thisrisk Monior these paients for sigrs of bleeding [see Drug Ineracions (7).

5.12 Masking of Inflammation and Fever

The acivty of il fever, may dinirish
he ity of diagnostic siges indetecting infections
5.13 Laboratory Monit

I bleeding, b w reral symptoms or
signs, pai b
periodically [see Warnings and Precautions (5.2, 5.3, 5.6)L.

514 Ophthalmologic Effects
Because of rep eye finding: agens, itis
who develop visual

ophhalic evaluatons,

 ADVERSE REACTIONS
The ol discussed in greater deail of the abeling:

‘Cardiovascular Thromboric Events [see Warningsand Precauions (5,11
G1Bleedng, Uleronan Pertorsion s Wanbgsand Precsins (52
Hepatotosiciy (see Warnings and Precautions (5.3)]

hypersionfie omings and Precaions 5.4
Heart Failure and Edem [sce Warningsand Precautions 5.5)]
e Tonchy o apritenis e Warings and rcoions 6.6

5671

Serious Skin Reactions [see Warnings and Precautions (5.9)]
Hematolagic Toxicity [see Warnings and Precautons (5.11)]

6.1 Clinical Trials Experience

inthe clinical wials of ates inthe clinical wials of another drug,
and may o reflectthe rates observed in praciice.
NSAIDs, adverse experiences
accurring inapproximaely 1% o 10% of patens are:
Cardiovascular System: Eder
bomsial diarrhea, flanl vomidng

Nervous System: Dizziness, headache, verdgo
kin and Appendages: Prurits, rash

Special Senses: Timits

Additional adverse experiences reported occasionally include:
Cardiovascular System: Palpitaions.

6.2 Postmarketing Experience

he following adverse reacions have beendeid during post approva s of proxicam Becase
Firequeney or

Body As a Whole: Fever, inf . death, flulike

syndrome, pain (colic),serumsicness

h
exacerbaianal angim ypotersion mocudil imtion vaseuls

elevated liver heartburn, ul
e Tossitis, e dice, mel

o eeingeciton e T, prents
Hemic and L dbleed h

il
avemia, aplastic

leuko I rash,
et vapaten ity pcogens
Hypersensitvity: Positive ANA

Ne e fusion, de I
i iathisia, convulsiors, coma, hal meningids,

mood alerations
pi Asthi, dys preumoria
" b \
angioedema, toxic epidermal ol

h "

renal furction, dysuria byperlal '

7 DRUG INTERACTIONS
See Table 1 for clinically significant drog ineractions with piroxicam.

‘Table 1: Clinicall Significant Drug Interactions with Piroxicam

Drugs That Interfere with Hemostasis

Clinical . The of nd I riskof serious use of either drug alone.
Impact: . by platelers Case-comrol nd pot riskof bleeding I
Intervention: » n it wart ) plake inbibi of bleeding [see W: my

pirin
Clinical c NSAID of ! pe NSAIDs alore. NSAID and incidence of Gl adverse 10 use of the I
Impact:
Interventon: Conconitant use of doses of ™ i lsee Warnings and Precautions (5.1)]. P Tow dose asp P

it

Clinical © NSAIDs ar propranolol),
Impact  Inpatiens who are elderly, therapy), or have renal anNSAID with ACE inhibitors or ARBS renal f cluding possible acute renal failure. These effects are usually reversible.
p -D\mﬂgcnmammmnsen[mmxlcmmﬂACE niiors, AR, o bt locke P is obiained. o During who are elderly, L or have impaired renal f for signs of worsening renal function see Warnings and Precautions (5.6)). ® When
tervertion these dr remal of
Diuretics
Clinical Clinical studies, as well keting obs “This effecthas the NSAID inhibidon of renal prostaglandin syrshesis.
Impact:
Intervenion: of worsering renal funciion, efficacy Isee Warnings and I
Digoxin

Clinical T ncrease the



Impac:

Intervenion:
Lithium

NSAIDS have

patiens for signs of

159%, and the renal

may increase the rsl

xiciy

Impact:
Interventon:

itor patents

1 function.

tor patiens for signs of

NSAIDs

. diflunisal,

The concomstantuse of piroxicam with other NSAIDS or salcylates is nt recommerded.

Clinical of
Impact:

riskof i

(see the e

approximately 20%. Thi b remal

. with litle or o increase in fficacy (see Warnings and Precautions (5.2).

with renal ranges

Intervenion: NSAIDs

Inthe absence of data regardi

for aperiod of o days bef

with longer halt-I I i

79

siens taking these

d inerrupt

1 and Gl toxiciy.

e day of, and two days following admiriswation of pemetrexed.

for atleast five days before, the day of, and two days following pemetrexed admiristraion.

Highly Protein Bound Drugs.

Piroxicamis hereft

Clinical
Impact:

Intervention: b
Corticosteroids

- piroxicam o

Clinical c o

iskof G

Impact:
Interventon: pa
8 USE IN SPECIFIC POPULATIONS

8.1 Pregnancy

am
Risk Summary

Use of N ud a sk of
premature closure of the fetal ductus arteriosus. Avaid use of NSAIDS, including piroxican, in
P weeks of gestation (hird

There are o ad
Dam fomobservatona e regarding porental enryotel sk of NSAID s nwonenini

frsor second wimesters of pregrncyar nconclusive. Inthe gereral . poulato,all lnicaly
Ntugmzmpmgmndu regardlss of rugexposur, hveabclgrou e mojor
o, S 5510 305 o e v ol o e 1
ere was o evidence of eraenici o exposors up o 3 s and 10 mes the MRITD,
respecively. Inrasmdies
the MR idence of stllbirth were noted
MRHD of d Jant
inendometrial ")
i
resulted inincreased pre- and post-implanttion loss :
Clinical Considerations
Labor or Delivery
of or delivery. Inanimal studies, NSAID:
Tud
incidence of stlbirth.
Data
Animal data
5 mykgday, or the period of
0 Days with5
meieday and 10 mgkg day nd 5 s
| of 20 area [BSA), There were.
i h
inthe last wimester of preg: . rats in
earlier rimesters of he/day, or
g/ the 7t Days drig-
ioroml spring (up o 10 times
g g 5 'y and weaning of
s dams at 10 mg/ke MRHD
based ona mg/ ¥ BSA) starting Treaeddams

gastic bleeding, hemrrhagic

illbirth lent o the MRHD)
ot v co1d kb e e e msenc o el e econiors
severe materral toxicity.

82 Lactation

Risk Summary

Limited data from 2 published reports that ncluded a toal of 6 breastfeeding women and 2 infares
1% 10 3% of the

No accumulation of piroxicam occurred in milk relaive to that in materral plasma doring reament. The.
developmenal the mother's
piroxicam

or fromthe underlying maternal conditon.

8.3 Females and Males of Reproductive Potential

Inferdly
Females
Based onthe the use of Tuc
which reversible infertility
inhibitors has pure req
Sl s

< have side
il o1 NSATEw, ncloding pirosicam, i women s bve Tl Corceing o o ot
idergoing investigation o inferiliy.

8.4 Pediatric Use

Piroxicam P piroxicam
have not been established.

8.5 Geriatric Use

Elderly 10 younge
candovsclr gasrolesiral o ren!avereraco I he il pad e for e ldery
patient outweighs these potenial risks, sart dosing at he low o of the dosirg rarge,

paensfof adverse ifecs Lse Warnings and Precautons G, 5.3, 53,56, 5.

10 OVERDOSAGE
i lethargy, d
Gaswoinestil mm.g o d i emal failure, P and

butwere rare [see 5.1,5.2,5.4, 5]
Speciic mdotes. Comidor sl o sctvatedcharco (60 st 100 grne nadul, | i
‘grams per kg of

imes 10 10 6mes the
recommended dosage).
The long,

with

due 0 high protein binding

For additoral (1-800-222-
1222)

11 DESCRIPTION
n USP which s o merber of

10
mg p\mxlcam 5P ok sreencapul conans 2 g prericon Usp o ort s,
The che

del! ide. P solid, pa in

USP occurs asa

e, diu
i skl s & ony roon (pKa 5.1 and 3 weakly basic pyridy nirogen 0Ka 1) T
3135

following structural formla

oH
5
5 A
3
7 LA
c
& o, He
10 or20 g proscam USP. n
e fol ChlueNo 1 ferc

e ond i
o Ada iy o 20 ol sh oy DAC vhon .10 TR e 50 The
capsule is pr ingrediens: buyl alcoal,

fied wair shellc

lene glycol

Lalcohol,
strong ammonia solution and ianium dioxide.

12 CLINICAL PHARMACOLOGY

12.1 Mechanism of Action

and

“The mecha m,mur.munwwmx-umv-mnawrom.rnsmn, is ot completely undersiood but
).

imvolves inhibition of cyclooxygenase (COX-1 and COX-2

reached during therapy have produced n vivo effects. Prnsuxland\m semitie afferen erves and
potentate the action

e o1 seson ot e

Gt teerseoF oSemtonine mpengher v
123 Pharmacokinetics

General pharmacokinetic characteristics

The

iorel is observed
i eos1g dases. The ralongedhlt-fe (55 ot el e e o el sable

muliple dosing. Most patents approximate steady stte plasia levels within 7 days 0 12 days. Higher

levels, which approxinate sieady state at two (0 three weeks, have been observed in patens in whom
Tonges lasma bl lves of piroxicamoceured.

Amrpﬂnn

ooz  hours after ad

" v le 20
8 doe gl oducespeskpiroxcampls el of e 02 g while i
20 mg piroxicam, 3

ey

With food there is a slight delay
admiistration.

he rate but not the extent af absorption following oral

beenshown o plasima levels of orally
admiristered piroxicam.
Diswribution
The of 14 Lig.
bound o pl o humanmilk. The presence In
rial and long

Dreast ik at approximutely 1% 0 3 of the mternl oncertaion No accumiltonof proxicam
occurred in ik reladve ( that in plasma during treatment

Mebolismof P
:nwugauon of ]

reactio

P udl(ite

:ylo:hmn! wsqzcs CbocHy s et e e oo b 5. s

piroxicam. f
any

with CYP2C9 polymorphisms

gl pos
compared pe sub
Excretion

Proscamand s biowastornaton producs e exceted nurine ad feces, withoboutvice s much
e lasta bl lfe (5 for pirocams aproximely S0hous.

for signs of bleeding [see Warnings and Precautions (5.2)



Specific Populations
Pediatric
Piroxicam has not been investigated in pediatric patiens.
Race

10 race have

Hepatic Impairment
The effects of hepatic However, a

istantial por hep I with
hepatic quire reduced d with nofmal hepatic

Renal Impairment

with reml inuficiency.

s ithmid o oderaereru inpatment may o require dosng adusens, However,he
properties th severe reral eiving

Remadiatyssar o o

Drug Interacton Studies

Antacids

Aspirin

mtaltered.

of
their normal values
e

his interactionis n
125 Pharmacogenomics

CYP2C activiy i reduced inindividuals with genedc polymorphisis, such s the CYP2C9*2 and
Limited data from two
het

e
9°1/3 n=¢ o
Tevel
7, sorml ecbolier geroype) fauawlng imonots
i CYP2CO 173

VAT (17 s ettty aF i b yBoin 33 g 0% 0 1%
i high as 5.7

sroups

Inpatiens who are e poor CYP2CH
ol \withother CYP2C subs
ey may have

reduced meiabolic clearance.

13 NONCLINICAL TOXICOLOGY

13.1 Carcinogenesis, Mutagenesis, Impairment of Fertlty
Carcinogenesis

L potenial of
piroxicam.

Mutagenesis

Piroxicam was not mutageric inan Ames bacterial reverse mutation ssay, or ina domiran ethal
. and was .

Impairmentof Fertity

nuichras 2o, S .
2 on

e s susce st (BSAD revesd o imparesof le ot femule fertiy.

14 CLINICAL STUDIES
i b

“The therapeuic effects of piroxicam are evidentearly i he treaument of both diseases with a
progressive increase inresporse over several (8 1o 12) weeks. Efficacy is seen i terms of pain relief
and, when preser,subsidence of inflammation

Doses of 20 of aspi
with a Tower incidence of miror gastroitesdnal effects and s,

Piroxicamhas The
stence of a"steroid sparing " effect has not been adequately sudied o date.

16 HOW SUPPLIED/STORAGE AND HANDLING

USP, 10 mg are poy
capsules a2
and are supplied as follows:

NDC 70771-1429-3 inbortle of 30 capsules
NDC 70771-1429-9 inbote of 90 capsules

NDC 70771-1429-1 inbortle of 100 capsules

NDC 70771-1429-5 inbortle of 500 capsules

NDC 70771-1429-0 in botde of 1,000 capsules

NDC 70771-1429-4 in urit-dose blster cartons of 100 (10 x 10) unit dose capsules

ioscancapules USP. 20 g s whie b oft. i ot e e 7 enpy g

and are supplied s falows
NDC 70771-1430-3 inbortle of 30 capsules

NDC 70771-1430-9 inbotle of 80 capsules

NDC 70771-1430-1 inbortle of 100 capsules

NDC 70771-1430-5 inbortle of 500 capsules

'NDC 70771-1430-0 in botde of 1,000 capsules

NDC 70771-1430-4. cartons of 100 (10 x
Storage

Slore at20° 10 25°C (G°F o 77Ty excursions pemited benween 15C o 3°C (55°F 0 86°F) e
USP Contolled Room Temperature

Dispense in ight light-resistant cortainers (USP)

17 PATIENT COUNSELING INFORMATION

Advise the
prescription dispersed. Inform paters, families,or thir caregivers of the following informtion
befare in ith piraxicam and periodically during the course of ongoing therapy.
Cardiovascular Thromboric Events

be uding chest pa,
ummmumm o, orslurin o speech, ad o reortnyof hese symioms el ealh
care provider 1y [see Warnings and Precautions (5.1
Gastointestinal ma...g, Ulceration, and Perforation
cerations and bleeding, including epigastic pain, d
I b s b Inthe setting of low-dose
aspirin for cardiac he he sy
eeig e Whrmigs and Precomion (31
Hepatotwsiciyy
the warning,
diarehea, jaundice, right upp P o e o,
et erapy [
63
Heart Failure and Edema
b be alertfor the sy congestive g shoriness of breath,
or ed if such. Is
Warnings and Precautions (.3)1.
Anaphylactic Reactons
Iformpatiets of e sigr o anarphylacic rescton (e, difficulybreting,swellin o he fce
or throa. T pif these occur

and Warnings and Precautions (5.7)]
Serious Skin Reactons

healthcare provider as soon as possible [see Warnings and Precautions (5.9l
Female Ferdity

Advise femles of rep p o desiepegnacy uding piroxicam, may
be assaciated with pecific P 3.
Fetal Toxicity

NSAIDS startng at 30 weeks
b of e kot 1 of the fetal
(5.10)and Use in Specific Populatons (8.1)).

Avoid Concomitant Use of NSAIDs

NSAIDS or salicylates (e.g., diffunisal,

il he sasvoinesind wd il or b0
crease i efficacy (see I n
NS AT b et n ver e couer o fr etment of vl fver, o e
Use of NSAIDS and Low-Dose Aspirin

their

Rt prode e rag mvacaons O

Manufactred by:

[ Th—

JR—

Revion7

Medicatn Gide o Nonstrsda Aninlammatrs Drugs (NSATDS)
h

ity Do AT
NSAIDs can caus seroussid efecs, incudin

death. This
reaiment and may increase:
o with increasing doses of NSAIDs
o with longer use of NSAIDs.
Do not ake NSAIDS right before or after a heart surgery called a “coronary artery bypass graft
(CABG).

Aveid aking NSAIDs you
iy ot an nereased ik o anoter bt sk 0 ke NSATD® ater a ecemt hesrt

. ers, and te phagus (tbe leading
Trom the i 1 the Skmach, Stomach and s s,
o anytime during use.
© withoutwarning symptoms
o that mey cause death

‘The risk of getting an ulcer or bleeding in
i sy of S cer o soputh o mesan Mg sy o NEATD
 kig edicies clled“corcoseroid” “ancongl SRIs” or "SNRIS™

© increasing doses of N

* lomerve o NSAIDS

o smoking
« drinking alcahol

o advanced liver disease

© beeding problems

NSAIDS hould oy be used:

« exactly as pres

i ot doe possibe for sour vesmen
o for he shortestime needed

‘What are NSAIDs?

S an dfchee s of i, meremant o, b Wper ofshotsermpan
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