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• If your COPD ~:>:tnptoms worse'ri over tjme'donotincrea~e 
·your dose of BROVANA; 'instead cllll your Jiealthcare 'pfo-
yider ... · , ..... · ; .· · · · ' · ·· ' 

• Increased blood pressur9 
•.·Fast orirreJNlar .heartbel!~ ., . . . ··•• . ;u. 
•.serious .allergic re11ctions ·iocluding .rash,. hivas, s\1\!elling 
·of the face, mouth; and·tongue, anil breathing problems. 
Call your hea:lthcare provider 'or 'get •emergency; medical 
care if you get any symptoms of a slllious allergic reaction. 

Common sicle.effe~~ of B~OV~NA inclu'c!e: .. ·. ' . 
• chest.or.backpain · 
,; diarrhea ··: • 
• sinus congejltion 
• headache 
• tremor 
, n~~~u~n~ss 
~'ill~ ~rlui\P's · 
• high blpo'! I?!'J,S,Si!J~, 
~ sl!or:tness of· ~re11th;. 
~·rash · ·· · •' :•· · · 

• vOmiting'·· t\\/>~0 

• tiredness · ,.; •: , · 
oleg .• Wellihg<: 
• chest. congl\stjon or b~onchitis : 
Tell your Ii'eaithcarHrovider'if}ou get any side ~ffect·.t~.a~ 
bothers you or that does not go away. · · · ' ' ' 

These are not<all the side effects with ~ROVANA;Ask yotit 
healthcare prd\'ider or pharma'cist>for'Alore 'iilfiwma:tion. 
Call your doct6r 'for medical advice about side.•efi'ects; You 
may report side eft;~cts to,FDAat' f•BO,O•FDA~1088."L • 
How $holiltf'I'Store BROV~NA?• ,.,,. . . · · · :· .. tH,. · · · 
• Store BROV.(\NA m•a refrigeratoi. between:· 36" to'46'F (2' 

to 8'C)>iii tile: protective fbi!• pouch; .Protect from light and 
· excessi~e·hliltk oo·notbpen·a sealed•pouch untikvou'llre 

ready to use a dose of BROVANA. After operting the 
pouch,< unused ready-to•use vials should 'be•returned tCi, 
and'stored•lhi-lh~"pbuch.:An•opened''ready'td'use vilil 
should be used right away. -BROVANA may' be• used ·di' 
rectly from the refrigerator.' '· ·'•· ' ·;::,.,..,, . 

•13ROVA:NX;may also be· itorea·at room"t~mperattirl3 he' 
tween 68'F to 77'F (2o•eio'25'CNornp·to6 'weeks C42 
days). If stored at room temperatiire;discatd ~ROVANA if 

'•it IS'llOt used .after 6 wee~ or if past the eJl:piration date, 
• whiche~er is sooner. Space is provided ou the packaging'to 
record•room•te'mpera"turestorag~tinies."''~' "''' · •r. :,. 

••Do ftbt 'USe 'BROVANN after•. the' expir~tion date' provided 
on the <foil j)ouch !tiM' read:y'2to'use via.Jtw " ' 

• BROVANA should be coibi-less! Discard 'BROVANA ifit is 
P:o~ 'C~lo'H~~J. . . . ·,;, ~\ . . · . . ~;~ ', l\ J . · ( · 

• Ke~p'BROVANA'arid a.ll medicirtes'out of tlle·relich of chil-
··citeil/'": ''. · ·"' ...... ,, 

GenerallnJor"!ation ~bout BROVANA '• • '' > . . .. 
MediCines are 'scinietfro'es prescribed for illni>oses ·not m~n:: 
tioned in a Medication Guide. Do not use BROVANA:for a 

.Atilb~ .. 
IJ\frl!~id!ll\e I:ICIJ . , 
ti!!Jl!I1S fpr&ral, a.d\Tiini!ltrli.tiqn 

Tablets: 40 mg and 80 mg (3) 
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··~» ·}.'[',~ ,, 

Jj.c:.·",.·t,- :·'!~.'/",. n~~ 'i~~<~~._=·IJ> 
,,hvAi:iNiNG:l!,JNORE;\SEiliM:oni.vAiirJ,iY,iJN!::E~;c 
OiDERL1liPATIENTSiWITHDEMENTM·REliATED;>; 
ci~SY,,CHOSIS,I:l'i"i",i!,",r~o:;1c;,;{,flil !,;;lJz,,,;.i\nc; . 0r;§;;': 

"' elili!r19Vp'atiei\t~· ,with'''tli!'t'~rit'ili<relilt«a'' psychosis'' 1 
·· ~r.e~\eil V.ith' ~ntiJ)s~c@jic :arLiiJs ~rl' ~t. an, in~rdilsEilt1l' 
'"tisk'otraeatht'Aniilyll'li'Siof'17'"PIIlcel;lb"ai:\lllrolled'trials· 
fl±(i'rio"at~~rlitiOifoiiifiiWijtiksli lar\Jii!Y, rlf'''ftierit!i' tak''' • · i'rll~g"litYpica'ii iiiltipsfl:Wotlc''lirti!Js;c rl'iViiiilitd••a''tisli cW' 
'death in dl'ilii'trilatadp\itients'bf b'illw'elin'1i6'tci1'1.7', 
ti~es; :the rlski of£\,feoth . in' pF6:ceb'o.!t~eilflld'piltients.'' · 

f{yQ\.ter1th'e!liil:urlle71>f.,dJfY'P)cali10•weilk'cbrltrolled'trial;, 
·r'thetrateof:'tliiath·in'dfiili'treated'p:litiilntliWas;,~bbl!t·'' 
~'24;5%(.i:oii\pai'eil {b 'ii'riitd'bf a})'QUt 2iilo/o ltfthe pJilcilbo " 

llr.oilp1'>iltli'o!lobi:tM' .ca!is'es•·ot. deatli''Wetli varteil/'. 
" 1 moit1oHiie•tl"iitiJIIiapp'!1ahia til lil!'either caralovils''' 
·""'11111\i·r:'lili9;p1Jeart'f"i.llli'i1F'iluaa~l'l:aeatht,sor:•.li:ite~toilsln 

(e,g., pneumonia) in·naturl!. ·,•r 

(e.g., e 

ti~~~E-)}~~1J(~lM~~ . ..... . . . ldLJ, "''" ·" 
5~··0; •:\V~.GS1Affi>,•ll~G:4l!!f~ON$JI;.•c 
5;t:;.',s.li)~rf!~•elli•MiirtlilitY,:,iiv·~l!lderly •• PatieM~·'''with. 
D&I)JIIOtia•flel!lted Psychosis'"'' '.,.;,.,, · :c~,, dr, 
Eld!lfiY Pati~tnts l/lfltiJ lillmantia·related,•psychcists' tr 
lll(it1H!nt!psy~!Joti9 .lirugs:!lre.l!t a.ifillctlla(•a;rj~k;of de 
t~l;llPN•iil !l'l.cifl1'1).flPrb9;1lli'~" thetrllatrlient•of<'demeh 
rll!lltild1J)sych~~~s:'!:lllle'~ox'~ld(arning!: ,;, ';i: ;•;,,L;i·Y•m; 
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Sel'jlm G)ucose 
(;;, 126 mg!dL) 

'lbtal,chol~sterol 

Triglyc~rldes 

'lbtai cholesterol 
(:i' 240 ill.g/dL) 

Triglycerides 
(;;, 200 mg/dL) 

All Patients 

~.2,., .:Cer,l!brov(lscular, Ad.ver!le. )lel!cti.ops, . lnclu,dil!9 
Stro.ke .. .. .. . . . 
~n place)Jo-controlled trials wit,h risperiqone, aripip,razol~, 
ll,lld olanzapipe in e!l!erly subj~cts, ~t!lllemPntia, ~jlere was 
aJligher.incidence c:>f cerebrovascular a!iverse reactions. (ce­
r~bro.vascular lj.CCide~ts . .;uid tr{illsjent i~chemic 11ttaykS), in­
cluding fatalities, compar~d to pla,cebq,trell,ted subjects; 
l4,Tl/PMs not approved for the. t~~a~w,ept of p~tiePt~ w,ith 
dementia-related ,psyc!lOsi~ [see .. al~q .Boxed .Warnt;:~,g an.d 
}Vq,/:nings and Precautions (!j.'W,. · · . · .' · · · · 
5.3 .. , .Neuroleptic Malionant Sy11drome . , . . 
A potentially fatal symptom complex 'l'loinetiines re(erre~ to 
as Neuroleptic Malignant Syndrome (NMS) has' been re: 
ported in association with administration of antipsychotic 
drugs, including LATUDA. ., •. 
Clinical manifestations o£NMS are,hypel'))yrexia; muscle ri, 
gidity, altered mental status; and evidence •of autonomie:in' 
stability (irregular pulse or blood pressure, tachycardia;.di­
aphoresis, .and cardiac dysrhythmia), Additional signs may 
include elevated creatinine' phOsphokinase, myoglobinuria 
(:~:hl'lb40myolysis), and a~u,te repl'll failure.. . , . , , , 
The dillgnostic evaluation of pati~nts with' this syudroine is 
complicate!~. It js important to exclucle cases wl:J.ere the clip­
ical presentation includ.es ~9,thserio,us medical illpess (e.g., 
pneumonia, systemic inrec#on) and untreated or inade­
quately treated extrapyramidal signs and symptoms (EPS). 
Other important considerations in.the differential diagnosis 
include central anticholinergic toxicity, heat stroke, drugfe­
ver, and primary central nervous system pathology. 
The management of NMS sl:J.ol;!ld inchc~de;;l);@.,medi~te di~­
continuation of antipsychotic drugs and other drugs not es; 
s~ntial to concurrent th~rapy; .~) iptepsfy'l ~ympto~a~ic 
treatment and medical monitoring; and 3) treatment of a11y 
concomitant serious. medical,pro)J1~ms,for whic~ ~~ried.fic 
treatments are. ;J.vailable. T,here is rio ~:eneral aiireelllent 
about 's:p'ecific. pharmacological treatm~nt regimens fot 
NMS. . ..• . •'' ··'I ' ' . ' ' 
If a patient requires antipsycho\iC druk treabiiimt after re­
covery from NMS, the'jlote.ntiaLreintroducti6ri'.of'drug ther­
apy should be' carefully consideted.lf.reintroduced, the pa­
tient should be carefully monitoredr stnce ·recurrences of 
NMS1 have been reported.· ·· · 
5!4• ·ra{dive Dysldnesia '" , <. ,,. ,,, · · ,, .. ,. 
Tardive dyskinesia< is. a. syndrome,consi~ting,of potentially 
irreversible; involuppary,,dyskinetic .. movements that• can 

·.:7.3%, 
(21/287) c. 

14.0% 
(37/264) 

LATUDA 
40 mg/day 

(n=358} 

0.67 

8.7%. 
(17'1196)' .• 

LATUDA 
80 mg/c:fay 
In~~~~~:.' 

LATUD'A 
120 mg/day 

. '.L. (n:):~~1l 
"1:14' ·.j.· 

develop in patients treilted· with· antij:uiy¢hotic drugs. Al­
though the prevalence of th~· syudro}lle ~ppe~r.s }9, b~ high; 
est among the elderly, espec1ally elderly women;·1tr IS Impos­
sible to rely upon prevalence estimates it'o t>tedict'; at the 
inception of antipsychotiC'treatment; which patients are 
likely to develop the syndrome. Whether antipsychotic drug 
products differ in their potential to,cause tardive .dYskinesia 
is unknown. , . , , . . . , , , ... _ .. ..· . · . ·:/. . . :~; r 
The risk of developing tardive .dYsl,tine~ja a~:~!i·~e.lilj:elihop<). 
that it will become irreversible. (U'e ,bl,l)jeved to inc)·ease· as 
tl}e, c;lp~atio!l, qf tre\)-tme\1~ ,~d. tl:J.e, tRtal ,C~Ip.U.l~#'f~, dose ,.9( 
antlpsyc,hot!C dr.l;!g$ adnll!llster.e<,l to Abe p\l,tlent mcrease. 
Howev~r, tf?,e 's;Yilaroine ciili d~velop~ although much le~s 
comni6nly, ·after r,~latively,b'tief tre*t~~11t periods at low 
doses. · · ' ' · ' · · · 
There is rio'knbWii'treiltmerit ·fof·established cases of tar­
dive dyskinesia, i altlibugh the s:yildrome' may remit, par­
tially or completely, if antipsycliotic treatment is with­
drawn. Antipsychotic. treatment, ·itself, however, may 
suppr~ssi(ot,partially suppress) the signs, and s:Ymptomsof 
the syndrome and thereby may possibly. mask the underly­
ing process. The ef!'ec.t,tl:J.at :sYffiPt9mlltic suppression has 
upon the long-term cQ\lrSe gf'the,syndrome is unk;l)own. 
Given these cmwid~ratiqns, J,.ATUJ:)A ~hqll,ld be prescribed 
in.a.m~er.tha,.~is ~o~t!Yffi!Y,.to, mjpi~jZj!,~l)e gcmwr.w,:t.ce 
of tard1ve dyskmesia. Chron\C . jln.tiP#y~ho~ic , tre~t~m~nt 
should generally be. reserved for patients who suffer from a 
chronic illness that(1) isj<:no\¥r to r~spond to j\P,tipsychotic 
drugs, and (2) for whom alternative; equallY effective; but 
potentially less. ~a~mf~l t~eatmen~s l'l'e. ;10~ a':aihtble ?r ap-, 
proprlate.•·In patients who dcr reqmre.chromc treatment;·the 
smiiJlest dose ilnd 'thiH\hortest duratioJ:l bf:treatnient pro• 
duCing a satisfactory clinical response should'b'e •sought.: 
~he.!keecl hr contiquecl treat~pt ollhoulcl.be.reE)S~~ssed pe-, 
no\1\c~lly ....• :. •. ,.,;; r,:·u.o,·-.: , h··i•. 
Jf signs I!Pd• sYmptoms of t.ar.ffiv,e, dyJl'"!lesia ,appear in .a pa• 
tieqt qn :M.TV;DA, clrl:'g,.d(sce!ltill\latipJl,sl:J.eul!i b.e,cPilsid-, 
~red, :@:Qw!lver,:som.e. patients.m.aY·.wquire treatmellt.:witll 
LA'I'UI!A!lesnit.~tl:J.e Pr!'sepce,pf tl:!<;>. sYI\c:lr,!Jme. , , ; , 
5.~·•f··, . .,Mlllll.i;!.PI.!p Chii!!Yilll·: ,,' ·;,,,;, ;, :·•'· ·'"'· 
AtypjcJll®Hj),sychqtic drugs .l:J.I!ve; )Jeen. aj!S9C.il\te,d. :with 
met . .WoJjc,~h!ll)ges ... t!mt. m11yJncrease canliovascJI!!lr(cere­
brqvascular. rjslj: . .:rhese. m~ta)JQ\ic' CPI'!llgejl ;il;\c!nde . hyper' 
~I:Ycemia, dyslipidemill, .an<!l>ocly :w~igh,t,gain., Wl:J.jll\ all of 
the.clrugs ,Jn ti).e;cJI'!sS h;J.ve, keeli\:§h9wll .tP·Pro!luceclll>me, 
metabo)!c. chapges, .ll!lch ,dr).lg, hlls:its,qw!l, specijig. ri~]l;,pro~ 
file. 

tieilts1 .versns 4.lJ%.ror· pJacE~!loetrc;R~eapa,ctellts. 
[See table.ll.abovel-' . ,,.,;,wP.i>Jil;;. 
In the uncontrolled, lon,iC~r;tprm studies (primarily 
label 'extension studiM1m'IJNI.lU.DA•was associated 
mean change in weight.of;'0.38·kg. at..week .24 
·0.47.l<g. at week 36 (n=303)nand.,0,71.kg · 
(Il:;244),. 

~~th~rC!JIZY!;~3rtTr.~ta/ioni~~·a~parlitne1 
. LATUDAelevates prolactin leyels: · 

Hyperptolactinemia may suppress 1\ypothalamic 
suiting in r~duced pituitary gonadotrophin 
in ,turn: may inhibit 'reproductive furicti.on'bv·iilipai 
nadal steroidogenesis in·both female and 
lactorrhea, amenorrhea; gynecomastia; 
been reported with prolactin-elevating corlipc>un.ds. 
standing•hyperprolactinemia;wheri'as.sociated,wi,~h 
nadism may lead to decreased bone 'density in both 
and:malepatients{see.A.dverse Riiactio,ns (6}]., 
In short-term, placebo-coritrolled studies, the· 
change ifronHbil.lielincMo endpoint iJ:l, prollictin 
LATUDActre&ted patients was 1.1 

.. in the p!~ccetJo-t;reEttgg 
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