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Hi Dorothy, 

We are planning to once again advertise Fentanyl in 2012; therefore, we need to make some 
changes to the existing Fentanyl ad and sellsheet. 

Can you please make the following changes to the advertisement (please see attached file for 
reference) : 

* Add part number A362 Rev. 10/2011 
* Remove the statement "Count on Actavis for quality first-class genericsll and replace with 
"Learn how Actavis is taking a smarter approach to quality generics at www.actavis.us 
<http://www.actavis.us/> u 

* Change logo to the new "Think Smart Medicine" logo 
* Change "more than 8 million patches soldll language to be "more than 20 millionll. You'll need 
to do this in the lyrical copy as well. 

Once the changes have been made to the ad we will have to use the same file for the sellsheet. 
Please use part number A363 Rev 10/2011 for the sellsheet. 

Also, we have only sized this piece for Chain Drug Review as that is a fairly large 
publication and there several pages of PI. Are there any other publications where you think we 
might be able to work a good price for running such a large piece? 

Please give me a call 1f you have any questions or would like to discuss. 

Thanks, 

David 

David Myers 
Senior Manager, Products & Communications 

Ac t av i s 
60 Columbia Rd. Bldg B t +1 973-993-4503@ DMYERS@actavis.com 
Morristown, NJ 07960 United States f 973-99.3-4302wwww.actavis.com<http://www.actavis.com/> 
Internal VoIP number t 1254503 
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that you notify us immediately that you have received them in error, uphold strict 
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confidentiality and neither read, copy, nor otherwise make use of their content in any way 
Please note that the sender of this e-mail and its attachments is solely responsible for its 
content if it does not concern the operations of Actavis Group or its subsidiaries. 

From: Charlene Salmorin 
Sent: Monday, October 03, 2011 1:36 PM 
To: David Myers; Jinping McCormick 
Cc: Cristina Garcia 
Subject: RE: Fentanyl Ad 

David 

I reviewed the piece that was attached. This piece, as presented, does not need the additional 
safety information. The lyrical picture is linked to your caption not the indication of the 
drug. We have also checked the labeling that is attached and it is the current labeling. 

The only change that I would make to the front page of the piece is the statement "first-class 
generics". All pieces thus far have been revised to remove that statement per Norm's request. 
In addition, the part number and revision date of this piece must be added to the bottom of 
the ad. 

Once you have updated this Fentanyl piece, please forward it to the team for review and 
approval. 

Thanks 

Charlene 

Charlene Salmorin 
Director, Labeling 

Actavis 
200 Elmora Avenue t +l 908-659-3017@ CSalmorin@Actavis.com 
Elizabeth, NJ 07202 United Stateswwww.actavis.com<http://www.actavis.com/> 
Internal VoIP number t 120-3017 

Please note that this e-mail and its attachments are intended for the named addressee only and 
may contain informatior1 that is confidential and privileged. If you have by coincidence or 
mistake or without specific authorization received this e-mail and its attachments we request 
that you notify us immediately that you have received them in error, uphold strict 
confidentiality and ne~ther read, copy, nor otherwise make use of their content in any way 
Please note that the sender of this e-mail and its attachments is solely responsible for its 
content if it does not concern the operations of Actavis Group or its subsidiaries. 

From: David Myers 
Sent: Friday, September 30, 2011 11:56 A..M 
To: Charlene Salmorin; Jinping McCormick 
Cc: Cristina Garcia 
Subject: RE: Fentanyl .P~d 
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Hi Charlene, 

I have attached the existing ad. We are not making any claims about the product itself, just 
how many patches we've sold in the US {that number will be revised to match the latest number) 
and that our patch contains no metal. 

Please give me a call if you have any questions. 

Thanks, 

David 

David Myers 
Senior Manager, Products & Conununications 

Actavis 
60 Columbia Rd. Bldg B t +1 973-993-4503@ DMYERS@actavis.com 
Morristown, NJ 07960 United States f 973-993-4302wwww.actavis.com<http://www.actavis.com/> 
Internal VoIP number t 1254503 

Please note that this e-mail and its attachments are intended for the named addressee only and 
may contain information that is confidential and privileged. If you have by coincidence or 
mistake or without specific authorization received this e-mail and its attachments we request 
that you notify us immediately that you have received them in error, uphold strict 
confidentiality and neither read, copy, nor otherwise make use of their content in any way 
Please note that the sender of this e-mail and its attachments is solely responsible for its 
content if it does not concern the operations of Actavis Group or its subsidiaries. 

From: Charlene Salmorin 
Sent: Thursday, Septernl:1er 29, 2011 8:46 PM 
To: Jinping McCormick 
Cc: David Myers; Cristina Garcia 
Subject: Re: Fentanyl Ad 

Jinping 

Before I request Norm to develop the safety information for this product I would like to 
understand what the piece is going to contain. Are you planning on making any claims? 

Let me know 

Thanks 
Charlene 

Charlene Salmorin 
Director, Labeling 
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Actavis 

From: Jinping McCormick 
Sent: Thursday, SeptemJJer 29, 2011 03:11 PM 
To: Charlene Salmorin 
Cc: David Myers 
Subject: Fentanyl Ad 

Charlene, 

We would like to continue promoting Fentanyl, additional go-get is put in 2012 budget. 

Last year, we did mailing to V_"A. hospitals; but I understand that approved piece cannot be used 
now as it does not contain safety information. Can you please provide us the safety 
information necessary to include in a print piece (direct mail) so that we can incorporate it 
into the piece. 

Thanks, 

Jinping 

Jinping McCormick 
Director of Marketing 

Actavis 
60 Columbia Rd. Bldg B t +l 973-889-6977@ JMCCORMICK@actavis.com 
Morristown, NJ 07960 United States f 973-993-4319 w W1Nw.actavis.com <http://www.actavis.com/> 
Internal VoIP number t 1256977 

Please note that this e-mail and its attachments are intended for the named addressee only and 
may contain information that is confidential and privileged. If you have by coincidence or 
mistake or without specific authorization received this e-mail and its attachments we request 
that you notify us immediately that you have received them in error, uphold strict 
confidentiality and neither read, copy, nor otherwise make use of their content in any way 
Please note that the sender of this e-mail and its attachments is solely responsible for its 
content if it does not concern the operations of Actavis Group or its subsidiaries. 
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Fentanyl Transdermal System from Actavis. 
With more than 8 million patch es sold in the United States, Actavis' Fentanyl Transdermal 
System CII offers a recognized, affordable alternative to name brand Fentanyl products. 

The patch contains no metal arsd is available in 25, SO, 75 and 100 mcg/h strengths. 

Count on Actavis for quality firs. t-class generics. 

To iearn more, call Actavi: custornet service at saa.9252342 
Please see attached for full prescribrnq information. 

A288 Rev 7 /2010 
vis 

creating vafve in pharmaceuticals 
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FENTANYL TRANSDERMAL 
SYSTEMS 
Rx Only 
I-di .JJ,J,tibry nlo1maU:r1 

FOR USE IJ OPIOID-TOLERAN T PATIENTS ONLY 

Ferrta,1y! transderm<1! sys1em contains a high concentratlcn of a potent Schedule II opioid agonist, 
1entanyl SchedtJle II opioK.I subst ances which incude fenlalyl, hydromorphorie, methadone. 
mo,i:tline, oxycodone, and oxymorphone have the highest potential for abuse md associated risk 
of fatal overdose due to respi"atory depression. Fenlanyl can be abused and is &bject to criminal 
diversion. The high content of fentar.y1 !n the patches (fentanyl transdermal system) may be a 
particula-iarget for abuse met diversion. 

Ferrta'lyl transdermal system Is Indicated for management of persistent, moderate to severe 
chronic pail that: 

• raqures continuous, aroood-tr.e-clock opioid administration tor an exten ded period of time, and 
• cannot be mem1ged by other meets such as non-steroidal analgesics. opioid combination 

products, or immediate-release epioids 

Fentanyl trans dermal system should OfJLY be used i'I patients whc are already receiving opioid 
therapy, who have demonstrated opioid tolerant.l, il'ld whc require a total daily dose a1 least 
equivaient to fentanyl transdermal system 25 mcglh. Pat ien1 s 11,:ho ..-e considered opioid-tolerant 
are lhose who have been taking, for a week or longer, at least 60 mg of morphne daily. or at least 
30 mg of oral oxycodone daily, or at least 8 mg of oral hydromorphone daily or an equiaialgesic 
dose ot a,other opioid. 

1r, pa tients who are not opioid-tolerant 
!r: Ille management of acute pain or in patients who require opioid analgesia tor a short 
perod ot tlme 
i11 the management of post-operative pain, including use after cut-patient or day surgeries 
(e.g.,ions:llectomies) 
,r, Ille management of mild pail 
in Ille management of iitermlttenl pain (e.g., use on en as needed basis !PmD 

(See CONTRAINDICATIONS fo, further ilformatlon.) 
Since the peak fenlanyl levels occur between 24 and 72 hours of treatment, prescribers should be 
aware that serious or life threaten rig hipoventilation may occur, even in opioid-tolerant patients, 
durilgtheinitialar:;plic;ationperiod. 

The ccincomltant use o1 fentmyl tr.nsdermal system with all cytoctnme P450 3A4 inhtttors (such 
as ritonavi r, kstoconazols. macon azole, 1ro le<11dorn}'Gin, clartth romycin, nelfinavir, netazo dons, 
amiodarone. amprenavir, ai:npitanf, dlKiazem, erythromycin, fluconazole, fosamprenavlr, grapefruit 
jnce, and verapamih may result i'I an increase in fentanyl plasma concenfrators, which could 
ncrease or prolong adverse drug effects and may cause potentially fatal respiratory depression. 
Patients receiving femanyl -transderrnal svslem arid ooy CYP3A4 ilhibilors should be c;are1ullv 
monitored for an extended period of time and dosage adju.;tments <>houid be made ff warranted 
(see CLINICAL PHARMACOLOGY - Drug Interactions, WARNINGS, PRECAUTIONS and DOSAGE AND 
ADMINISTRATION for further ,nformation). 

The safety o1 fentanvl 1ransder mal system has nol been estlblished i1 children under 2 years 
of age Fentanv: transdennal system should be administered to children a.nly if th0y are mloid 
kileranl and ~ 2 yeaf3 or o!der (see PRECAUT!ONS - Ped iat ric Use). 

Fentanyl transdermal system is ONLY for use in patients who are already :tolerait to opioid therapv 
of r.om~enc.y. Use in non-opioid1olerant i;,atients may lead to f.ai:tal re~~_Q§.12!~, 
Overestimating thefent-:inyl trmsd ermal system dose when convartilg patient.s from another opioid 
mel.liGalion can resu ll in faral overdose with the first dose. Due 'lo lhe mec111 elimination half-file of 
17 hOl.rs of femanyl transdermal system, patiert..s who ere thought to have had a serious adverse 
event. includi~ overdose, will require monitorrig and treatment tor at lelilSt 24 hours. 

Fenta,y! lran:derm<1l system ca-i be abused il a manner similar to other epioid agonists. legal 
or illic.it This risk shou ld be i;onsidered when admriisterin2, prescribing, or dispensing lentanyl 
1ransdermal system i1 situations where the healthccl"e !l"o1essional Is concerned about increased 
riskofmisuse,abuseordiversion. 

Perso ris at incr~asetl risk tor opioid abus e ircude those with a persooa! er family history o1 
sub-stance abuse <including drug or alcohol ail.lse or addiction) or mental illness (e.g .. major 
deprimion). Patient:i :ihould be assessed for their clilical risks for opioid abwc or addiction prior 
10 being prescrmd opioids.AII patients receiving opioids should be roJtinely monitored for signs of 
mlsl!se. abuse Md <1ddicllon. Patients a1 increased risk ot opioid abuse rnay s1lll be appropriately 
1reafed with modified-release opioid formulations; however, these pal ients will require intensive 
mc~11toring for signs of misuse, abuse:. or addiction. 

Fentai\'I tr;wn~rroill systems are irrt..,.nded for 1ransdermal j,!Se <on imict skin) only. Do not u&e 
a fentmyl transdermal sy3tem if ihe seal is brohen or the patch is cut, darna~>d, or c~ed in 
lll1Y way.~ patch 111at is cut dam~acl or chani;,ed o any~~~ 
c.;regiver1othe contenb of1he patch, which can result in anoverdo3e of lentmyl th~t may be 
lfilill_ 

Avoid e>:po sing '!he fenlanyl transdermal system application site and surrSJuiding area to direct 
external hem sources, such as heating pads or electric blanke-'iS: heat or tanning lamps, saunas, 
hot hm, and heated water bed8, while we-.-ilg lhe syst em. Avoil.l liikr10 llol IJi:1 lhs nr sunbo1hing. 
There is a potential 1or temperatur&-de;,endem incre~es in fentar,yl rele!:l5ed trorn 1he system 
resulting in pcssibie overdose and dea1h. Patients wearing fentanyl transeiermal systems who 
develop fevP.r or inr.reased c.ore body temper3tu'e due to srrenuous e;:ert l()O should be monitored 
for opioid side effects and tl1e fent!l'Jy! tra.'lsdermal system dose Should l>e ooJusted if necessary, 

DESCRIPTION 

System Co1J1>onents aid Structure 
! h:> ~ri 1v..i'f. .JI t5rK1l't1 rnl~:ifHl "Tor· e:ir.t, a,.;terr: jX:1 ln11 i: prq::,miion:t! t, t-,:i :: 1.rkto:1 :re.: ;2~ rnc:wrr per ~!~u~~t;;i,;~r:~fl ~~ urlt ,:'~:i r/ zl ~·sl!rn size~ ls W)~Col. [J;;.,"'1 3~-tr;i\T c!~ ~:m~m D. · ml c,f 

-enl,11111 lrnr.::d>.1ir·.:.i ::.,>1::!~11 i: ~ ,~t la.r~JJ ar J,ir ::p.u;;r1. JI ii r.urr~fij1~1 ::1 r.nllecive li'1E:f ;.nl !Lu lurK:.cml 
layer~. Fl·oceedm~ 'ro, 1-1!.' JJ.,1er airia:;3 TJward h:i :;urace ache in~ to skin. H·,ese l~ie:-s 3 ·e 

·1) a badii",qlcyfj!"cfpct;c$terfirn. 2l :1 j1.JJ resB1'lci·of1ffib.n~ a1j 1icd1o JSF ·~ell:.c ,1it1 ·1ydro:i)'Bth~ 
,::elulcse 3) an et'1ylene-v I")'! a.:ctate c:i~} Jfflet me,11brarie t'1~t ccrtrcs t,e ~te of ten1an:1I delv~ to the 
~ki1 ~11t.:ir:e; ,n,i Li a fflr:wy1 ~.frl'h1i11riJfJ ir,rn:i ,,.-Ji'ffj1;:,, P.fitrrn t.L<;:l, a rrrrtF.ctiw1 li1Rr ,~nmi1q t1~ :ich'*i'R. 
layer s rerncve::l anc ji:.;card~c 

lre :'lt,tl'~f. ccmixne1t :if \"ir:: ~~:em is feTcr~ Ti·e remain rg ccmi::cr1en1., 3r;= rJ1arnac:::J,)~ir.a ~· inac1r,e. 
.=-i;.'> hff O :, rr1l d al~l)\li~ i:; _,ti;:) 1elr.~:1:l fTJf11 tt·,~ -:;y:;1:'lr· .-11rirq I.Sf'. 

CLINICAL PHARMACOLOGY 
Ph2rmacology 
-B11iaI)il i,; ~r uf.Jic.iJ :.u181,1f:{::;_: h:Jribr~ inl1:r;,1::1 pe,bnirul>.1 ly ~\iU1 ~·::l :.dl!id rn,., ·=-~ti:lu,·. 1 ·1c1,;l;l rnu L•ir1thrJ 
::lte~ are cis,::r?-tely :fsni;:utBG r, fr1E:h.rnar, :nir, ~ral c:Yd, a··,j :it'1ff:ssues. !n ~i·,ica ::etli,~:. fenta··,,~ 
•J.,.t:rl~ [:,; f.)l'!fX: 1:al ·.for1::Ll!byic L'fll!t:l~ ~l'l ['Jo_ ,.1.~1ira ·t,r:;,_.,_~ :..,..~,ll! 11. 

r addltcr le anal~Bsia :;li€fatcrsi111:i:i1. e_ip,~c,ia, ciy+rcm.. aid :irn.sress :,ixnmffly :i::~u: F:>T.:31¥ 
.-J.,,r:r;:&<;Af:1ilf.lfJS.)r,1rfy1:f.nt=r-:;, iJ11flfffi::fsi1'1:'!::,~ . .-,i- r;:'!ff;,, 1nc cr.n:,ti,-:tstt1Rp.1pls ,'\n;,l(lfl 5icltn:l t':Vfjj, 
,f =~r1any may c2iuse naIBca an::l ,;orniti,Q :fir~ctly ~·'i shula11g te cremore:;eJ:::r tig~r zcne. b.r 1?.u.x1a 
..-mivm1lln~1 arei:qrib.:.rlly ·1~ij~ )JII 1i-ur irpjfll t.ij_j;.:.IL,1 lh:.n i! ftl'..i .111ltinlf.l'.llt1 lu. ~,:i::; D,b.rr.1! ;~nt~J:J':', 

•lio.i U:i i'Cl•~~:,e th;: l:.nu ti! d ccuc.:a;c 1111. vc~rLl:;ivu c::irJJ:Tiiorl:i ~·r II t ::,mJJU1 'fHJjd'.: uf IIL: 
gaob·oirrn&1in2l t1act. lJ-1E• rc:si;tar: prnlmgatcr i1 gaST:iinieG:inal t-31:::ittin-e my be roo:,:x-1::ibl~ =0f ·1e 
m'IStpa1inJ effeci o1 'enianyl. Btcausi: c,pbid, ray ine,~se l:'l la'y t'ac,: WS>Jr::. some patirn1s·.-ith bi la"f 
r.dir. n.y P.r::i~r t'irlf-l'l wn1,t=:ri 10 r.0tAr t,m i'f:lif= ni p;1in 

W··1ile. q::i::>d$ ~j€ri:ni ly nm~e ··11: :orE< ct 1. rim-y tr::cl rmoott·1 mu~cie thi: rEI! ette:1 t3nc, ic l:e V8 i~tie. in 
some casi:~, 1,:rodudrg uinary _1rJency r c,terS; ::J!ffk . .rlly i'i .1rrati::,1 ~l t'r::>r;.pwtl:; j:).oages, 1trit;:ir1y'I U$J~ll, 
,_1,_,c~i rx.1lc,:G1. rn'jt..r c.:llc.:cL ·-~ lire nnli~1·,a·_;u ~.tr ::.:#m1. 1-L,1'11.:.u, :_;'.ii .. :; Jtlliml: 1n1y e>:liirj( O'~u;,;.tli;: 
t,ypJte·,~ion a1:J f:.in1inJ 

-11:'1.imi 1R ;:;;.<;~yo ,nd ~kin :i.11f.a timli'l•J n ,.:i iir..'i Fhi;;1: ind ira1r, 1hat:; &1 .-,11ly f.i~nH!.~~nt l·i~t•1Y1i1R rftiR?Sfl 
rare~' ow.rs wth IEt'rt:m;-1 <i:!mi ·,isfratjcr. C irlc:131 a,sa;s s1:,,~ re cl nlca ~ 3igrf cant h stami ·E rnleasB n 
;1,·,~t=;, lip ... , :~)rno:i/kn. 

Pharmacokinetics 
;seegraftia1,j tble.sJ 
=t.:11lar1yl lrarudo_:w·,j :,\'::: lmr rde,tL;i.~; r,:·pJlff ·,,x Ilic 1:.:~llVL~1 ;;_ ~ r1t:ad}' ~·111 ,;t;nl ,r,~url i:u uil Urir.:, 
lrfl ,:m::e nz::icn gradi~ T ~xi-51i-ig oot ... em1re sa1u·a1ed sju1ion cl ~1 UJ i ·1 "t1E re~rvo r ::n,. -.:-e l™'er 
,xncent-aticr 11 tt1~ 3kt·, drlJe;:, crL~ rF.le~se. fi:ntar~1 moves r 1he di"ec:cn c1 tie iwe.r ccnc:inbTklr1 at 
, r;11f d~c:1rnin,ri ·:ir tr: rnp,J·yrr ff rP.!ffif.il r· ~rnl1"~ff.l 3rri ih,J ~ 'i.si,-,n ;i' 'i=:rt-1·:\l ih 1.ugh 1t·f: s~in l;1yA11i. 
W·11le 1he &:::-:i..::' 11 rate of foTaryl deiil'~I'/ 1c te skn vaie~ 01e· the 72-1::x,; 1ppic~·Jon i:ai:ij, e.~ch s~stem I: 
~:dx-b: •rf.h J ·1m1h.1l t 1,x whid'1 rF.11:.rmrnir. the ;),/EU>:>JE! nrnou 1: ot :hJ~ j?,\i~er?.d ::, :11,, ::\',ien1r.: c 1c1.fa1icr1 
p;r10uacrQSSc'ter,i:ge&:in. 

W1ileh::e iE vaiia1ion in jc,5e dtl·1eroo among patrnts, irE r~:mim iii.~ of ttit ;'}3~em3 (12 5, 25, 5) fE., 
rnd 1 o::i mcg of 1ci1tanyi '.)~' hoJ'i le; suffi,:ientty accu1T.tc.as .tD a lcw rch.'icu:-, r-rn1ion of da;BfC 1cr a (h'ff 
r.111ifl11t Thf J;Jn;,11 :llliW I rf ;~ ,r.ho! wi·ir)-1 h~~ hf.P.rl iwx,rprr.~ffl( I inln th~ ,y:rAr· ~rl·;.irr,;?,;; ltlf! r:~iH cf dlHJ 
;LC( th·:>1.J~'lt-'10:: rs1E-IIY!i~rQ cqx:11T1er ,errbrcreand hm,ase3 -.re r,errr.rnb fy ::>ft1?. ~kin t:i k:rniryl 

-c11u,kq f~n:mt ·nnsdtm1al :.ys:ern aq::!i:,21lon. t1e ;;kin .ncer -J,t S}'Stem a,L:):;o···)s 'erlarl')'I. aid a dep::,t 
Ll ,1r lur">' l:t.:rt.:c·uc.L:; irr l'I~ uµµu cl<i·, layc·:;. f-mk11y1 k:r1 b,xrnrm a;;:.ul:;1llt: lo lh:.: :,1:t -, c.: tiu,~.\li:.X 1 
:3e-r1 f~1:aryl ccrcent·atcns i·1crtase. g-aj.12i:r 'oH::r..,ing iniVa 1entar,y11r3mdernl s1stem a:;picator, 
grncml J' ind -,g '..\ff ·x,~1JCc'1 - 2 lJr'd 2.:1 hour::; rn'ld rcmairo;J rd3two y cm;fani, w ~1 f,tn1c fluc1L~)lii.'f. 
=llr-·,R r;;r;iindf>l · rf th~ 7~·-h1.ir ,1:.piir,:;-im pr:riCY.l. P:9~f: :.Plrrn o-irir,~n1r.,1i01~ n' 'Fr,J,myi (F.r1fll[1iy 
,):W'J' ed teiWi;Er 24 anj 7211:)US &f:er irltj~I ar:p ~.tiQr rrne T.9tle t,,). Sen.m fent~nyl corrcentratim: 
:.cfl?.\1Ad are. pq~01i(llH !n ii''-" tflnt;-r·1ll 11w1:'):.F.ffn,.I s·ir.Jffn dfli!vs'y r.:·~. Wm·, ffn-iri111J': 11,R., f.;n.rn 
;~r1afl}I CDiY.eTJc1lm5 ::,:;r~nu;; t::i ise 1cr :i'e 1~st f;s,1 S)'!:tern apJl!cators. After ~eve-.a Eeq.ienta 72 hoLr 
..:~i;l:.;::.ii,_~1;, 1-~ili ':l i It: rti:.1c·1 :iw· irJ111:!i1 :~ ~a!:!;11.·y ~;~1l':! <1,Hf.il ttn.>.i·ucti'.:n t·n. ,,.; dt:1ltn11l11t1_. L•Y k1!.lvi:J.1d 
'i3.ri:1tieri in ski"1 ~weaJlit'i am l:cdy ccaranc~ ·f f3ri-.a1~1 (Eee gr;,p1 a,,j Table G). 

n-e ~.ine~ cs of tenr71 ir ric;rniJ! ~ubject3 T•llowin.;i ,1pJ i:.:-at m c1 il 1 O:J mcg1l1r 1arrta1JI 1ran~cer11al i:::rr.!em 
wasjceq,ii';&le·i:wlt'1'.l'\\ithout&'1'.Jiier!ai, 

Serum Fentanyl Concentrations 
Following Multiple Applications of A Fentanyl Transdermal System 100 mcg/h 

{n=10} 

TABLE A: FENTANYL PHARMACOKINETIC PARAMETERS FOLLOWING ARST 
72-HOUR APPLICATION OF A FENTANYL TRANSDERMA.L SYSTEM 

Fe-11::.ryl li'ansd5n,1 Sy$t:n 
12mci,vh 

Rnh:r,l liariti.J~,ntl Swb .. 1 
- 5:Jmc:gih · 

(..3().2; 

3~.S(1E,4) 

Ff: ·,trvl ii iHlf.•i:'lr·1~:1 ;-,yr,t;n 
1::0rncgir 
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IJOTE: ,ufler S1Elem remcva.11·ere is ;x,rtirrnj ~y;;ten-ic ;iJscrpjcn tran rtsi,jJ:il 1ent1nyl int~ skr, ::c 
fat sorurr ,:,r.,rr,cnt,at eris fa I 50¾, 01 a',cragc; Ir 17 hClr:J. 

TABLE B: RANGE OF PHARMACOKINETIC PARAMETERS OF INTRAVENOU S 
FENTANYL r. PATIENTS 

1£'.illl :,1lud 
tJOTE: k~f:ltnlator m ,·olJni o' d stiJsjm an;j 1"1311- tte not a:;ailitie foi renal y iT1J3i1ed r,atisr1s. 

l-cl11larrs pt\:;-11~ '..ijr.Jl~in Urd rt1 c:.p.tliiy dE:l(.'.'t1::t,::t:; ,1ih hH:,.t; r ~1 t~i.d.1Uu1 o J e ,:11 .. u . .O.iltraltm: i11 pH 111::iy 
affect its ~is1.ribJtcntetweff r.;lasrra ¥XI the cem.l nerv,:-,05 :::ys1em. Fen1.a-,y1a~,:.Lm1.fa:esn tll3 Skele:2.l 
';::·,~;:c ;~~ ~~i~~:~1;~ re em::d ,lc.w~· i'co J1( blcrxl. -·1:: a·1m,~1c ,:::11.rric ct d!s1Lutb, fy fc-1:ay! ~; E J'.~ 

F,m1arr,,• ir.rnf!tn·,Ji::-R,~ r,rirn.,ri;, ~k h1.rr:1n ,y.-.r:l"rNnf: PL:-:o;:,M i,r,f.r£'/ffl fl i),'flflrri. In h n::rr,, t'1P. 
dru;i apoe?.rf ic te me1i)olrze:f :ith,rly )Y v:.<ld~jve t·J-,j~alf.:yiatior :o nc,:"(:ntafl}I ~d otr.e' l'i::.ctki: 
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i~c1e~,~;e~~~ :~;;~: i~t: :·~;;:~\:s~w1;i~s~\i~e; 12~/ 

r(Jf.W!.:<J Irr~) lrlc-l'arajll.i tru~i AJ:µu,: imalG!y' fr% :Jf l ]I_ : Jui~ ·~:o:,_rJtW·J h l:r.: lull.~, ~·lilllmiy <1:SllliJtr.Julib;, 
Moon val.1s:,;1cr trtcunclfrar.ticrn;of teitr~l r plasr:: a~ Eotirr;:.\edic tc tEtW'3ff 13a·Jj 219':. 

::.;tti 1 ~J:-JP.s not·::ir.rr-m t:1 rnf:i °.hrJi,f. ierrtanvl rJf:livffftrl n·,!1'1,urrr:111';'. -,1is W?:\ rlBittmi1R,l iri a luwn 
~:erc:inocfe eel z.sszy £HJ h :::in cal ndies n wh d1 !:!2% of the ::lo3E t€lr,ered 1rcm 1i'ie z,mem we~ 
:1~,,1.:1.111.t:!i.1 ltr :;i-; J11d ar~1e:J i,n~r';'I .I :J :,\f.p.-1:.r1=-d ir, h ~::rsll:ll'rri:: ::m.bi_n 

Special Populatioos 
Hepatic or Renal Disease 

:~~~:;,~;::1/:1i~~:~r!~r~~::~:~:~ ~:.i;;a:~; !J ri:~~~~~ !~i L.:r~r:t~;~:~ ;~;~;~~h~l:~~~~{; 
3P4 sc.er..:-yrne S'JSte-n n: -,,);t~· e.liml131ed in u·nc. If the d'.1g ~ Lse:f ir irese r.~dents. ti sl'oukJ ce Lse::J 
1•,·rth c,11irn t~w;;111f;f:: ot 1he hfn,1ir. rnetr,x, if.!T1 :m;J r::m::1 f:IY.~r~·im r.f ifJnt.11yl 

Pediatric Use 
In .510 E, year ck!, nc,1-cpoic-totr2nt ~edi,cc r,aten::5, t12. fentartt plasrz. CCfC.ffit'aticrn v,m 
a·.1TJ.Y.i1m1lcy l•,1• w a.L: ·1i~j·1 a_; 1·1d u ~IClil pal.e11!:;. 111 dtltr po.hb iq.~l 1. r k;, .I 11: !JI m11•1•iJ•.nuU:: p:ar<.1JH. lcr~: 
\,;ere si·n lar to 1h21.t of aj.1tls -Joweve.r ··ie.se fiid rw, h:1'le l:e~1 t.a·:Br into co1::lderatic,r in detei;mhir~ te 
doong rei::cmrnen:lA,r;s IT o:,idd-t'.llerant pociiziJic rJt ;;;rfis (2 ye--<1rn r/ ,{e mci olds[). F:J :isj air1c. d:l3ing 
in'orni1irf1, rfJfw tn DOSAG E .AtJD AOMltJISTFIATIDJ,J ,;:r:fim 

Gerialricllse 
lnforr12:ion frcm :a ~io: E!u:J{ :if !'Ir- priarmacov.ne1ic3 o1 \j 'E1ltanyl n ge-t2:rt: paijffts {,=·{ nd::2.tes t11a.: 
l·1v JC'd.f ,111:; i_! i/ J,;1 hJrt}'I l1'/:Jyb• .. :y1wly lb;·c,i::1.:<.li11 h:.: '.).lJJh!fo1d,.,vu tii:.; :1;,i:; :.if·SO.r1e1do_·'J<J'l(.:OJ L; 
t,e::€ fi'Xli ·,~s 10 fent. NI tran~ceimil s,1stErr1 ii; ~rtm1,n at 1~1E tirne, 

reniaf!l' ,crodenml ~ys:i:rn :,h:>iJd b'.:. used w1h c;.lutioi· i1 ck;:!riy f:3cher:ic rJ i.:el:lirl.:ite::l f..(ltl~rit a~ trey 
rmrt 1·,Nr.: ,J lw:tJ phmm1D •h:t,;:_; diJ,: tu r.x.u l:.il t,.~,r;:;;, im~;!.k: ,;,d r,~, Cl t:lk:·ud t: ,:ar;_o_::; (_;r;e DOSAGE 
AND ADM INISTRATIONj. 

Drug Interactions 
Th~ neractlc, bekt'e::n r1crav r. a Gr-'11344 ht1 oocr. and "i:m~1 wa: !rl\':-f!,ga:ec ,r: eleven heat)' dtcntee.'3 
in ~- r·,r cr:rni,H. r.rc,r;,:-,,;fl shiv. :i1.rt,:d:: r;:r FJi.;.,d r.ral I tn"li'' ,~ r,h1:-:1,r,,, 11.f :.1 (b°y::, T ,P. r1rn:1;ir .-:0r-;;, 
1,;as 2CO Y1~ tc '.lf Jay 1 a1d .3X rn,~ jd en D'.iy 2 'c•il:wed t~y me rn01"i'1•; C>)re ct "<(II) mg cri Day 3 01 
l'.av 2, l1,;i i[:m~l \o\',.1:,; ~;,t!:1 :1~: J. :ir~l,j V l'-''.:I:' alb 1nq.;ik.t.J iwu ·1,Ju1, :.1!le; ~re ;:tJ!::r DJII :.kni; d o;3J ril•n.wi· 
Ot' pl:;,}Et0. Nab~ore was aclrnin ~1e!ed to rAmrac11he BC(; effect o' f~rian;!. The resjlf& $JQ~er.ie:J 
l'ia.1 ill'U¥' ,· rJi1I dClmu.: h.:duu::irl(.' r;uf knts,yi J<Je,7<\ ru~rli~ i'i ~ 174% (;::r~,r; [,2'h, lu4:2)%) 
inc.rear.~ n 'ff,1aJ'fj! 1'U1\.,.. (::,l~ririt,1ra!icr1 cf ritonavir n c,,.1ient rf.ceMng 1mbnyl tran:e-errr 10! syste-, 
ha€ re1 teen st1Jded; t10.vf1er ar h::"ea~e in te·r::iryl A.£ is r.:xp1:c:1ed r;.?.f. BOX WARNING, WARNINGS, 
PRECflJJTl(JT,JS, and DOSAGE AND AO MINISTRATION) 

-:.rta-v -raf"l;d:tm~I - .. -::t~rn Axl c:Jor, I 
ri'=111VYd f 

Phannacodynamics 
VerrtilmoryE1fects 
Rf...-;:r.&l ri h, ·t'J.: =,,r ::.,·.-u, ,-,r ilA-thff;:t,r.f r,,1-nrn,ffH~ll.·n 'r-rt.iil'/. Ji~·t;,~f1m2l fi'f,ct~,, i; f/lMF{1\!'J1:f.:!ffFt 
In te :rt01ment of pro:-cperat.ve 2n:i .act.t€ pah :in,: In ~ate@wtm ::re ro1 c·~4cll1-1ci=rrnt Ind rlc2J lria~ 01 
'.3::i .::,:,j;:nfs ,ih w.ie J:,ir. :re:.te?d v,ii!- "trrt,m/ ir,~·,;;,jg;m! ,,vtlern. 1::; ~dienfa e:11:,:fi5ncoo rf)' :0,.,1:nli :!:iT,. 

;,;~;ri1!~~~::~::~:~~~!'.~1~;~~~Ti~~~:{.'.!;~~~:i!:~i~:r f: ~;1~~~;~1:~:~1~, ~·1~;~11'.;f!~~;~:!:H;·:3 
in pc:ien!5 'i~ghng 1:-~~ 1ha 1 S:,:; kg {9 o' I:.;_). AlhOJfh P<1ie-r.:; with rnf..;!h,j re;c,r.ir.at:KJ W';;E not CCff1mo-i ir 
!10 t.1,,ls. Tc.'f h1j h gl·o rn1r.:e :,f h1pcve'1:iiatior h add icn, pcGt-;narJ:.c,trg rr. ~,cit h;i:;c t-crn rcc:r.:bc,1 that 
!fosc.rrn ~.i1,(-'1r.iVP. r:l,1-:'l'."!:':r':ivfi fFiffl~ ;Jl·a1i·r,f~f F.:q'l61i:lllC&:i cl rir;:lly :::ig;fiGrlll ··,1y:r,~rrtlitrr rnri 
de,th wlih fsman; 1mro1::-·Ml &)0.€rf 1. 
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Wh e mes ~,j1_.lt a·1,j p;~iat'c pat ens JEr,~ fe.rtai))1 tan.~etrn.:.il ~s:€m ch'Olica! '.' oo;eb,:) tJer:.«:?. :o "e.r1an;1 
hduccd hyJ:1;;r.n1i a1ion , :::ir,crbs ,:,' skwcd r0~:1.xrn ·nay c~,- at a,y uno clirln~ t1crq.:y 

Hyi:,.'.>:E<r11:iim ca·1 :,::m 1/Ycu;)h:.•.rt 1te lhsGpeL tic 'a1gs of fer1311)' rerun co,c::nlr311:n:, es'.lr?.cia!ly 
filf rhil .:r1:. ~\hr. hal/3 an ltl)Cfer~· rn r(Jo-irmry i(1rritr.r, i)f '/JhO rAf:~1/8 u::wl dr.~:'¾f. r,j ·Tirr!0, if il!h~r 
CN3 ct1Jgs 3Eso::ated ~~tth hyp0-.,enli ati:l'l r ~ddit c-n :c, ',:,r1an}"l trzns:ierm3l S;'~n. ne J:c cl fen1a1~1 
lr:m:r:-1111:~1 ~:r\:l.=n i,: cmlr:.1i1 dirnliK in i.:a ~~tu:w·~_i .:11:: ·~-·I .1J1:11w1l ['_1 qiud ~a:.if-'i' 

r1_; J~(; cl b1la·1yl ~(lfi:,J~:J nd :;y:..;tm1 t:·1uuld Le 111l1 iLrd U)' \.Ur: t-ul >.WI Jc ocx,. 1.;:;JJt:Ch:Jffy ,,,.,;ui I .I ·c iii j;j 
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a;/f1:i·ol:l;ir. 

&IE- BtJX WARNl~JG, COIJTRAI IIIDICATUNS, WARtmJGS, PRECAUT IOIJS, ADVERS E REACTK) fJS ml 
OVERDOSAGE f::,- a:Jd1tffi i' 1farnati0r 1 on hyp:l\'e.r11ila:icn. 

CardioVascul<f" Effects 
FeTanf ··e1 inITT~ur:n1ly ·y:xlJ::e br~cyrnjla. 11e 1·1d:len:r3 ,/ br:iqca·:l: Ind ni':.zl tria~ wt 1enta11I 
h,in,;crnnal s1st,n ~\as IP.1,,<i tv:r ·t-=;{,. 

CNS Efleci s 
Central ,3rvci,s syStr:-n i;:ffoc1s iu~~e ~,ltl', in,:rees rg ::e.run fffl taryl c:in,::en1ratiana 

INDICATIONS AND USAGE 
F·~·1.,n~ u~11,d-_mrul ::r..;.L:r11 i:; i111Jir.:<1b:J lur rn,rn:.p~mr.l1lof1Jl'.n;:;tL!nl n:.d~:·:1.l .u:;1x·J1r d 1ur·icp:1, Jal: 

• reqLir~3 ,:·on1f-1J:•JS: aT.1,.nj-1he-cb~ o~ioij ajrr nlsntim tcr3n e~iended tJctioj ot HITi3. <0o'.I 
• .-:3rn:it Y. w,r ;,nerJ hy ~it1;,r ,fl,m; :,;.,.~t ar, rn1-Sifr.Af.:~I ,n>lff.S u; il[)ir.icl combratirn rr:iclu::·~, r:f 

lmmej::le--eleaseopk:ids. 

reT~i trans,jerrl S';St8f, Eho.. 1,j Cl,['{ be JS~ i', '.l~ents vrio ae JreJJ.,~Y receivin~ ~·o:l ttier.:ar:y, ,•,ti::> iave 
dw1:x1-:! 1aft:d qjuc ... k:rmi:::.:, mdw·,,_. ::qtrc::t lul<li d;;:ily d1.J:.il.:all:~~,;! L,.p.r i1ab1JI .u ·._11~trrjl h1r:;Jur 11~1 
svste·n 25 mcgih :~-0e D•:>SAGEAND ADMINISTRATION). P,dents ·,,.he are con~rdere<l cp:id-t::ierant are 
tto3e l'ko h&',e teen ta-<Jri;i, fo· a WEi:k a· IOOJe r a1 lea~: W mg d mon::t'dne j:tlly, cr ,;t le-,E1 3-J mg ci ml 
0>:)'f;(,;J1n;, .-,~ ~·. r.r ~t lflc151 /\ 11J nf rAa 11d1rmcrr,rr.rK'1 d.~ly '"'. ~n A']J.ia1H\Jffi .- dr.~p, r.(;:i·,,1ilf.l npbirJ. 

r!w:u,Et ::-.eioJr. o lit?.il"ffateri·1111y:iJ11eniiJ:31io·1 :,:iukl resJtt, ftrrt;1r,.,1tnw.d3rn::I ~1·rtern i; cor11,~h:lirnt~d 
for use 01 zr as nee:Jed b~si5 (I.e., pm), for 1re manaJeneti cf pc-st-c,pmrtiJe c,r ::i:.ute ~ir1 or r patie.:s 
~,hr_,,.lfl:lltilq.:id:J-lul:!Jclllt( •11l1Um.1J.i 1:.; '.X.J>.ili mall!C:fo iltl f. ::l1ulrx.tillf ol ti ·1,; ::{;!.: BQXWAANING a-1,~ 
CONTRAINDICATl0r1Sj 

/u1 P.~luafir,r .-.'-rf: ~Trr,piat:i·1,:;r.., <1nr. ,cl'lcu~r.y t1i ir=:<fi1J with iT'1n:iia1f!-rr:IP,a,~ rf.b:i, ~ ii:1'.,ii;,t:l:i r~b 
to l·1i!iatirg tierap, with any rncclifiei:-rel;:,€::;e opioJld, fT~scrl bers mid indrvldlJ3l~ t'eatrrert in e,ffy cas~. 
i1ili;rinn 11"A::py 11 ft f ,ifllr.piat:-1.Drt almq ·, :oJB5ri:n h-:in ri-1 ,~i:irJ ar~ilqA:ic::, ,,Jd· w. n:,, 1.l~r.1,~al 
a,ti- r11arnrnat:)f'y' dru~s and a;,:,:arnlnop1en :.:, ,:ip ici<h in a r.f3r c1 p:lln ma'18(ernent ~Jo:I· as cutlned b~ t'lt. 
Wurl~ Hi;:;:llt·1 '.Jr~i;.ufo1b1 .lit ;\o::l l'J tr Hi:>:.lll I H~:t1tirct1 :.1n:J (;u;;I .y. [·10:: -<:der:JU:.n •JI ~M~ t.it1dit~.1 ~JJ·tJ;; 
M:xJel PJlic;i, or u-.e Jlmeiican :iain Soci;::t1. 

Pat erts sr,otld be imeSfed tc1 tew ciilic~I 1is~ tor o~iod :1,'.;j,W or ~ddi::rJt ptiCI .. to tEi 1~ ;:r:3:crtJej 
qfoics. P-1tienis ·e::clk rg C'f:iddo StJu t b€ r:illl irit\ 'I mcrl~Yed f:y s ,;m of ml31..::,e, ab,se rnd add::::lcn. 
Pflrrmi; o1 h:.,P.~l',fd ri,k lr.r .-,,ini:I ~·.1Jf>t1 h::l1xff.1h1c,r: ·,~r1 r,;.r,r.rn l ~- f,ir- il\' h r.tr~v ;,f~1Jbr,t ,n,~f al~11,;;: 
Qn::ludi',g ctrJ9 ::,· atcchd a~me CY addl:tion) a- mei-1al llm~s (t.J, mjer cei:re~icn). Fau5n1s at i1cre~se:l 
1i~k m:.~ ::;JI I.J, ::µpupial~y !Jt=al1:,.l wl~; mca:ilit=L' ·1,n::.1,:e u:..i i.i!.l lcrri 11.fa l.u~: ·1,.W,ff:!1;1::1 h~ 1.1.1lH 1L\; ..... 11 
requre irtensive man:tfing ior si9-,s cf misuse, .a::>B. ::,- acl:l ,jk:n 

CONTRAINDICATIONS 
Because serious or life-threatening hypoventllatlon could o:cur, fentanyl ti<anS<iermal system is 
c.ontraind icated: 

• JJ patien1s who are noi opioid-tolerant 
• 11 the management of aa.rte pain or in patients who require opioid ~nalgesla lor a short 

period of time 
• In the management of post-operative pain, including use attar out-patient or day surgeries 

(e.g.,tonsillectomies) 
• inthemanagementofmildpain 
• In the management of Intermittent pain (e.g., use on an as needed t>asis [fl'nl) 
• in situations of significant respira1ory depression, especially in mmonilored settings where 

thereisaleckofresuscttativeequipmerit 
• in patients who have acute or severe bronchial asthma 

Fenlany! transdermal system is contraindicated in patients who have or are suspected of having 
paralytic; ileus. 

Fentanyi transdermal system is conb·aindicated in patients w~h knO\ivn hyJ.7ersensilivity to fentany l 
oranycomponentofthisJY,oduct. 

WARNINGS 
Fenlanyi transciermal svstems are intenrlerl for lransderrnal use (on inlact ~kin) only. Do not u5e 
a fentanyl transdermal system tt the seal is b'oken or the patch is cut, damaged, or changed in 
any way. Using a patch that Is cut . damaged or changed 11 any way can e:Mpose the patient er 
c.aregiv1;rtothecontent!\oflhepatch.wllichcanresu ltinancverdoseoftll!l 11t~ 
fatal. 

The sa:ety of feotanyl trarisdermal system has not been estabJisb"d b r.h il«ir0a 1.J1di>r 2 years 
of gge. FentarJY.I trmsdermaL~ould beadministefed to childrenon ly if 1hey are qpjoid 
tolerant ?Od 2 ye,u ct age or older (see PRECAUTIONS - Pediatric Use). 

Efflt~GY.lJC~MCID~ll)'..~.fflflli.O~[entutb.o_ar.ulr~.{!tb:~jm!Jlt.o.RiQidJ.b_e...~py__ 
of comparable potency. Use in non-opioid tolerant patients may lead to fata.11 respratory cepression. 
Overesrirnating lhe fentanyl transdermal system dose when coovertilg patier11S from another c,Jioid 
medication can result in fatal overdose with the first dose The mean elimination half-life of 
lentanyl transdermal system is 17 hours. t1trt1h.r:l µ:.:.litlnl-; ·#u ! :"M=i ~:.>,:rit if 1U:l t1 :;e1it.t1.:,;:3J;mr.1 
e-.;enis irdJjing cve':iosfj, w I -e~u re ff 0rltabJ fJ· a: east 24 J·clfs aft;:r fercar¥ trznsderrnal ~ys:em 
,t.rnr.>:d:.11u:~u·, fu·1xryl c;,JJ cr.;rr!Jabi;;dxrv ~ra.lu~ly :::, t: 11.<Jt:llc:Jll~~.1rJKirnab :i.."'fX 1:;,Jc,.b1i11 
st:inJn- :xrcent';J.tcrn 17 h::i,JGafte·6'tGte-, ·1n1c.al. 

F::< T;1J1./ inn&lfnn::il ,W,AITI :to. .i~I l'i" JY:1~(l!°lf;i rn v by pc1·,rq k;yu,lf:lrl:J?i?t°!fl i ·, t1:1 :-:r r1iri.n 1;: 

s::rri risJ,jcr, cf patent oplolds n 1'!e rr,~r,3;ierf.r1 cf pa11an~ r::retiing r.otei: ,J::! cJdz f;:;r tK:Teni 01 pain, 
r., ·,::1 r :t e detei::t m ~-rr.:! rnar.1Janer1 C1 rypo.:ff 11:::im i ·1c!1.Kiin.;. :t11: c~ ct qj,) c :.,nt;igo1~. 

All patienl3 and ihei" caregivers should be advised to ,.woid exposing the fetflian~i transdermal 
system application si1e and surrounding area 10 direc1 ext9mal heat sourcei, such as hea1ing pads 
or electric blankets. heat or tooning lamps. saur:as, hot tub3, and heated \V.iter beds, etc., while 
wearing lhe system. Patients should be advised against1aking ho1 baths or sunbathing. Tl1ere is 
a potential for temperature-dependem increases In fent<11yt released frc,m the system resulting i'l 
possiJk:lover!lose,nldeath. 

BJ:.ud ._q ,1 fi~1 .. 1F:!'..'tki·1,J.ie IHUJ:.:I, :;.:r Jr ,.:1·~_y1yl UJ'H.:mlr::.Lit,rn c,.Juli lcu·:i.i<.::: t; 1t..w<1:.:1J L~ ,J~'jJrwh::ll~Y 
cre-11i:l fo· p-,1le1i:, ~·,1th a J-.i0jy t::n-ptrnh.re: cf 40"C: CIO~"~ j:..r. :,.:., 1:mperatlr~-ci:pen::Jenti .. ,creas-::" ir: 
fo,ttr11 'C. rnsc:l f-o·n 1h::; ;y:;:,:r s.rc inc-cmxl S·\lr r:cm,catl It;. Patients we<l!"l~g fenta,yl trarisdermal 
systems who develop fever o~ increased core body temperature due to str&nuous exertion should 
be monitor ed for opioid side effects and the fentariyl transdermal system chose should be adjusted 
if necessary. 

L\aU1 :.nJ ul·1,n :;trio.rt- n:idi~.11 v:.r.11:,m~ ti;.;(; l•turrttcl wt,0:11 f.'. i::'q.fo 1;ert :;tt:c~t~ly !:l>}•.1,ai It' lfjn~n1l 
lrnn~cem1al :;y;te-1. [,ami:;les c/ mtlental e,:pc,3U'e h:tJo:le tran51er 01 a 1rn1any"I tra.s:len£I Sj:sfffi1 trorr. 
.1"l adL lt'i:: b,)d'J le a d)ild .,..,11 lo 11.rgq n£, rt~ c,:r,1al ~mi,1,; :r & p~ich {j,.j ::iJ-,ij'Jlc fJ....::C c cnt()] oxpcarc of a 
C3 ·5g~1e ':; sl-d -, 1l th~ rred1c3jcn r, tl1;i :>11,:n w1 le the c;:;~,J,va· v;~ aJ.) yi -,~ ::,- rAmo-:rig U·JG 1X:tt.:t1. 

Fladrgient<fl>1 trari!3j~n,i 3>stern h t·,e -,o.rr, ~i'J5.;;ngit swabwing it, or U$rg ii in v;ay~an-er:l·an 
lrrlcatcd rmrf ~~1.sc ct11::kin:;i cr ai:do:c 1ha l 00.1:: rcsi.it r ,:calh. 

Misuse, Abuse and Diversion of Opioids 
Fff1~nyl i:: ;:in ,r~o,~ .=: ,y,ri::;t :i ·h;:i r·o1r::,hh·1-11r!fl. :-l.ch .-J· 1~::; am :;o. ;Jht ~/ dn{ ,hm:ir-: ::irrl r(-:qt'! v.rtb 
addt'.lcn dlsorjff aro 21e SJ1*Ct to crtr rral divers :::n. 

r ent,nyl c.~··1 be :tijSG:J \n -~ nrnet sir !la' to ol1e' OJ £:ids_ legal Y 111:-tt. li~ shoJ c bi:- -:ens ~Er~c whe'r 
~,Q_:·iLli1tl t:J t:i:3:.)'.!f::~·q l:..:' 1.,11!il Jff!_i!.illfll,l ·:yJ.lm r1 :;.1 .. ali:.n: 1,kr:; l'lLl pJiy.3ci~·1 cl J.Xi·J'IJ~\.1~;[ :,; 
ca-r,;:r1:d abou1 an i1cr:o.a:£rl 1isk t1f rr:su~e, a.:u~e er drve-sim. 

N'f;t-n~ t,rsdin1,I sr=ftio'T) I~;;; l~Hffl rA.rit::i,i ;::s lif'i rg al:"J.f.A,. ,,y oihf,· -r,:=,tr.cs ;:n,i ,, ff.S nt ,:i-, ri-:;tr:it,, 
ll',ese ::ira,:;:lce:; ~·A I resu1 In IJ'C::t'itr:Ued cleilve·y ::>ft-,~ opk:1d :nd ::>::>3e a ::ifrl1i;;;:n ris'. to l'tf. ~b1,se·1lrat 
c.ni:I m,1,II i1 o:iffdn,t: rn,i .i;i"·r (,ffl VIARNIHGS n ;,i DRUG ABUSE AND ADDICTIDNl. 

C..r 1u,111i: ,lt.JUJl JL•u.:e. i•J..:itli•JII :.: 1 d di~:::r,iur 1 ;;li'-'t.ld riu [ p1~:::1 :I U·t- Vl•p~1 11 :11 ;.i~~111tn. JI :J1i1 ,. f-•.•Vie\'tl, 
ai :)::iient~ 1ee1ed w1r Cf;idd~ relure c,!'5;11 rncrit:Jtirf ::::,r s~m of :ibt,se a1a ~di::idi0·, ~h~ Jse d opi:J;; 
am~ u'.li,· P':l:lJds i::a r'i0S 1lY.) ri,k. c," Hidk:tior cv01 Jnccr ,,.pprnpriat.c med c:d u~:::.. 

He~lth at'~ -J'ofes::i,nt; 3l"nid c:n::::c1 m· s::;te 1:rc1P;;3icoa lt5n31n~ b:iard :i- s21e ccntrd ed 1J)3]ir..; e:,:: 
~11Jih"li,1ic.r inlr'1rnafi:-n :-xi 1r/.'11r>fXfNRnl ard rle:li=d,,:-~J,.f/OJ cb=donr.f1hff:rnr.t.d. 

Hypoventilation (Respiratory Depression) 
~;erlOJs ::>r 1tte-t1re.:1etinJ hypcve·1tliatic,r may cx:,::ur ~: ?I'f fire j~ rng 11":e use ::>' len1al)' 1r~ns:Je·mtl sy~em 
n~~d:tliy ,,hJirq [·1:.; riltil ~Lb (2ho.rn l:.illwi1 g irili-.\ti:x 1 :.i :11..;1;:.pvan:l lu!Lwrgirr.:··J;:.~~-t,, ~·ut1..; 

B::::-au$:, ~,~"cant~ -i::>Jn1s cf fcntan,1 a·~: &bscrtcd 1rm tc ~k r ;er 17 hell's ::,· mm, a«:r t,:, :,y:n:ri 
ir, HmC/.Jf.d, rt1,0,;mti-.firn m~y p;,r.-,i,1 :-,;;ynri:; fi·f: ·p,-n;,:;~ ofmt.,ry, hmd,1m:1l syr,tc1r ,;rrn,fc11.'lnliy, 
pa~eri:$ w 1h fyp:x;er1il~tion s·v:•uld be ca·afJliy ::>~€1'Ved fer degree of se,j21ion a-,j t!"d rn~~'at,)fi r:?.te 
rnC1riJc.,-edlJl tln=1:;:irn tirr1l11c.r.t;ni liml. 

FJ.J::r,iratJ\ d,Jpr,:::,:, or i~ th:, :Jicf hazard ci er-led t•;criot, h:Judhg \n1arr;, 11-0 rid vc 11~'dm1 h fc1:0ryl 
tra,f.S:la1--n3 s,sti:m. FBsrh:or1 t-~~fessicn ~ -io·e i"6~/ tc cw.r i, eldEr~ J · doo lita:e~ p3w.ri~, usi,al:; 
1cb,,in;i lat{f irl:al tb.1cs i'1 n::r,-tdr.r::r1 ,~alien');, c, wt1er or.:k~j~ ~e ~h:5ri in cmjurcii:i·, ·...-ilh ot-1::r :f-lJJ~ 
1h;tr~n1i;,<; rffifi·-11ion 

K~:1j1nbv t.1~r.1ri::,~;r .. , htirr ,11.t:id,~ i:.;n1a-1 li::'J.i,d :.>i:: 1:::t.11.tl:':(l tf\Jti lo Ln:l::!lii,i :r,,: .. i co:t.lf:l~~l::'.J 1;- .i- <ii 
respraicn, cften associated w,1h the ·s~r.r,g' pat1crn ct t:1eatt·1 rg ~ceep trca.1m 3ei;:arat;;j bi abrcrmal 1 k:nJ 
f.iaw,_,:.;). Ct1LL~· ,Jioxt t: 11.=luoU:.n l·:.rn '-P~·rJ- rii11_::: rJ 1.01.•iralr..ry rJu-.xu;:.,b- 1 :xr LXacuLalo It() ~;G,;:11in~1 
effect, o" cpiddz.. 11:=: r,ake:: CNerdcse~ inolvhg ,jfJQf •1,1t sooatve p-q:er1isE an.i q::iocs espscia ly 
cang erM. 

Fenta,yl tr.;r.:=:term31 s-;3lern shc,ukl be U'3~C 1.1,,t·, :=:·«eme ~Jicn In jX:tllents ·111tth rjgtific:?.fl1 d,rm c 
cb;tudive pJirr ;:HJ11 difA: ,<:oe :r co · 1:x.1 r· ,:,m1le ml i·, 1x1tffi::: ln•k1g n SL b(t:.n::~ v da·::-eased rerrjn!or.,, 
resa-~e. ~ypa,:ia, h)'per::apia ,:;r ::ore-E'.Xsti'1•J 'e~1:Jratory de::rs~Sl•jn n su~h p~~ffits, e:er 1,rua terai:;eutt,:. 
cc:::r. :·; L' · f,Jrlmtyl m1~J:!11T1ai :,y;lu11 may 1L::1u::.:..;1_: r1_q:ii,1iury d1i,,u .L' llu. ptiril ul ,v1•JL In ILu,c f-'<llio.!·11:, 
aiten:1:ive u,-opoic arial;i::i:;f d)oJ c be ~:ens dmc, ancl q:bcs snJicJ tie ern1:l::rjeC. crl1 .1nc tr ~-areiu 
rn€di~I s:.pe"..'i'a on :::1 ·te lc;.o..:cot e.tteG1ive tte, 

Clvonic Pulmonary Disease 
RP.:-::i1.JS:i ·n:=int r,riri:13 .- .,m ca lffl tfli.-iu;n lifP. 1t-r~;f.,rir~-J ~·r~-,'fmlih1tt.11 ",:.r1il!1\i iran::.:1;nm ,1;1fllr1 
shoJ c be. ?.cmin Ete.red \',11h c;autcn 1c, pti5T~ wt pri::-exl~rr;;i rnedictl cc:.ndl·Jais ore:li~ rg thern tc 
l·yp~i~triUl:.:liln Ir: ,1.d1 rx1li:1 Ir; r •Jn:.:f :.1fnt:r:,i•~ .Ju,<:l':; -J ·JJCido.; 11:iy ILrltrer (Y.:!U~1:t= 1h;pi1:i.,_11y c1iv:! lo 
thepci1:ol'esp1ratayfai1Lrn 

Head Injuries and Increased lntracranial Pressure_ 
Fcnta\11 t.r~:ccrrnj ry"G:i rn ;;r,wkl rx,t I)) 1.rnc n puHff1G wrc rr::iy tX: IX11k:1.la1y arr.c(f.)li'.Jc 1c trc 
irih·:,r.r•rial :'<fP.r.1:- rt CO, rffiflnt.-.r rJr:1 ::;, 1rt:llfl 1AiH'i e.;irler.<: 'l ;r irr.r~%;:,r. hlr~;i1;:4 fYf.:-c1Hi, irrpairf.f) 
ccmcia.rsnes, or ~ma~ Oo 0ids may obsc:J'~ th;: :in ca c:ur;e c.1 i:ate-i::; wifl1 head I Juy Fer1anyl 
ln·1ri:-,:hrw1 f.';cir11n rh:i.ilr 1-.f: 1£Fi:l 11,ilh r;~1Jir.n h p1ir1nm ,iih .n1 n ·1.rnrrr. 

Interactions with Other CNS Depressants 
Tne ccrc::rn tant u:;;:, of f'31i~I w1s::terrn<1I ~stem w II· o1i1':lr centrct r1er'1.o.1s Sy"Ster .Jepr::cs:ints inclJCI r£ 
L,ul rJCf l,··ill,.i ILi dM :.:piur.:c, j,_-nJlivc:.;, T/f:rt .:ti::::, lnn:.iJiiL:t:r:; (D ~, :)J"J'-'Ulh~-'fj11L:_;), qw~:·,11 ;,11i:.:.;J,t:lk:;, 
~herd1 mm, ~kr::t:t~! mus::te rela~ants, ~rd al~-ohJ, ma1 :.ause ·et-pirata·1 je:re5sion ryp01emia1, a ·i:J 
protcu1d se :Jajor, ex ~clenfi~lty r~Hdl In ,x,rn ::i. Whr::n sue!· rxm!::i11:d lhc:r:~r.y ,~ ccnlmipi~:tc. u·e de~:: :,f 
ITJfJ ff b,,1~ :~w,nt ~ff."JJJ;J '.l:'J -ig;-if (~'f11y iffJ;Y.;e:i, 

Interactions with Alcohol and Drugs of Abuse 
renta-r'll ma, be. ~xpect::ct :::> '13¥~ ad:l:iv5 .:it3 je:re5:xi1: e;;ects ;.;ren us~d In C/J'ljuncli:in v.1tl'i a Cd'f:il. 
'J" 't'f q.iJd,, (J. ii ir.: I CJtJI .. ,: U ,it (.;~LI;!;! C:cfllt:.!1 1 ~v,,u:-., ~;y~.t;'lil dtpt:::.<ilifl. 

Interactions with CYP3A4 Inhibitors 
lhe w1::;::>T11ant ~e of trans:lewal "1:<rtn~1 wi:r 211 CYP:i14 im titc:,s (st.d1 as toravr, ket::>c::>naZJ €:, 
i1roc·:n~xl:, trclc:8 .1dor·yci1 ~J;irit1r:n,yr:h 'rc:if,n&,1r, ·11Jlaz~dirc, 8miudurr:,rr.; a-r,;Yomvi' tpq:i!int 
r,ift ;,,;1, "ryti'rcmyr.r , fllJr.lV7rAf!, k~T1:l'flVvi·, u,prlruij j11icF.1 . ,rd vfi1·apilr'1il) Mt>J ?.-1.lt h <1r, ircr1.-1~fl 
Ir: imt2rjt p a::..·-na z0'1r;cr11ratir~. ~\.",.1ic1 ;;::iulcl ?r:~~Ere a ~romg aa.;1:rse. .drug ette::s flnd m:,i ,:::;,1..1,i! 
r•:'.1ffrti;.llv 'r1t;·11 rf';;r~1alc,y riqrrf!~rrn P-1lit'f1tr, ·w:i:il' ro 1rnt·1rryl 1,an,un;.f f.'if.1Rm a111 :1nv C~YP:°)A,Ll ,t,i:,-rf 
mLLE.-l.oce"~100t(~d ',-,r a·, ,;lf.ro;J~,.J~.m.®...zjliJ~..iilH&...cm..i L 
l'H":.n1::c 'l;':1!:1 BOX WARN\rJG. CLINICP,L PHARM,'>.GOLOm' - !xug lnteraGiions PRi:'..:AUTIONS. ;:rd 
DOSAGE AtJ P ADMINISTRATION lor jy1her jnfu'T,:c.jcrv. 

PRECAUTIONS 
General 
~·,t;nj1 t·.~rSdfi'l1.~I S\'jfiffJ :STdd r,:-;t :Ji/ J.;,fl( l f:, jrifi~ff. qiiG 1hRr,t~y ir1 rritffJI::: ;,.h);:Jl"f-J 1•)t '.'lj)~li1·ti):P.l'<r1. 
Cr1ldren cn1e~1hJ tJ fr.:-i·arrf l trartS(Jei- rnal rystf.n- $1·(.it.i:J :i5 O)cid-1o!t.-.ra1tard 2 y~rirs of age 01 d:l::· (S>::>': 
BDJI WARr~ING.) 

P.if(:·1l::, l,11dy1rn.:tu::·;c1dt:-:1ro_]i-11_1:,_;\il!l.itl!Jci 1:b1 .. d<.1J k.1bi.;:n: .·.IK.~; h,.:,1,nd1.t.i•.:( '.!Ui!J .lc1n;d1 
01 ,Jj ,: r5r .'!nct olher-; f;y ,,rem \:nt.a1rjl 1r~;s,J;rr ~ ;;y8em was 1"Pt µ~:;r,l:ed, ;. ccrn ce·~e in Ji,n1 r:,f 
acti'ir.: ti::ntrY111 rcrna ns :n fo··,:m!, t'ar :xicnna :,ystorr cvm aftor u:-o oo :fir:,:·1c6 A:ddcrti! :ir dcl:tcrnt: 
arrilirn1i:n :,· i ·,~ ,;r,!j,,n J-r1 ;i dih" nr ,,·.c! f1.~.-p.rt wll ::•1 Ji?. rf:f,:1 r:iltlfY OfffA,;.;jon f!v· r:mrl rp;,_,11 in df.;rh 

Cardiac Disease 
F-enta,yl rn1v pr:,,juce triJct,:~rdia. Fentryl ~rcud :'Je 3:j·nr,~crec \'tr.1 :,,u!i::,1 b O::Jcflb vA·1 
t.-H!lr,r--r~11·rn ia,. 

Hepatic or Renal Disease 
risJ'iiCienl irrfotmato- , e-,:im 10 make re::; '.)irn r-rc~tb1~ r5~~·din~ tt·re J~e c1 ienta'r;I tran~derr·~I s;.st..".rn i1 
paL!lf_:;wll1 inp:liL:..11<.rn.lu lr.p'1fil lmtiull I !hut.tugi:;.J!,•Xlh lh:;~1;r;uu,.:1 I:; , .Jw!J J:.: JW.iwU 
C:!l.~ior becai.is:: 0111·e i'epatic rrr:tatxi srn and rem e:ve! 01 oi 11:nlanj!. 

Use in Pancreatic/Biliary Tract Disease 
Fentinyl tran~eerm:"l s1t..em ma)' ~USf. ~~a3n :::if ('1;:; 3,;hn:::Er ,:i' Oddi 8'1~ :hcul::I :ie .t::ed wt ca.itivr in 
r1~tifl1n;wih i-;:,,rytr;,r;tdL~'!S'°, in:-J1KJ1n;1 ·,,~1.ip,p,rr.:"P.-rili~. u~,r.kt ikflfo··1t~rvl t:msdflffO;l wr,;;r· my 
czm~ irtrea:es in !h:: re.un amylaS!: :orc.mtratc,r,. 

Tolerance 
Tlba Ltd; i:J ;;[,1.IL: :;f ;Jdq_ii ;.11i:.n fl \'Kid t1>'.f.JIJ,Ut le ;.1 n1.r :1du:.::.::: r.fo.rq:;:_; llµJlm.:ul l in ;,Id,- iru!io.n ~)r 
me er rrm, ,j Jt cn .. (s ef3,:1s Ot::lr t rr1: . -;je,ran~s -i:.y ccCJJ' l!.:1 ooU It·,::: :l~::irecJ ,.ird ndHi"e:l eft;ctr, of 
cru~s. :int rr,:y de>:~lcp·&-1 ci~rr.n: r::-:este<ciff5r::r:f.ffect. 

Physical Dependence 
FtV'ibll fl~"fl 'drm: ifi a :,ate Ii 0~artalb1 tiff L'i m~·rif~i?.d ~,;; ::n q"i:iJ f;.)~(ifj; whlia,\~j ,v·,rj·T1f1P.jh;·,t 
c;r1 be f.lfOO.J:e,: ::,y atn.;:t ce.ssa ti:x- r~i:,id dcse re:Ju::ib.1, dec'e~~l-1~ j0c,c: le.'el c.J -Je dn,g. aidior 
;~1mi·1:;l·:dcriol >r1 ·n;igcrtl. h':l '.i:.ll~.1 :1.:.i: lirtnr .:t: tr >tA!!1ua1v.'.I :,yl drwie i~. t !":.;r:.ido::!i.'.c-:! ·J; i.un::! :.J" :.! I uf 

t~ "c,lwing: resjessness, l&Grima1io'1 tinorte::, y2vt1ir~. r;e~rz"ia:, mills, f:iDer;s,:1im, rnyzlgi~, rrydr~is, 
irrita!J lty, m:-cty_ b[d(an::,j:linl p8n . .,,;cak1e1~ ~occ-rdnal ,:,,rn·~,s; r~,cmria, rauscs, ao:1c:x~, vc,i-:ltlg, 
ct arrh:a, a in~-;;~i;-,ed t.b:r.l :Jre'm.ire o~iiatrly ratB, a· h~Jr1 rnti. i, J~neral. Gp;)ds ~:iJl-i(l rr.;1 l~ a::,n,pt1 
d SC'.l'11.iro.7d (see DO<'...AGE AND ADMINISTRATION: Discontilua1ion of Fentanyl Trmsdermal System;. 

Arri>u latory Patients 
Strm:i i't,·inrl ;inal,:"f.i:;, imroir ilA r· P.rfal n- rJ-ry,ir;:I at·j r.i;i:: r~r.J.i rro kr 1he rf:rlmmrr,:'! ~r p,Jt;;rlia ~f 
d~nf crc,1,.s 1a~ks ~IX'-1'1 a'.< nrM-1~ a ,:ar Cf [,p;;r;,1i'1g roa:J~rlfl'Y ::i:::1~1t. wh::> h~'.,e teen g,en 1enta't1l 
1·w1t1jmli,~ ;y:_;_:;r ::loJJ ·,~,t :!'ive U' t~cralD (t:lrq::1:J.J', 1m'd1 r cry tr!:::: :; lll'.:f ;:11r_ icli.: ·,n h.1 l'J ,. :: lu;t; 
rit·,ejfUJ. 

Information for Patients 
PaJent:, trc teirca-eJver::: 31-et!:l bei:'IO.:icedwith €lf!etfcai:inG1.ideea:t-.Meient:i'i}'l1lar1,terrr3l 
:::w;t.,rr is rJi~r.,;ns:J,1 Y.i8Lt>?. :i':l'J H·d,1r1nr,n rn:1'/ )~ .:1;?,i ~.J.:l11 

P.il.L'1 J;;:.;!iudd b .. : add_;rJ:i h:. ._11laryl IJ;.11;:;:J,_:· rt':lby::tem m;!a n:ilcnl"r)I tr u1-,Utl fJ<i II rndit.:re 
similar to T,::irline, tl'{drono·Jh:f€, rnetha:!Dn€, CXjccc.(xie, :inc rt.(Y11Jp1::>is, 

,·. F-Ji FrJ;:; lif-r.u!d t-lfl ,;J~~F.rJ 1i·f!t P-¥~ 1ff1trnyl n;,n~rJRimai .:y;,t,w r· ,y hf. wr(n ,·:crrt,nvi.;;l :t 1r.t 7? ,:i.ir-=, 
a1,j t,&t each r;atr1 st~')JKl be ao:Jile:l 7.>::. citF.rm :,..jn s1e aftff re.mCV:J d te :re\AoJr 1ra13dffma pa1Cl1. 

3. Fat er1s sr1ou~j be a:t;,b::c th3i ientanj. b"amderma! systr;r.- ~h:):Jj ::i;; appie:l t:, rlact, 'l:l'1-! ·ta1ed, ard 
rui -ir,udirit:d :.iu l'I u l~ltu1 <-W :_;Jj :.it, ltD ~:h,;;:I, l.:r11.:-.., 1~:1,l:., :.r 1-".i'.:· am. AdtitiLi! ,·dy. 'J·1tius{; 
slwcld te ad~isej of Ire fo l:Ji!inr;i: 

• Ir )'W'l!J ch k'Jrffl t'M ' plrsn,:: wit ~.0v~r-m irnf)3 r:i r:rl, 1h11 r~Jr,-, ::IY::.dd :ie ~~JI ~,1 t-i,; 
.Jpper ::iack 1c lowH 1hE chin:-es 1hat the ::>atch w n re remc-1.'ci: and r.;la~e.,: in lhf: mouih. 

• Hai'.-r t·1P. ::rr .li:::1~rn i.i1A rA"t:1.ild J-.f dippR( (rm rln;;e(~ f(in 1r. rold·i a:i.) .::ntim 
• ft~ siie. ::i;f?-n:a11f trarsdema ~'l1ern ~p1;:aib1-,Js1 t,e e:le~nsedprb'toa::r,icat0r 01 

l'i':' :;:.iltt1,tio:,::> ',1, ifr1i,; t1:JrW:Jf.::l f. 
• Co m1 US€ SJ2p;. cilc;, J,Jlkrrs ~·x:hd, a a-11 J'l"er a•Jel~ hf rniJht ililatf te sti- 1 o· alter i\3 dmacJi::ri.'a:.:s 
• .il.J /Jli !h: ,kr1 to ell) :::rn::>ldcti p1b to pctch a,q:ikat or. 

4. r-ar. ffts shwtl re :J'J.i~,sc th:1! 1entany! tran3dl:fmal s-pl.~n- .!'hJd:l 'J:! a~:.ie·j mmtclal-=:ly ll)Jn 'e-n::1;al 
frrm 1hfl S:'!.-!ed pnr:kwr, wd aft:l r ,nr.;al nf tt·1:=: irntP.:;-iw, firlf.t Ai:J 1k'f,i rt J··,~ ri:,ie;nt shr,1.ld br. 
at;is;:d ::,ft'1f."ollo1,i1r~: 

• T 1~ 'ff1a111 tan3ct'frnal S)!Ster 3)()!Jc nc:1 l::e 1,;,;;11 ihe se~ is broken, cr if t·1~ p,:1ct1 i: o..lt, 
i1n::~ud, c1 d:a1\;JJJ 11 ::i1-y W<l'f U.;irx, 1 apa lcl , ll1ill r_; ~ul, rumug:>~, r.t cl~1~~d inwiy 
,v~' :er EXJXlS':. :re r:.~1ie.T. or care~iv2.· tJ lh:i ~onn1s Jf~1~ J:Jd1, \•n,ch c,m resun in an 
overdose of fentanyl that may be fatal. 

• T-vi Ti:r:srlArrn:11 .=: 1r.i" , ~In rlrJ !~fl r:n=:,:,;;i,; 'irrrly ir plar:2 Nm·, tt·,;i .l1rn ·~1hf! ti;ir,i lrr?P 
3€CCT'l.'t. m:akln~ Rte the cont~ct is :·o-!pet~ ,q:eclall,; cruml1he edgro. 

• i ld p::d·1 snrld rd l:€dddej :0 :r,t! crty p11r: 0i ti: pitd1 £ t;().])J:.Ed 

5. F:.i l.,:rl:.,!.;hudd b.! ad,i;<.rJ h, .. h! dc_;i.! c, r,_nl.dyl lrr.1J1;;tluin;j h)~;! .. ~r1 :.;1 tl1:! ·1unt,:i ,J pc:lth.::, 
a))ied to 1he sl<in shc•Jd \E\iEH :>:- ec µ.~ed v.itc,.il 1t'e p-escri:ihJ ·1t=alih:,.3re prolessi::~1a!'s i ·@uctc,r:, 

6. P.-tt ~r1s Sh•,1.lrJ tf. :;rkisf.:'I t-,::. · vJ·1iJA Wf.~r ng 11'1fl r~itr:·1 "h':y f.·1,11Jfd :1~;1<l f:Xp:i:; ir~J !hf. fe"JJ;,ryl 
1nmw1ml $'f.item .aop btim 3i:~ arr.I :.;wwnd rg arci:l 1c direct ex1ernal -eat SOJrc,n, s .. cr ::is; 

• 1es1ingpajs, 
• :;ll~:bi:..::J,11:lcl:i, 
• ~t..ntahnc, 
• ,,:;E1U:W·rinJlarnp; 
• ,~Ul'l 'i, 

• 10:tubscrhui ca1hs,it\CJ 
• ··1P.:·1f:dW,Tf:J':'iP.C~ f,f;:, 

htlmc; ·JllOl.i•: 1.it,,J l> •J ;Jr.t :;_,j '..ii ;f ')J!.rU 111 k:t11r.c·1.t.J!: o.~Jt'..HJ~rl 11::·:;,.;;(;!; in llni-.ry 11.!1_;,1:.; ;_; !rm, 
111t. 1:ia·!:J- n1at WJ,:. re.8Jlt r an cverd::,se, ,:,: "er1al1'ji; irf.fefcre, )a.lim1s ·,A-~J de\'i:klp a Ii~·, fi;ver er 
11,:r(}J!:ffi bJj;,,tmr:, :irn tu-r :, ::lur.1or.1rcrm.JS oxefticr 11t1b 1tK:crhJ tt"c retch :l'YiJ.lj ccnla,:111-d 1:l"~::icia1 

8. ratimt Si::>.Jld re a,::Moed t11:: ift-11:y 6~J:erience pr.bems ,Jilt, 1:!h:3101 ::He 1er~ ta.;'-derrnal ~::;te·n, 
thRv r· av l,nc: tlfl ~•1(.H: of·fl·K'l ron •1.il 1 = n;t r1i:f t:-p~. ff pnhl~ ·1, v-1-l ;:du=:c,cn J:P.J,ii,1, p,1i3n1l; rna~ 
C'-'er1~y t1e :>Etch w1h a1rans:::imr1 ~cf'1e:,ve film crnssrg (e.g. Tegaderm~. 

9. Fat er1s sr,c,,Jcl t:i:. add,e:i t1~: "rl lhe f'31ct, 1211 ~ 0!f l~lm 72 h:xn :: new fJiJ !i:.t iray te ax, iel.i 10 ~ 
df',111Jrl::lc,11;,fa; 

• C rc1tffls st ct!d ti':! ~d',i3i:d le ft.id (;;,j :tra11he a:l,esr,e ~dB fdheres t, IS:: f, m:11 m1:1:if ati:.{y 11u:J rn·m 
fi·Jfj b!flt IJ/lA ,·J ;r:rtn;l 1rnrr.;:l i=:·,1~I ,?/Fff.rn ;;ft;=:r rw1rr,, ,I frr,rr, tf. i;J.; r 

• 1 1.:Hlt:1 h::::1,utltH.v:, i·1,ln .. clJ:~J 1·1;:., if 1tie iJ!:'.! J··.n h;; -J J~f '=-~~vd· a:;cir.l!nl.i!ly -.x:1 l:.1tl.:; llu, ,:~r, lrll:l 
,rea 51'!:dd be v,~,e,; ::;1~-1 ~.i!h dea- wa.:er a,;:. ro1 sea:}. ttoho ,:,r ::>t1>;;r ::;r,anicalt :>:co:au::,f; 1.h:re 
rJ1 .. id.1cl;; 1riw, h,;,~:;J:;_, ~,:.: ;;bilil, ul lmla·,">i lo tY-1 llw)JI", Ui:.: :kir,. 

-· r-ater13 slio1.Jd te addsej t12: ;erri~1yl :r;_iroje,-n:11 si•fie.m ma,; ri-p:~r mental ,srdJc< p'1pr.a! ab'tv' 
rfK11Jir:1.-: f,)r t ·,,-, p;1rr1n.=.rrn d rr:!BnM!i) r ~~riJn.J~ ;,~~:; (fl.fl., d1 i.1n·~1. :n:ir.=.inn rr,,,-;··M¥.-r Y) 

"~ r.£ i:rt, i;hotlci ,~ ,lfJ,r,:,ej b reb~tr 1w ::ry 1:.orer1i <'I,' d.~·qi:n:u; ;:c:! i;;iry Nti:rP;kri,,;i en tffii-n1I 
tra-v:,cerrn:~ s:1~ern or whrn tcir cjr..(,~ Is telr:f ~<:jus:::c, tn1i 1 ls e':lab! sr"3d tha: !hey ha,~ rct t,(;m 
a:J;;~1~;i.iy allcd:.:d 

'4 F¾ltcr1sGM1.ld l:e: ad·,t.i;j t'l::tr~irry! 1rnmjc·-r,:1\ Sjflcm ;;-oJld rct tc cornl:i·"i>::il 1Nit'1 alcd't o :,, 
(/l,p.·· CJ,f3 (Jf1 ifffi f: '.Jf~~ ?q.:., ~ln;r fff:r)i(,~-ifJlf. ·r~rq1!1[7;:-;;; [·iiii::il:.'.~ UlfJP.ff lJf,: .~rJ;Ji1iVi~ P."ff ff ;f('. ·1.;_~ 

o::::Jr,re:,u1i\Jh3Erla.i::.i,jt,ryJ'dea1'1 

• ~ Fciter1s terr iiy rr arrbers .rd c'.! ·;:give~ 5hctJo :J:i :i::tiisEi~ 1c. pr:::E:,j ien:2·1:1i 1rol' r&errr ?.l s,;::tt.m item 
theft J· mi3Lse ir te w::ii-'. o- h:rne e,ircrment 

:Z'C Pat t,1:.; $f1,:,1,ld te i1~1rlcted to ~~:;J 'en:ortt 1r:nsde,r,a :;yslem ,r, a-sen.re r~act :i1J1 ,:/ te rr,)ch of 
l:1ilcrw1 d.vJ lD lh,i · 1 ~I iii::•. '..!I rata1 re:,pirotory depre::: sion. 

24 V'iornen ct ch lcl'e<i'hi; wi::rlia vA1J oo::•)f'p:;, er ,~:-e i:iam:-g 10 teror.e p-eg)an:, E"iCUd 1e. Z!.t'.'l,td 
to ccm1.tt a ~4·1"y;;dan pb· t, hnk1!T19. er cmfi1.; nfJ iJ·er-r,i)1 ,ih t:n:Bry J-.;1·r1.it1rrr-:; ::,,;;:ern. 
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Dmg Interactions 
Agents Affecting Cytochrome P450 3M lsoenzyms System 
Fin:arrf s metabJlzsil n-2irly 1,i:: thE tumen c11octrcme PL50 2.;,4 lscerqme -System (C'f13A'1). 1herefae 
p:tw1tirl irrtmr:ff ;)11, rn:1y rrrr,r wt·itr1 t;i1nf1y ,~r,.dn1mal =-yr,-m1 t 11i:rff1 cn,.;11rr:'lnf~· v.ih·, a;rn,; ih'lt ~it!P.(1 
CYf(;f\4 acn'litf C0admirl'.:trati,:n 'l~h :.•J~1i:, 1h3t rci..lce '.)AL ,f.1kt::- ma, recuce the effi,~oc-1 j fo-carr1I 
IJ;,11::<.:crmal :_;;i!;L:··1. 111,J ~uu .. mlunl , .. (;i.: l~ lr,r,Jdmn,l 1c·,tc:11~ 1,·il·1 :ill c·e:1A4 irlUicn; (:;jd ~i~TiLi·rt.~i·, 
k3to~:,:ro:;:ole, rnccra.ole. tTJemcb'ny:.n, dar1tr:rny:.r, nelfanivr, nei;m,Jc.ne. zmodarre arnr,rffia:a, 
axc'.)tant. clitiszcm. c1y11-rcrn}'c·i1, IIJ::,:,nazjc, fat:001p-cr1&1ilr. g-ap::,f·uijLb:, and \·oJr::p8ml[1 ,1~Y rc~.d: n 
~, rrrP.'iSA n tf.nt~ ·1y! r~,:m::i r.ori()':n!r::i1i:n~, 1~t,ir.h r.n.1 r. ir)("rf'.1~e er rr..ir.ng arJv:=,r-:p, dn.g Aff..r.t znd may 
C3Jse1atal resp!nrnry cepresscn Patlercs rixei'irig fentmy tr~nwemi.il ::;ys-:an ;:-J,i iri; :-_vr-2.M lrnlt:itor 
c.llru./(J bfJ r:n;f Jl1.J:JiDi! r:rfj(' J 1n c1n ff.•:t•n•:£:cs!fcictJ n11irne end drnrIB..::.'ill.!5.ITJe~ rria;Jf;: if 
~prr~··,ted iS€"' BOXWARtJING CLltJICAL PHARMACOLOGY Drug lnter~ions WARNINGS. 9r.:l 
DD~AGE Af.JD ADMINISTRATION 11-1 lsh~1 i1 lr..rn(~li-.m 

Central Nervous ~stem Depressants 
"le ::n:crnit:n: .ise cf fe11t:i·1,~ traw.errral sy:steT, ....-ith cl.he· cerral 1~vJU~ ;;ys:tem ce1:re::.sarrr:;;, irducbg 
ixrtrot rnit~:l b ot,sr '.):Jolds redat'!e:3, rtlJYOtcs trwcuiize'3 ~e.g .. tcnzodiaz!::pries). ;ir:nerai a'1:::!heti:s, 
rf1fi ·1r,-1·i.1:;irf.lS, r.b;lf.181 ffl!l':t.lci "fii~iY.r,ntr., ;ni :ir.ohol f'l:'f'{f;:Jl.8"' fi!ll,i·.1tr1ry r.F.rff ::-.sim, 1·,{.1.,li!r,i:r1 .:nr. 
profo.n:J 5edatb1 ,y poteqj~ y resJ tin coma o' death w-~,- su::1 ::-Jnbhied thera:>y is :::n:emr,late::i t,~ 
du;o: •J ,_11:0: 1,1 1 :JJ.1· ~i~.t=nl:; 11·u .. ltl [J,:1 ::oitrili0:;_1r1 il·i ,~o.:ucal. 

MAOnhibitors 
Fanrrt tn.n~mal ~'9-r-m is mt rec~.nr enG.ec fCf LOO i 1 :n:ienll\ ;,AY.I ha,e re.,:ekec l,1tDI \\1i~i·1 i ,J da~ 
t:iec2:. re se'lere m u·::orejlr,~je pcr: eriia-Jcr cy r·.,1AO inrll:itoG ra8 been ,e'.),:;rt..=..:: ·,~t··1 '.) '.)Gid am fes es 

Carcinogenesis, Mutagenesis, and lq>airment of Fertility 
SfuiJk i11 ;nrnal:', tri F1.;al.1::1t lhfl f;,'1r;nn{lff'i:-: .Yri':r~n ;f :frt,r~·I H:-;J ·1n'/fl net bf!fsr, -·~J1rJ1irlfld. l·,,n, 
~,,:s no e,;lden~ cf T1Jt~~cric fy h tt·,e :.-1;:;s Salrnmela muta~enlcty <J:lSaY :re i.,lim~ rat hep~:c .. :yte 
1.n:;ct1edu ~c J'\:. ::,nU1~,i:: :.:i:,::iy, h::1 t¼U:L. 3 '.~ 1t:.1r~;l:..nu.i.Jr1 lt'!,, •. ~nl u·:e tu.,nan l.,.inr.t~x:y.E :md r_:-1c: 
c::r:rn;:i,cn1ala:J~ntim!IH1troa:::;ays 

110 :xit ::nja i'8::ts of fe1t?.r>A :n r1:ile and fe-nale 1ertiitv wi:re EXH1 m! info rat rnxle >Aa t1.io se:JBE:E 
e~periment~l r11hl rnalt ler!l iy ~t.idy, rnale rat:; were :reaied wtth 1en1a··111 (0. 0 ')25 O.' o- 0 4 mg1kgi 
da~: Yl-1 ~,nnthi.J, inh·,·1,;.;rcur. i ·f'1,1;i;-,n ':-,; ;,.=, dn'F prirr -r, r· :11ir~1; ff.mlr: mtr. irit:ff 1).-.11,~itfd. In -t r1 
fBT,ale 1er1iity ~ucy tn:.le ra!B ·1o1ere treate:t ... m tenl=riyi (0, C.025, 0.1 or C,f m;;'Ki~Y} 11la cor:lruous 
i ,r~verw,; r1lu:::i'JT1 klf 14<J:.r1t:r.ri:r ltJr11:ili1 t_ 1 .. nli J.,y Hi :.ii ·.n:iJrJ1 cy: 1Hil, r~~I;;w1:11:-1 til lr~aled. D,mv:.:i. 
of fe·1ilil)' pmme1ers 1 ·, '.io2t l31udie~ i'ld Gated thal. an intra\'enci.,s drn~ of fonan; ,_.p :o O 4 mgikg!,jay to 
c.t·c, J t r11alc u· ltr..: ft:·1:::lu ~J,x1,_, ~·1~d1J1.,ud 11Uu!fwL u1 lulilly (itL cci;i}b'..lf..:pcximld)' 1.6 tirnl:t! h 
dai~ liJ:iff cose a:Jmlnister:1d :Ji• a l CO mcg.t1· ~atcl1 ma -1Jfm' t,aSis). k·1 a se::xJrate stJd1, a silY.JIS :Jdt; 
bdu3 dc'3e :if fsntrny ,iaS ;l-cW1 to rr r.,air tffii it( r rnts wre1- ~h'er In lnt'3iierous j,xes of C.~, trnes lh~ 
hmnr ,J,1sfl1or.,rlfil iodof 1'?,icvs. 

Pregnancy: Teratogenic Effects: F)?..'Jr~,·;r;;yC:1tR,;VvC 
r,o epiderniotgi:::21 st.1d ts of w'lJenttal ~.rc,rralio::~ in ln'ants bcrn tn ~,·,:;r ff irtatoo wilh fenra'1;il duin,; 
pr~1r~ny t,J.t- urn1 Tep.Jrlt'<l. 

rr. '.)'.ltGr1~i cttcct DI 1cnta1) en c,:i-y::,-f:J'.c:I tk;x•ck:ipT1c·r ·,,-crc stud)(.! in ti: ra1, mc1..m,, an'.\ r~m·1 rncclch 

;!~!:~6:~~~1~!1:~: :;1 ;:i~i1~~ti~p~,~;,f~;·ci:~~~~~;i·1~~~~;:r·~f~f·;%!i~j~~~-::.:~:~ 
nfre·,·1t:1;JR ·1ir.ity (lhfl rurp -1:i=,f i:=: ·1ppm~ir1atffy-; li1rrA, -hf 1fail•1 runa1 rti:;,P. :-crniri:::iffHil l:y .. , • CCt r·,~r.: 
h' pate··, Jl'i° ~ ir•J"n2 l::a3is). h :::X"11r,st. 1he lrTwe·-i:yJ;, admi'i stratcr of fer1arly'I {(i_ 0.01, or ).CJ rgf,.•J) 
liJ l.)(1:'i.1 ltll11~u, 1d::: bum ~Je:::L.i..rl ti:.iv r;; l~11i!- ,~.1mie~;l1;i: EviJ,iru.e cl er11t.llvull.~itn.·1 :1T1.l a:,;i\Jll i11,_1t:a~"' 11 
mean ,H\'eTy lime h t·,e 0. J::! m,f,.g/d~, frCoLI:. -.1,ni ,;as nJ dear fN ce.nce of ter<1toJ:::nid·:,r no1ed. 

Pregnart fErniJl8 New Ze:ianct ~Vlt!: re.ttit wn realed with fe·1].f'l) 1 (0 0 )25, 0 I ;:,.,1 rngtkg) v::i imven::us 
i-i'Lsi:n f·:ri cl:i.y Ei t:1 cl~y ·1 .3 cJ YeJnrncy =cn!anil r.:rccuoo·J (I sight :le:1o::a;:: i1, Jc bcc-y wc:lifit d v~ Ive 
f.,111~F:s ~i t1;, 1irJ-1 dCWl, wh rt 1 rnay '.)fl :irdt'trlff.l to rri~t:11m t•,Ab1y. tJn:l:ir h~ ·~·-·rciti111s r.1 lhf< aw11, thei·f:: 
·,,,is no e,;iclence br fent:?.ryl rdr;ced a:J·.erse elfe~ts en embry:r1etal ,je.vei:x>r-,eT ~1 ccre3 JJ:, to D.4 ffi£11'{ 
(:uTt1;t inmley 2, lknf.:l: : u,~ :Lui~ ·1ulll:m de~::! ~Liniij;te11:c t:v ti 1 t.iJ mq•tr r.ul~: , ,_ij· ~ nn::·1,2 t.ia~i::). 

r~.:·J ~r'.: ·11J :tdu,:uuli.: trd ·At:i -1 'J 1:u b.i :;ltdir_:; i11 ~~o.:•Jr anl W'.J ·;:;11. Ftirtnyl lr:-:ur;dcir- rl :;f;!trn :,;!iuuld be 
used c uirg prngm·1:1 orly ri 1he p:te.ntBI pens'1 µ:i1ies t8 pj1enli,I ris-: tJ t16 ~etus 

Nonteratogenic Effect$ 
C1-rc1·1:: 1n-enal ireat·11e'1: Y,it'I feTarty cuin;n rfP,.(ll"l'l'J'':'J h11:~ :-y.:;,sr, ~~,.vfal·~·i :t.ith 1-,.~~i~nt ··F,::r.t~lr\lV 
dflJ.Tfl.<.fi~, 1, :,:'lhavi,-,r,1 c;l'r,1 ·,~:ir, o ~:i711·i:><:: rl·~,r~,rt~··,;: ti~ ·1P.roratr1 .,r,<:11 ·1.irr~ , ,'; ,:r·rtrrn ·,,:. 1n 1-.:.u: r,rrr 

SyrnJl::im oi r ~c,r1,iti\ r:q::i··at:Yy ::;- neurolcgt::I r..t.presslm weriJ nc, r ore frequtril than e~pected I·, Ti::>51 
:::.uciti.::: :Ji rtJ!l[!:; :J:J:n tJ wc111m lrealeJ :.1:;uldy :twi11o;,1 laJs wilil hli'J'.ltHJt.r.; ,y, ::l~ )icur,~ 1~·,LJ1y. lr:.n:ieri l 
nematal mus,::li:1'1i~c:it1 -,z.s been cA1Smoo r, inh~,nts·u!·cse. mct-,e.r: 'i',e'e treate '::· wit·, rtra·-'e:101,s1ent;··1yl, 

1"3 JOt~yjaJ e:.:ecl::, of fu1Ervl :.i1 n,nl a1j .xi:trota c1:vel,xorrer11"te~ e~arn11:1:d r tre rn1 rn1:<lel. 
Fs-1~le Wi3Jlf rz.:s wer:: J52.leci •Ni:h 0, J.C25. 0.1, ,:.r ). 4 rr £ikf/:lq fentn11 \! a mt·:-f~Erf.:1£ rfusic,r fr,:.rr rl:-iy f, .lf rr.P.f j1Hn.-y llrw:p :~ W~Af::;; or 1°,-1,1tt11 =ffd,Jr iy"I IJfnlfflff"Jl (().,1 fl f f~Urh;iy) ,iJ1Hb1d,· :ifl.":f"l ::Cifld 
oo:ly ·;,-ei~·r Ir male <1,d :~rr,~le puos md al~o ,::,5,:1ea~d m-vi·,a! n pups al. dai 4. Bo1h 1he rr,id-c!cst ::.rd 
t1 ·~tr d:..i~t L• tlll~n~I ;nn 1lt: t.i:ir11;y1::1t:.1Jeu :Jfl~dtJf1:i in s;;J ne pTyH'.:::r ~nl111aTk::,; vi tli;i,;t:IUf.Tll!:lll!. (d,n,,,e:J 
hc~o- eti:Jlrn and e-;·e O'.J::nir)J) an:! lr<i"15ie11 b~h:;ViJr':'I uvec•pfftnl !deaea:ed lcc::m:)L:r a:::iv-:y :}! day 
2.S 'f!fid p_·,_cve·ld by ,.:ry EO: n t: mkh:t,:,._; ,ird h:.; ·1ith-1;,_oc(.; ,lt: C.L :![ d 1.e lilfl '.\; lh; C}Jj~ iwr:n 
dose acmil'l!1eroo ty a · CO -,c,~:1r J,rcl· m a mryr,: basio 

Labor and Delivery 
F::rtany"I rea,jry pas~ec: ;.crCS: 1!·e. Jlace··i1a 1o 1he ",3t1:;; t ffefr.-e, ient;1ry 1rnns·~~rrna; ~tErn I;; nat re::JIT ff o:rded 
f!-11 am w·.-~c r.uirlf.l l-0h•~'i' ·'.l'f (F:ii;fly. 

Pediatric Use 

Fe·t~1tf tr~n3de·maJ ~y,rnrn sli'.:'J::I be z~:rini:1ered lo c.tic.lren cr:ly I H·r::1 are OOG~d-lcitiar,t ii,d 2}',;ff~l c, 
;:qe J' olj1r (;ea DOSAGE Al-JD ADMINISTRATION i:n:I BOX WARNlrm!. 

L' yU::ilf, ,,,;1;,1,·i-;1 <1CtlC ,:ntuJ TltOl>i Lrr· by ctr !ttcr I, !J3'.1 :;wU:q Iii U'I Lii:..i:,;,;;r~J u·c ~l:_ :dit:1.it: 111_; L IL~ ~)1!:;t!j1 
U'3n:cerrnal ~y,te-, (;see. DOSAGE AND ADMINISTRATION, and men ~or dres on d :he ~stem t:b;el'.i, 

Geriatric Use 
1·r''lTH!lon trcm a j:il.Y ;iu~: ::;f t'1s p··,ain-ao:v.ini:tlt;Z c/ V i~riarr,-: !!) geli~:ric ~tlE:'"t-1:; uL4! f'!ojica1es !ha: 
H·:?, df'.'11Iir~::'! :f t,i,1ar~' tWf{ l~ f!te:ll'I dflfff'a:cffd Int·,~ pY1.kfii.-n ::iw,r-:1he a~.~ -f ft.'Jh:11foi~;1,ff;,=, r/ 
tt1e3e lh':iirigs 1o 1et1l:i',111mns,:e1 rel s-13te,r I: 1,rj<m,<,T1 <111li~ ime 

Fe'G11~ transde·mal ~y:rem fh:1Jj b~ \1'3ed with caut m r, ehJr-,~ ·:::rJie:-;:lc '.l' d~litat~~ p~ie.nt 0.sir1e-; 
r,.181 i1:1vf1 ::iisn-:rl f'.h:i,rrnc:ikirir.t,rs (I.if to poo fat r;t,)r::i:::. rr,1~1-lfi vm;firr~ ;:,r 0oo 'fKJ rjA_;r;irc:'t (:,?.Fr OOSAGE 
AND ADMl~JISTRATION). 

ADVERSE REACTIONS 
In post-marketing experisnr.e, deaths from h~oventila1ion due to inappropriate use of f'8n'lalyl 
trMSdermal system have beeo reported (see BOX:WARNl~JG aoo CONTRAIIJDICATIONS). 

Pre-Marketing Clirical Trial Experience 
~Hhr.t.qh ifffany ,Tv.rJnrrnal ;;vr!Arri Uffi i ·, rn.t op=,1 .iii,;;,. ~,.- n::11t;i '.'r,in :ir(l ir, pr11i,rF •1tlln i'ilff rni 
0pld:J-1c~erant s WNTR.D.l'-iD CAT[) :·,f safetj ot 1crtal'l';l transj::.n,15Ys1em was aiglr,Ell, Wil L;Jte,j 11 357 
~~~~~~~~;~'~n:i!~1:;1~~~~~;: ~~~,;;r;~1~/~1~~~: ~;;;;~~; :~t,~~~;·~~;.~~:1 

:~
1~~=~~ :~~~~;~~~it~_r, 

syctcrn 1a cvcr20 d:J.f.) 23% ta1tlr1. cct Jrcooncnt f:1· rnorc 1ha ·, 4 rnonlhr; ard 1 Cr?., J::cd lcnta,11 
Jra;-,,:J;;r11.1 S)':'iernt,..rnnr;;t~in ·1 ye.1· 

Hffc.'Jflnt kit r.n 111a;, i· r: rnnr,1 r,::,r n ff, a:1;;,rrfl rmr~irn cr.<ff~ ~r. in 'i?. ( 4%) r,r.r.t 1f.F.1 fllil;e r1~1ifn-;; ,'Hl h 
'.; (2'),) ci 1he canr patientt I y~otensicn.and h1T-•cr1msc,r were d)ser-,ed In 11 :3%) an:i 4 (1 %} Jf t'l:! 
c~;ili,J mive patiu 'It: 

'.i'ariu.1~, ad1vn;_ ._,·,ml.: wut: r4-XJlu.l; <1 c:iv,:.JI ~:;;li:.n:Jiµ b fi.nl·J"~1!·11:;dt:rrm:il l.>)':;l,_:11 i,a~ 11:J. :Jl'lc:y;; 
c0lermin5,j, The irw.erces r,rns,ned h31·e rE<11ect t1ti 3Ch.J.31 b~ J~rcy ct seer 3cm:-se i;11ect i 1 J.:1ient ~~h':i 
recei·,ed feri!an;i 1ram,j~rral system. T-,er:?- '1as teff1 rJJ a:t,3rcp: :c, crnBct fer f! p~ebc, e.'1€ct conx,rr~ant 
t.SP. nf cJ·1~, tiir•irl:,;.,-f i'.) ::;;.hlr::r:i 111:i hiq ,~wif.s rfl:n1Rr. h1 rla::.;1·,,1-t1P.r",·: p,1:f.nl- n·, rrnl"ilP. rJ 11i.i :i. 

;,,J;,,,,.,w=- ·o: .t,jiurn .c!.JoYLl:lu 1 ·1 :f.!, ,.;.n:~, p:Jenl; ;ii <1 ITHp.11,n,:,, cl ·1 ~<, (.lf \jfti:.l.lE:'f are fJt:? ~eT1ied h l:~Uc! ; 
sir, lar reacticr:.; ~,m "Eeffi in -.re ::.oT pcst-or;eratr;e patien1s slJ,jied. 

11 te ~;:J c.tric pq:ti.l att,n. t-,3 s<1iet)' •./ =fft,nyl 1ran.sderna cy~em J-a5 .:>3Br e'l311Ja1ed i·1 :?t' I ~tients vi.tt, 
chrc.lil: p?.in21c 13~,:,a~ cl age ne ma~or1 of fe-rnryl t:1rS'.ienn?I :ys:,:.rr u:,e,l.'1red; 20?..,of pedl3trie 
r~~ii,m-~ w:'l-~ t':'l,.fd lor s 1 :-, u-.v~. 16o/- :er 1 ~ to ::,o .i=i,s: · f.% '.-;r ~11 ir. f.1) i~t:;; .:in1 ?'½- f,-x .0- least Sl 
cay,. TwenTy-fr~e pte.nts were Je<.ied wi-.r tert21"ry' i 1r:ins,jern 31 :;,stem 1or at lc:2.si 4 r,)ntrs an1 9 pi.ue.rts 
1,:rr-c<tthc<ni_•r,ont::, 

Thm: W:ct, IYJ :.1r.p:1:cr1l ·J'.:J::i~ic.:-~::.udfic t4, ~;:....:dud v,iJ ·rn !;.n11 b;rd:.:1 ·1:.I :,1:,lmr u:~J II di CTU ,1,_; 
yo..i1J aE 21ear·s o!,j lf,h6ri used as ci-ec:1:d. The mo:;t ::orrn-or aclverse event 11.,e·e feJH '.35%;, var,itng 
~Jt,,), anj i'lH3ad (24%\ 

.t..,t,erre e·..-errts reooted n p~clat1::: p8tientf at a 1ate of;, 1 Siu a:e preserted !n Table · 

TABLE 1: ADVERSE EVENTS (at rate of 21 %} Adult (N=380) and Pediatric 
(N=291} Clinical Trial Experience 

·''.)~9r·~~~- I) 
fojy ,,s a ·.tl/hok 

JTC()€{l r:~! 

....... :~!·~,:·-'·' 

.otck:rniml p,h". head,ct~·, 
i:Jli;pk.•,1_,;.JltfJJT,IW::r, 
inflJe12a+:~ ¥11P~1~·. 

':lL•-·idL:·h!r1j1.1y,fip·-s 

r·ar~ h5::.cache' ie-~er, sjrccr,e, 
al.d~nhd pair dl::i1~ l: rtaeU,_,r, 

'u·-~ng 

'wll.f.",r,v;r·ilinJ"' 1\,,1.Jc,~;-",v:-,·n-inrf"' 
c::n:lipatlm",drymrut,"', ccnstpa1io'i',dtymoulh. :lort·ea 

:.iru{tl): .f, Jiarrh,i:.i', (fyt;:.Jt~·~i=f 
fl~i1..len:r. 

Lril18fy ·eti:ir:ior,' ..kwm1 rnti:inio·, 
Mte:11.,ltmdls::irjer 

Cardiovascular: brii cljcarda 
Digestive: ,b.iLrnh:J tfa ,;nliL~1 
Nervous: :!J)l'.';sa .. h;.:,.,tnia, vcrofc,, stJpo; hy:1.>t:x,a, dt,r .. -,;rsx,ali2ati!Y1 i'11Y~1i ity 
Respiratory: s! ':!rtor:i.1:: tftalt-in~. <1:;ttn~ r~p-at:ry tisorr.'e1 
Sk in aid Appendages, Gen eral: ex":lid,:~ :t,ni ,ritifi, pi:;f.JifSs 
Special Senses: ~t!,c,pl\~ 
Urogenital: LL:dct-r p::jT,, 0~11,i:3, 1.r llclll/ lre•.111t.·q 

Post-Marketing Experience - Adults: 
The icl .:~ii, 11~ ~cversa ·edtm l'ial/e l:>eEn r3p:;,ied ri a%QGiat en \'ltii ' te t.'S; Jf foror~ ·rc.rlS"..IE,·rnal ~y~;trf, 
m:I not rcr-oncd i·, t·10 pr)-rnart::tng 8ciVcrx, r,:~ct 0ns Sl)::tk:,i ab'.l'JO:;: 

Body as a Whol~: e:hn 
Cardiovascu lar:t,1r:rvr.m:J,1 
Me~licand ~Jutritionai:yr.;,}rtlcs~ 
Special Senscr,: U1.m-:d v ::Ln 
Urogenital: de~re:~re.11 bide. ar,~,rg:35rnia ej;,tUc1cry cfit' uit1 

DRUG ABUSE AND ADDICTION 
Fmia1yl tr.n::tc.rrn~ \;';iStrri c::,,rrnh~:. hqh cc,r,::'.)t1r~tcr: )l brittriy -.: pmcn1 S,Jci:llk II q:;oa ~~orb:. 
f(hfdUA JI ·T~';f. :,i,n::t,r(P.& 11k1(;h irrl.J;li:: hj:)"r)f"'Jr~pl·n'ifi !l1f!l !'r.),ifflfl, --,:y,prh; r:xyn"i:'J:r, .. , ;j'pi rr,.(rr.,rpl"Ci"fi, 
t'aVe t·1t tighe.:;:ptJ1ff1ial '01 <'l:f..C~;:n ,j ·:::kof fatai overd(Y.3e duo: 10 resr,h1t:•'i •J:.ip.-~~-sor. ~nt.nyl. Ike 
rnr,r,,r h:-: ;·1 )i: '.'lff11:r •)fl r.i(i'; 11,!.'1d in ~,n~lf;ff- il r~n _)A ,h1.r1,;:l rn:i ir, r.u:~fld tn r,i-1 ra! di•m:ri.rr. 

iricrma!J:in fy ltw ireaiirg r.4-t·sidcr(S). 'D;:i[,:or s-1q){:i1g' to oblar1 acttjt ma! prec-..:~ipt)r» is ~;,::,rrrr 6r 
arr Jrf cug st,Lx~ :rt pcq:ic: :;1Jf!crhg h"oo, mtrcm::~ ::.c cictor 

AtmE srxl ad:li:'iioo are sep~rn1e a,,:i dslnc! f':rn p1y'Si::<.! ~:ien:lt:rn:e ood tdsr2rce Physi:faro 3lmtf IY.: 
il'lfiilfdl1,1f ri:1.irfim rn:J\' :)P. .)f:fff.,1ri;1rii!i hi> rcrmrffJl !rl?.ra'c~ ::ird ~-,:-it,-,-;s ;,: Xi'/f,h11 ilef1f::nt1:i-r.•. 
hi ::ccif::,n 2:b,se oi ,:;,µ.Jlds czr QW..i1 r, the ;1;:iseric~ :>I tu~ ~tdicti:r1 ~r( ls di::ractef: z:e:i ty roims~ b' 
11:.J111n~r:.liµ.rpo· .. H.:, vii.,;, ~11.,_ml_i-1~riu1~.iiht:llY:'11~1,a1..'lr;.ivtl:;1Ji.iua:1t:F.::.: Si'h.:c> li:rt.;r1y, ir:n::,.:0:-111 ::J 
systr:.n- ir,y be dr,Ertec icr ror - -r,edical • .se, cae.tl re.-::«~ 1-'r~:>rg <rt J:fi:~'.]t'Q nfmnatc~. ircLdnJ 
1.p::1 Jil>', lr()l J1Je'.Jl(,1, ,n,J ·e·11_:'l'l'ol r::.'.jUl:_t; t, ;;t-u- ·~dY ·ah;i;;::-J. 

llq:-er a3ses~n-1c,it DI n-e p,.ieri1. pcper ~rescri-:irt;i r:racH:-es. ")::r cdic re-e'f<i ta11::n ::ift'1cf'2Dy, ar:c prcip;r 
r1 r.1,n~1{; an:i s!.c,m~e ae ;~lf~ql ia-;; ·1::ialil.ifll', it~,1 h,ih lnl1rnit il.ll"P. r.i f,rini;J :11ff . 

l-frtr,vl t,:,nr,je·mt ~,1ffnr.o?. nla-1(a:I tc.-imr~jen:.I ure (b te ai:,pie,j on fo ,ki·1) rxi,. Ge roi 1.r:;:i" 
lf:ri:a~ 1rzr::.deTna sysl~m if re ~-31 is br:::hn er te pa1ch i:: cut dam3J~~. or ~harq:.d h 3.ny W~'f. ~ 
{Lclr lt,:1l i-; •..:uL ll.lllllJJ:;.J u1 :.:!11.lri'lU h '.!Tr{ vr-:'I l~ll u~tol•l:"..! h.: ·hlllnl l1 ;:;;i,rcqi:it~ lr..1 t·,c: a.'fll:.nl.c l~ U,u 
p;-,-ti wh ·'b caJ '!'-tit in ar ,"JJet·.-Jrn.;, •i' f.-.n,rwl tat may J" 1<-a1. 

OVERDOSAGE 
Cli'licalPreserrtmion :;~;~;~f';~=~:~~~~~:,:~:i:;;~:;fF, 3R 3) A>:1Rrr.\nn ,,: rtf. rtnrna>'r,bgi;; :,r.ii:io~ ~kh t;,. rr ort r,;iir.1.r. 

Treatment 
1,_,1 I: 1,; 11 -,rqp111.nJ. d ·1::,.i;1,,"0nlt:1l u11, r11rnLdl;,.k l't:1J1lt·1nm-1 .. m; ~1duJl: 1trn:Jv!l\i Ux.1 ll.n~d ~1 bri;;tbrnal 
systfn- ,,,rel p!}'3icalty a-veo:11:i rtimul1inJ lhe :).:1:m. T,c<se acrcrs ca·1 Y:- fol!cv,:ec.l l?J ac:·oirist1tlc1 ct 
a ~~ccf c mrroti c antag:n st SJer ,35 rniax,.,m Trc tlLra-tion D' hypcv::.nliatim fcib:,,,.A1h ::r ct...c 1ro, :; -,::-, 
b,, nrgff fl·.'!n tl?l ,,tt,.,1i;.rf f.)B 11.1-.x.-ir, ~,T:if 1-,ris-r, .'id tT 1 f,r~; !111 : .. lfo nl ~:,:,r:ne ral'(lfo'> 'r:n :~c 1r: f\'I 
m r~tes) 1ht i1tE.1V ~I tetweer rv anta~:>r, 5t d~~ s·1:uld te carefu ~ C'i')ftfl beca ~ se cf t!~e p--JSsi:iiit; of 
ff: nn r~1i:r1l nr after f,y;;lern rernr,IJ; rt:f.8i1le1 ;irhirif.!ra1ion d r~·;{oY.ff L'l fflili bf. rnrn=., .. 1111. :'.{ft:,f.1r,a rf thf 
ncr~c~c 3ffe~:t rr ay resiJH in a~u'!e vrset :)f pair and 1)') rele::ise of ca:e.chola, res 

A}Naf<- crn.rre a p~·eil ah,ey is est~bist'1fd .:fld mai-r::iinecl, adriir'i~:·fr •J")'Je'i ~r,c zssi:,t cr c.cftn! 
1mr:iratc,ri rn h'.licate:d ~-,d J~c /.l!i crcpha'yn£ cal a rv,,l'§ iY c1d0Jocl'Dl. ilJb~ if TJ:::C)::~y A.wcµab ::i:d1 
.terip;sre.t.rtai·,j1lJcint;.Heclrud:;?-T1:1iri1iiu·1ec. 

r f'.fNP.·;; .l' rf:li;ir,lf:T 11',f.dfn:;~~ I f.(X; I""'\ 1l·r. f'fl,<;:.il:liiy .-,' ·1yfOVOfff1ia :c;ir(.kJ [1ft f;:",rFirlflrf.d i'fli l'i-lOaf.f;(J 
't\,ilha:)!)r:):-·a1ej,a-enie·a 11lit1ne~.:1J:·Y· 

DOSAGE AND ADMINISlRATIOH 
Special Precautions 
Fant?ll'JI traisdermal system contains a high concerrtration of a poten t Schedule II opioid agonist 
fentruiv!. Schedule II opioid substances which include fentanyl, hyacmorphone, methadone, 
morphine, o.xycodone, and oxymorphone have the hiljlest potential for abuse ai'ld associated risk 
of fatal overdcse due to respiratory depresslcm. Fentaiyl can be .tused and Is subject tc criminal 
dii'ersion. The high contem ol fenlalyl it the patches (tenlanyl transdermal sys tem} may be a 
particular target for abuse and diversion. 

&.!llill~M~.Jo.1J1.Uru.t1tHJd_~d..focj[~Ji!rmruJ.iR(oB..b~-c..u.k.ln}..QD.h', The fentanyl 
transdermal system should not be used if the seal is broken, or !he patch is cut damaged. or 
chqed in any Wll'f. Usjoo a patch that is wt. p;,maged or changed io ooy way can expose the 
patient or caregiver to the ccirrtents oi the patch. wh\c!, can result in an overdose of ientooyl 1hat 
maybetatal. 

1-,.r.t ii=rit,n/1 irar"'df:fml r;yi,lt-!ir, rn.rr bP. wo-r1 r:mt n1.c1L<tv ir.r 1,0• h:1u,, 1-~ ·1o•i r~nd1 r.hro1.ld l~; ap:; if:rJ io 
a ,j ta-ent s~n site .,Jter rerncvaJ iT i"e i:r~vi:iiJ::: 1ransjen::i system. 

f pr-ob ems wtth ad:e~icn of t1:; f:-n:ariy J.~rsderma. ~p;-fm ::-:cu. t-;,3 ec~es ct !he p:i:cl· may be ta:io::[. 1,it1 
fir::'. ,jj t:1'.JoJ. II prr.:i::l:n:: ;,t,r :drw,:.r pcrci,t.1~ r.xitc, -o;J.1 l:c cvct:yo:l wttl"i ::i tramporor,1 uctl::::i\'3 f Im 
(l':'l,~i1g ;:1.1: T."<(~fe,ff"~ 

r ilf p(ikh fal\f, olt );r,)J~~ ;;> ll~lS. 1iiff1(';:,f r.- ji r~· k',jrJir~1 h lrd nnd 11.l'tb;J fhAr ib::dnilf.1, A flf\"i p1t.r 
may te af:t:~ ec 1c a cifterent 3~i1 ~e, 

feotmvl trrosdermal system is ONLY fur use in patients who are already 1qlerant to opioid thera,v 
of comparab le potency. Use i1 non-cpiold tolerant pat ients may lead t!l fatal resptratc,rv depression. 
C'ierestimating 1he lentanyl transdeimal system dose when convening patients irom anotlier opioid 
medication can result in fatal overdose with 1he iil'3t dose. Due 1o :he mean elimilat!on half-life of 
17 houm of ientanyl transder mal !.)'Stem, patients who are thought 10 have had a serious adverse 
event, ricuding overdose, Vlill requ..e moottoring and treatment for at least 24 hours. 

Theconccmitan1useof~e?4503Minhjbjtor~{such 
as rilonavir. kelocon azole, i1rar;or1azole, lroleandomycn, ct.. ilhromycin. nelfinav ir, nefaicdone, 
amio<larone, amprenavir, ai;repitant, diltiazem, erythromycin. flucon azole , fosamprenavir. grapefiuit 
juice, clld verapamiO may result in an ncr ea,e in fenta1yl plasma concentrations, which could 
increase or proiorig adverse drug .effects and 1J1ay cause poterilially latai ,~Jimmy depression. 
Pallents receiving ~.mooyJ.11:lr1$.de.t.lllill.J.Y,.t~-~.)'._C'fr_~MJn.bl~itor_w.1.i.1.1.tU~s.w.eM}y_ 
monitcrnd 1or a, exlended peT!O.d ol tirne lmc; dosage ad iustments should be maor; if wa-ranled 
~ BOX WARNING CLINICAL PHARMACQLOOV- !)~ lo~YAfifilKGS ... MILERfC.A!LOONS. 
for forfh .. , inf,,rmaHon} 

r>e:l!::itric 'Jatle:r,t; :crvertin~ :of ~r1lir~t :rff:::.:!::'ma SJ5itrn wiJ .?. 25 m.q,ti pa:·li fuij :;:; 'JJr.ld-tlerarii 
arr r,;rfi,iVl ,i! }~;:;;! f,i) TlJ -sf .'lr.-11 rrn;,nlrt'l (~ fr~ 1~.41,i',-i?.fl r,~f ~;.•;. Tr~ ;_r, f,r, o:-n.;f:f3r/l ;rhfrj !f:: 
ct"<~crh?d n Tao~ r~ !}".)cl rnP.ttp-i ofiit..,.,,ion ,1.~n,t·oo hih, .. ;,rt recoomif1'i;J"d Ii :-,p1n:1 ·l'i,..10' p;:,cJaW 
[?) .-:i,;ntr ,:,,,e1 :! ;;e~~ of ::.i .,.~ wilh c,r:.- 1(~ mn '~er:,, PREC'ALIT IOJJS- Pec!atric IJse1. 

P.ol~.:oi':.1lu, liq.m;u:xi l:. h~ d)d h:Lr•J Jr, ddd<.r (J !:1.:!.~ ;_1bi r.nii!,,-1:., J,1J.1 w :rJ!iJw JJt: lrnue i"! U,; ,j!..!:,f.'~ ir 
~p;"1 J~aji"<rt::', ff ,((t,ff (d,jjc ,!r8 ri,;:c,rLin 0:Q I rCJh1 ;,,iff) -,tW ;;•jF[tf, Ji":af 'j<>r,·~:--:; rerojraJi2.1. 

F··:rlflf'JYI ir:fl ,.,jf,"(: '"f i R/;:lf·m it,;; RC. r., !Kfli l v;ith f;"l:Pl in fl (f,f~', f~f."!:'Ct, 7. ;lf::, it•-r:d f;~:ifl"n ;/l ,'; H1:'ff 
m1; ha~e ~11£'.tfd µvrr,a\:C•krer~ duet:, px,r ~ ::-11.,et\, m.r:d: (/~'!¢tng. cr~:!e'e:l ::!earan:-t :,,ee CLINICAL 
PH.ARMACOLOGY - Special Pof.\Jliil:ioos, Gerialr;c Use). 

General Principles 
Fan1a,yl 1rmsdermal system i6 indicated for management of ~Jlli!ll , mod11rate 10 sev~re 
chronic pain that 

• riqulres ccminuow, <Yound·the-ciock opioid adrnlni$tra'lion for an extended period of time 
• ramot be managed by other means such as non-sleroidal a1algesics, opioid combinalir,n 

Jl'Oducts, or !mmedictMelease oplolds 

FentMyl trmsderrnaJ system should ONLY be used in palierrts who ,n already receiving opioid 
therapy. who have demonstraied opioid tolermce, and who require a iotat wilr dos e at least 
~iYalent to fentanyl t'anscermal system 25 rncg/h. ~ati~nw who are COO$idere~ opioo-lolerant 
are tho~e wro ha<.Je i>:en rak!ng, for a week or !crlger, at least 60 mf of mol}t)Jne !:iail>J, or at lezst 
30 mg of oral oxy l'ri>don e dai!y, or~ least B mg oral hydromor~one dail;•, or an equma lges ic dose 
of anotheropio;c. 

Berause s"rio11s or nf,,..n)l:eroeoiog ti»meot Hroi20 quid wu- fentanyi 1rande,:ma1 svstem i~ 
conlraindicated : 

• lnpatlentswhoarenolopioid-rolerait 
• ilihe~ma,t of a:ute pain oc in imiems,'ltDrequreopoo Zflalges iafurashort pemd ofiima 
• In the management of post-opercrtive pai,, ilckxlir,g :m atler out-pamm: or day surger i9s 

(e.g.,tonsiUer;lornies} 
• ri the mooagemerrt cf mlld pain 
• in the mamigemerrt r,f irnermitterrt pain (F..g., 1.15e oo an as need ed bas ts !J)m {1 
(See CONTRJ\ITJDJC.AT!ONS for f!J1her iniormation,} 
Safety of lentanyl lransrlermal s,,slem has ncl been eslcb!lshed in children ,mder 2 war~ 
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fentany1 trrosdermal system §houkl be admilister9d to children on!y H they are opioid-tole~<Jlt and 
2 vears of aae or older (see PRECAUTIONS - Pediatric Use). 

Pres~l:ers 3·1:ii_ kl lndrlidJ11ize treatment U3ing a prcges3r1?. :l:an c1 peh -izrageme.ntstch as 01:ln~:J by 
ttH v'/cr .-J HP.attr1 Org,ni7atir.r, 11-~ A(f1nr:,,i 1or H8<i 11"J R?.t1,-f;rrt1 ,lY ~lt.1 ii'i, ir18 FBcif; r;itir,r eoi ::;1n fla-hr;,I 
G0ardsMcxle ::ioicy,o·trefo.metican::i.,.i1Sc,ciet1. 

With all cpocs ne sate.t1 ·:f '.ic:enls J~1J t':f. n:JJ~ts is ceper,:lent or. hectt.h ca -e ~-a:::ili'.'ll:.G prescio ng 
ULr11 i11 :Jrk:l :;,J11·lwi~ ~tiU; k1 ::Wlv';eti l:i:.drq 'i\iU11tx;µi_:1.,i le ~,uli~r,. :;d:.::ic..T1, d_;.,;n~1,ni:l J:H,l)'_:· 
c~rdrucrisfDf JW, 

A, ·,\it·, ,n ~.phi~ cb•a;:ip, srr•J;J h~ h-f.i:i '1f.7P.fl . Th~ rncr. i"r:J-c&t~ni \:ict:r h !'"r. ,-n:1'kff.lrd r dr.!e1TJ rinfl lhf 
a:i:i-,):>riate dx.e e ne €X!srf 01 µe-e;~~tn;i o:Jldd-1derm.e (m BCC<\'ilARNING e.rd CONIBAINDICATIONS), 
l1ili:t coses ;tc,jd I)?. reucec in e!d~rjy er ,:.Eti!fatE:d [Xt tiEr rts (~eE PREGf.tl.JTION~). 

F:r1.:;1~ ~:11,t;zfrrmd :,yt,.,Jfll ;Jutl b·J i:i.·~liu~ lJ f'lae~ rrn-i·riL· .. cd, tmd nm-irr:.1th.t:c .. 4~11 ur1, al iuf:::,,,;_! 
such as TE me~, bac:.i, 11an-< ff u~,:er arm, h yCU'IJ c1lcre-1 anc ~€rso1~ wi1J1 rogn:!'\'g i'T1p1her1, aclmi;J'l 
shc,i_lci be moot,:i-~d ffd te u1:pe1 l:ac-: s1he preforroo lo:::tim b mi1lmiz:e h pc1en1ie.l d ina:i:.:i::.iate 
rlt;t;f r?.r·o'r.i l. Hair~- lllf. ,-rri•~i/Ji(-~·, i;j;p, si:-ukf r.e cJ r,rHJ (ref :h,'Jc-;d) pirl 1r. 1>,'~l1~n apf-J r.:i tinr 1 'ft"f; 
stte ci tenta1yl 1ran:-<eernl Sjstern aoo iaitim rnL.st be deansec plier:,:, cj:~·l:·21ion of tt,e ::nter, qc oo wtth 
c ilm ·ml:ir. lb n: ui"8 5Ja:x, ti r. oi:in:-;, at::ni::I, er ;,r'! che-· <1qertr. ihal 11i~r I i:1ilale I 1e ,kin :?A" a 11:1 ii::, 
c1;;r~cten3jcs, AIIO/i lre skn tc dr/ cornpe:e~ pri0r t:> pate.I· anji~.alion. 

Fe-ra1lf rramdfrn1al eys:f.111 stu.tl b:. .~pr~e:J n-mi;,ciatey ~rn removd frm1 tf·e se1Jed p;c,.,{e. Co not 
uJc r, ire s::,oJ Js br::Her. D~ n:i: attcrt1c 1:atc', (~£., cut) i'l a·,y way pricr1c llr:pii,:aticn &re ,jo n01 i_t-.:: cut :i' 
o:irm,~,::r [)<-11'"'.i'lt'ls. 

llfl f"l111.rlflimt1I r.~stAr· :t1ni:i lr.1 rn=:,,'lfJ(J frrniy in rh:f wt lrf. r,ilm ot fo 1::rd -nr :10 fin:nk1 ·wkhl 
sum tE cmtact s c.omple:e, es:>3cially a'.:>J"1d tlif !:<Cges. I' te gel 'from 1he drug reser,oir ace ,jrnt;,l~ 

~~~,~~~f~~J ~~t~:~~~~ ~~~~~~;1 ;:.!~;:;~,;' ~~:~:a:::;;~~·,:~'.~/~:l~~; ;~:-;;;~;~: ·;,i;-~ ~~-· 
pm:,:rttc1rcskJr 

Fe'1:anyl Tzm::lerT1zl s,.·stern Gt'clid be ~ep1 c1..1 ci ihe re,d of d'd drm Ure:! pa~·:;!-~ i,t·cLld be folded :;;1 th::.1 
tt·1:1 ndl1f.ri·,f. ,J.-JR .-,' lh;: r,~1fcf"r ri:t ·1Aril01n ttF;~ll ~-1,ir tA r"1fr:h f.1101, id lYt fl.1,f·lftd rJown -rA -ilicr rnmf.l'liiltA~ 
1J::,onreT1::iv,,!. F-aterts shc,Lld dispore of a Ty p;i1d1es rffEinlnf ten a :)[BscrlptloJr 3S s,JD'1 isihe>' 2.rE ·,o 
l~l'I\Jf:'I l~Hittd. Ur 1.£:;ij:f J.li.!.:.:I e:,; ::i!1l11 .. JL1 t;e rt11tll>!:J1_· 11:1 ii !"It: r puL.tht>':i lddeu c;!J lki! Ut.i i;l!,lh.•:i-;;ft~ :;idti d !lie 
pa. t:. J-.:.dherestoi3el tanJflJ;heddcwn:/·e:•jlet 

Dose Selection 
Doses must be individualized based up:in the stab.ls of each patient and should tie assessed 
a1 regular inter,als Zlfter fentanyl 1rarisdermal system appfk;ation . Red!..lce.d doses of fen1anyl 
lransdermal system are suggested for1he elderly and other groups discussed in PRECAUTIOtJS, 

r-entanyr transdermal system i~ ONLY tor use In t)81ient<. who are already 101,.001 to opiok:l 1herapy 
of comJB"able potency. Use in non-ooioid lolerantpatients may lead to fatal rero i'ator'I depress ion. 

1··1 ~clc:::jng m i"ri'Ja 'crh1'l)'l 1rITTJ:l~r-r1EI :;r,;tcrn tj,y,c :,11mtl'.lr ~hcd'.J :i~ ::ivcn t.ci 1) 1ho dai y dos::, 1xtcric,, 
a1j :taractei~i:::s o'te cpdj trii: PBUEflt ·12s teen tHi1g r,rtNi1:iL:slj: :1:.g., 1,'lii~T"ei rt is a purf ag,;;nis: G1' 
rni·~ed ~crd:t-:~r1agO'l ifl): 2·, re re.lla:i llty of :I'~ relatve poten:::y est mates J3ed 1c calctJat~ t1f. 'er,ITT:,,4 
ti;-:rumrml ~yiit,n d:i.'.t=: rnf:<Jed 4)()1P.rq fiihrn::ifJf, 11ny vrnv ... itt·, the -OIJt:'l :>f -,.-;riiri~T:1lionl; :-1) ihe oo~ 
of op:) d 1olera"lce; and 4! the ~ereral c0nciti81 ~nG r ~cic-a ::la.Us o' j·e p1ie'i: :::~ch ~tiff1 shcu c t,:; 
1na1t~n:::d 11 h:· b,\'t:1,;I (b ::1 ·.1·1.Ji ith.J ·Jt: l.1:!fJ~.!'.J~ i.,:ih t: 'J·u,JI 

Initial Fentanyl Transdermal System Dose Selection 
Overestimating the fentanyl transdennal system dose when c.onverting i,mlents from another opioid 
medicatioo can result in 1atal overdose wit'l the iirst du$e. Due tc the mean elimi'latlon haH-life o1 
17 hours of fentanyl transdermal system. patien1s who are though1 to have had a serious adverse 
event. Including overdose, wl!I require monitoring and treatment for at le~t 24 hours, 

rie'e ·1as l:een m sy~emic e~2luatior o1 "errtanyl irartsjr.n)~I :5yctern as an i·1it <iii Cffoid anal•Jo:S~ r 1re 
1n,,m,;u11rnlol dtl~i:..: p,1i1, :in: rnw. ptlb1l.i lri lht: dirb,I hi<1:; W•JJ:.: :;"~-ve·l!.!,J l:J k.:1.>:ryf huc:d:.:rrn:.d 
systeT, fun ofl1::· nar:ott:s. Tre et:lsaQi' Jf f~ ra:11 trm,deTOal ~ys:em 12 mtgih as er !rit ~111tl :l<r.e ~ as 
mt be::;n d:,crr Ired. i·, a:tttl::n )aimts 1kl0 arc: rot qjJ d-tfornnt ha-,t D.pci::,rcccl ~~'.l::Jilc.nfi s~i:n n: 
df,:ith rl:irirg JJ::;fl ri f,,;-r~ryi vrsdf.!mt1 :-y:;-e.rn. Thr-11':fcrn, f,mf(1r~ 1:.n:;rJf,,rr-1 r:yr;·i:rn iro..i,i hr: 11!iftli mf1 in 
pate1-1s "1.tc are cp!o,Hd8m1. 

Altna-:ivey. f:Y a:1J!J ,.inj p:di~frk: pati:rt:; t:i"ing r::t:i:J ,Js er •>:tse'l ··uJ: lir.ec in -::ilile C, we h: =ol!::il,in~ 
1111JUoJ.1ciJy 

1. (;2!cu ate the pr&' cu, 24-h:ur rntlge:5ic req:.i~r, ~-i: 

;: ~~;:c1 ~:;~:~;;r~~~f :;~: ;;it;:~f~/;,~;;~~i,~:!;;.~f;! ~:~;~~'1de,j r,y C3f1•1~s ,)n :,:. 
e;,v.:·, b11l:iny 1:,na.'e1111:.1 ,~{SHn cu~e .I,:, l11/t: ~.t!J f: lt: !inti ltX:J e::Jbktcd :'.:.:' 4 h!JJ 1w.:rr.:iir1':l t.J:r.1 ::ir :d 
1rte o..-,nesp::irdirt~ 1entariyl tra'1sdermal 5yste-, ::lJ;c, hliate fen:artt -r2rsde·,-nal ~y;r.eni lre-a1me.nt using 
fie rw:rr1r.:r1,;tll tr;;,) c11:t jlrn lt.: r...d(,nJ.:,; t/Y1<uJ:. if'l• mere hcqumly lt.i:n ,,;•;ay ?. d1)'!; ulh U1:: 1 ititl 
do;~ ::nh,n iJ'if:1'.f (:. d~ 1,ereafB·) u,!ll analge.Gic el!IC:•:y J;. 2ttai·1ec. Tu, r~,e.c,nr,51j~,j sfarti1g do~ 
w1:n rnr-v::·trf fmrr oter opblcl'l :0 'el"l<i11-;il iransdema ~;tern Is tey tr.:0 IC'f> 'Qr 'YJ-X 01 i:a1!e-i:~. 
Tl·f:; '=t~rlh,i :i;"Jrn ls ·,r;nrr rr •1i df!Ci in rnin r· r,:'l th~ :-;,-,-F.nfu ',-r ~tmcim nf. r:,,'llifnt:: wit iw fo;t rl1if~,. 
Fcr ctl 1,ery rate, !n e>:Y:S:: :\f CO r·,:·{h -,uHipe !i¥3:eli";s ma:,: b€: 1,.red. 

TABLE C1 DOSE CONVERSION GUIDELINES 

t, t~rr.ati·;el1, f::r acJ1jr a-,d Y-<Cia!Jt .'.!2Vffit:'3 :i:KinJ :,.:,cid-3 ;:i· ch::G8f. 1'11: fisted 1, T ~l~ ~ Joe fi";(:< 
:::crve·stn rne~~.rlJr.ir; outlired .atJ.?..'5 v,it', T~tle ) 
1 Tabfe C shou ld not be used to convert from fentanyl transdermal systerr. to o-t.h&; 1herapi€s 
bee&1se this conversion to fentmyl trans dermal system Is conservative. Use of Table C 
for con11ersion to other ana!gesic ttJerapies can overestimate ihe dose of ihe new agent 
Overdosage of1he new ma!gesic agi;nt is pcssille {Gee DOSAGE AND ADMINISTAATJOrJ - 
Discontinuation of Fentooyl Trmsdermal Sy:riem). 

TABLE 01•0 EQUIAN.ALGESIC POTENCY CONVER SION 

· Tab!e D should not be used to convert from fentanyl transdermal system to other ther~les 
becfillse this conversion to fenta,y l transder mal system is conserv:;fo•e. Lise of Table D for 
coni/ersion to other analgesic therapies can overestimate the dose of the new agent. Overdosage 
of the r.ew analgesic agent is po5-sil.:lle (see DOSAGE AfJD ADMINISTRATION - Dt.mnlinuatioo of 
FentanylirmsdermalSystem\. 
0 :.111,1 ;nJ P:.: L'Ll.':l'.. :,; r ti i:,; :.:h1rl m,.: 1.~_n;irkm.l u.Jli'*k·1. .L• 10 mq ti M 111crpl'i1u r ::mi~:;;;i:.: ·.: i:d. !M 
cenote;; n1rarnusi~J..lar P:) cr::11, a·,:J PR rectal ~;,f ~i1~;~~~~~,·~:~;,t:~~!;' -~~!,~r;1~-~~1t1~~:!~ ~:~ ~~::~~~~~~~;.~:~J~:; :·~~;~~arP.~t~·aJ 
le maal rmte. nef.sw,.:e: Fdey, KN ;19-:i5)Thetre:-Jt"1::n:01 :::arY::e-par. NEJ\1313(2)'.e4 :c,95. 
0 ,;1hw,1h r;~nh-:-11fl:1 ::;t.J .-.if.'.<; :lr~ -,,,-:··h~la-:il:'J. j·1 fliric;-1 r1:1di::f: iri=, ,~1.liomrv-,1 ,~r,rj;JRr Hi~ ;J,,i,fj,'; .i 
c,::;idd iven IM, r..: ·:i- 3!..t<:l..1ar1eoJusfy:0 t,;:; i:lnlv:::.lent T18re ·T:.ybe s::rne jtfmnces in pi.rmac,:,.:neti-: 

~;:

1

:~~,'.~: ;~t '.;:if ·1~1

~g~ren~·a rrorpr11re = '.?JJ rr~ nl mcrpl·i1e is ta$>:.j ,r, ci 1 cal e,.p,ien~e 
In p:it cnts wl11'r C'l".l1 c. r,cin. Tr1c ccrw:,'i:fl m1i:i :,t '0 mg p8rcn1crol rur:nirc = €0 ,,q ::,·al rr c,rpr1hD ic 
h:lS~•i :)'1 ~ [ll)f":iGj' st1iry il ~::i.1P. ra-, =<ef'lr~nr:P.: ,\fJ·it; !111 :n1 I iprr~ ('I l'.l'-H) f..!3rGJ~rr<in1 ,,= rr3ir, h ihf 
cm~er :>aient. AreslhAral~ 7e:L'.)21c Ll3. 
• -,~laurJi:J~=.:· ira a '\1J 8EROO 11ad!rnr1r~ :>f A1T1tt I ,1r,r,r~:1CfiR&. 
1 Dclq:nlne•t> is~ r:::;,Jlstc:'e:l t·-adtnrk. Gi F;:):,:;:me Lal:xrab'es. 

: ~::~;;,~'.'~~ ~; ~:~;~~:~;~:~;1;/~~i~~::~.~;;;r~~:'.·wt; n!tmJw_~ al. 
'Curr10rd@ ti a rq;JL,lcr(xl ~<X.ieflia'k of ~~·1di-8y-1:1,.,J.iJ<J :·c. 

TABLE E1 RECOMMENDED INITIAL FENTANYL TRANSOERMAL SYSTEM DOSE 
BASED UPON DAILY ORAL MORPHINE DOSE 

·-.:brir!i~;.:: 
. ·:::M&fi~.··· 

·.,-::':'.(~t-~a.W'· 
60to13L 

Dose Titration 

7:>51c&f,1 

25 

225 

NOTE: r clric-al !rial~, lhe,e- ri:l"\Je:-:; cf. cfa ~ om n·orp··,tne dm::c:V'<"i!'"f. u~ed a:ia :x:3is\:r ::,)f1:1ersc.r 1c 
fla,;;11ylh1:.tiw11a·:y:.;_1;r: 
., Table E should not be used to rom•art irom fenlanyl trlf!sdermal system to other therapi36 
because thfs conversion to fen1anyl trmsdermal system i9 cons::rvative. Use !)f Table E 
for conversion 1c other analges ic therapies can cverettimate the dose of the new agenl. 
OJerdosage oi the new analgesic agent jg POSSible (see DOSAGE AtJD ft.DMlf~iSTRATION • 
DiscontinuationofFen1arryJTransder01a!Sys1em). 

P.flf'.f1!J:'.F- roi 1rlf'i iirJ f:tli'fi in s!'lr 1rr ff.rt.drr;'l (.::·1·:fli ·dr::it i,T1 ;;,•;,r n·,~ fri;t ).-1 iKLJ,; "r,!:11~-1;1 iritii ,,,.llrn ,.f.f.i C<ii ,y, 
V'Je i11-1~ e··1alu~fion otthe nnr.hnun an~lges c etfect of f£n:er1i t'~n.;1:lermal s1~err ~:arrot te mzj~ :::;\1re 
l4 ·1!JJ11;cJ w,,riri1;i JI t.-:i'1ik:il lttJ.111,1 J·.J1 i;up.·111.t t,)',~t1111do:;t 111?.,' ;J~ h.rn;i.:tf.i:.1l.t11 3d-.rr:;(::n, DOSAGE 
AND ADMINISTRATION - Dose Titration). 

Discontinuation of Fentanyl Transdermal System 
To c:Jrwwt :)3fa;1.f 10 ::.,ota r1':ijfi, r'lfno;f t":!'ltan~ Jc,'r$:iermi ~,stf.::- ~rd 1Tifle1'1e dDse of f'iB re.¥ r.M•J€l'io:. 
l.J. .i:::~d Jp'..ll1 .ht ;.i:1\i~·1.\: f8f., YJr! cl J-\•h .uill ,.1:l:qu:.11':l arx; .,,:B:i:·. J;;.1:.;t.,e·~,, 1U.:111::d. _ip.x; 1,yd1;;·,i re il~l";J, 1 ! 
1-c,.lS a· r:-1cre are req.i"-e:I f:x a .:f./f... je.:rease n 3mrn 1entar,.l !~'.:l"i::ertrat>ris. Opici:.i ~,ill'idr::r,1a Sj1Tfl~m)3 
iw:;·1 ::.'J rl'.LJ'-AA!, ,0rrih~, d:i"k~. urn-:,.*, :,i11.i !J"1f1::· n~) m(, i.;otdf.i,.: ~, \;~n,; µt.knL :,fl!.; c:.rr;G1J01· ,_,. 

<h:e <!l:l jt,,$lrr,e·i: -er 1:.a1ie.nt; requmg c\E:CQ':liruat en ct cp:iiC$. :~ ~r:acual ,jc::,m ... ard ilfEior, it reco1rne,:l~t 
sire · Is not ·:'1u11i1 at \·,!·aj dx:: Cid the oi:Jdj fTlci1 tc c'i!:,?jf1lru:d ,~lt1:)J: :n1 J'.:irYJ 'It..: ~igns anr. 
~mplom:s -:/ 2bi!.lp: ,~t·1~!'lvr,1., 

Tables C, 0, and E shoukl no1 be used 10 corwerl from fentaiyl tra1sdermal sys tem to other 
therapies, Because the convtrslon to fentan~~ transdermal S'jstem Is conser,ative, use of Tables C, 
D, and Efor con ver sion to olher anagesic 1herapie s can overestimate the dose of !he new agent . 
Overdosage of the new anaigesic agent is possitie. 

HOW SUPPLIED 
F,:r1m)11rnm:lc,-nal s;jcm b ::q::dir,,: ii cart.."n, ,:-crfai'i!rig E irdh..idua~· PE:lr.&g!Xl o-ySi:-n.,, 2cc ch81 fer 
if'"1r.rm;:i;::nre3::i:Jrgr1ri'lrlmii,_,.r,:tAros 

r.rJtrfi·iyl r,rr.df.nnal 
Sys:ern-25 

=-en1ar1yl-r:rsde:mal 
~'~:cm-75 

30 7.5 G77C,7- 22-1 S 

Safety and Handling 
Ft':r1~),t tra~:ltnr:il ~:'lflffi is ~t.rrJi;;c n i:.:o?.!f-r.J 1nm,~r:rw.l :;1;;;1erns ·""1th f) iY>f: Ji-le risk n' F.XFnf,.1r;, 
t::i,B,jtr)ca··::·J.-otkers.1u·egelfrcrn1hedrugre3er'lcr2ccdentalyc:rnctst·ie::!<l'l,th&8"ecsh::>Jct,e 
,,,:ir,hPr; win ::,lpin,1c, .,r· ,-,11r1,, of w:-.ifff r;c rr.i t.,.i:l :1 fcin-any rr,,iR1na ,Ys1flrn if 1hA ~~:ii i:; hrt.f.r 1 er t ~ 
fEch ic: £.t1. damagi;d, or cha-,~ec in any Yfd'j. I lj)};; ;p,h ihM I- ,qt daroa~'1,i ,-,r ":h1oged h %'1 ,w,, 
c:;i1 tJXI.JO-.il: lilf pU~11I L'' ~cl>:Jci,•,1 b h~ ·~l•l"iml':i JI b·J Li...llh wl'k.:h c-n r2.ujl ir :::ii cve-clrnt· '-' t::111;.rl\4 
h>·n-~bef3t>I. 

KEEP FENTANYL TRANSDERMAL SYSTEM OUT OF THE REACH OF CHILDREN 
AND PETS. 

Co l'D1 st:i'e '<i.'.))'Je r7:,:. :25"(). ilf:ly mrm,clatel'f afte' 1crn01icl fl'orJi lrrlr,,idJall~ ~~8C p:,c~'.a;!e. JO not 
1rn ifth,::;~;1ii,rmkfi1.For tra1 sdermaluseonly. 

Di!oiriOt.Jled By: 
AC8'/iS fo.Jh Atar1tic _ _;:; 
'::.~fJ)NW. '.::nt181c:,;., i::.rilt: mo 
Su1ire. FL 33'.:-25 LSll, 

11,'lanufac;tured by: 
Connln:ema1iJ·1::l,hc, 
foul 1-~Jid,, fv'I 4\i:i';; 
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Medication Guide 

FENTANYLTRANSDERMAL 
SYSTEM€ 
Rx Only 

IMPORTANT: 
• Keep fentanyl transdennal system in a safe place away 

from children and pets. Accidental use by a child or pet 
is a medical emergency and may result in death. If a child 
or pet accidentally uses fentanyl transdennal system, 
get emergency help right away. 

• Make sure you read the separate "Instructions for 
AQj)Jying a Fentanyl Transdermal System.,: Always use 
a fentanyl. transdermal system the right way. Fentanyl 
transdermal system can cause serious breathing problems 
and death, especially if it is used the wrong way. 

• Fentanyl transdermal system is a federally controlled 
substance (C-11) because it can be abused. Keep fentanyl 
transctermal system in a safe place to prevent theft. 
Selling or giving away fentanyl transdermal system may 
harm others, and is against the law. 

• Tell your doctor if you (or a family member) have ever 
abused or been dependent on alcohol, prescription 
medicines or street drugs. 

Read the Medication Guide that comes with fentanyl 
transclermal system before you start using it and each time 
you get a new prescription. There may be new information. 
This Medication Guide does not take the place of talking to 
your healthcare provider about your medical condition or 
your treatment. Make sure you read and understand all the 
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instructions for using fentanyl transderma l system. Do not 
use fentanyl transdermal system unless you understa nd 
everything. Talk to your healthcar e provider i1 you have 
questions. 

What is the most importa nt infonnation I should know about 
fentan yl transdermal system? 

Fentcmyl transdp,rmai system is a skin patcJ1 U1at contains fentany1. 
Fentanyl is a very strong opioid narcotic pain medicine 
that can cause serious and life-threatening breathing 
Droblems. Serious and life-threatening breathing 
problems can happen because of an overdose or if the 
dose you are using is too high for you. Call your doctor right 
away or get emergency medical help if you: 

• have trouble breathing, or have slow or shallov~' bre,a~-,ing 
• l"!i:Ne a slow heartbeat 
• havn 80VDro sloDpinns_c; 
• have cold, clammy skin 
• feel fa int, dlzzy, confused, or cannot V-iink, walk, or talk normally 
• have a seizure 
• have hallucinations 

Fentanyl transdermal system is only for adults and children 
over the age of two with persistent, moderate to severe 
chronic pain and who: 

• are already· using anotl·1er stron~J opioid narcotic pain medicine 
around the clock, and tKNO been using lho m()dicino regularly 
tor a vveek or longer. I his ls called being opioid- tolerant 

• have pain that cannot be controlled v~th olher medicines 

Do not use fentanyl transdermal system: 
• if you are not already using another opioid narcotic 

medicine and are not opioid tolerant 
• rt you need opioid pain medicines for only a shmt time 
• for pain from surgery, medical or dental procedres 
• if your pain can be la~~en care or by occasional use of 0U1er 

pain medicines 
• in children wllo are less than 2 years ot age 
• if you have asfma syrnptorns or have severe 3sthma 

A fentanyl transdennal system must be used only on the skin 
of the person for ½'horn it was prescribed. If th€ patch comes 
oil and accidenlally slicks to U1e skin of arolher 1~r8on. lake lhe 
pntch off ot that person right aw2iy, waf;h the sroa with '.Nater, and 
get medical care tor ~Hn right away. 

Fentanyl transdermal system is not safe for evenone. Tell your 
doctor about all of your medical conditions. 

Tell your doctor if you are planning to become pregnant, 
are pregnant, or breastfeeding. Fcntnnyl transcjorrnal system 
may Gause serious rarm to a baby. 

Tell your doctor about all the medicines you take. Some 
medicines may cause serious or life-threatening side 
effects when used with fentanyl transdermal system. Your 
doctor will tell you if it is safe to take other rnedici res while you are 
using fon!miyl lransdrnrml svslcm. 

Know the medicines you take, Keep a list of your n1edicines to 
show lo your ch:lor and pr·,arrnacisl. 

How should I use fentanyl transdermal syste 111? 
Read the separate "Instructions for Applying a Fentanyl 
Transdermal System." 

• ~ always use fentafl\;i transd3n-nal sysi:Brr! ti'!e right wey: 
• Do not use a f entanyl transderrnal system ii ~·,e seal is 

broken: or no paicn is etlf, damag~{l, or d1anJcd in :mJ way. 

• Do not use heal souccs such as llcaling pacjs, cbclric 
blankets, hp,at lamps, tanning lamps, saunas, hot tutis, 
or heated waterbeds while wearing a f entanyl transdermal 
l:J1slern. 

• Do not tako hol baths or sunbathe whi\o wearing a fe:ntanyi 
transdermal system. 

• If you have problems with 1he fentanyl transdermal 
system not sticking: 

1. Apply first aid tape only lo 1he ednes 0f ~1e patch. 

2. 11 problems V\~t.11 the patch not sticking persist cover the 
patch with Tegaderrn1k. This is a special see-trough 
adhesr.ie dressir~J. Never cover a fentanyl transdermal 
system vvith any other bandage or 1ape. 

• If your fentanyl transdennal system falls off before 3 
days or 72 hours, fold the sticky side together and flush 
down a toilet Put a new one on at a different skin site. 

• Do not change your dose unless your doctor tells you to. 
Your doctor may chanf}J your close: after SOJ ing huw 11-,r: 
medicine affects you. !Jo rnt use tentanyl transdermal system 
more often than prescribed. Call your doctor ij your pain ls not 
well cor1lrollr,cJ while usino fenlanyl iransderrmll syslern. 

• Do not stop using fentanyl transdermal system suddenly. 
St0pµir1~J f entanyl tranooennal system SLtidenly can make you 
sick with willxJrawnl symptoms (for example. nausm, vomiting, 
diarrhea; anxie~J, and shr.rering). Your body can develop a 
physical dependence on f entanyl transdermal system. If your 
doclor deckles you no kx1get r~ecl r enlany1 lransc..iemml syslerr1 t 
a::~.k how to skM1y reduce this medidne so you don't have 
witJ-,drawal symptoms. Do not stop ta~jng tentanyl transdermal 
system wm·,out talking to your doctor. 

• Do not wear more than one fentanyl transdennal 
system at a time, unless your doctor tells you to do so. 

• Call your liocl.or riqhl away if 
• You get a fever higher than 102°F 
• Your bod'/ tern perature increases -Jrom exercise 

A fever rn increase in body lcrnporalure may cai.isc loo much 
of the mexjicine in fenl.anvl Jransde1mal system to pass intD your 
boct;. 

• If you use more fentanyl transdermal system than your 
doctor has prescribed, get emergency medical help 
right away. 

• Do not drink any alcohol while using fentanyl transdermal 
system . .Alcohol r:an increase your chances of havino se1ious 
s1de ettects. 

• Do not drive, operate heavy machinery, or do other 
possibly dangerous activities until you know how 1cntanyl 
tran..sdermal system attects you. 1-entanyl 1ransderrnc1l system 
can make you sleepy. /\Sk your doctor to tell you when it is 
okay lo do lriese acuvilies. 

• Wht~n you remove your fentanyl transdermal ~wstem, fold tr1e 
sticky sides ol a used tentanyl transcbma/ syslem together 
and flush it duwn the toilet. Do not put used fentanyl 
transdermal system in a trash can. 

What are the possible side effects of fentanyl transdermal 
system? 

Serious side effects include: 
• Life-threatening breathing problems. Se8 q'V\1-iat s the most 

irnrrnlanl inforrmlion I shou\d know aboul renlan\rl lrnn:-idermal 
systemT 

• Low blood pressure. This can make you feel dizzy if you ~Jet 

up Ion ras! rrorn ~;illing or lyino down. 

The common side effects with fentanyl transdermal 
system are nausea, vomlLing, corisLiµalion, dry rnouU·1J sleepiness, 
confusion, weakness, sweating, ancl pain and redness where the 
patch was applied. 

Conslipdlion is a very common side efrecl or all opioid medicines. 
Talk to your doctor about the use of laxatives and stool softeners 
to prevent or treat constipation VJhile ta~jng fentanyl transderrnal 
S\IS18rTI. 

lalk. to your healthcare providc~r a.bout any sicle ettect that 
concerns you. 

These are not all the possible side effects of f entanvl transdermal 
system. I-or a complete 1ist, ask your cloctor or pharmacist. 

Call your doctor for mndical ad1.1co Jbout side effects. You may 
report side effects to m~ at 1-800-FD,A. - 1 mm. 

How should I store fentanyl transdennal system? 

• Store tentan11 transdermal system below Ir ~ (2Lt C) . 
• Koop a fentanyl transdennal system in its protective pouch until 

you are mady lo use ii. 
• Keep fentanyl transdermal system in a safe place out of 

the reach of children and pets. 
• Dispose of tentanyl transclennal system you no lon~Jer need. 

Opnn the unused packag,:;s, fold tho slicky f;idos of the 
patches togetr1er1 and flusr1 them down the toilet. 

General information about the safe and effective use of 
fentanyl transdermal system 

• Do not use fentanyl iransderrnal system for a condition for 
which it wns not pn~crlbc'Xl. 

• Do not give fentanyl transclermal system to other people, 
even if they have the same symptoms you have. Fentanyl 
transdermal system can harm other people and even 
cause death. Sharing fentanyl transdermal system is 
against the law. 

• lllr., M(xfa;alicm Guide surnniarilcs lhe rnosl irnporlanl informalbn 
about fenlanyl transdermal system 
If you would like more information, talk with your doctor. You 
can ask your doctor or pharmacist for information abuul 
fentanyl trnnsdcrmal system that i~) ·vvritten for doctors. 

For questions concerning this product, please call 1\ctavis at 
1_g77-4??'-745?. If lhis is a medical erneruency, please call 
911 

What are the ingredients of fentanyl transdermal system? 
Active Ingredient: fentanyl 

Inactive ingredients. alcohol", eth)1ene-vinyl acetate copolymer 
membrane, hycl1oxyelJ~;I cellu!ose_, po~1ester filrn backing, silicone 
adhes~1e. 

"Less than 0.2 ml of alcohol is released trorn tl·,e pat:h du1ir~J 
lt.iC. 

This Medication Guide has been approved by the United 
States Food and Drug Administration. 

lef1aoorm n,1 is a traclemark ot 3M 
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FENTANYL TRANSDERMAL 
SYSTEMe 
Instructions for Applying a Fentanyl Transdennal System 

DRUG ~LEASE 

l========;:==================~==1! (Nul tu S•.A!,:) 

ADHESIVE PROTECTIVE LINER 

Before Applying Fentanyl Transdermal System 

• Fentanyl transdermal system is a patch wiih a medicine 
gel sealed inside. The patch is designed to keep the 
medicine gel from getting on your hands or body. 
If the gel from the patch accidentally gets on your skin, 
wash the area with large amounts of water only. Do not 
use soap. alcohol, lotions, oils. or other products to 
remove the medicine gel because they may increase the 
medicine's ability to go through the skin. 

• Each fentanyl transdermal system is sealed in its own 
protective pouch. Do not remove a fentanyl transdermal 
system from the pouch until you are ready to use it. 

• Do not use a fentanyl transdermal system if the seal is 
broken or 1he patch is cut, damaged or changed in any way. 

• Fentanyl transdermaJ system is available in 5 different 
doses and patch sizes. Make sure you have the right 
dose patch or patches that have been prescribed for you. 

Applying a Fentanyl Transdermal System 

1. Skin Areas Where the Fentanyl Transdermal 
System May BeAm:,lied: 

For adults 
• I 'ut ~1e patch on tr1e chest back, tiank (sides cJI 

the waist). or upper arm in a place vk1ere th Er 8 
is no hair ~see Figures 1-4). 

• Talk to your doctor if you have questions about skin 
application sites. 

2. Prepare to Apply a Fentanyl Transdennal System: 

For children (and adults with mental 
impairment): 
• Put the patch on the upper back (see 

Figure 2). This v~ll lower tl1e chances that U1e 
ehild 'f~111 remove the patd-1 and put it in u1eir moulh. 

For adults and children 
• De not put a tentan}~ tranedermal system on 

s~jn tl·ial Ls very oily, bu ned, broken out cut 
irri!alcd. or darniJr;ied in any way. 

• Avoid sensiUve areas or those that move eromd 
a lot. If tl1ere is hair, do not shave (shaving 
irritates the skin). Instead, clip hair AS close 1 ·n 
the sJ<Jn as possible (see Houre 0~. 

Fy .1.:3 

• CJIOOse 1J1e time ot day V'1at is best for you to apply tentanyl 
transdermai s-ystem. Chan~Je rt at about ~1e same time of day 
(3 days or 7? hours afler yDu apply !he palch~ or as direcled 
by your doctor 

• Du not wear more t1ar-, ore 1entanyl transdermal system at a 
frno unless your rJoctor tells you to do so. R.ofore putting on a 
nevv 1entanyl trnnsdennal system, remove the patd1 you have 
been wearing. 

• Clfi.,an the skin are.a wi1t1 dear watff only. Pat skin completely dry. 
uo not use anything on ~·1e skin such as soaps, lotions, oils. or 
alcohol before the patch ls applied. 

3. Tear open ti'€ J)Old1 r1Jong the dotted line; starting at the slrt, and 
remove a f entanyl transdermal system. Each fentanyl transdermal 
svslern is seale d in ils own proleclive pouch. Fi1wn 

Do not remove tho fcntanyl transdorm3l system 
from t11e pouch until you are reaC~/ to use it (see 
Fioure 6~. 

4. Peel: Peel the liner from t.l1e back of tl1e patch 
and throw away. Touch the sticky side of 
a fentanyl transdermal system as little as 
possible (sec Figure 7). 

5. Press: Press the patch onto the chosen sl~n site 
with the palm of your hand and hold there 
for at least 30 secof(Js (see Figure B). 
Make sure it sticks well. especial~ at tl1e edges. 

• Fcmtanyl tmnsdcrrnal system may not stick to all patients. 
You need to check tl1e patches otten to make sure that they 
are sticking well to the skin. 

• If tile patch fnll::~ off riollt awny aftnr Jppl}1ng, throvv it awny and 
pLrt a new one on at a ditterent skin site ~see Uisposing a 
Fentanyl Trnnsdetmal System). 

• If you have a problem with trie patch not stcking 
• Apply first aid tape onty to the edges of the patch. 
• if you cu11tinue to have µruulems wi'!l1 the µatch stickin~1. 

you may co-v1er the pa1ch with Tegnclcrm w. This is a 
special ses-through adhesive dressing. Never cover a 
fentanyl transdermaJ system with any other bandage 
or tape. liemove It~ backino from !he Te(1adermn-~ 
r.lressino ancl p!acet carefully over tl1e fentanyl transderrnal 
system, srncothi~l it over the patch and your svjn. 

Do not apply the new patch to the same place as the last 
one. 

Water and Fentanyl Transdermal System 
• You e;m bati·10, S'Nirn or shower while you arc wcrning a fcntanyl 

trarsderrnal system.~ ihe pato.1 talls ott before 3 days (/2 hours) 
after appliration, discard it proper}; (see Disµosin~J a Fentanyl 
Transderrnal S\~lern~ and pul c.1 m~w one on al a diff erenl ~ri sile. 
Be sure to let your doctor ~rnw that thir::. has happened, and do 
not replace ~1e new patch until 3 days (72 hours) after you put 
it on (or as directed by 'iOUr doctor). 

Disposing a Fentanyl Transdermal System 1;Jucs 

• Fold the usecl fentanyl transderrnal system in 
half m lhal U'IC-) suck)' tiilie slicks lo ii.self ~gure 9). . 
Flush the used fentanyl transdermal system 
down the toilet right away (Hgure ·10~. ~u-e1c 

A used fentanyl transdermal system CAN 
be VERY dangerous for or even lead to 
death in babies, children, pets, and adults 
who have not been prescribed fentanyl 
transdermal system. 

• I hrow a1Nay any tentanyl transdermal system that is lett over 
from your µrescrip-tion as soon as they are no longer needed. 
RmnovP. lilr. leHovr,r palches rrorn lheir proleclive pouch and 
remove fi·1e protective liner. Fold the patches in half with 
the sticky sides together, and flush the patches down 
the toilet. Do not flusf·1 the pouch or the protective liner down 
lriC) toilol. Thew items can bo thrown away in a 1m~~1cnn 

Tegaderm11v1 is a trademark of 3M 
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• If your patch falls off later. but before 3 days f/2 hours) 
of use, discard it property (see Disposing a Fentanyl 
Transdermal System) and put a new one on at a 
different skin site. Be sure to let your doctor know that 
this has happened, and do not replace the new patch 
until 3 days (72 hours) after you put it on (or as directed 
by your doctor). 

6. ·wash your hands v\1·,eri you have finished applying a fentEmyl 
transdermal ~1:s1ern. 

7. Remove a fcnt3nyl transr.lcrmal sr.,tcm aitor woarino i1 for 3 
days (/2 hours: (2ce ~lJlsposi~ ot h:r1ta~,1 lransclermal System"). 
Choose a different place on tt1e skin to apply a new ientanyl 
lrans:ierma! ~1slem and repr..al Sleps? illmuoh n 
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