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2668/NOVO NORDISK • NOVOSEVEN RT For the latest PDR product information "I 
---------------------------------- -,-------------• •Sij 
Study 4: Dosing by Treatment Group 

Bolus Injection 
90 micrograms/kg 

(n = 12) 

Days of dosing, mC'dian (range J 10 (4-15)' 

No bolus injections. median (range) 38 (36-42) 

No. of additional bolus injections. median (rang-e) 0 10-3) 

Mean tobl dose. mg 237.5 

Continuous Infusion 
50 micrograms/kg/h 

(n = 12) 

10 (2-116) 

15 (0-7) 

0 (0-4) 

292,2 

WARNINGS AND PRi,;CAll'l'l() -
• Thyioiil C..c;eU twno~s in nnimnl,i: f:!UJna • 

known; ColII1$cl patumfs regnrcl.fllg t.he ~ r(il 
thyr,iid carcinomu nnd tba symptoms of ti of 
5'J ), l,'l'!lid I 

• PIU\'cruaf::i~s: Tn olinicnl trfols, th.en, we 
pan.cr!!atil.l!! among Victozn-t.ronled pat;: mo 
comparntor-ll'Cll.ted pntionts. If p,mcrentiulo·r.\;.;" 
Vio!:o1.~ and othc:r pot11n~nlly 8ltllpoct dru / ' ' llf 
cantf.n11ed. Victozn ~hould noL bu re&tu:rt,.~ 

1
~~~nla I. 

ill,Conllrmed, Use with rautiol:I in purJont.s .;;Jl~llttt 
uf pnnor ntitis 5.2). ·«ilh ll l1111 

• crioll!' .bv,oglycemiJc on ocour whe.n Vi -, 

• Includes dosing during the folluw•up period :.ifier the JO.day study period , 
w(t,b an Ull!ulin aecrehgogue (e.g, 0 ~'Ulfo '0l\Ju I, 
sidar lowering the. dosi, of the illl!u1in secr: ~llit, I 
duce the rL'ik ofl,ypoglycomfo (6.3), flO!lu., 11, 

Efficacy by Dose Group, for Patients Receiving Doses Ranging from <61 to ,-90 micrograms/kg NovoSeven, 
Compassionate Use Programs and HTRS Registry 

• Macm,=culnr outcomes, 'l'here have boo 
establishing conclusive oviclemc of macroVUll 

O lfu. . 
ducLion w.itb Vic,ozn OJ' ruiy other nntidinbo(k 'cl nil, 

ADVERSE REACTION~ 

Outcome* Unknown <61 61 -69 

Effective N (%) 1 (33) 3 (7,5) 5 (63) 

Partial N 1%1 11:13) 0 (OJ 0 (0) 

Ineffective N (%) 0(0) 1 125) 3 (38) 

Unknown N (%1 1 (33) 0 (0) 0 (0) 

No. of Bleeding Episodes' 3 4 8 

NovoSeven Dose (micrograms/kg) 

70-80 81-89 90 

10 (63) 12 (57) 10 (67) 

3 (19) 3 (14) 2 (13) 

2 (13) 2 (10) 2 (131 

1 (6) ·1 (19) 1 (7) 

16 21 15 

,.90 

26 (58) 

11 (24) 

7 (16) 

1 (2) 

45 

Total 

67 

20 

17 

8 

112' 

• Th~ mD_At' oumruon_ ad~ • reactions, repor~ ln 
p11tiants ~nted w,th V,ctow and.more commonly th 
patienl,8 l rooted. wilh .plncebo, ore: bendnche lUI ' ao 11, 
a:rclwa and llllt\-liraglutidc antibody formati~n (OJ ill 

• lmmucogqnicity-J:o!ated evonts, including urti1:.1rhi 
mol'll comnion nmo.og V!otmm-trcab:>d patientB (0,8 ' 
among cq_mpntalor-t.I=tcd pntfonu (0-4~ ) in tljnf ll 
fill! (6}, C lh 

To report SUSPECTED ADVERSE REACTIONS, contact 
No\/o Nordisk Inc. at 1-877-484-2869 or FDA at 1-800-FOA 
1088 or'WWw.fda.gov/medwatch. • 

• DRUG INTERACTIONS-----

• Outcome ::issesscd at end of treatment. la!--t ob~crvation carrjed forward . 
• Vitto:za dblays gastric emptying. Mny impact.•allio :;; 

of ,weomitnntly administered oral m,:,diontiona. u 111 v, 
tum 17). I N (C,;) do not add up to 100 due to roundini( 

+ One patienl in the HTRS registry was excluded 
bernostnsis after bleeding had been controlled 

from efficacy nnalysis since Nm·oScvcn was used to maintain ---USE IN SPECIFIC POPOL/\TIONS------.-_ 
• Tbi,ro nre no dutn in piitlanl.a below 18 yeru,; or ir~ ~1 

The diluent for rceonsW.utinn of NovoSoven RT is a 10 
mmol solution llf L-hill'\idinc in water for lajection nnd is 
supplied as a t leiu- colorlcss l!l)[otion, ;tnd referred t-0 aJl tho 
h.is(idine diluent. The v!lllil nre mlldc of glass closed wlth a 
lnt~,-free, chlorobutyi rubber <llic, and covered with an nlu­
mimun cop. Tho elriaed vialJ. n:re cqmpped. with a trunpor­
evidem snap•offcop ,vhich is made of polypropylene. 
Prior 10 ruconstitutioil, koc,p rcfriger.llted or ,tore betwei,n 
2-26'C/36-'17'1'~ Do 01,t frecw. Store protected from light. Do 
not use past tho e.'qlin>tiQn di1te. 
Afte.r,·oconsillubon. No\'oSovun RT may be stored eifbcr at 
roam temperature or rel'rigerateil for up to !l hours. Do not 
freeze recoru;tituied NovoSc"cn RT or st1;1re It in syringes. 

17 --PATIENT COUNSEIJ.NG INFORMATION 
P atients rece,v ng NovoSovon R'l"sbould be informed of tho 
benofi.ts and r~ks a.m;o intod with l.rea.tment. Patients 
should be warned nbout the cnrly •il!]lll of hypc:raensitirity 
rcuction•, including bivca, urticaria, tighmol!l! nf the ohest, 
wheezing, bypotansion, nnd ruuiphyh.,:i~. Pat!Cll.1;$ should 
a.1.Bo be warned oboot the signs of thrombo~i•, Including new 
Ulll!llL w~lling and pnin in I.he limbs or abdomen, no, oneet 
cliest p11Illj sborl-r1css of brenth, lcr,;s of 61!11&1tlon ur ml)tor 
powm-, or ,1llcred consciousne;,,; or opecch. Pntfontll tlbould 
be told to Juuru>diately seek medical help if nny of tho tibove 
si{l'.rul or s.ymptom, occu r. 
Dn!e af iS51la: August G, 2010 
Vcn;lo~4 
License Number: 1261 
Not•o Nordish® i:-; a registered tradi•marl: of Novo Nordh;k 
A/S. 
Nm•oS~u 11® i~ c1 ,.('f..[i.-:t, ·rf.'(/ tradema rl: of Nor•o Nordish 
Hca It Ii Cor )1G. 
ID 1998·2010 No,·o Nordisk A/S 
For inform~tion contact: 
No,·o Nordisk Inc. 
100 College Road w,,,t 
Princeton, N,J 085-W, USA 
l-877•NOVQ.777 
www.NowiScYenRT.com 
Mnnlifact11red by: 
NOi o Nordisk A/S 
2880 Bng,\'aerd, Denmark 

VICTOZA® 
JVIC-1011,.za l 
(liraglultide (rDNA origin) injection) 
Solution for Subcutaneous Use 

HIGHLIGHTS OF PRESCRIBING INFORMATION 
These highlights do not Include all 1he Information needed 
to use Vlctozirsafely a.nd effectively. See full p1escriblng In-
formation for Victoza. • 
Victoza" (liraglutide (rDNA origin) injection) 

• Use with cn\Jtion in pntient,qyitb rt1nnl or'bepali'li lll)P,tit• 
mcnt. Limited dal'll (8,6, 8.7)i 

solution for subcutaneous use 
Initial U.S. Approval: 2010 

See 17 for PATIENT COUNSELING INFORMATION 
and Medication Guide 

Revised: 04/2010 

WARNING: RISK OF TtlYROID. C-CELL TUMORS 
Sea full p,escribing information for compll!fe boxed 
warning. 
• Liraglutide causes thyroid C-cell tumors at cllnically 

relevant exposures In roden~. It is unknown 
whether Victoza causes thyroid. C-call·1umors, includ­
ing medullary thyroid carcinoma (MTC), in humans, 
as human relevance could not be determined-by clin­
lcol or nonclini1ml studies (5, 1 I. 

FULL PRESCRIBING INFORMATION: CONTENTS• 
WARNING: RISK OF THYROID C-CELL TUMORS 
1 INDICATIONS AND USAGE 

• Vlctoza is contraindicated In patients with a personal 
or family history al MTC or in patienUwlth Multiple 
Endocrine Neoplasla syndrome1ype 2 (MEN 2) (5.1). 

2 
3 
4 
5 

1 l Important Limitations of Use 
DOSAGE AND ADMINISTRATION 
DOSAGE FORMS AND STRENGTHS 
CONTRAINDICATIONS 
WARNINGS AND PRECAUTIONS 
5.1 
5.2 
5.:J 

Risk of Thyroid C-cell Tumors 
Pancrcatitis 
Use with Medications Kno\\'n to Cou>t' Hypogly· 
cemia 

-----INDICATIONS AND lJSAGE~-- -- 5.4 Macrovascular Outcomes 
v'ictoza is II gluco.gon-liko pflpfid()-1 CGLP-1 ) TCraptor n_go- 6 ADVERSE REACTIONS 
ni&t-irulicated ns nn adjunci lo dfo.t arul exorcise to improve 6.1 Clinical Trials Experience 
glyct?mic control in udultR ~ ~ype 2 diobat"" mellitus (1). 7 DRUG INTERACTIONS 
Important Llmitntians of Use (1 .1): 7.1 Oral Medications 
• Not r~~endciu lirst.-line thei:npy for pa:µentli !nad- 8 USE IN SPECIFIC POPULATIONS 

cqualcly controlled on \Li\!~ nn.d e.xorci.~o /5,l). 8 1 Pregnancy 
• Ha, not been studied suffiofenllly in patients with 4 his- 8.3 Nursing Mothers 

tory of panc,,eoLit/,,. 'U)ll1 r;autlon (5.2). 8.4 Pediatric Use 
• Not for trc,,tmant of type 1 dinbctos mellitrnl or diabctio 8 ii Geriatric Use 

keroncldo.,µs; 8.6 Renal Impairment 
• Has not been studi,ed. ln c9mbinatioo with.insulin, 8. 7 Hepatic Impairment 
----DPSAGE'.t\NDADMINISTRATI.ON 8.8 Gastroparesis 
• Adn\lnultcr once doily at nnytime ofdny, indepondnntl~of 10 OVERDOSAGE 

meals 2). 11 DESCRIPTION 
• Inject subcutaneously in the abdomen, thigh or upper 12 CLINICAL PHARMACOLOGY 

arm (2). 12,l Mechanism of Action 
• The injection site and timing can be changed without dose 12.2 Pharmacodynamies 

adjustment (2). 12.3 Pharmacokinctics 
• fuitinte at .0.6 mg pe.11 day for one week, Th.is "°"" i,dn- 13 AL CO GY 

ded. to ed • t'-" ' ! a . . .. I NONCLINI, C TOXI • iW . . nirntuffer· 
ten :~ uco gru,trotntes uuu-Bymp 'l}nIB unng m1tin 13.1 Cm:tanugimesi~, 1\(11Ull!l'l'es1s, Impair 
titration, und is not effective firr gl)'cenlk_ L'Olltrol. After. 'b1ify 
on0 wee.k:, increase the dose t.oJ..2 mg. JUh L2 mg d050. 14 CLINICAL STUDIES 
docs not rosul~ in o.ceepto.hlll g]yc~ c11ntrol, bbe dm;e 
can be lncreWled to 1.8 mg (2). 14,1 Monother:ipy 

• When initi'lting Victozn consider r during thi, dose of 14•2 Comhinatlan. Therapy fIANDLJNG 
conoomita.ntJy•adminbt~red fosulin .sccretngogwa to re- 16 HOW SUPPLIED/STORAGE AND 
duce the risk of bypoglycemfo (2). 16,1 How Supplied 

---DOSAGE FOR.MS AND STRENGTHS-- 16.2 Recommended Storage JON 
• Solution tbr s ubeutnnoous Injection, Qre-_filled, mulfi-doso 17 PATIENT COUNSELING INFORMAT 

pen that deli,'tlrl! doses oro:s mg, 1.2 mg , or L8 m1;f6 mg/ 17 1 Risk of Thyroid C-cell Tumors 
ml., 3 m'Ll (3), . 17 .2 Pancrentitis pat1,-nt' 

--- ---,,;ONTRAINDJCATIONi:;------ 17.3 Never Share a Victozu Pen Bctll'l•cn 
Do not uae in patients 'Wilb n personal rn" fiunily history of 17.4 Instructions 
medul!ary thyroid carctnoma:-or 1n pat:icntll w:itb. .Multiple 17,5 Laboratory Tests . 
E ndocrine Neoplasin l!ylldr~c Lype 2 (4), 17 .6 FDA-Approved Medic:ition Guide 

pDfl,11et, 
IMPORTANT NOTICE: Updated drug information is sent bi-monthly via the PDR ' Update Insert. For monthly email updates, register at 
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lrNrl.ml!llt 0£.dlilb(,tfQ_ kctoncidbsia~ as il wowd n01 be of­
fictivo in llhea\! 1<ettmgll. 

• Th• COilCW;ten~ Ul!e. of Victoza L1Ild in.sul,n hru! no~ brum 
11JJdied, 

! DOSAGE AND ADMINJSTRA'11;10N 
\'i!nwt cnn he '1dministored .bnee daily at 1'11)' lainn of doy, 
1ndependentjy oE.mcnls, w d cun be ini!lct<id spb:cul=,8Jlusly 
~ me abd~, llhigh or ,u:ppor nnn. the injcctipn.aite and 
liming l'.l1D bu ahangcd withou dose adju~tmen,!. 
Tor oil plltients .. Victoza sbould,b;, in1tiatll(l wiffi a doae of 
15 mg per day for one week. 'l'he l0,6.Jlll:'dOBe is ll $Lnrlil'lg 
dni< intcndc.d to 11l!ducc gost;rqint!elltinal aympLolllli duclng: 
mrtlol titrntaon: nnd is oot effective for glytemic o:onti'oL M­
kr an~ wook11t016 i;oll,po:rd/,y, th t! i\oQi.should h'o lncro11~ed 
~ L2 mg. If: th,,_ 1.2 .ng ,·dllsu ,doo TIOt \'IISlllt in li~plable 
,~,,mic control, the dqae em, be, im:roru,Qd lx>•UI mg. 
Iii.en !nitiotlng Victo,;a, conQirlor r-Oducing the dC!Ss of con-

it,an.tly admiru~l,,rcd lmmlin,sectctn1:ogue.11 (suah na sul­
lloyluraas) to rn1ue(l tlic risk ~f bypoglj•oornia [11ec Wam­
~.a and l'm;au/jo11• (fi.3J mul Atlliuac Reactionll (6)], 
\i~ti,is ~olufjon Hborild ~ insp~r.re\l prior Lo eatlh mji;ction. 
irul I.ho salu(ion houldl,o, 1,U!ed Qn!yiR ie clear, colorlCS!ll 
IJ!!l tnnt:ainj ni,-puticl~a. 

I DOSAGE FORMS AND STRENG.ms 
!t,'ution ror 6\lb~u,mrieo,116 injootion, pre-fille-a, llllilei-i!ose 
"" thnt deliver,;aoaes of 0.6 mg, Umg, or UI mg,(6 mg/ 
.~ a mL). -

I C~1OM'I0NS 
lirtoln is- contramdfc t.ed -in. J>fll;le.1it!! witl-i n p<!tsmfal ~ 
!,mil,v history .of _me~iillbry tbyroiil cnrolnolllll (l\'l!fC) ·or in 
p!i,ntP. with Multiple Endocrin•• Ncoplnsia~arome type 
!ll,IEN 2). 

I WARNJN'ftSAlSD PRECAO'l'lONS 
~I Risk of Tlwroid C-cell Tumors 
lli,Jlutido ~~dosiJ-d~endco~ and t,;catment.duri\l:lont 
!,pendant tliyroid O•cufl lmmor,; ladenomns nnd/or Clttcinn• 
11:111 01 cl.i:blcnlfy rclovrur~po•UW1 in wt:b 81'1l'.d(1rz1.ofrb\:ll 
ond tni!!l! [,,L~ No11Ninfoul Tmclcoluip_ ol11J1 Maligna11t thy• 
rld C-c~ll. cru:dnomn&"WDue detecfud irt rills and'1 muie.A illa• 
t!rtlt1,ffy !ig:rtilluaot inart!ase in cancer ww; o~eerveii: in l'\lla 
rail'ing lirngh1Lk!o aL 8!nmes cftmllul l!XJ)osllhl coni4l llrl!d 
w conP'oll!. rt is unkru>wn f huO.ot J'ictdui will ,,rn~e tJhy. 
llitl. 0-toll tumors, irn:Judiii~ mednIIA'ry"Uj,'V!'Otd t-ro-lflm>lllD 
ll!TCli, in liumnna1 a& tifiu bnrrul:n l"tilc\•IUlc,, of llraglutlde-

-~ebo nnd o~~iv~· .,;,~t~i,--;.e";;p~ti~cly. 
,Otherwise, Vict.o,w did not· pl'.oduce consistanb do,so­
depandcnt or \irui,.daJlfilidcnt i!ll!rCalllS in serum calcitonin, 
'i>atinnts wii;h MT0 usoruly have. ooldtonin \laluoi, >50 og{L. 
ln Victo• clini~al f;riiili;, umong r,atinnts with pre­
,trMtmC!l)t sorum caloltmun <(iO IJJl'/L. ooc Vfotuza-trant,cd 
patient 141d no oompnrato.r-±rt!ilted pa.tieot!! developed 
~erumcalti!mrino,>tiOllg/L. Tho Victo1.a-treated patient whQ 
devolopi,i'! scrum. caloitonin >50 ng/L hnd an elovnted prc­
troottnmt llemm t-alcitonin of 10.7 nglL tho.t mcrcnscd to 
30/1 ag/L nv Week 12 and 58.5 ng/L ol the ona_ o.f fl\e 
6°molith trial E'ollow-up .se1'tlll1 caloitottin 1"{1Jl 22.:l 11g/L 

l)lOre thn11, 2,6 yclll's nfwr tha last dose ofVictoza. The llll'g• 
l!l!I. increase in a.ei:um cnMtonin in a compnrn_tor-tree,ted pa­
tionl was seen wil:h gllinepiride in a pati~L whose ~ rum 
cnlcitonin inc.ro11Sed from 19.S:og/L ni ~llll!lliru! Ix> 44.8,ng/L 
at -Week 65 nnd 38.1 ng/L nt Weck H>4-. Among pnflonts wh9 
bog1111 with scrum calait,)nin <20 ng/L, _oolcjtonin efoVlltions 
to >20 og/t. oC-Ourroo in 0.7% of Vlc.toY.11-trootod patient!!, 
0.3~ of placebo-treated patienla, nnd 0.5~ of nctivo­
comps.rator,treated J)l1tients, wil.h M inuidl'nce or 1 .1~ 
among patienta,tn,;tted wi.th l.&mg/d11y ofV'wto'U\. Th!! clin, 
iwl significance or l:hl,se lindiug11 i.s uala:mwn. 
Counsel pa Irion~ regardingi;he risk foe M'llC <lnil the a}'lllp• 
toma of thyril(d tumo~ (o.g, 11. nulss lrr the 11eck, dy")lbagia, 
dy")lnWl or pers:iatcnt bOlll'BWlCss). It i.s unknown whether 
momtori:µg with •erum clll¢1onin br tlzyroid ultrn.Bouna will 
'!Ditigste true pot;entiel ci!lk 11f MTC, and ~ch mouitarit1g 
tnoy more11ill! l!he risk o[ unnecessarJ procedures due to lnw 
l;e,!l apeciflclty'for stirurii clllcitoni.n ·llnd n rugh bruikgromuL 
illl!idenl-o of thyroid disease, PS:til!llts ,viih i.ltyroid ruidulcs 
nowa on1p1:iy&ical examination urmecl. rmoging obl.nfuod Cot 
other reason.II 'should be rnfenmd to ·an endocclnologiBL for 
li.lrlher cvaluation: IA!thougb routine mo11ilotinir of wrulll 
~o!lcitonin' is of il:n'cortai:n Ynluu lu_ 1Jetienli; treated i\lith. 
Vi«tow_, ihlll'lllll l!lllllitonin ,is measured end found tn be !iJ. 
ovated, the.p'ntienl.should be refem;d to a:n:eni;locr.inorog!Bl 
far further evliluntion, 
5.2 Pancreatlti1 
1ti clinlcaJ trials ,otVlttO"!I, the:,:e ww:I! 'l CIIA or~cr-e.nti• 
till among 'liclnz.a•trM~ed: p11hle11va ruu3 l co • umOnl! 
eomp!tl:8to,..u-eata11' p!imd'ot.11 {2,2- 'ViL 0,6 . ' • irnr 1 Ooo 
ptnient-ycru,a), Ff\11! case wi~b Victoltlt wor repor1,t,d ru, 
neute pwrnl'llstitis and i;wo C!llSCII w\tb Victo\UI were reporu'<l 
8il chronic pID!llr~t(tiJ,, J)l OllG C)ll;O-i:n II Vktdllll,tri!alcd (lll• 
'liaot, JllUlctnatltts, with 11001:0,ei:s, .\vtlS ob~rved ' a nd li:,d to 

1.um1. wcrlJ w-eawa. wu.n v1cwl.;,l1 .L.o cug, prnc;coo, or uu;.wm 
gllirgln~. In I.he odd-on to '11\etformin + ~ •igllLo.-.oAe tdnl 
patients were fre ted with Victo,m L2 mg, VictQ~ h8 rug or 
l'lnrebo lsev Clinical Studi.,. (Ui), 
Wf)hdmwul" 
The incidence ofwilhdrnwnl due Lo ad•ersc ~v"I)µ WW! 7 .811i 
for ViJ:l:ll'l: tl-"tJ-oa ted pntientii arul' S..11 for compariJtor0 

lxeat.l!d pnttcnts in' he Jive, control!~ miilao.r26 l\'l!el,s du­
rati6o. or longer. Thia dilforence wa.. drlven. oy withdi:awa!J; 
due-to gruitrolntl!Jltinul. advCJ;I! rooetions, whkb ·occurred in 
5,01{ of Victo1.n-trunted pntieni.s and •0,5\t. Qf" comparilidr• 
treaood )?Btienbi. The mo_$t coom{on nilyetife re:ictioos lead­
ing t-0 withdrawal (qr VMoza-tr'e ~a p11ticnts wJrl! ll1lU6')1l 

t2.81i, \'!lnWI b'll, for tompara'.tor)' iind vrimitin~ (L5'Jb Vffi'SUB 

O.J 1 !or campnra1or); Wjilidruwal dP!! ti.) g11strpintolltinal 
ndvol":j~ eveni:s mainly gceurred during tM ll:nit l►.:.S · months 
oHha trial~. 
Thnllll! l "IIIld 2- summamo tlU! adv= events ro.porred,in ~* of Vic!oza-ireatetl--i,ulients in'tru:dive ~on11rollcd trwls 
of,26 weuka dum)inn or longor: 

Table 1 Advers&- events reported in ;,:5;~ of 
Vlttoza,treated 'patients or :a:s<r., of11fimepl~lda-tre)it11d 
l!otients: ~2•week monotherupy trial 

All Victuzn Gllmepiride 
N = 497 N=248 

Adver!NI_ Everrl Torm ( J (%} 

Nnusea 28.4 8.6 

D1111Then 17.1 8.9 

Vomt1ing 10.9 8.6 

Cunsti~otiion. 9.9 4.8 

UJ1P9r RC<!pimtoey Tract 9.a M 
Inu,cµ,011, 

1-1:eadnchc. 9 1 9.ll 

lo.ll~enza 7,4 3,6 

UtlnAry ?'.)-net In'tecti!!Jl 60 4 .0· 

Vlsit,PDR.net to register for Product Safety Alerts and to download mobile PDR • free to U.S. prescril:lers 
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Dizziness 

Sinusitis 

Nasopharyngitis 

Back Pain 

Hypertension 

[See table 2 at right] 
Gastrointl!stinal adverse erents 

5,8 

5.6 

5.2 

5.0 

3.0 

5.2 

6.0 

5.2 

4.4 

6.0 

In the five clinical trials of 26 weeks duration or longer, gas­
trointestinal adverse events were reported in 41 '1, of 
Victoza-treated patients and were dose-related. Gastroin­
testinal adverse events occurred in 17r:"r; of comparator• 
treated patients. Events thaL occurred more commonly 
among 'llctoia-trented patients inaluded nausea, vomiting, 
diarrhea, 

0

dytpepllia and constipation. In cllnical trials of 26 
weeks duration or longer. the percentage of patients who re­
ported nausea declined over time. Approximately 13~i: of 
Victoza-treated potients and 2'); of comparator-treated pa­
tients reported nausea during the first 2 weeks of treat­
ment. 
Immunoglmciiy 
Oonsisten.t with the potentially immunogenic properties of 
protcln and pe_ptido phonnaccucicals, patien14 treated with 
Victoza may develop a.nti-liroglutide antibodies. Approxi• 
mately 50-70$ ofVictozn-trcnted patients in the five clinical 
trial.a of 26 weekil duration or longer we~e tel!ted fur the 
presence of anti-liraglutide amibodies :it the end of treat­
ment. Low titers /concentrations not requiring dilution of 
scrum) of anti-liraglutide antibodies were detected in 8.6", 
of these Victoza-treated patients . Sampling was not per­
formed uniformly across all patients in the clinical trials, 
and this may have resulted in an underestimate of the ac­
tual percentage of patients who developed nntibodies. 
Cross-reacting ant-1-llraglutide an tibodies to native 
glucngon-like _peptide-! (GL-P-1) occurred In 6.9" of th.c 
Vieteui-croat.ed .patient! in the 52•wcek monotbcrapy tnal 
and in 4.8% of the Victoza-trcated patients in the 26-weck 
add-on combination therapy trials . These cross-reacting an­
tibodies were not tested for neutralizing effect against na­
tive GLP-1, and thus the potential for clinically significant 
neutralization of native GLP-1 was not asses,cd,Antibodies 
that had a neutralizing effect on liraglutide in an in l"itro 

assay occurred in 2,3'k of the Victoza-treated patients in the 
52-week monotherap,' trial and in l.O?i of the Victoza­
trcated patients in the 26-week add-on combination therapy 
trials 
Among Viet-Oza-treated patienl.s who developed anti­
lirnglutide antibodies, the m05t common category or adverse 
OVl'llts was that of infections, which occnrreil amo.ng 4.1)% of 
these ·patients compared to 36';. 3-10 and 35c, of antibody­
negative Victoza-treated. placebo-treated and actiYe­
control-treated patients, re5pecti\'c1y. The specific infections 
which occurred with greater frequency among Victoz:1-
treated antibody-po.s.itiYe patients were primarih· nonseri­
ous upper rcapirntery tract infections , which· occurred 
among 11''< of Victoza-treated antibody-positiYC patients; 
and among 7':(, 7Cfr and 5 <( of antibody-ncgatin~ Victoza­
treated, placebo-treated and actiYe-control-treated patients. 
respectively. Among Victoza-treated antibod,<-negative pa­
tients, the most common category of adverse cYcnts ,,,as 
that of gastrointestinal ewnts. whjch occurred in 43', . 18';\' 
and 19'.'i of 11ntibody-negati\'e Victow-treated, placebo­
treated and actiYe-control-treatcd patients. respccti\'ely. 
Antibody formation was not associated with reduced efficac,• 
of Victoza when comparing mean HbA1c of all antibody­
positi,·e :ind all antibody-negati\'e patients. Howe\'cr. the 3 
patients with the highest titers of anti-liroglutidc antibod­
ies had no reduction in HbA1c "ith Victoza treatment. 
In clinical trials of Victoza. events from a composite 
of adverse events potentially rebtcd to immunogcnicit.\' 
(e~g. urticari::i, angiocdcm~) occurred among O~,S ',;. ot 
Victoza-treated patients and among O ~'/. of comparator­
treated patients , Urticaria accounted for J.pproximately 
one-half of the cvi::nts in this compo;:;itc for Victoza-trc:1tcd 
patients. Patients who de\'elopcd anti-lirag-lutidc antibodies 
were not more likely to develop events from the immunogP­

nicity events composite th:m were patients who did not dr­
,·clop anti-liraglutide antibodies. 
Injection sitt n.:action~· 
Injection site reactlons ~c g., injection ~ite ra.c:h , erythcm.J l 
were reported in approximately 2,;. of Victoza-trcated pa­
tients in the fiw clinical trials of at least 26 weeks duration 
Less than 0,2'.i, ofVictoza-treated patients discontinued due 
to injection site ri:actions 
Papilla~• thyroid curcinamu 
In clinical trials of Victoza, there were 6 reported cases of 
papillary thyroid carcinoma in patients treated with Victoza 
and 1 case in a comparator-treated patient (1 9 \"S , 0,6 cases 
per 1000 patient-yearsJ. Most ofth0se papillary thyroid car-

For the latest PDR product information, visit PDR.net 

Table 2 Adverse events reported in 2:5% of Victoza-treated patients and occurring more frequently with Victoza 

compared to placebo: 26-week combination therapy trials 

Add-on to Metformin Trial 

All Victoza -;- Placebo+ Glimepiridc ; 
Metformin Metformin Mctformin 

N = 724 N = 121 N = 2-f2 

Adverse Event Term (" I ((/(_I (~) 

Nausea 15.2 4 1 33 

. 
Diarrhea 10.9 .. . 1 37 

Headache 9,0 6,6 9,S 

Vomiting 6.5 0.8 0.4 

•· Add-on to Glimepiride Trial 

All Victoza + Placebo+ Rosig!it~zor,(· ':' 
Glimepiride Glimepiridc Glimcoinck 

N = -~:ll N = 695 N = 114 ,-., 

Adverse Event Term k (~cl (',) ('t) 
• J.__,_ 

~ 

Nausea 7.5 1.8 2.6 

·-

Diarrhea --•-
7.2 1.8 22 

Constipation 5.3 0.9 1.7 

Dyspepsia 5.2 0.9 2.6 . 
Add-on to Metformin + Glimepiride 

Victoca 18 + Placebo+ GlarQne + 
1 Mctformin + Metfo1111in Mctformin 

Glimepiride + Glimepiridc + Glimepiridc 
N = 230 N = 114 N = 2:12 

-

Adverse Event Term ( '.,) t 'x ('.f) 

Nausea 13.9 3.5 1.3 
L 

Diarrhea 10.0 ~-3 1.3 

Headache 9.6 7.9 5 6 

Dy.:-pcp~ia 6,5 0.9 1.7 

Vomiting 6,5 8 .s 0 ,; . 
I 

Add-on to Metformin + Rosiglitazone 

Adverse Event Term 

Nausea 
T I 

Diarrhea I 
,, 

Vomiting 

Decreased Appetite 
' 

Anorexia 

Headache 
-

Constipation 

Fatigue 

cinomas ·were <1 cm in greatc..;t diameter .:ind were diag­
nosed in surgic.'.11 pathology sprcimens after thyr01dectomy 
prompted by findings on protocol-specified screening wiLh 
~Crum calcitonin or th\Toid ultrasound, 
H_vpo~lycemio • 
In the clinical trials of ~t least 26 weeks duration. hypogly­
cemia requiring the aE.::i s.tancc of another pc-r!ion for treat­
ment occurred in 7 Victozo.-tre~tcd patient.~ (2 6 cc1!-.es per 
1000 patient-years) and in no com-para.lor--treatcd patients. 
Si, of these 7 patients treatL•d with Viclo?A were also taking 
a :;ulfonylurca. One other patient was taking Victoza in 
combinLl.tion with metformin but had another likely expla­
nation for the hypoglycemia (this e1·ent occurred during hos­
pitalization and aft.er .insulin infusion) (Table 31. Two addi­
tional cases of hypoglycemia requiring the· a,.,istance of 
another person for treatment have subsequently been re­
ported in patifnts who \vcrc not taking a concomitant sul-

All Victoza + Metforrnin Placebo + r.ldor..:ic, 
+ Rosiglitazonc Ro.':iglibzor.c 

N = 355 N = 175 

(~n ,.~; ) 
"• 

34.6 8 G 

14.1 6,3 

12A 2.9 

9,3 1.1 

9,0 o.o 

8,2 -1.fi 

,5 .1 •• 't' I II 
I 

5.1 1 7 

fonylutea. lloth patients ware r<!c,,lving Vic1ou, one • 
monotberapy o.na the otb.!!1' in. combination "iih maformill! 
.Both patien had another likely eirplllD.llcion tor lb! hyp, 
glyoemia (Mil r~'<!l!ivcd i:luntlin during a frequently-<ruDPW 
mtni,'l!Dous_glu.cose tolerance tesL. and the othC!T fud imlt­
cranfr1l hemorrhage and uncertain food intakr}. 
[Sec table 3 at top of next page I 
In a-pooled ann.iysis of olinical trials, tb m111dcna, rJ12(pu 

1,000 pationt•yt!!tra) tor malignant neopllll!m• '41 
investigator- reported l!'ients, medfoal hi.!itory, patbril!I;!' 
Pl)rtll, (U]d surgical reports from both blinded nndopen-lml 
stud.}'. periods wna 10.9 for Victo:r.a, 6.3 for plnCl)bo, and7-
ror active oompnretor. After e.xcluding _papillary uryrold a.~ 
cinolll8 c,·ents [-, Mi/en.-Y Recmtion, (6.J)}, no _pllltj • 
enncer cell type predominated, Seven malignant nit 

n,;ents w.ere reported beyond 1 year of exposure to 1bidy 
medicnl;ion, six ven~ mnoog Vicloz:\-tr~ntcd p., tle!ll 
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ocidence of fetal malformations in liraglutide-treated 
,roups exceeding concurrent and historical controls were 
r,i;;hapen oropharynx and/or narrowed opening into larynx 
,10.1 mg/kg/day and umbilical hernia at 0.1 and 0.25 mg/ 
~•dav. 
p;,gi;ant rabbits given subcutaneous doses of 0,01, 0.025 
ind 0.05 mg/kg/day liraglutide from gestation day 6 
:brough day 18 inclusive, had estimated systemic exposures 
I;;, than the human exposure at the MRHD of 1.8 mg/day 
,tall doses, based on plasma AUC, Liraglutide decreased 
f;!al weight and dose-dependently increased the incidence 
,i total major fetal abnormalities at all doses. The incidence 
,i mslformations exceeded concurrent and historical con­
::,!; al 0.01 mg/kg/day (kidneys, scapula), ;e: 0.01 mg/kg/ 
iiy (eyes, forelimb), 0.025 mg/kg/day (brain, tail and sacral 
mtebrae, major blood vessels and heart, umbilicus), 
a 0.025 mg/kg/day (sternum) and at 0,05 mg/kg/day (pari­
,:,1 bones, major blood vessels). Irregular ossification 
d'or skeletal abnormalities occurred in the skull and jaw, 
,,rtebrae and ribs, sternum, pelvis, tail , and scapula; and 
i'.i,-dependent minor skeletal variations were observed. 
L,mal abnormalities occurred in blood vessels, lung, liver, 
md esophagus. Bilobed or bifurcated gallbladder was seen 
i:J all treatment groups, but not in the control group. 
In pregnant female rats given subcutaneous doses of 0.1, 
025 and 1.0 mg/kg/day liraglutide from gestation day 6 
ii,ougb weaning or termination of nursing on lactation day 
·t (stimated systemic exposures were 0.8-, 3-, and 11-times 
!::man exposure at the MRHD of L8 mg/day, based on 
cl.l!ma AUC. A slight delay in parturition was observed in 
~, majority of treated rats. Group mean body weight of 
ce<catal rats from liraglutide-trcated dams was lower than 
,;inatal rats from control group dams. Bloody scabs and 
unated behavior occurred in male rats descended from 
b:l,; treated with 1 mg/kg/day liraglutide, Group mean 
t,;iyweight from birth to postpartum day 14 trended lower 
~ F1 generation rats descended from liraglutide-treated 
n·J compared to F 2 generation rats descended from con­
~ ;. but differences did not reach statistical significance 
::: any group, 
13 Nursing Mothers 
i:i;not known whether Victoza is excreted in human milk. 
S<au;e many drugs are excreted in human milk and be­
nu;e of the potential for tumorigenicity shown for 
criglutide in animal studies, a decisioo should be made 
1:bt-ther to discontinue nursing or to discontinue Victoza, 
tilir.g into account the importance of the drug to the 

Patient not able to self-treat 2.2 (0.06) 0 

Patient able to self-treat 27,-l (1.16) 28.9 (1.29) 16.7 (0.95) 

Not classified 

mother. In lactating rats, liraglutide was excreted un­
changed in milk at concentrations approximately 50<:"c of 
maternal plasma concentrations. 
8.4 Pediatric Use 
Safety and effectiveness of Victoza have not been estab­
lished in pediatric patients. Victoza is not recommended for 
use in pediatric patients, 
8.5 Geriatric Use 
In the Victoza clinical trials, a total of 797 (20'/', ) of the pa­
tients were 65 years of age and over and 113 (2.8~f) were 75 
years of age and over. No overall differences in safety or ef­
fectiveness were observed between these patients and 
younger patients, but greater sensitivity of some older indi­
viduals cannot be ruled out. 
8.6 Renal Impairment 
There is limited experience in patients with mild , moderate. 
and severe renal impairment, including end-stage renal dis­
ease. Therefore, Victoza should be used with caution in this 
patient population. No dose adjustment ofVictoza is recom­
mended for patients ,vith renal impairment [.<ee Clinical 
Pharmacology ( 12.3)}. 
8.7 Hepatic Impairment 
There is limited experience in patients with mild. moderate 
or severe hepatic impairment Therefore, Victoza should be 
used with caution in this patient population- :-.o dose ad­
justment of Victoza is recommended for patients with 
hepatic impairment [see Clinical PharmacoloBJ ( 12,3)}. 
8.8 Gastroparesis 
Victoza slows gastric emptying \(ictoza has not been stud­
ied in patients with pre-existing gastroparesis. 

10 OVERDOSAGE 
In a clinical trial, one patient with type 2 diabetes experi­
enced a single overdose ofVictoza 17 .4 mg subcutaneous (10 
times the maximum recommended dose), Effects of the over­
dose included severe nausea and vomiting requiring hospi­
talization. No hypoglycemia was reported. The patient re­
covered without complications. In the event of ovcrdosagc. 
appropriate supportive treatment should be initiated ac­
cording to the patient's clinical signs and symptoms. 

1,7 (0.04) 0 

11 DESCRIPTION 
Victoza contains liraglutide, an analog of human GLP-1 and 
acts as a GLP-1 receptor agonist. The peptide precursor of 
liraglutide, produced by a process that includes expression 
of recombinant DNA in Saccharomyces cereuisiae, has been 
engineered to be 97<;!; homologous to native human GLP-1 
by substituting arginine for lysine at position 34. 
Liraglutide is made by attaching a C-16 fatty acid (palmitic 
acid! with a glutamic acid spacer on the remaining lysine 
residue at position 26 of the peptide precursor. The molecu­
lar formula of liraglutide is C172H265N,a051 and the molec­
ular weight is 3751.2 Daltons. The structural formula (Fig­
ure 1) is: 

Viig;ff/0.1 ~r~cbloo.:f,ot;(ljjdjllQl;lif'llll!iliOIIJn. Each 1 mL of Victoza 
solution contains 6 mg of liraglutide. Each pre-filled pen 
contains a 3 mL solution of Victoza equivalent to 18 mg 
lirnglutide (free-base, nnhydrpue) and the following inactive 
ingn)dionts: disodium phosphate di.hydrate, 1.42 mg; prop­
ylene i:lycol, 14 mg; phenol. 5.5 mg; and water for injection, 

12 CLINICAL PHARMACOLOGY 
12.1 Mechanism of Action 
Liraglutide is an acylated human Glucagon-Like Peptide-I 
(GLP-1) receptor agon.ist with 97% amino acid sequence ho­
mology to endogenous human GLP-1(7-37i. GLP-1(7-37) 
represents <20% of total circulating endogenous GLP-1. 
Like GLP-1(7-371, lirai;lutide activates the GLP-1 receptor, 

Visit PDR.net to register for Product Safety Alerts and to download mobi/ePDRS• - free to U.S. prescribers 
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Table 4 Results of a 52-week monotherapy trial• 

For the latest PDR product information, visit PDR.net 

nation half-life of approximately 13 hours, making \'ictoza 

suitable for 'once daily administration 

Victoza 1 .8 mg Victoza 1 .2 mg Glimepiride 8 mg Specific PopuJatlons 
Eldul;y-Age hnd no effect on the pharma.rokioe1ics of 

Viotoza basoo on o pbru:macokinetlc study in.henlthrtldu ly 

subjects (65 to 83 ye!llll) w,d pppufati.on pbru-mncoldmlle 

analyses of,patients lB to 80 years ofage{irtt Un in Sr,m.'it 

Populations (8.5)). 

Intent-to-Treat Population (N) 

HbA1, (%) (Mean) 

Baseline 

Change from baseline ( adjusted mean l' 

Difference from glimepiride arm (adjusted mean t 

95\r Confidence Interval 

Fasting Plasma Glucose (mg/dll (Mean) 

Baseline 

Change from baseline I adjusted mean•' 

Difference from glimepiridc arm (adjusted mcanl" 

95% Confidence Interval 

Body Weight (kg) (Mean) 

Baseline 

Change from baseline (adjusted mean l' 

Difference from glimepiride arm (adjusted mean)' 

95\r Confidence Interval 

• Intent-to-treat population using last observation on study 

t Least squares mean adjusted for baseline value 
:; p-value <0.0001 
§ p-value <0.05 

a membrane-bound cell-surface receptor coupled to adenylyl 

cycl0$ by the stiruulntory 0-protem, Os, in pancreatic beta 
cell,;. Lirngluti4e incrt!llSeS intrncellular cyclic AMP cAMPl 

leading tD ~lin Tc.lease in the presenro of elevntod glucose 

canmrtrntions. This u11ro:1Jn searotioo 9ubaidcs OJI blood glu­

cose concentrations decrease and approach euglycemia. 

Lirnglutlde also dooreases gluen_goo secrotioo in a glucose­

dcp,md.enL ,nnnne,-_ '!'ho meclmnism of blood glucose lowur-­

ing al&o involves n dolny in gnsL'ric emptying 
GuP-1(7-37) has 11. hltlf-lifo of 1.5-2 minut"" dw to d~grnd11-

tion by the ubiqu.itOUll endognnous enzymes, djpeptidyl 

peptidase IY lDPP-IV} nnd neutr11I <indQpeptidru;t<i tNEP), 

Unlike ru,ti.,., GLP-1. Jiraglutidc i ,iitnhlc ngain.st metn.bolic 

deyradAtion by both pepb.doscs nnd bas a pllWIW half-ill'a of 

18 hours ofter stibcuto.nco,11, administration. The µhamut ­

c:okinetic _profile o lir_nglutide, whicli mnk IL suitable Tor 

once-doilyad.minist;I'l!tjon, ia n res:ti!L of 9tr- ocintion.l.hnt 

dol aye absorption, _pl.a1m111 protcin biruljng and .,tablHLy 

against mofabolic degTodDtioq by DPP-1V and J\'EP. 
12:2 Pharmacodynamics 
Vic~ozo'.11 phiu-m;lcodyn=ic profile is CQD&fst ol with its 

pbJtrmaeok:inel:ic profile ob.m:ved after mgle ~ubcu.taneous 

administrntion na Victoza lowered fas ting. prllID.l!nl nnd 

postprandial glucose throughout the day /see Cli11ical Phar-

111acolc,gy (12.31}. 
Fruiting nnd postpmndinl glll.llOSe WD.9 measured before and 

up to 5 boll.r5 after a standnrdizod meal o:llor treatment LO 

slqady state witli 0,6, L'l end 1.8 mg Vlt1;ozn or plncebo. 

Oo.mpated to placebo, the -postprandlal plaamn glucose 

AUO_,,. wus 35\'l lownr o.ft&r Victo-,n J..2 mg and 38'J, 

lower after Victoza 1.8 mg 
Gluco~ -dcpendent in su lin secretion 
The effect of a single dose of 7.5 mcg/kg (,- O., mg) Victoza 

on insulin secretion rates (!SR) was investigated in 10 pa­

tients wit!) type 2 dl'nbo during graded cglncose infusion. 

In thllllO patien , ou nvera-gc, lhe !SR respoase was in­

C!l'l!w;ed in a glucose-dependent mrumcr /Figure 2). 
[See figure at top of next column] 
Glucagon ~erotiu11 
V'~~ ,lowered blood glucose by stimulating insulin secre­

tion and lowcriDJ: glucagon secretion. A single dose of 

Victoza 7.5 mcg/kg ("0 0 7 mg) did not impair glucagon re­

sponse to low glucose concentrations. 
G08tri'c 1!11rplyltig 
Vu:toza c.au.ses a delay ofgll.61:ric empt,ing, there.by- reducing 

thn rat.e 11twhich postprandinl glucose appears in the circu­

lation. 
Cardiac Electrophys1ol.ogy (Q'Ic.l 
The effect ofVictoza on i:ardi11c rcpolarization was tested in 

a QTc study. Vicloza at steady state concentmtin11.5 with 

daily doses up to 1.8 mg did not produce QTc prolongation. 

246 251 

82 8_2 

-1.1 -0.8 

--0.61 -0.31 

(-0.8, -0-4) (-0.5, -0 1) 

51 43 

172 168 

-26 -15 

-20' -101 

(-29, -12) (-19, -1) 

92.6 921 

-2.5 -2.1 

-3 6~ -3 2' 

(-4.3 , -2.9) (-3.9, -2.5) 

... v:eroZA 

··••!!::::·· 
. ..... . 
... 

♦ ••••• 
.. 

248 

82 

-0.5 

28 

172 

-5 

93.3 

+1.1 

.. 
♦ •••••• 

_, 

Fiyuro 2 Mean lnsufin Soorellon Ra111·(ISR) venius Glucose 
Conc;antratlcn Following Single-Dose vlctom 7.5 nicg/1<9 (-0.7 mg) 

or Placebo ln Palilln1$ wilh Type 2 Diabetes (N;1Q) During Graded 
Glucose Infusion 

12.3 Pharmacokinetics 
Ah.sorpt11m-Fo:Uowing ,;ubcutaneous adminultrntion, maxi­

mum coocentrations of liroglutide ore achieved ai 8-12 

hotll'll post dosing. The mean peak (c.,.J nod tot.Ill (AUC) 

exposures of liroglu de wore 35 ngfmL and 960 ng•h/mL, 

respccl.ivnly, for a s:ubcuw.ne0us single dose of 0.6 lllll• After 

!lllbeutaneous !!ingh, doac ndministmtioos, C,.,... and AUC of 

lira.gluLldc incren.sed proportlono:lly over t.be therapeutic 

d()l;e range of0.6 mg to L8mg. Al 1.8 mg Vietoui, the aver­

age steady sta.te c:oncenl:rntion of liraglutide. over 24 hnura 

was approidmatcly 128 ngfmL. AUCo- w~ equivalent be­

tween upper aco and abdoml!D, and. beLw~n upper arm 

nod thigh. AU~ from thigh wu 22% lower than thnL from 

ahdoml!n. However. liniglullile expos.ure were coruridered 

comparebl among these three subc:utaneous injection sites. 

Absolute bioo.vnilahllity of timglutide following subcutnne­

ous administration Is approidmalcly 559, . 
Distribution- The mean apparentvolume of distribution af­

ter 1illbcrutiineouB ndministration of Victota 0,6 mg is ap­

proximately 13 L. The mean volume or distrib,rtioa after 

intravenous administration of Victoza is 0.07 .L.lkg. 
Lir.zglutide is <!Zbmsivnly boWld to plnsmo protein (>98~). 

Metabalwn- D~ the initial 2-4 hours following adminis­

tration of a single [ H]-liraglutide dose to healthy •ul:rlects, 

th maJor compone.o& m plasmo was intact liraglutid 
Lu-aglutide is endogenoialy m tabolizcd in II mni.lnr IOllll­

oer to large proteins without 11. spccifu: orpn ns II major 

route of elimination. 
El1ml11ation-Following a f' Hl-liraglulide dose, intact 

llraglutide woa nol detected in urine or feces. Only II minor 

part of the ndmini!ttered. TOdion<:tivity wa.s excreted as 

liraglutidc-r-elatedmetabolites in urine or-few.i (6~ and 5%, 

rospecth-ely). Tho majority of urine and feces radioactivity 

wns exuelEd d~ the first 6-8 daye. Tho mean apparent 

cleo..mnce follawing subcutaneous admlnistrntion of o srnglo 

dose of .fuaglutidc is approximately L2 Llh with un elimi-

Gendcr-Basl!d on the rsaulta of population pharm.lmii­

a.et1c annlysca, ·fe:mnlea have 3 Jnwor woi&]tt-<1dJ uit«l 

clearnnce orVict.om cam-pared to m ales-. Based nn U1e l!IJlO' 

suro respoll50 dllta, no doBe adjugtment is necessary bmd 

on gender. 
Ra"' and El11nicity--Raoo nod efunicily had no l!ffect oa !ht 

pbnnnacokinel.ics of Vitl0%ll based on the result6 of popul• 

tion pbaanacokino~c nolilyses that included Cnucas[llll, 

Blllc'k, Amnn nnaIDspanic/Non-Hispanit subJect.11. 
Body Weight-Body weight significnnfly al!'ectd lhe phnrmn· 
cokinctic,i ofVlci:07.a b~ on rC9Ul or _population plumn> 

cokinetic 1mnlyses. Th exposu:re or liraglutidc decre, 

with an incronse in ballnlfue body weight Howf.'rtr, Im 

L2 mg ana 1..8 mg daily aose of Viot:oza provided ruleq,w, 
ll)'Btcmic exposures over the body weight rnnge of 40-160q 

evaluated in the clinical L'rials. LUBglutide WWI oot studial 

in patients with body weight >160 kg. 
Pcdiatric-Victoza has not been studled in pediatric pa­

tien111 f•te Use in Specifiq P,opula/uin8 (8.4)]. 
R~nl Impairment-Thie ~gle-dos ; p]l(u:mncok:inetks of 
Victnza were evalunted Jn subjects w;ith Vlll}ing deiffif of 

renal impa.ir:menL Suliject& wi);h nuld (esfunaled cresllnml! 

clearance 50--80 mUmi:o.) lo ae\!ere (estimated cr~atinint 

clC-!lr(lll<:C <30 ml/min) renal impairyneot and subjl'!'i with 
cod-stage rennl diuamn;eq_uirlng dlalysiB we.re included 111 

the trial. Compared 'w healthy subjecis, liraglutide AUC m 

mild, mo\lerate, nnd ~ere renal lmpairmenL Md in end· 
~tage renal c:l.iiJeasi was on avuroge 35%, 1 , 29'l IUlll 30" 
lower, ;reapectivcly [see U,e in Sfa.,d-fic Population< 18.UI/ 

B~onlf,c lmpairme~li-Tlie singlc,.:dose phnnnncoluneli1>1 rl 
vrcto~ were evaluntcd in subje,,ts \\ifli vnryrng dcJll'Nf of 

hepatic mipi,irmenl. SuJ,jl!Ct... with mild (Child Pugh !lilt 
5-6) LO se~cte (Child Pugb a-0ore > 9) hepatic impQJrml!!lt 
were inelud,ed in lhe trial. Compared to herulhy oubjttl4 

Jitngltltide AUC in.,subjL'Cts witb mild, modt,rato and 1..-m 

hepatic impainnenl was 011 averogo U ~. 14~ IUlll 4 • 
lowzir, res_pcctive!y {IU!e Ck i11 Specific Pop11la1iop, ( 1/t 
Drug fotvactiona 
Tn vitN> OIISl!Mment of drus-drulJ ,nreracti/JM 
Vlctom hB!! 1ow potential ,for pharnmc:okineticdrug-drug io­

teractiorut related to cytochrome P4iiQ CYPl and plasm, 

proU!U! binding. 
In vwo asscu =nl of drus-drug in(e:m~tion 
The drug-drug interactiaa. stud.iea were performed at. erl1 
state~tb Vlcf;Om 1.8 mg/day, BefareadministrJ!tilln ofro:i­

comitnnt tre~t.trumt, subjects lll'ldl!rW!!IlL n 0.6 mg w~ 

dose inCl1llllU! to Tell ch t:he Ol1lldmum doi; of 1.8 mg/day. A¾ 
min.istrntii>o oftlul interllcpng druJl'll wns timed ao that C:.. 
or Vicuita ,8-12li) would cointld • with_ lhe ab!IOrption pe4I: 
of the co-administered drugs. 
Digox/11 
A singlc da:;e of dig_orin l IIl'l w& ad.ministered 7 hoUJS if. 
tlir Um dose of Victoza at steady fttllte. The e-0nromitu.l 
rulminiHt:ratfaa. witb 'Victoza l'll!Ulted in n reductlon llf'GJ! 
goxin A UC by 16~; C,_ decreased by 31 ~ Digoxm medlll 
time to llllll!imal concentration (T,. .. wns dcln)'eil imm l ~ 
to 1.5 h. 
Lm nopril 
A single dose of Usioo_pril 20 mg- was a~ral 5 m 
utes after tbe dose of Victor!\ at sfu4dy sbtle The r:f 

administration with Vic(o211 resul ted. in a reducti(lll i 
Usioopril .AUC by lo~: C.,.. decr<'ased by 27,.__ Ll1inopll\ 

median T.,,.. wo.s delayed from 6 h co 8 b with Vici02.1-

Ataroastatin 
Victoz11. aJd not change the overall exposure (AUCI ohlD! 

vaal.8.tin following a single dose of ntorvutatin ~O mi, Ill, 

ministered 5 lio11Ts aluir tho do!!f1 ofVictom al 5\eady fl& 

Ai:orve.stotin C,_ was deaeruaeil by 38% nod medi•o T.., 

was delaved from 1 h to 3 h with Victoza . 
AceJaminophen 
Victma did llOL change Lile ovmill ~ure rAUCJ or 
minophcn fo.llowing n singlo dnse of acelaminoph 

1000 mg, administ.ered II hours after ·the d= o! VittmUI 

Jltendy stafo. Acetaminophen C,.., was docreased by :11 
and median T,... wns dclayed up to 15 minutes. 
Gri11eo;iilvi Ii 
Vietom did not ehangc1ho overall cx))O!lure (AUCI al' pi> 

eof\ilvin following co-odministrotion of a single d<ISE' of gri, 
eofulvin 500 mg with Victoza a.t atendy st.ate. 'GTUl'Dilllrlll 

C~ increased by 37'ilo while median Tmu did .not ~ 

Oral Co,,traceptiua, 
A 51agle dose of nn oral contrnt:cptivc camhlnntion p,tdlli! 
containing 0.03 mg etbinylestrad.iol an.d 0.15 mg I~ 
ge'3trol was administered under (ed comlitioas nnd 7 hoar! 

ofter the. dose of Victoui ot steady s tale. Victnm lo-roid 

ethinylcnrndiol und levon.orgeetrul c ..... by 12% arul 13', 

IMPORTANT NOTICE: Updated drug information is sent bi-monthly via the PDR" Update Insert. For monthly email updates, register at PDR.net. 
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[~JI.~:-\:r:. (.:t: from placebo + metformin arm 

,-iju; tcd mean)+ 

~ Confidence Intervo I 

N~~r~'IlCi; frurn r limepiridc ~ mctformin arm 

lt.::iu~rt"d rnean r 

~-'- Confidence lntcrvul 

(-2.2, -0.4) 

-3.S' 

1 latmt-to-trent populati9n using iasL obsl!Mltian Oil study 

(-2.0. -0,2) 

i--l.3 , -2.8) 

£m' glimepindc, one,hn.lf of the.-moorimal npprovcd United States dose 

I lasl squares mean ruijust,,d. for baseline value 

] i-d uc <0.0001 
I r~ .:luc <0.05 

~ vely; There wa,s no effect of Victoza on the oyemll 

apo;ure (AU or etlunylertradiol. V!etoui increru;ed the 

i,v,:orgEStrel Au'C0- by 18$, Victo:ta dolay,,d •r...., for botb 

•11hfoyll)Strndml and levono~trel by 1.5 b. 

!3 NONCLINICAL TOXICOLOGY 

13,1 Carcinogenesis, Mutagenesis, Impairment of Fer-

! !04-week Clll'cinogenicity study ·as . conduct.ed in mnle 

~ fmtllle CD-J. mice ob doses 11(0.03, 0.2, 1.0, BJ1d 3.0 mg/ 

t,i!AJ liraglutide nd.minurlm-i!<l. by bolus aubcut:nnoous-in-

• o yielding syate.mlc exposures 0.2-. 2-, 1.0- and 4.6-

thc humBn exposure, re,,~tive1y; nt the MRHD or 

1,3mllfdny bll$ed on p1asma AtlO comparison. A dm,c­

,us.lM incraa~c in benign thyroid C-cell adenomns wos 

11!!1 in-tbe 1.0 and the a.O:mg,'lq;fday groupa with inci­

d!:ltes or 19$ and 1 in males and ® rl 20$ in !'o-

11'!lJ)ilCUVlllY. C-4;0ll 11denomas did nlll OC(!W'. In.control 

i!!DP5•r0.03 and.0'2 aig/kg/dn,y groUJ)8. 'I'matment,,r,,lated 

cwignat1t 0-cell c;n.rcinl11D81 'OCCIJ.l'reli in 3$ of females in 

ildO mgl.kg/day -group. T.hyroid C-cell tumors Ml rar.ll 

ir;!iup during cercinogenicity testingiJl llliet>.A ueatment­

n!Jled m=lllle in fibroanrcomas wu ,;een on tho donull 

tiinAnd.irobcutis-, the body surf'aanu1ed!or,drug iajection, 

b mala in th 3 mg/kt,'dny group. 'llbesl' fibrosarCO!na$ 

oeuttdbuted io the high. localcancentmtion.of drug= 

ii. injection. ite. The 1irnglutida. concentration in the 

dici,al formul:ttion (6 mg/):nL) is IO-times higher than the 

0111imtration in th formulation w,ed lo adminislor 

J~ay liroglutide to mice in the carcinogenicity study 

C1] 6 ~fr~lt). 

A 1()4-wcok carcinogt!nicity Rtudy wru, oonduotcd in mn1e 

und female Sprngue Dawley rats at doses of0.{)'j'5, ·o.25 and 

0. 75 mg/k&'day liruglutide. administered by bolus aubcufu­

ncous iajection with exp,osures 0.5-, 2· and 8-timea the hu­

man xposure, respectivell, resulfuigi'roin the MRIID based 

on plasma AUO comparison. A treatment-rclnbid increase in 

borugn thyroid C-ccll odooomq,; was ie1111 in males In 0.25 

and 0.76 mg/kg/day liroglutidc groups with lncid8llcell of 

12%, 16'k, 42%, and 46'k and in nll female lirng'lutide­

treated group• "i th incidoncea of 10%, 27~ , 33%, and 56~ 

in O (control), 0.075, 0.25, and 0.75 mg/kg/dny groups, re­

speetivoly. A treatment-related. increase In malignant tb.y­

roid C-<:ell cm:cinomas WIIS observed in all male liraglutido­

t:reated groups with incidences or2%, 8%, 6~ , and 14'l, ond 

in fccmnlcs at 0.25 and 0,16 mg/kg(c1!1y wit:!> inaidenca of 

Oil-, 0%, A~, nod 6\t, in O (control), 0.075, 0.25, and 0.75 mg/ 

kg/dn,y cro.upJ1~rcspecti,·cly. Thyroid C-cell co:rcinotllllS ru:e 

rare findings during corcinogenfoily b!l!ting in rofa, 

Human re1avnnce of thyroid C-co1l tumors :in mice.and mt.a 

i& unknO\\'Il nrul could not be determined by clinical studies 

or .nnnclinical atudies /su Boxed Warnir,g 11nd Warning! 

and Pr&ia11tio1t$ (ii.1)]. 
Liraglutid,c wus nego.tive -with and withouL nietabolic acti­

vnt.ion--ln lhJ! Amell test for mutegenicicy and in " human 

peripheral blood lymphocyte chroma.some aberrotion tcsl 

for ·clw,togenioity. Li111g1utide was negative in ·repeat-dos,, 

in tifoo mlcronuoleua tests In. rat.. . 

In rnt ferti li~ studies using subrutuneous closes cJf 0.11 0.25 

and 1.0 mg/kg/day llraglutid.e, mall!l! were treatoo for -4 

weeks prior to and throughout muting Md fomales were 

treated 2 weeks pdor tc and throughout m.etin__g until ges• 

due to m UCctl\'O w erupy l'f'oo ,M, w I.LI ....... , ........ _ - ·--... 

treutmont, grou_p, 6.0~ in the Victo.m 1.2mg t-reatmcnt 

group, .nnd 10.l ~ in the glimcpiride-treatmc.n~ group. 

TSee table 4 at top of previous page] 

--... w:'fOtA1..J .. 
-+- \lt::7Q;'.~ l .i rr~ 

i., ' 

1:: ~-:-___ ; 
U. 0 I I fl II JI. 111 .J:t. • If '" ..- II. ~ 

TIIN(....,l 

~-0::111,c•~u,.._...__.~ ......... oooei ~,_."9~ 

, __ ..,..._ti:n ... ~ ...... .N,c:Ot~-- ........ 

Figure 3 r.~c•an HbA1: for pat!cn!s who comp!c:ed the 52-v..eck tnal 

and fo r the L2:st Ob5~~va1icn earned Forn·3rd (LOCF, intent-to-treat) 

de'.a al Weck 52 (Mooolho:ar:y) 

14,2 Combination Therapy 

Add-or. tu 1,te!{orr:ii11 

In this J6-wcr k trial, 1091 patient, wer e randomizPd to 

Victoza 0.6 mg, Victozo 1.2 mg, Victozo 1.8 mg, pbccbo, or 

glimcpiridr 4 mg r om,-ho lf of the maximal approved dose in 

the United St,nc,J, a ll as odd-on to mctformin. Randomiza­

tion oerurr~d after n G-wC'c-k run-in pl~riod con:=i:=.tin g of a 

3-wcck initial forced mctformin titration period followed by 

:i m:i.inten ~ncc p€: riod of another 3 weeks. During the titra­

tion period. do s.C·:) nf mctformin were incTr J scd up to 

JOOO m,/da)', 
Treatmcnt with Victoe:i 1.2 mg and 1.8 mg OJI add-on co mct­

formin rc . ..;ultrd in a sl~'Tlificant mean..HhA~ r uduction rela­

tivL~ to pbucho ~. dd-nn to ml:!tformin and n_· :·iUlt L' d in o .:,imi­

br mean HbA1t rc-duction rclati\·c to glimcpiridc -i mg 

add-on to mc- tform in <Table 5 ). The pcrccnt~gc of pctticnts 

who di:.:...:ont inucd dur to inetfocti\·e therapy w.:i . .:, 5A ~tl ln the 

Victoza 1 8 mg + metformin tre rttment group, 3.3' Cl in the 

VictozJ_ 1.2 m:,; + m0tformin trentmcnt ~oup, 23~8~·0 in the 

placebo + mctformin trc3-tmcnt group, and 3. 7% in r.hc 

glimepitidc + mctformin treated group. 

Visit PDR.net to register for Product Safety Alerts and to download mobi/ePDRe • free to U.S. prescribers 
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Table 6 Results of a 26-week trial of Vlctoza as add-on to sulfonylurea• 

Victoza 1 ,8 mg + Vict,iza 1.2 mg + Placebo+ 
Glimepiride Glimepiride' Glimepiride 

Intent-to-Treat Population (NI 234 228 114 

HbA,. (o/ol (Mean) 

Baseline 8.5 8.5 8.4 

Change from baseline (adjusted mean)* -1.1 -1.1 +0.2 

Dilfcronco from placebo + glimepiride arm -1.4' .1,31 
(udju.eted mean) 

95% Confidence Interval (-1.6, -1.1) (-1.5, -1.1) 

Patients(%) achieving A1o <7% 42 35 7 

Fasting Plasma Glucose (mg/dl) [Mean) 

Baseline 174 177 171 

Change from baseline (adjusted mean)* -29 -28 +18 

Dilforonce from placebo + glimepiride arm -471 -461 
(adjus!ed mean) 

95% ConJidence ~nterval (-58, -35) (-58, -35) 

Body Weight (kg) (Mean) 

Baseline 83.0 80.0 81.9 

Change from baseline (adjusted meacl* -0.2 +0.3 -0.1 

.Difl'er1mcu from placebo + glimepiride arm -0.1 0.4 
(udjW1ted .melin) 

95% ConJidence Interval (-0.9, 0.6) (-0.4, 1.2) 

• Intent-to-treat popul~tfon using lo.at obJlfil"Vation on study 
t For rosig:lila.zon~, ane:-half of the mllXimnl a;pproved United States dose. 
:j: Least squrues mean adjuatcd for bnsoUne value • 
§ p-value <0.0001 

Table 7 Results of a 26·week trial of Victoza as add-on to metformin and sulfonylurea• 

Victoza 1 .8 mg + Placebo + Metformin + 
Metformin + Glimepiride 
Glimepirlde 

Intent-to-Treat Population (NI 230 114 

HbA1• (o/o) (Mean) 

Baseline 8.3 8.3 

Change from baseline (adjusted mean)* -1.3 -0.2 

Difference from placebo + metformin + 
glimepiride arm (adjusted mean)* 

-1.1' 

95% Confidence Interval (-1.3, -0.9) 
' 

Patients (%) achieving A1c <7% 53 15 

Fasting Plasma Glucose (mg/dl) (Meant 

Baseline 165 170 

Change from baseline (adjusted meanl* -28 +10 

Difference from placebo + metformin + -381 

glimepiride arm (adjusted meac)1 

•· 
95% Confidence Interval (-46, -30) 

Body Weight (kg! (Mean) 

Baseline 85.8 85.4 

Change from baseline (adjusted mean)1 -1.8 -0.4 

Difference from placebo + metformin + .1,4I 
glimepiride arm (adjusted mean)* 

95% Confidence Interval (-2.1, -0.7) 

Rosiglitazone 
4mgt + 

Glimepiride 

231 

8.4 

-0.4 

22 

179 

·16 

80.6 

+2.1 

Insulin glarginet + 
Metformin + 
Glimepiride 

232 

8.1 

-1.1 

46 

n 

164 

-32 

' . 
' I 

85.2 

1.6 

[Sec. table 5 ilt t,ip o_fpre:vioiu P!lge.] 
Add-on lo Sulfo11ylurco. 
In this 26-week trio!, 1041 r>atienta 

-V.ctpzn 0,6 mg, Viotom 1.2 mg V!cto WotQ r'1\ 
rosigilinzone 4 m g (one-.hnJf. of'tbe ~~ l!!,.rn,. D 
in the United $fut.es), ilil as add--0n to n:::nl .\!~pi 
iza!ion ocouh'rid ArtlJr o 4-week run:J of.liifft 
an initial, 2-week, forced-glimcpirldo r e Dd CO!loj 
lowed by a maintenance period of anotb ltnHon 
the titration period, doses of i:llm.eplriil er 2 "'••• 
4 mi;/day. '!'he dbsea ot gllineplrlde CouJdo i:~re ln • 
diecretion of ,t.h_a lnvestigotor) fi'om ~ mgt<1a •edq r 
2 mg/day (minimum) 1tft<!l' rondomizaj:io :l'.. to Q lllg/,L! 
11Jl.llcceptab1e h}'J)Olllyi:cmin or. othot· aiholl, Ill th -., 
Treatment wifu Victoza L2 1ng and 1 8 ':"t~on "'-iii., 
glimepirido l'\!BUlted in a HtatuiticaJJy ,ignrd' 1\1 ~ 
iiunean HbA.1.o compared to pla.cobo o.dd; ~\ ~ 
(lrable ~). The percentage of pntienta who'!ln to !II! ~ 
to inefi'eotlv~ therapy was 3;01/l, in the ~ 11Un,_. 
glimeplridc treatment group, 3.51, in ~he Vi Ota l 
~apirlde tteatmenl group, 17.5% !n tlui pl~::: l.2 
mdc treotme.nt grou.p, and 6.9'1!, in the ro,t.. Id~ 
glimepiriac treatment group. ..ii 'llllo 
[See table 6 at lclb] 
Add-on to Metformin and Sulfonylurea 
In .this 26-wcek trial , 581 patient!! wore r~ d 
Vlcto.in 1.8 mg, lJrncllbo, or insulin glru·gine nll"u, Ollll1',j 
metformin nnd glimopirid!!, Randomiwtio~ took ~ .. 
n &-wcclt run-in period corudBting of n 3-w~k l lo ilftGr 
formin 11nd glimepiride·titration p!frloil followed b n 
tenance pt.'Tiod of another 3 w kB. During the ll~ , 
riod, doses of metformin and gllruop 1'idc w I'! ► 
increased up to 2000 mg/day IIIl.d 4 111Wdny, ierrp~ .t bo 
ter randomization, patients randomucd to \~dor;i"'j" Al­
underwent a 2 week period of titration with '\ljc!ot. . Ou 1111 
the trial, the Vittozn nnd motformin doses were ~ "IC 
though gl imepiride nnll insulin glntb"lllC doses ~un1d be • 
justed. Patients titrnted glargine twice-wcnk!y tl~ 
first 8 weeks of treatment based on self-mcnsured fi , 
pJasmn glucose on tho day of titration. Aft r'W~k J! 
frnquoncy of.lnsulin glnrgine titration waa left. to the 

1 tinn of the investigator, but, at u minimum, l.11 clir,gua 
dose was Lo , !>e :rov!scd; if necesllllr}', oL Wecka 12 nl1lf t 
Only 20% of glargmo-t,eatad potion!~ nohlcvcd tH ~ 
spocifiod tar~t fnstl.ng-_pla,,mo gl ucose ~f s ioo m ill­
Thorefore, optimol .titration,Qf tbo insulin glarg!nc d!IM 11 
not nchie11e<\ in mos~ paf;icnl,11, 

''I'roatinllllb wil,h Vict9zn. 118 add-on to glimcpirldo tllld 11»1· 
form in resul!-ed i,n n ~latilu:ic,illy significant nicnn redudlffl 
in HbA1.-·tompared ,tp plocebo ndd,on. to glimop1cldc ttnd 
m.etfurmin ('!'able 7). The perwntage of potiona who ' 
tinned ·aue to i.nei!:ective tlicrllpy wns O.!Y.i, in th~ \'J&;a 
1,8 'lllll" + motfocmin + glime_pir:ide treatment group, O.◄ lll 
the insulin glargino metformin + glimepiridc l j.nl 
group, ni1d 11.3% in U)n plnccb9 + motformin + glimejllridr 
treatment group. 
[See table 7 at left] 
Add-on to Metformin and Thuizolidinedione 
In this 26-week trial, 533 potients were randomized'to 
Victoza 1.2 mg, Victoza 1.8 mg or placebo, all as add,00: lo 
roeiglit!Wlne (8 mg) phm metformin (2000 mg): Pdt[untnn, 
derw~nt a 9 week run-in period (ll-wcek fortlld dose csc~ 

-tion f ollowed by a 6-wcok dose maintcnnnce phase) wh!I 
rosigli tuzone \starting at ·4 m_g and iricrcasing lo 8 lt 
within 2 we(!ke) and:metfor.min stnriin1; nt 500 mR' d 
crcoaing wMkly i;ncrcmcnta of 500 mg Lo n f1J1el doie I 
2000 mg/day). Only patinnt:s who tolornwa tb0- fl~ d!l~_u, 
r osiglitozone (8 mg/dny) nnd metformin (2000 rolli'd"'?L~ 
completed the G-weok dose mointenanco ·pbo..oe wen! e"li"" 

for randomfaati9n into the trial, ii&fit· 
Troatment .wii.b Victoza o.a add--0n to mdformirumd _/b.lnl~ 
a~on,e p~oducod 1\ st-ap.stically; signiflcru1t i:t?d~otlondlil ·iUt· 
HhA., ~ompru,ed -to plo.cebo,ndd-on to metfonrun 1111 ros:iwl· 
azone (Table I!). The percentage of patients _wht ~~ 
1ted duo to ineffective tpornpy WM .1. 7'¼ 1n he 17. 
1.S•mg + metfomrln + rPSiglitnzono tn:a,t.m,ent cr;up,un'a.i 
in.,the Vict.0¥1 t2 mg+ mai,f'on;nit\ + rAeig¥t.nwoc --~talllll' 
group, and is:4% in th p lacabo + motConnin + ro511"1 

treatment group. 
[See table 8 at top of next Pllge] 

16 HOW SUPPLIED/STORAGE AND UANDLJJ'I~. 
16.1 How Supplied ~· 
Victolll is nvailablo in the fullowing p~ge size~ dfvid~ 
Ing dispoaahle, pru- lillc!d, multi-dose pru!S, Each Ill !J!l'tal, 
pen dolivons do~a•o[ 0.6 mg, '.l .2mg1 or 1.8 mg 16 rt 
3mL). 
2 X Victoza pen NDC 0169-4060-12 
8 x ·Victozn poo NDO 0169'4060-13 . l(!r&Jli!' 
Each Vlctozn pen is far use by a single patient. A_ Vice rt~/ • lntent..to-trant population u.Ring lnHt ob c:rvntion on study shoiJ.ld nqyor bo shnred between patients, even tf th t For irnrulin glnrginc,, optimal titration regimen was not achieved for 80% of patients. is chacged. 

:j: kast squares -mean adju.~cod fbr b11Bcline sulue 16'2 !\,commended Storage ,t1,IJI 
§ p-value <0.0001 Prior to finl t use, ~lcto;r:n_should lio Jto,rod in a ,refrl[oit •' ~ p-value <0.05 between 36"F to 46"F l2"G to 8'0) (Table 9). Do not 

IMPORTANT NOTICE: Updated drug information is sent bi-monthly via the PDR® Update Insert. For monthly email updates, register at PDR,nst• 
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ilhllpcn between pntfonts may pow ll nBK UJ uiw, .. ,,..,aw~ 

ii.'lfN:ion. 
11,4 lnstructlons 

l'ltitnta sb.ould be informed of the potential risks nnd ben-

1JofVit10Z11 andofnlternntivemodes ofthernpy. Patients 

l»!lld aLso be informed WlQu~ the importance of ndhcrence 

1 diftAr-y instruction£, n,gular phy ica! ooitivity, periadk 

gluC05a morutorlng and A1, testing, rceugnltion and 

mnagi,menl u hypoglycemia_ n:nd bypcrglya:,mia, and ns­

mcnt for dta.botes complicatiolll!. During pariods of 

ruch as rnvor, trauma. infection, ar s~ry, medica-

iiln reqwrome.nt6 may chnngc and patients should bo nd­

,-<l to l!COk ml!dicnl lldvice prompll): 

h!knts should be ed,,i,;ed that the most common side ef. 

l,bo(Victozu are bwdacho, :nau.~vn ru'ld diru:rheu. llU5t!ll 

u,Ml oommon when liart stmtil:ig Vicroza, buL de~ 

ume in I.Ii ~ majority of patients and doca no! Lypically 

~ WBCOl\WlUul:ion of Vlctnzu. 

~5 &hould instruct their patients to rend lhc Patic.nt 

l!tdicntion Gulde before 1tnrti:ng Victom r.bempy and to re­

each lime Uie prescription is -renewed. Pafumts should 

inltruded to inform their doctor or pluu:mecist. if tbey 

i<'tlop any tmllBWII aymptom, or if any known sympu,m 

or worsens. 
ns Laboratory Tests 

ti!!lllll llhould be· informed I.bat response to all diabetic 

:mp es should be monitorud by period.le mBairuretnent& of 

l':od gluc038 and A1.r levels, with n goal ofdccreaalng these 

lm!!r towru-dll t:be normo.l range. Ai. is esJ)llcially useful for 

,..louting Iong-reon. glycemic control 

]1.6 FDA-Approved Medication Guide 

:i,: , •.·p,,ratc leaflet. 

~~•.(· of l.,jut: J;J.nuan- :.WlO 
lml<lrl: 1 • 

• ,,:a® ill a regist ~ trademark of Nooo Nordhk A IS. 

~ is ccwen,d by U Patent as, G,MS,343, 6,458,924 

cd 7,235,627 nnd othc:r palcJlg pending. 

i,e.om® Pen is covered by US Putcnt .Nos. 6,004,297, 

,004, 6;582,4.04 and nthc:r patents pending. 

bl!O Novo nrdisk.A/S 

~_,,:.ifadurcd by: 
,:e-:o Nord.Wt A/S 
O:i-2880 Bag11Vaerd. Denmark. 

,<'information nbout Victoui contact: 

' "'' :,/ordisl-. Inc. 
!(") r,,llegc Road W0st 

P:ir.::c-ton, NJ 08540 

Medication Guide 

Victoza-" IVIC-tow-za) 

Uiraglutlde lrDNA origln]I lnjectlon 

Read thi.& Medication Guide nnd Patient lnstructlons. far 

U-sc that come \\'Ith Victor.a before you start '113ing VicLozn 

and cnch tim ·ou. get n .rolilL Thero mny be new informa­

tion. This Medlcation Guide does not take tho place of talk­

iog-with your hea.Jt.hcnr provider abou.t your medical con• 

diUon or your trcntment If you bJlve quc.stion& about 

Victoza after rend.Ing thi& uuo=atian, ask your h~mthcare 

pro,·idur or phann:icist. 

What is the most important information I should know 

about Victoza 7 

Serious 5idc effoc: ts m:1y h:ippcn in pi..:op lc who tnkc Victozu. 

including: 
L Possible :thyroid tumors, Including cancer. During the 

drug testing process, the medicine in VictOU1 couEed rnt:s 

and m,ce to develop tumors of the thyroid glnn.d. omn of 

these tumors wett cnnccrs.. It is ool lmo1vn ifVictoui will 

cause thyroid tumors or a typa of-thyroid canc,u- called 

medullary thyroid cancer in people. If mcdullttry tbyroic1 

anncur occun, iL mny ICD.d to deelb if llllt deh!ctl!d and 

~ted curly. If_you. develop tumors or cancer of tbb thy­

roid, your thyro,d mny hn,·e to be .. -u:rgically removed. 

• Before you start taking Victoza, tell your healthcnrG 

pnwidc.r if you or any af your fnmil.y .members haw hnd 

th}T~id cancer, ~einlly medullnry thyroid. cancer, or 

Mult,plo Endocnne Ncoplosia ~yndrome typo 2. Do not 

take Victozn if you or ~ - of your family members hnvo 

m~ullnry lhJ'."lid cnncer, or .ifyouJJ.nve Multiple Endo-­

= Neoplnsia 1<ynclromn type 2, Pooplo with t.lU!se con­

ditions nlready have n higher d1Jlllt-e of de,.-...lopfog mcd­

ullw-y tbyro.id cnnce.r in gene.ral and should. not take. 

Victoza. 
• While taking Victozo, te.ll your benlthcam pl'O\.-idcr tf -vou 

get a lump or awclling in your neck, hoarseness tnnilile 

swallowing, or shortness of breath. These may be symp­

toms of thyroid cnn.cer 

2. Inflammation of the pancreas [pancreatitisl. which mny 

be sove.re and leud. to denth. 

Before taking Vlctoz:a, tell your healthcan, provider ff you 

have had; 
• pancrcatitis 
• stones in your gallbbdd,' r \gallstone; j 

• a histor.· of alcoholism 

• high bl~od triglycerldc lewis 

Thwie medical conditioos cnn mako you more likely to get 

pancreatitiJi in geneal. Jl Is no known if having theoo con­

ditions will lead to n higher chance of getting pancreatitis 

while taking Victo,a. 

While taking Victoza: 

Stop ta.Icing Viatoza nnd call your healthcare provider right 

away if you have pain in your stomach nren (11bdomeo) that 

ill severe and will not go nway, The pain mny happen with or 

wit:boutvomitin& The pain m.ny be foll going from your ab­

domen through to your back. This type of pain may be a 

symptom of pancrcatitis. 

What is Victo:ra 7 

• Victoza is an injectable prescription medicine that may 

improve blood ,;ugnr (glucoao) in odulls with type 2 din&e­

tcs melbtus, and should be used along with diet ond ex­

ercise. 
• Victoza is not recommended as the first choice of medica­

tion for treating diabetes. 

• Victoza i~ not insulin . 

• It is not known ifVict.oza is 5afo and effocth·e when used 

with irumlin. 

• Victoza is not for 1158 in people with type 1 diabetes or 

people with diabetic lrntoacido!lis. 

• lt is not known ifVicto;,.a is safe and offoctilTI! in children. 

Victoz.a is not Tocommended for ll5'! in children. 

Who should not use Victoza7 

Do not 11Se Vict-0zn if; 

• yau. or any of your fumily members hav a histol')' of JDed­

ullory thyroid cancer. 

• you have Multiple Endocrine Neopl1111in syndrome typo 2 

(MEN 2). Tbi6 is a disease where people have tumor& in 

moro than ouo gland in their body. 

T!llk with.your healthcare provider if you 111'\? not sure if-you 

have- an~- of the~e conditions. 

What should I tell my healthcare provider before using 

Victoz:a7 

Bcfllr(! taking Victo.a. tell your healthcare providl\r tf you; 

• huve nny or t:be conditions listed in the. aection "What is 

the most unporla.nt infom,atian- I llhould know ahou 

Victoza?" 

• arc allergic to liraglutidc or :my of the othc,r ingredients 

m Victoza. See the and of this Medication Guide for a list 

af ingn.>dieoa in Vicwza. 

• have severe problems with } our stomach, such as slowed 

emptying of your 9tomach I gastroparcsisi or problems 

with digesl:lng food. 

Visit PDR.net to register for Product Safety Alerts and to download mobilePDR~ . free to U.S. prescribers 
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2676/NOVO NORDISK • VICTOZA 
For the latest PDR product informati -----------------r---------------- - ---,-_ -_ -_-_ -_ -_ -___:--_ -_ -_-_ -_ -_ -_ -_ -_ -_ -_-___ oil, "illt • have or have had kidney or lh-cr problems, Tnlk tQ yq\JJ' hoolthcara prov Ider nboul; how to N)CJ)gnizc and ' • haYe any other medical conditions. tr~aL low blood sugnr. Make.aure lh.nt yaur f!unily and other Vl<to.r :~~., tTI >< ~f" • nro prcgrumt or plan to become pr~g,,a:nt. It is not known pcopl who nre around you. rr lot know how 'to rccogruzc and if Victo,n will harm your unborn hnby, 'llJl your health- b-C11t 101 blood sugar, cnre provider if you become pregnant whllc tak.il]IJ Common s:ide uffoct,, of'Victo1..n inolud : Victoao. • headache • ore bnmsl,fu<.-ding or pl,nn tO breuatrood. It is not known if Vu:tozn pa!IBCS into yol,U' hrcast: milk. You and •our health­enro provider s.hould docide if you will take Vicioui or breastfeed. You ahould not do both without talking with you.r hcnlthcnre pril\·idor !imt.. 

Tell you.r hl!lllthcaro JlTOvidor bout nll the :m1.-dioinos you take including-prescri-ption nnd no~pr~ptiOD med.iafncs. vitaminB, ond h rbal ff upplruncnt:B. Vj~oz.a slows stotllll.ch emptying nnd ron nffct1t medjcJnc Lhnl need to pass through the stomach quickly. Victozn mny nffect the Wn.)' some mcdicinc3 work ond some other ml!dicines mny nlrcct tbe way Victozn works Tull your healll:,i,uro provider if you take other rlinbetes medicines , espccinlly 1mlfonylurea.medl­d ncs or insulin. 
Know tho merlicines,iou take. Keep a list of U,cm with you to show your bcalthcnre provider and pharm tcist cam time you gnt new mcdicinu. 
How should I use Victoza? 
• tJse Victozn c.xnctly us pr(:Sl)nlied by your hcuUlie.nro pro­vider. '(our dose should bo incrcaeod nllar II.Sing Viotozn for one week. Aftar t.hat, ao not change your dose unlc your healthcare provider tells you!(). 
• VictozaJR iajcoted 1 ti.me onoh dny; at My timo durinl{t.be day. 
• You can hike Vicwzn with or w,thou~ food . 
• Victo2a toml'!I in o prcfilled pon. 
• -Your henlthcnrc provider must t.cacli you lum to iajcot Victozn ooforc you UBI! it for the flrat time. If you h'avo quc;;tjons or do not u.ndcrstond the h1struclione, rolk to you.r hcalthanre pn,vjdcr or pbnrmacist. See the Pilticnt Instructions for Ucc Uint come with this Mcdicution Guide for detnHcd informalion ahout the right wny to use your 'Victo:ia pen. 
• Pen needles a:rc not lncl.udcd. You m y.nced apro11m:ipt.iOJ1 to get pen needles from your plµipnucis Ask your health­care provider which.noodle size Ts b11-11~ fur you. • Who.a st.nrti.og n new prclillcd Victozn pen, you mllljt fol­low the "Fir st Timi! Use for Eacl! New Pen• (see tho do­Wied Patient .Instructions for Use that com·m; with this Medication Guido}. You-only nood to do-thln 1 time with each now pen. You should nlso do this if you drop you.r pen. If you do the •T,'i rat Tim 1Jse for Encl, New PenN be­
fore each lajootion, you will run out of medicine loo soon. • Injact your dose ofVlctor.n· undlll' t.lie skin. (5Ubcu.t.Meowi injection) in you.r slomn-ch urun (ubdomnn), upper leg (thigh), or uppor arm, ru; in~truct.ncl by your hcnlthcare provider. Do not injeat into a vein or,muscle. 

• If you tnkc too much Vk-toza call yolir llcalthcru'e pro­vider rlgbt awuy. 11'oo muoh Vlctdzwmny cnute scvare nnu­sen 1md vnmJ ting. 
• Follow your he:tl.thcare providor's-instructiona for die!, e.ic­otclse, how oft.en to &byour blood sugnr, and when to got your HhA,., cheeked, U you ,stop l13ing Vietu:m ollT litood sugar l ve!J! mB)' increase, Eirst talk to your hlHllUtcilJ'e provide.r if you wnni to stO,P to.kin Victo:u1-
• Your dose' of diJlbctcs medicines may need to be ohangcil if your body ii! unilu+ -certain types of stress, 'l'otl you.r healthcnre proyider if you, 

• huve fever 
• have trauma 
• have an infection 
• plan to have or have had surge!'y 

• Nevers.hare-your Victoza pen or needles with another per­eon. You mny givo a'n infection lo them, or get an infection from them. 
What are the possible side effem of Victou? 
Viatoza may cause serious side effects; including: • See "What is tHe most impoffiint inlbr.mation I should know ab,:,ut Victom7• 
• Low blood ,ugar (hypoglycemia). You.r ri~k. for getting low blood sugar is higher if you lake-v!clota with unother .medicine thn~ can cause. ltlw blood sugnr, such ~ n aulfo­nylurea. In· some peopl , the blood au1,ro.r may got /jQ low thnt they nced another person to help them. The do~e of you.r sulfunylurea medidne may need to be lowered while you 11.Se Viatoz11. Sig:ns nnd symptOms of low blood. ~ugnr may include: 
• shakiness 
• sweating 
• headache 
• drowsiness 
• weakness 
• dizziness 
• confusion 
• initability 
• hunger 
• fast hear tbeat 
• feeling jitter,· 

• Il:J.Uf;Ca 

• di:1.rrhc.•a 
.NnU11ca is.most common. whoo. first stnrti~ Victoa11, but dc­crC.1SCl1 ,o,·er time.in. moslpeoplo as their body gels used to the-medicine. Tell yot1r hcnlt.henro provider if you have nny .s.ido ell'ocl , th~t boiliorir you or that does not io awny. Tliesc nrc not rtll the cido effccts ,with Victoi::u. F.or more in­fo1mation, oak.your h.enlthcnrc pr!IYider or pl10rn1aciat. Call you.r doctor for mMica.1 arl.viai about side effects.. You may report sid offo:13 to EDA at 1-800-.FDA,1088. 
How should I store "'.ictoza7 
Before use: 
• Store your new, unused Victoza pen in the refrigerator at 3G' F to 46' F (2"C to 8'C). 
• Do nol freeze Victcza or use Victoza if it has been frozen. Do not ~tor • VicLOzn near the refrigerator cooling element. 
Pen in use: 
• Store y~ur Victoza pen for 30 days either at 59'F to 86°F (l5°C to 30'C), or in a refrigerator at 36' F to 46'F (2°C to B'C). 
• Whan CBn'ying the pen away from home, store the pen at n temperature between 59'F to 86'F (lii'C to 30°C) and kcopJl dcy. 
• If Victoza hns been exposed to temperatures above 86'F (30' CJ, it should be thrown away. 
• Protect your Vic1om pen from hont and ~unllgh 
• Koop the pen cop on when your Vlctoz.o. pen ls.not in use. • Use your ,ctoza ~ within 30 dnys nfter tho first day it is Hrorcd outlfide the refrigerator. Alter these 30 days, thrnw away your Vlctozn pon ,,e:n if some mooidno is left in the pen. • 
• Do not use Victoza after the expiration date printed on the carton. 
Po not store the Vlatozo pen with the needle attached. AJ. ways safoly rcmo,·e and safely throw mvny th ··needlo after each if\iectiOJL .This may hclp pr vent CQntaminnf.jon, ajec­Uon and lenkngc. ltalsohelps to make 'w:e that. you get tho corract doso ofVi.otoza. See the Patient InstructrODs for Use .for ·iuformation ,;ibout how-to dispose or..usca pen .ncodl!!ll nnd used Vietozn pens. 
Keep your Victoza pen, pen needles, and all medicines out of the reach of children. 
General information about Victoza 
Merlidnes are sometimes prescribed f<ll' PUTJ?OSt'S othl!J',tbnn those. listed in a Meclicntion Guido. Do not u.o.e Victoza.!o,: a oon.d.ifion for which it WWI not 11rescrihed. Do not- give Viatozo l;o other people, even if they hm-e thi. some symp-toms you have. ]t may hn.rm them. • 
Thu; Medication Goido summarizes the mo importanti.n­form11tion. you should .know nbaut u.sing Victozn. If you would like.more informirtion, talk with your bruilthcare pr!l'­vidor. You can nsk your pharmacist or 'henltb.cp.ro provider for information about Yictozn thnt ls written for bealthcpro­fcasionnls. 
For more information, go to victozn.com or call 1-877-484-286~. 
What are the ingredients in Victoza7 
Active Ingredient: liraglutide 
Inactive Ingredients: disodium phospbate dihydratc, prop­ylcne,glyi:ol, phenol and water for inje<llion 

.Manu.facturcd b)s 
Novo Nordisk NS 
DK-2880 Bagsvaerd, Denmark 
For information about Victoza contact: 
Novo Nordisk Inc. 
100 College Road West 
Princeton, NJ 08540 
1-877-484-2869 
Issued: January 2010 
Version: 1 
This Medication Guide has been npprol'Cd by the U.S. Food and Drug Administration. 
Viotoza® is a rogist<!t'cd trademark of-Novo :Nor-disk 'AfS'. 
Victozn® is covered by US Pa~t Nop. 6,268,843,, 6,458,924 -n.nd 7,235,627 nnd Other pal,cnta pending. 
Victotu® p n ls covered by OS {'ntcnt. Nos, 6,00-1,297, 6.235,004, 8,582,404 arul other patents pending. 
0 .2010 Novo NordiskNS 
PATIENT INSTRUCTIONS FOR USE 
Vlctoza (llraglutide (rDNA origlnll Injection 
{See figure nt top of noxL column! 
Firet read the Merlication Guida that comes with your Victozn pen and then rend the.so Eatient l.nstructions for U6o for lnformution abou.t h<1W lQ use your Victoza pen the righL way. 

C.,1,a-;,, 

These i.natru.ctions do not uike tbc pl co <If 
healthcnre provid T about your medical llllking"'ltb treatment., con,dition llr 
Your Victo1.l) pon confnir.us.3 mL of Vic~l';( 
doie$ of 0.6 mg1 l2 mg or .1.8 mg. Tbn Ull~~d rrlll 
you cnn.takowith.o VJctoza pen. ilc_ponds ·OJJ..••t or do._ 11u~ iaine tbut ls prea<!Dlicd 'for you. Your h alv'.:~Oile Ill' -will t.ell }'(lil..hOIV mucll. VictOZ\11.o tuke. ......... 
Victom pen ah!iu1d be used with Novo ll1ordJig , needl s. Tnlk to your lrenl~e provid..- or k di,ll'lllllt mo.re Information about needl"6 for your Vicic,~~ lir Important Information 1'.a 
• Do .not mare_ your Vid,oza pen or nclldJe,s . h 

else. You may'givc an.infection to th!!n, or getvnt In~~ Jrom them. an N...._ 

• Always ,UBe a now neqdle for cne.h U'ljectioru 
• -Keep your '(,clpza ;$1 ,nnd-ll.11 m~d c:ini;~ outof,th of children, e. 
• If you drdp your VJctozn -pen, rEIJ)eat •Fil1lt'runo Each New.J>en" (st'Cps A through DJ. 
• Be careful not to l]cnd or dnmagc th~ necdlw 
• Do not use the cartridgo scale fo measure ho _.,, Victoza Lo iaject. ~""' 
• Be ca_re_ful_ when handling used needles to a\'oid need] stick miunes. ' 
• You can use your Victoz:i pen for up to 30 days afte use it the first time. r you 
Caring for your Victoza pen 
• Arter re.moving the needle, put the pen cap on your 

Victou pon and store your Victoza pen without the ne.dle attached. 

• Do not try to refill your Victoza pen - it is prcfillcd and is 
rlisposable. 

• Do noI h-y to ;repair your pen 'or pull .it aplll'l, . . • Keep your Victoza pen away from dwt, dirt and hq'."ds. 
• If clconinjf hi nneded, wlpc the outside of tho pen w,lh • 
deari ► dnm_p cloth. 

How should I store Victoza 7 
Before use: I • Stoi;e your ll.llw, unused Victo:a:a pen in tho ,e.frigenitar

4 

36"11 Lo 4S' F (2•C to 8"0). . 
• 1f }'ictor.a is s!;orei;l oubri.de of refrigerntion (by !lllS,e pri9r to 'fin;~use, i1; should be nsed. or thrown.away " 1 

30 days. ftOi,11, • Do not freeze Vlc~zn or use Victoza if it.hss bei!D~CJl1Cn~ Do nohtnrl! ViJ:t,o,n n BOT the ·refrigerator cooling c 
Pen in ~se: S6'F (l5'0 • Store your Vicloza pen for 30 days at 5!r'F lo , IQ 8 to 30'C), or in 11 ro&igerntor aL S6°F to 46' F (Z th pell al 
• When carrying tho pen nwny from home, storcso•O~ 

a t0lllpcratu.re ,botw.bcn69' F t.o 86'P.(16°C Lo bol' 86'1" • If Victoza bll!I been exposed to tmnpcrature5 9 
(30' C), it should be tibrown away. 

• Protect your Vwtozn _pon from hcnL and aun~gb ot in ~e • Keap the-pen cnp on wl,on your Vlctoro p n 15 n 
O 
~ 

• !Jae a Victom pen. far only 30 dllys. Threw ~~11~ lcl\UI Victoza_pen after 30 days, even ifsomo.mcdl=8 

the pen. 
First Time Use for Each New Pen 
Step A. Check the Pen 
• Take 1ou.r new Victoz-n pen ou~ of the refrigerntor. 
• Wash bonds with soap and wntcr before we. it is your • Check pen lobe! beCore each w;o to make ;;urc 

Victoza pen. 
IMPORTANT NOTICE: Updated drug information is sent bi-monthly via the PDR' Update Insert. For monthly email updates, register at PDR.riet, 

,1\111 
ii!uiJ 

!!tl,C. 
•!'urn 
rith 
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in 

our 

" C. Dial to the Flow Check Symbol 
1'm~ d:m; ,i1lector until flow chl,ck ,.:;ymbol !--) linlti up 
tii"(p:..mt~r. 

Flow checl, ~ 
symbol 
selec t,":! 

fro D. Prepare the Pen 
i pen with. needle, pointlng µy. 
,imcartridge gently with ycur llpger few lml1!5 to bring 

• air bubble,; to the tw of t:pe cartcirlge, • 

° Check Yicto~t:.-in the curtriclgt' .... Tht liquid should be d(~.r, 
colork::::; and ir f! c of pnrticlcs. If not.., do not u~c-

o '\Vipe the: rubbl:r ~lopper \'.'ith ~n nlcohol s\'tHb. 
Step F. Attach the Needle 
• Remove protcdi\ .. ~ tttb frum out~ir nce:dlrJ c~p. 
• Push out~r n@cdl iJ cap conta ining tho. needle str'!tight onto 

the pen, then .:,crt).'.V n r.t:dll· rm until .sacurt:. 

a Pull off oute-r n r;cdk: c'!l.p. Do nut throv,, ~,,:ay .. 

• Pull off inner nee dl t: c1-1p and t.hrow ,7.'\'tfl}1 .. A smrJl drop of 
liquid may J.ppG .. J.r. This Li norrn::d, 

0 You will hc.:i.r ~ "'click· c,.;cry time you turn the do5e selec­
tor. Do not set the dose by counting the number of clicks 
you hear. 

' lfyou select a wrong do.se, change il bytw:nlng the dose 
selector backwirnls or forwards until the correct dose lines 
up with the pointer. Be·cureful ,;iot to pre5!1 tl;le dose b.ut­
ton when rorniog the dOJle selector. Th.is may cntllle 
Victoza to c,Jml' out, 

Step H. lnje:eting the Dose 
, lo.sett-needle into your akin in the stoma.ch, thigh or up­

per a.rm. Ose the injection technique shown to you by yolll' 
heo.llh.carc provider. Do not inject Vlcto:za into a vein oc 
muscle. 

0 Pre'!.~ down on the ccntC;r of tho do ::.Cl button to inject until 
O mg linc.0 up with the point er 

0 Be careful not to touch the do $CO di~plav with your other 
.fingers. This mny blook the injection. 

0 Koop the doao button pressed down and make sure t:hnt 
yon keep the needle under thB skin for a full count of 6 
seconds to 1Dn.ke sure the full da;«! is injected. Keep your 
thumb on the injection button unlilycu remove lhe.needlo 
from your skin, 

St ep I. withdraw Need le 
0 You mny S<!8 a drop ofVi<!!Oza fl t the nl!Cdle ti p. This is 

normnl w,d it-does not nffec~ the dos yo11jlll!t rt>ccived, If 
blood nppears a:fteI' you take l:h.c needTu ont of )'our skin, 
apply light pres5UIJ!, but do not rub the area. 

Visit PDR.net to register for Product Safety Alerts and to download mobilePDR - free to U.S. prescribers 
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Step J . Removo nnd Dispose of the Needle • Carefully put the outer nc rcdlc cap i,vcr the needle. Un­sm)IV \ne needle. 

• Safely rcmm·c the needle from your Victo,a pen :1fter each use. 
• P lace uS11d needles in a clO!\cnbln. puncture-,:emstnnt con­t.nincr. IT your Victoui JK!11 is empty or if you ha,•e bce!l w,ing it for 30 dnys Ce"cn if it is not l!IDJ)ty), th.rvw 11wny the usoo pen. Yoo lll'IY use n sharps container (such 119 11 red biohnznrd cont.ainer), :i hard pl.Dl!tic coDmlnc:r (such na an ampty d te:rgeot bottle), or metal cnnllllner with a screw top (such as on empty coffee can). 

• Ask. yuur healthCllnl provider for instruetlona on the right woy to dispoilU of .)'Our used noodk>s, pan1t. nnd I.be COil· winer. Do oat thro,v tbn dioposn.l contru.ncr In the how,e­hold LrO!lb. Du not rooycl 
Sl11iwn in Product fds:nt i/irotian Guide_. pagt 316 

Ortho-McNeil-Janssen 
Pharmaceuticals, Inc. 
RARITAN, NJ 08869-0602 and 
TITUSVILLE, NJ 08560·0200 

www.ortbo-mcn.ail.com 
mnv.p ncarn.com 
wwwj0Jl$Scn.com 
www.mcn,allpooiatrica.net 
WW\\\ortho--mcneilnaurologics.com 
For Medleal lnformotlon Contact: 
(800) 682-6S32 
In Emergencies: 
(9081 218-732S 
For Patient Education Materials Contact: 
877-323-2200 
For Customer Service (Sales and Ordering): 800-631-5273 

To obtain Prescribing Information on the following prod­uct:;, please contact: 
Ortho-McNeil-Jansscn Pharmaceuticnls, Inc. 1000 Route 202 South 
PO Box 300 
Raritan, N,J 08669-0602 
AXERT Tablets 
DORIBAX Injection 
ELMIRON Cap.sub 
HALDOL Injection 
HALDOL n~canoatc IM Injection 
MODICON Tablets 
NATRECOR for Injection 
ORTHO-CEPT Tablets 
ORTHO-CYCLEN Tablets 
ORTHO Diaphragm Kits 
ORTHO MICRONOR Tablets 
ORTHO-NOVUM 1/50 Tablets 
ORTHO-NOVml Tablets 
ORTHO TRI-CYCLEN Tablets 
ORTHO TRI-CYCLEN LO T:1blets 
PARAFO?-.(FORTE DSC 
RAZADYNE Oral Solution 
RAZADYNE Tablets 
RAZADYNEER Enendcd-Rclease Capsules 
RISP.ERDAL Thblet:a, Orlll Solution. !VI-Tab 
TERAZOL3 Vag\rutl Cream 

For the latest PDR product information, visit PDR.net 
TERAZOL 3 Vaginal Suppositories 
TERAZOL 7 Vaginal Cre= 
TOLECTIN 200/400/600 
TOP,\J\BX Sprinkle Capsules 
TOPAMAX Tablet, 
TYLOX Capsules 
ULTRACET Tablrn 
ULTRAM Tablets 
ULTRAM ER E,tc· nded-Relcasc Tablets 

CONCERT A® 
[hon &ER-ta] 
(methylphenidate HCI) 
Extended-Release Tablets([i' 

HIGHLIGHTS OF PRESCRIBING INFORMATION 
These highlights do not Include all the information needed to usa CONCERTA• safely and effectively, See full prescrib­ing Information for CONCERTA•. 
CONCERTA"' (methylphenidate HCII Extended-Release Tab­lets CII 
Initial U.S. Approval: 2000 

WARNING: DRUG DEPENDENCE 
See full prescribing information for complete boxed warning. 
CONCERTA• should ba glven cautiously to potienls wi1b a history of drug depondence or alcoholism. Chronic abusive us.e cen l!!ud to ma.rked tolera.nce and psychological dependence, with varying degrees of ab­normal behavior. 

----INDICATIONS AND USi\GE1>---­CONOERTA® 1B o CNS stimo.laol indltateil 'fur lhc tr at,. mcnt of Attc.nUon Deficit lfypetactivity' Ui order (aDBD m cbildren 6 yeMB ofngo nod oldnr. ado1eooen , ana odu1tsup to tho age or 65. (1) 
---,DOSAGE AND ADMINISTRATION---• GONCEJRTA® Hhould be taken mice daily ID the mornlng ood swallowed whole with tho aid or liquids. CO. GERTA® 8hoUld not hi! cllewed or crwiho CONCERTA® may l!~ f.D.ken with orwithouL food. (2.1) • For children and aaote.5ceul8 new~ methyl_phenidn.te, th~ reoommeodea stmtmg dosage i:a 18 mg ooce daily. Dosage mny be incren.sed l>y 18 mgfdlly at weekly int=•als and should note~ 54 mg/dny in children and '72 mg/day in adblescents. 12.2) 
• For adult plillll'ota nuw lo mcthylphcnidate, !he rccom­=ded atruting ilos.t! Is 18 or 36 mg(day, Dos~ may be mcreased by 18 mg/da) ut weekly inten·als and should not ei<cced 72 mg/day for adul . 2.2) 
• For patients Cllll'Clltly using mct.hylpherudn doeing Is bwred cu = en~ dose regimen aad clinic11.l judgmen (2.3) 
---DOSAGEFORMSANDSTRENGTHS--­Tablcts: 18, 27 , 36, and 54 mg (3) 
------uONTRAINDICATIQNc,-----­Known hypersensiti,~tv to the product ( 4.11 
i\1:arked an.\.Jcty. tc·n~ion, or agitation l4 2) 
• Glaucoma (4 3) 
• Tic~ or :1 familJ history or diagnm:is of Tourcttc's syn­drome (4.4l 
• ])o not US<! CONCERTA® i;n pn,tient.s currently using or wiLbin 2 weeks orusin11;anMAO fubibi\,i r '4 .5l - - - - WARNINGS AND PREOAtlTION~-- -• &u-ious Cll:rdfovallcUlnr .Eve.ob:: Suddco death has been reported in as oclimrn;i with CNS .mmulant treatment at usunl dO>ll!I in c:lri1dnin and adole,;cen~ with muctural cn.rdinc abnormalities or other serious he.art problems. Sudden death, stroke, nna myocnrdinl inl:orction hnve been reported in ndults talting stlmulanl drugs at osunl doses far ADHD. Stimulanl prod11cm gcm,rnlly ould no~ oo uaed ID pntion1B with known .rtructw-aJ cardiru: abnor­malities, l!llrdiom)'opntby, &l!l'lous heart rhythm ahnor­mnllii , coronary nrtnry dllealae, or olho:r mow, heart problems. (5.ll 

• ln""'88C in Blood Pre~,rure.:. Monitor pntlenu for changes in heart ratll aud blood p~ and Will with caution in patient& fol' whpm o:n 'Increase :in blood p rcs­aw- or heart rote wou1d he problematic. t.5.i) 
• P sychiatric Advcrso ];;rents: Use of timulants may CllUBe trentmontseme:rgant pzycliotic or mnnic symptoms in patients w1tli oo prior hlston~ or CXfi!:llrbation or symp­toms Ill potu:n~ with pro-cxitriii:ng p.uychiotric illness. Chn.ical evnluotion for Bipolru- Disorder i~ recommended prior t.o stimulJu:i t use.. Monitor for oc:gt'l!llfive bobavior. (5.2) 

• Seizut'll!I: Stnnulanu mtty lower the caovuhi111 old. Disamtinuo in the presence o[ sai..'tlfes ($.3) 
• V1.6Unl Distumaooo: dilliculties wrtb a«ummodnt!oa • blurring or vision llllve heca reporrad 11'iUt rtlm~ln: treatment. &.61 
• Long-Term. uru,rcm oo of Growth: Jlllll!1tOr bl!itli r.~ weight al appropriateint.orvnls in pcdiHtric ~tienl> 0: • Gastrointe;;ti:ruil ub&IJ'Uction IVith prc-exiitl11g Gl IWIV'' ing. (56) 
• HcmGtolog:ic monitoring: Periodic CllC. dlff•rc,ti'-1. "·' platelet count::: arc.' .JdYiscd durin~ pr,1(on.g~ the ~.: ry (5 .71 
-----.ADVERSE REACTION:1-----­The most common udv rae reaction in duublt-bliml trials \>5~) in ahildreo 11na ndole:scerl WO al,doll!lllll U.JlP<ir Th& _most common adverso 1tttiana in ~auli clinical trinl!i (>5~ ) in ndul~ patient$ 'l!l't' dita1r.;..,:d .,;i1" tite, headache!, dry mouth, nau$8.D,.insomni11, umM!, n a, weight. dcen,:u;ed, i.rrit.ahilicy, 11nd h IJ)Uhidoa • , and 6.2) 
The.-mosi commpn ad.verse reactjom llCUlted with tinuntlon (~1 %) from mthi!'r pediatric or duh clinldl wern anxioty1 irritability, insomnia, lilld blnod creased. (6.3) 
To report SUSPECTED ADVERSE REACTIONS. con11ct McNeil Pediatrics at 1-888-440-7903 or FDA at 1-800.FOA· 1088 or ww,,y.fds.gov/ medWlrtch. 
------uRUGlNTERACTIONS1-----• Do not. Ul!e CONOERTA® in patients c:urm1Uy within 2 weeks of using an-MAO Inhibitor r7.Jl• 
• CONCERTA~ m y increns~ blood p.rcrnrre; u.o tiously with vasopressoni 7,2) 
• Inhibition or mctll.boliam of coumnrin anti=guw,u, ticonvulsants, Md 1;ome nntidepros"'1DLS 17 .31 
• Serious advcnro evenla whm1- using mcth,•lph • cnmbinnlion with c]oni,;l.ine 17.4) 
----1..USE.IWSPECIFIC P OPUL...\TIONS--­Cao.tlon &hould be exercised if aJmfouter, d t0 nur' '" mothers (8 3) 
• Safety nnd eflii!oll)' has not been l'Slobli.shcd in chiidri. less llion sixyenn; old or elderly paticnrs "Tc.1tcrtb&i yeara of agl! (8.4 and 8.5) 
See 17 for PATIENT COUNSELING INFOR~HTIO~ and Medication Guide 

Revised: 01/2'Jl0 

FULL PRESCRIBING INFORMATION: CONTENTS 
DRUG DEPENDENCE 
1 INDICATIONS AND USAGE 

1.1 Speci111 Diagnostic orudderotio~ 
1.2 Need fllr Co.mprehcJJldvc Treatment Pro.;r.:::i 2 DOSAGE AND ADMINIS'l'RATION 
2.1 Gcnl!ffll DO!ilnglnforrnntion 
2.2 Patients New to Methylphcnid:1tc 
2.3 Patients Currently Using MNhvlphl'n id1:c 
2.4 Dose Titration 
2.5 Mainlenance/Extcndc•d Treatment 
2 6 Dose Reduct.ion and Dismnlinuat1on 

3 DOSAGE FORMS AND STRENGTHS 
4 CONTRAINDICATIONS 

4.1 Hypersensitivity tn Meth;•lphenidel t<· 
4.2 Agitation 
4 3 Glaucoma 
4 4 Tics 
4.5 Monoltliline Oxida!u.fuhlbitors 

5 WARNINGS ANDl'RECAUTIONS 
5.1 Sc~ious CardiO\ a :-.;cuktr E ... ~ent~ 
5.2 Psychiatric Adverse Events 
5.3 Seizures 
5 4 Long-Term Supprc:-::--ion of Growth 
5 5 Visual Di sturbance 
5.6 Potential for Gastrointestinal OL.,rructic,1 
5.7 Hematologic ilfonitoring 

6 ADVERSE REACTIONS 
6 1 Commonh·-Obsc rwd Adverse Re .,rnon, rn Double-Blind. Placebo-Contrnllcd C'!i11id Tm'., 
6 2 Other Adverse Reactions Oh;l'r.d rn CONCERTA® Clinical Trials 
6.3 Dist.:untinu~tion Due to Advcr:- r: Ructi ,1~· 

6.4 Tic, 
6.5 BloodPress_uro and Hem Rate lmn•.n; 
6.6 Poi;t-1\f.arltc:ting .Experience 

7 DRUG IN'l'ERACTIONS 
7 .1 MAO Inhibitors 
7 2 Vasoprcssor Agents 
7 .3 Coumnr:in Antioongulants. Antidcpn-;,:,nt;. :d Selective. Sc.rotonin Rcuptake Inhibitor; 
7.-l. Clcn.idino IMPORTANT NOTICE: Updated drug information is sent bi-monthly via the PDR"' Update Insert. For monthly email updates, register at PDR.net. 
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