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C, Entry of this Judgm~:nt is in the public ~r~terest end reflects a negotiated agree ez~t amari 1:1~e

Parties..

D, Tie Parties have agreed to resolve the issues resulting from tie Cflvered ~onduet by entering

into this Judgment.

~. Amgen is willing ~c~ enter into this Judgment regarding the Covered Cc~nduc~ in tinder to

rest~lve i ~ ~zgilatory At~c~rney general's ec~neerns under the State Cbnsu~~er Protection Laws as ~o

the matters addressed i this Judgment anc thereby avoid significant expense, inconvenience, and

~i~cert~inty.

F. Amgen is entering into t pis Juc g~~~ent solely far t1~e p~.~rpose of set~Ien~e~lt, and not~~inb

contained herein may be Taken as ar construed tc~ be ~ ac issio~~ or concession ofany violation of

la~~r, r~!l~, or rebulatzgn, or cif a~~y other natter of fact or Iaw, or of a~~~ liabilifiy car ~v-~-c~s~~doing, all of

which ~~za~en expressly denies. A be~~ does not admit any violatia~~ cif the State Cc~ns~.a~r~er

~'rotectiQn Laws set fflr~h i~ f~atnote 4, and does not aci it airy ~vrongdo nb that was or could lave

been alleged by a~ly Signatory I~ttorney Cener~~l before the date of the Jucl~ment under those laws..

~Sc~ part of~this Juc~~men~, iz~clz~c~ing its statements end cc~n~m tmez3ts, shall ~onstittlte evade~~ce of any

~i~bility, :fault, ar wrc~~x~dc~il~g Icy ~1r~~gen. This dt~cu~nent ~nc~ its contents are not i~ltended fQr use ~y

any third. ~~a~~ty fc~r ~~~~y purpose, iz~cl~idin~ stibm ssic~71 tt~ a~~y court for ~u~}~ ~ur~ose.

~~, ~I`hs Ji~dgn~~l~t shall z7ot ~e co~~struec~ t~~~ ~tsecl as a ~~avea- or iimitatio~~ ~f any t~efe~~se

otherwise available tc~ 1~~~~~e7~ iii a~1y action, or of I~.~~~gez~'s ri~1~t tt~ defend itsel~~irom, car make ~~~iy

r~u~ne~~ts i~~, a~~y prfate i~ati azc~~zt~l, reQtrla pry, ~over~~ e3~tai, o~ class clairr~s ~~- suits relati~a~; tt~ the

su~?jec~ rna~ter ter te~n~s c~t't1~is :ti~dgzx~cr~i. "1'l~is .Ii~d~rsic~~t is i~~ade ~,vithoixt to-ial <~~- acljuc~ cation c~f'~ny

~ss~~e cif fact car haw or ~n~in,~ of Iitxbi~i y of any kind. ~c~t~v~t~~stan~ z3~ tl7e #:e~re;boing; a State a3j

file an actic~~~ ~c~ enforce the teisns ~f ~.i~~5 Ji~c~~~nc~~t.

,,..
this aLrcen~etat is el~tered intc p~zrs~~ant t~ at~e~ suPaj~ct to E~?e State t;onst:n~e~- I'r~~tecticr 3~~~~s cited in i~oinot~ 4



I. ~t is tie intent ofthe Parties that this 7uci~ ent not be aclrr~issible in ather cases c~~ banding on

~ngen in az~y respect other thin in connectifln with. the enforcement of this Judgment.

I, i'~10 part of this J~dgz~ae~t shall create a private cause of action ter confer army right to as7y third

party for violation of any federal or state statute except that a State may ~Ie an action to enforce the

terns of this ~udgrnent.

3. This Judgment (or any portion thereof} shall in no ti~vay ~e construed ~o prohibit Amen from

aak~ng representations with respect to any Amgen Product that are permitted under Fecie~-al Ia or

regulations ter ~ Food anc~ I~r~ig Aclministratic~n {"FDA"~ appr~~~ed Labeli~7g for the drub or biologic

u~~de~• tine most current draft or ~~~al standard promulgated by the FDA or the zndst current draft or

~~al FDA. Guidance for Ia~dustry, o~• permitted car required under at~y I ~II3, ND~1., sN~3~, ANI)A,

~L~, or s~3Lf1 ~p~~rovec~ by the F~~, sQ 1ar~g as the rep~•esentatio , to e~~ in its en irety, is nat false,

a~isleaciin~, or deceptive. Nothing in this Judgment shall pz~ohibit Amgen from revisin ; its

procedures anci pc~lzcies to be consistent wit~z then current Federal Iaw under t~~e Foad, Drub; and

Cosr~aet c Act, 21 U.S.C. ~ 301 et sect. ("T'I~Ct~ "), ~DC1~ regulations, FICA Gu c3a~~ces, or other FDA

interpretations.

.. Nothing in #his Judgment sl~~ll:

re~L~ire ~~n~en to tr~lce any actions that is ~r<~~aibitec ley the Food, I~t-ug ~nci Cosmetic

1~ct, 21 tJ.~.C_ ~ 3U1 et~ seq. ("1~DC~.") or any z•egula~io~zprom~~~l~ated ~t~e~~ci7nde~r, car

by ~l~e ~'I?f1; c>r

2, require Arn~ei~ tc~ ~~ l to take a~~y action that is requii-ec~ ~y the FI~~C~~ c~~- any

a~e~?ulat o~~ p~~<atn~.~I~~~tee~ t(~treunder, car icy ~i~e ~'I~~~, ~"~~~y ~vritte~3 or ar~I ~'rc~~~~ot anal

cl~i~~ stz~j~c~ icy this Juc~~r~~ent wllicl~ is t1~e same, car materially she same, as t~~e

~~n uage x~ec~uiz~ed o~- a~~~eed to 'oy the ~Jirector af` the ~~'~ce of I'rescriptio~~ I~rt~g
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'roznotia~, tl~e I~ar~ct~r of tie ,t~ vertisi g ar~d Pr~a~c~tic~za~I I.,~beli g ~3ra~c , ~ e

Director of the Cez7ter for Drug Evaluation and Research, c,r the. I~3irectQr of the

Center for I3c~logcs Evaluatio~~ and Research, ar their authorized designees in

wz~t ng shall not constitute a violation of this 7ud~nnent, unless facts are or became

known to ~mgez~ that cause tale claim tc~ be false, misleading, or deceptive; or

3. ~recluc~e ~~n~er~ fxc~ pr~vidin~ health care ecc~no~nic information tc~ a foz~n~Iary

committee or similar entity ter its members in the course of the c€~ mittee car entity

carzy ng aut its responsibilities for the selection of drubs and biologics for rr~anaged

care car other similar organizations ~urs~.rant to the standards of Section 1 I4 of the

Food ai~cl Drug ~~drn nistratio~a ~1c~demizatiol~ pct of 199'7 {FD~IV~.), as Fl3A A

nay be arnenclecl or revise.

f s~;

Tl~e fnllowi~~g ~eFr~ Lions shall lie i~sec~ in construi~~g this Consent Judgment:

~. "I~rmgen" shah mean Amen Inc. including all of its subsidiaries, preciccessors, and

successors doing t~~~siness i~1 the U~~itec St~t~s.

~3. "t~mben i'Vla~~l~etin~" shall meai3 r~rnge~z personnel resp~3~sible for marl~eting a~~ 1~r~~~er~

'roel~~ct in she (Jniteci .~~tate;s.

C. "Amgen ~'~~od~zct" shall mean ~~-yth~-o}~t~ie;tin Stitnttlatin~ ~ Lets {ESr~s) a~l~ Ezibrel.

"1~~~~~~n ~~~les" sha11 n~an 1~i~~~e~~ r~ersf~~~~ei ~-es~o~~si~1e ~~r I'rc~~tin~ a~i t'~gen I'rc~t~i~ct

~z~ i1~e ~~n tec Mates.

~~. "r^~mgc;~~ ScieniificalJy "I'ra~nec~ I'~~-sc~33aae1" 51~aZ3 ~~~~an r~~~~~e~~ ~erst~3~~lel ~~1_~c~ are hi~i~.ly~

traii~ec~ experts with s~aecial lec~ sciellt fc or medical knov~lec~ge ~vht~se ro1~s ~z~vc~Ive tl~e ~ro~iisia~~ cif

~pecial~iz~~i; rnedi~a~ car sci~~ti~~ ir~~ornla~~ic~~3, scien~l~c anal;tsis andlQr scie~~tif~c infflrmat~a~~~ to

~-IC~'s b~.~ ~xcluc~es ~~~,~cjn~ ~~erf~arrnin~; sales, ~nar~~etin~, oj~ ot~:er rimaz~~ly co~~~merc;al a-c~1Ls.



F. "A~.anes~a" sha11 mean the biolc~~zc darbepc~et alfa.

G. "Clinically R.e~evant In~'ormation" shall rz~ean information that reasc~n~bly prudent clinicians

would consider r~lev~nt when making prescribing decisions regarding an Amgen Praduct.

"Co pendiurm" {and "Compendia") shall mean any one Qf the compendia recognized by t11e

.T,~, Centers for Medicare c4~ Medicaid Se~~,~ices (CMS) under Sections 1861 (t) and 1927(g~ c~ft e

Social ~~c - ty Act that ~~aay b~ ~~sed in deterrniilin~ cQ~cTerage €~f dr~.ags and bzolc~gics fir federal.

health care programs.

"competent and Reliable Scientific Evidence"shall mean tests, atza yses, res~arc~, car studies

~haf have been conc~~lcted and evaluated i~~ an objective ~~~anz~er by c~uali~ed persons and are

generally accepted in i~~e professic~z~ to yie~c~ accurate and reliable results, and that is s~.7ffic ent in

quality anti gtaantity based can standards generally accepted in the relevant scientific f elcis w~~~~

considered in light of the e~~tire body c~Frelev~t and. reliable scientific evi~ epee, ~o substantiate that

the represe~~tation is 1~-ue.

J. "Covered Conduct" shill mean l~~ngen's I'~-ornot oral practices aid djssemina~io~~ of

inforrnatioz~ regard nb the biologics Aranesp0 and Enbrel~~ iiz the Unitett States through the

Effective date ol~tl~e Juc~gzne~~i.

K. "Effective I~~t~" shall ~~~e~~~ t1~e date ol~ tivl~ich ~ ct~~y c~ftl~is Jucigmcilt, cli~ly exec~lt~c3 by

~~~gex~ anc~ ~~y ~t~~e :~ign~tor~ t~t~arney ~e.~~e.ral, is a~~~~-ov~d by, and becomes ~ 3~~dg e~~t of the

~:,. `~Enb~-~1" sha11 zn~an t~~c b~c~I~~ie eta,le~~ce~~t.

~~. "C~1Q~~i Car~~~~nercia~ I,c~d" s1~all r~~ear~ ~t1~ze ind~vidti~al des~ig~lated t~ 3-epresez~'~ tl~e Arn~er~

~~t~1~a1 C~a~merczal fl~ertztic~ns {GCC)} gt-c~u~ ~fith the :~rngen I~~searcl~ c~ ~e~.~clo~~n~~~t a~~c~

Jperativns c~~-ganizatic~ns duri~~g all st~~es c~1~ a ~~rod~a~;t's life cycle.



1'~ "Health Care Professional" or "I~CP" sha11 ea~~ any U,S.-based physician or other health

care practitioner wl~o is licensed tc~ provide health. care services or to prescribe pharmaceutical ter

biologic products.

C3. "Medical In~'orn3ation Responses" sha11 mean. a scientific com u~~ cation Originating from

A ager~ Scientifically Trained Pez-sorir~el to address a~1 unsolicited request far rzmedical info~-n~ation

:~orr~ ~-ICPs regarding an ~n~gen Product relating to an (off-L~bel Use.

'. "Iv~ult state Executive Committee" shall mean the Attorneys C7eneral and: their staff

representing Arizona, Ii'lorida, Illinois, IVlaryland, New York, '~1ort1~ Car~Iz a, Ore~t~n, P~nnsylvani~,

Texas, and ~Uasl~ingtan.

(~. :`IVlultistate V4~arki~lg Group,.' shall mean the ~.ttorneys General and their sta:~fs represe t ~~g

~.laban~~, Alaska, ~riza~la, Arl~~slsas, ~alif4rr~ia, Colorado, Co~~ecticut, Delaware, District of

Columbia, Florida, Georbi~, ~-Hawaii', Ica fl, Illinois, Iz~cliana; Iati~a, Kansas, Kentucky, Louisiana,

z~/~aine, Maryland, I~assacl~usetts, Michigan, IvIinnesflta, Missouri, Montaz3a, l~Tebraska, ~levada,

1~ew ~Ia~npshil-~, mew Jersey', New Mexico, Neu Yc~ik, North Carolina, North T~al~ota, Chia,

~klal~o a, Orega~~, Pennsylvania, Rhode Island, South Dakota, Tennessee, Texas, Uta1~`~, Vera or~t,

~Iirgnia, Wasl~il~gtt~n; Wesfi ~Iir~inia, ~Uiseo~~sin, and Wyom~zg.

~ :~ ~awaia is t>ei~lg repres~~rted ors this n~7arte~- try its Clffice of Consumer ~'r~otecti~n, ~n agency whic~z is not part of ti~~,
state Attorney General's C)~ffice; b~~t ~v}~ich is statu~tc~f-ily autho~~ized to t~~~de~-take co~3su~~cr ~rt~tection fu~ictions,
i~~zcl~idin~ lega3 re~res~ntation of t~~e State ~~f i~awaii. For sinl~licit~=, the entire gz-on~ will be referred to as t}~e
<;I~ttori7eys General,,' a~~~c~ s~zch c~e~sibziatio», as it i~~ciczdes ~-lavraii, refc,rs to t1~c Executive L7i~-ecfor ~i t~~e State of
~~a~~raii ~fiice cif Cons~~ri~er ~'roiectic~i~.

4~Iit1~ regard tc~ :~e~~.=Jersey, t}~e attorney Ccr~eral, pursuant to 1*I.:t.S.A. 52: l 7A-~; is cllar~ed vaith the responsibility of
enfo~~cin the Co~~s~3~ner ~~raur3 filet, i~J_.J.S.~=~. 56:8-1 et sec}-('`CI{~"j. "I'he director of't}~e New 3ersey division of
Consur~~ier ~ffai~-s, pursuan~ icy ~~'..I..S ~. 52:'I7k3-'I2~, Is c}~ar~ed witl~~ t~hc responsibSlit}~ of ati~~~~inist~~•i;~g the CI'~'3.
iZeferences i~ t]~e "Si~at~es,': "I'a~-cies,;> ur "Aiior-neys Gen~T-~1,'~ u~it}z res~~~c~ to ?~~v~ Je~~sey, inclines the Director of ~I~tc
i'~~e~~v 3ersey I~ivisi~n of C.t~r3susrer I~f~`~irs.

~?Jit}~ regard t~ Utah, t}~e L1ta1~ division of Cor~si~tner Protection is charged with aclm nisterinb and enfarcin~ the
Cflns~tt~er Saes 3'~-~ctices roc+, t~~~ stz~tzat~ relevant to this j~~~~~,ne~~Ic~rder. I':~~er~r~ces to the "~tat~s," '~~'art}~.s,,, ar
"~ttn~~~ys Ge~~eral," with ~-~:s~ect to Utah, re~tL~~s to the Utah ~~ia~isit~n ~f Coz~~s~!r~~er ~'~-oiection.
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"(Jff-Lab~I Use" shah mean a use Qr dose riot consisfient it~Z tie FDA-~~?~rrnved ~c~;~~tic~

or other infarrnation in the FDA-approved. U,S. Prescrzbing nf~z~rnatic~n.

S. "Parties" shall mean. ~~mgen and tie Signatory Attorney General.

T. "I'rflmotional," "Promoting," or "Pro ate" shall mean a representation about an A gin

'roduct nte~7ded ~o influence sales €~f that pz-oduct, inducting attempts to influence prescribing

practices ar~d utilization of az1 Ar~zgen Product, that would be deemed romc~t anal labeling or

advertising under the ~'DGA or any regulation prc~r~aulgated thereunder, or by the ~~A, under the

rr~ast current draft car final standard p~•Qn~ulgatec~ by the FDA or tie most current draft o~ final ~'~A

~~.~idance for Indtastry. These tens shall not include 1Vledicai Info~-~nation Responses that comply

Frith III.I~ or tl~e provision t~f i~~fc~zr~ation to payors.

~.T. "reprints" s~a11 mean articles ~r repz ~~~s ~i•o~n a scie7~tific or medical jc~urn~I, as defined in

21 C.F.F . § 99.3{j), os- refez~el~ce publication, as clefned i~l 21 ~.~.1Z. ~ 9~.3{ }, describing a3~ C3~~=

Z,a e~ LTse of an r~mgen Product.

~I. "Signatory Attorney General" shall mean the motto ey G~z~eral of New Jersey, or ~~is/her

autho~~zed designee, who ~~as agreed to this J~7c~gmei~t.

"special Supplenle~zt" s~~all ~x~eai~ ~~ mal~uscr pt fc~r which Ar~~gen leas paid a jour€gal fc~r

placcmerat or ptl~licatic>n (not i~~~;l~idin~ rt~utilae ma~~uscri~~t sul~ssiol~ or p~~epa~-~tc~i7 fees ~ez~era115~

Zpplcabl~ tc~ articles sul~mitt~,c~ ft~r co~~sicleratio~l ft~r pt~~lication).

"State Cc~nsu~~~c;i~ I'~~t~tect rail I,a°~~:s" shall ~~e~~~ tie co~~star~le~- prc~te.ction ~a~vs iz~~cier which

the ~ ~z~att~ry Atto~-~~eys Ge~~e~~a1 have cc~ncl~~cted their i~~ti~est fat c~n.4

"~'11e follc~v~i~~g sut~sectic>n s13aI1 ~e ef~fectivc f or 5 years fz-on~ il~e ~;f:fect s,~e I~at~ of t~~s J t~g~~z~ni.

~,~,~v 3ersey C;c~nsu~ner Fraue r~ct; ?s~.I S..'..5~: ~Y-1 et .sect.



3 , ~ ~gen shall not use a Compendium listing or publication to ~'rc~rnote any A den Product for

any C?ff-Label Use to a Hezlth Care Professic~~7a1.

2. Amen Ivlari~eti~~~ d ~xngen Sales wi11 nat initiate any interactions yv th any C~rnpe~diurr~

relating to an Amgen Praduct arzd shall not determine tl~e content of any materials fc~r subrmission to

~: Corr~pendiu relating to an ~~mgen Product. Nothing i~~ this Judgment, however, shall prohibit

A den N.[arket ng a~~d ~:mgen Sales from prodding ~~put into the decision-making ~rflcess thro~bh

the global Commercial Lead.

3, A g~~~ sha11 not submit a Special Suppler~~e~at to a ~on~pe~dzu i~~ support of annoff-Label

.Jse cif an Amgen Product.

4. If l~gen subrr~ifs infarl~ation fc~r ~ r~e~v lst~7g t-elating to an Amgen ~'rodct to a

oznpenc~ ~~n, ~an~en mast inzc~n~ the Coa~~pendi~~ of a~sy class effect that ~. ger~ would be

~ec~uired ~~ notify the FICA for i~~clusion in tl~e Prescribing Infoz-m~tit~n for an ngez~ Product in

accordance with 21 Q.F.R. ~ 201.5' {c}{6)-{7}.

5. If ~mge~1 req~7ests any third party tc~ provide specific nfo~ atifln or caz~~ eats tt~ a

Compe~~d um re ;arding an ~n~gen ~'roduct, ~m~e~1 shall also request such tl~irc party to infflrm the

~o per~clz~.az~~ that it is prflv ding such ir~f~rmat o~~ or caz~~znents at ~~nge~'s request, provzcied,

~oweve~~, that if 1~I~~gen c,~11y noti~ ~s a ihirc~ party of an c>~~p~l~tt~niiy to pa~o~Tide co z~~~nts to a

Co~~n~ez~c~iun~ ~i~~ci does ~~ot su~~est that the t~~ rd p r y pr<~vide specific information, tl~e~~ the

~bligatiox~s of t~~~s secto~~ vvi11 r~c~t a;~~l~l-

1. I~~ I'rt~znc~tin~ an A~n~en Prod~zct, ,'~~n~e~? s~~~13 nvt z3~a}~e, car cause tc~ Lie ~~c~e, dray u~ritle~~ car

c~~a1 ~lain~ tl~~t is false, r~?isle:~d~i~~; ~~- dece~~ve.

<~



2, .Azz~gen shall not represent that any. 1-~xa~ge ~'rocluct has ~n~ s}ac~ns~rsl~,~,, ~~,,~~-~~»~,

cl~aracteristies, ingredients, uses, benefits, quantities, or qualities that it does not have.........

e following paragraphs witk~in this Section B s1~at1 be effective for 5 years from the Effective Date

of this Judgment.

3. Amgen shall not make in a Pron7otioz~al context an express or implied representation, not

approved or permitted. for'use i~l the labeling or udder the I~ f~~A, that an ~znben Product is beer;

more effective, usefi~I iz~ a broader range of card t tins ar patients, safer, has fewer, or less ineide~ce

cif, car less ser flus sade effects car contraindications than has been de~nanstrated i~~ Cflrnpete~~t and

~.eliable Scie~~tific Evic~enc~, wl~etl~er or not such express flr implzec~ represe~~t~tic~n is made by

cc~n~ arison with anath~r drub car treatment, and whether ar y3g~ sue ~ a represent~t tin or suggestion. zs

made directly or th~-ougla use cif published car- unpublished lit~ratuxe, a quotation, or flt~er reference.

4. .l~sngen s ~I1 not. ~'romote an flnlgen ~'~-oduct by the use of ~ran~otio~~al Materials ghat:

a, contain. a c~riag o~- biologic corn~ar so~~ that e~pr~ssly oi• in~p~icitly represents that an

Amgen 1'ro~luct is safer or r~~ore effective tlxan another drug or bioio~ic in so~~e

particztlar when it has not been deznox~stratec~ to l~~e safer or rnoz~e effective by

Co pete~zt and Reliable ~cierlti~c Evidence;

co~atain a~1 c;~press or implied re~re:sentation that an 1`~mgeal I'x-oditct is safer tha~~ it

I2as ~~en c~er~lanstr-at~c~ to Ise, by C;onzpete~i~t and Reliable Scie~ltific ~vidcnce by

s~~eetive presci~tat~~n fl~'zr~for~nat o~~ ~-om ~ p~ibl sl~ecl article <~~~ other reference t it

repori no side effects car rninirna~ szc~e affects ~~itl~ an t'~rz~gel~ P~~~cluct c~~ ~~:her~vise

selec;tt~z~ iraformatioi~ #~-c~ ally sc~u~~c~ in a u~~y- ghat ~r~~kes a~2 ~~ag~;n 1?rod~lc~ appea~~

to ire: safer #~~an has been c~et~lc~r~st~~atec~;



c. ~aresent inf'c~r~~z~at on froze a study in a ~vay that implies that the study repxesents larger

or mare general experience with an Amgen Product than it actually does;

d, misleadingly present favorable nfflrmatifln or cflnclusian(s) from a study that is

inadequate in design, scope, car canduct to furnish significant support for such

anfc~rmatic~n car conclusions) far information that may be material to an HCP

prescribing decis a~ wheg~ presenting nf~r atic~n about ~ clinical study regarding an

~rrigen Product;

~. misleadingly use the concept of statistical significance to suppflrt a claim t17a~ has ~fli

~aee~~ demc~nsiratec~ to Dave c~~ ical sign seance or validity or isleadinbly fails to

reveal the range of v~~iat ons aro~u~d t1~e quoted average results; or

~; use statistical analyses end tech~~rc~ucs o~~ a retrospective basis w-iihc~~.~fi adequate

disclosures cif their ret~~ospective nature so as to sleac~i~~gly discover and cite

~nt~ings not soundly suppoz-ted by the study, or to sleac~in~ly suggest scient f c

validity and rigor for t~ata frc»~ studies tl~e Iles ~~~ oz- protocol of w~~ich are not

amenable tc~ formal statistical evall~ations.

5. 1~n~gen sha11 1~ot I'ro~note ~;nl~~-e1 ~y z~isrepr~se~~ting ar~y clinical treatment bu delzne ire a

~a~~~~~ner t~~{~t su~bests F.,nl~~-el is a~~~~ro}~cd for uses 71ot consistent ~~ith the Ii IIt~-a~~p~-ovcd I'resc~7~in

z~i~onza~.t~o~.

~. 2~~~~-irnt~

The fc~llo~~in~ subsection s1~all ~e of ~:ciive for _5 ~7ears froze the ~'f~'ect ve Date of iii s J~~~3g~nent..

~. ~~eprints c~istr z~utecI 13~,r t~~n~en ~-~:~a~-c~in~ are t~~~3~~~~ P~c3c~~ct:

t~



a, s all be accompanied by the FAA-appz-oved Prescribing I ~orm~tion for the product,

or a clearly and conspicuously described yperlink that will provide the reader with

S11C~ lI1~flITT1~~1flI1;

~, shall contain a disclflsure that is prornzraently displayed, which would include tl~e first

page or as a cover page where practicable, indicating ~13at the article discusses

Zar~appraved new uses; and

c. small nc~t be referred tc~ or used in a Promotional manner.

2. Amgen sha11 not use iii a I'rors~at oval ma ser reprints of a~zy Special Supple~nen~ that

focuses przs~arily fln ~n C3ff-Label Use oFAranesp.

t ~ t

'~' e ~flllowing subsection shall be effective fog• 5 years from t~1e Effective Date c~ftl~is J~~clg ez~t.

1, 1~mgen; tllroi7gh Ambers Sczentifically Trained Perso~~r3e1, shall have ultimate responsibility

fir developing and app~•ovz~~b all Medical Information Responses regarding ~r~ .~~n~en Prc~d~zct.

Additional approvals naay be ~ro~.~ided by t11e ~,.mgen La~v ~epartmer~t. Amgen shall not distribute

any such materials unless:

a. Clinically ~elc;vant Inforr~~ation is i~~cl~~decl in these materials tc~ ~rc~v de scientific

bal~~ce:

l~, c3~{ta in These m~tc~~ials are pz~esen~ed i1~ a~~ unbiased, nc~n-I'ro~nc~tional ~~aannea; anc

c. these matez~ials are elea~-1y> and cc~nspicuc~usl}T c~isti~~~~~isl~able t'i-c~~~~ sales aids anc3

t~tl~er l'roznotic~~~al n~aie~~ials.

~.. i~Iotl~i?~<,~ in t~zs s~~~s~ct~c~7? :~1~ai1 ~~~~c~~~zi ~~m~,~~~~ Scler~ti:~ic<~11y `I'ranec Perst~rkl~el ~~~o~

t~iss~rr~i~atin~ materials l~~~t are }~errr~~ttecl tt~'o~ ~isil-ibutec~ ~~nd~r th~r, ~ur~~er?t Fe~ez~al law_ lec~e~~al



regulat ans, or FDA published guidance, whether in dr~~t or final form; ~znle~s false, ~z~ ~1~~~;T,~, o,~

decepfiive.

3. Amgen Sales and ~lrragen Tvlarket ng shall not dev~lap the medical content of IVledical

I~fc~rrnatian Responses regarding an t~mgen Product.

4. ~Uled cal Inft~rmation Responses regarding a~~ Amgen Product n~a~ be disseminated only y

A ;e Scientifically Trained Persc~~~u~el to ~~CI's. Ar~~ge~~ Sales ar~d Amgen i'1~arket n~ sha11 nt~t

isse inane these materials to ~-ICS's except in circumstances implicating public health and safety

issues. Ire such circumstances, Amben Sales anci ~.mgen I1~larketii~g n ay disseminate 1Vledical

~nfoa anon 12esponses directly to ~-IC~s when expressly authorized b~ le~dersl~zp from the ~ngera

~t~plia~ace, rr~eical, a~~d safety departx~ne~~ts with advice and ct~~~nsel fi'o~n the ~nen Law

~~paz•tent.

Ike ~~' I~ ~I~'I'

No later than 30 days after the ~ffec;tive Tate of this Judgment, A~nge~~ shall pay ~ total

amount o~$71 i'~/~ill onto be c~ivic~ed az~t~ paid icy Amgen directly tc~ each. Signatory Attorney General.

t~f the Multistate ~%oz~king Group in an ~~nount to be desigrlatec~ by ~~d in the sole discretio~~ of the

Multistate Executive Coznn~ ttee.t' Said payme~lt s11a11 ~e used ~y t}~e States as attorneys' fees az~ci

othe~~ casts c~~ i~ vesti~atit~n anc~ litigation, a~- tc~ lie pla~ec~ iz~, ol• ap~~ied to, cor~sczn~er protect can

e.n~c~r~e~nent fiii7c~s, nclikc~in~ tl~ture co~ls~~n~er protection enforc~mezlt, consumer education,

l tip at can ar 1oca~ ~;oaisuT3~ei- yid u1~~ or reti~cri ~~inb 1~ur~d, used to defray the costs of t1~c ire; t< ry

~e~clin~ herein, c~~-'c~~~ any ]a~,vfizl ~ur~~os~, at the sale discretion of each S ~~~atc~ry At~:or~~ey= Genera.

~'l~e ~'~rties ~c1~7ov:7lec1~~; ghat t1~e pa}~~~e~1t ciesc-ribec~ h~rei~~ is poi a ~"~~7e, penalty, o~~ p~zy~~~ent i~~ lieu

thereof.

c' `9';~e State of ~,ie~;~~ .iersey's share is S ~ ; 776>9~7_~7_

i~



~. ~~h~~

A. ~3y its execl~iiun of finis Judgment, tl~e Mate ofNew Jersey releases anc~ forever discharges

.~ gem and all of its predecessars, subsidiaries, s~ccessars, and. ass gays, and each aril a1] cif their

current and fflrmer aff cers, directors, share~~olders, employees, agents, cflr~tractors, and attorneys

ccallect veld, the "Released Parties") from the follotiving: all civil cIain~s, c~:uses of action, damages,

rest tta~tion, disgorgement, f nes, costs, afitor~~eys' fees,. re~z~ed es, andlc~r penalties that the ib atQry

~'~.~t~rne~ General has asserted or eoulc~ have asserted against tl~e Released Parties under the abc~ve-

~zted consYa er prc~tectio i statutes, or any amencl~nents thereto, ar by co~rzmc~n law claims

co c~rnin~ unfair, deceptive, or fraudulent trade practices or, if applicable, stake statutes ec~uivaIent

o tie federal ~'oo~, L3rug, and Cosmetic tact that the Signatory ~tto7-ney General leas the auth~~ity to

release resulting frfl t~~e Coveree~ Conduct up to as3d including t~~e Effective Date that is the subject

c~:~ tl~e Judgment.

I~Iotw tl~standing any term of this Judgme~~t, specifically reserved and excluded from the

release in Paragraph V.A as to any entity car ~ersc~~~, i~~cludinb Released ~'arties, are a~iy and all of the

follo~vn~:

~. a~~y crirz3 l~al liability that a~1y perst~i~ ~ndlor c~~tity; including Released P~~rties, has ar

n ay 17ave to the State e~#' ~1civ Je~~sey.

2. at~y civil. or 4~c3n1iz7 strative Iial~ility t}tat any ~erso~l a1~c~lol~ entity,. ~ilcluc~i~lg Rcleasecl

~'a~-t es, ~~as c~~- 7~3av h~~~e ~o i11e ~ta:Ce c~f~ ~~:ti~> Je;rse~~ ~~~t exp~~essly co~~erect by tie

~•t;lease in Para~~~ap~i V.A. ~~bt~ve, ~~c]~~dinti, but not 1i~~nit~c~ tfl, ~ ~~y a~zc~ all c~F the

following cl~iir~~s:

~, Si~~~ UI' iE,t~el'~~~ ~1I`I~II1~Sf V2t~~~11OCIS;

~. ~;lai~ns i~~vc~l~Jing "t~~:st price," `<a~3eragc tn~~olesale p~~ice,,, `;u°~ac~lesale

acquisition c;ost," ~~: am ;~e~orti~~~ ~a~~actices;



c. e~3ic~id c~a z s, i cl~~di b, bit nA,r ?;.~:i!~~~ tca, feder~? ̀,'.:~'icaic~ ~aa rebate

statute violations, Medicaid fr~uci or abuse, andlor kickback ~~iolations related

to any State's Medicaid program;

d. state false claims violations; and.

~, actions of state program payars of t~~e 1~e Jersey arising from the purchase

of an Amgen F'~ oduct.

3, any liability ~ncler the State cif New Jersey's above-cited consumer protection laws

which any person. azlc3lor entity, i7~cl~zc~ing Released Parties, leas or may have to

individual consumers.

.1~. Fir the purposes of resolving r~isp~~tes with respect ~a carnpliance with this J~~clg ent, should

any of the Signatory Attorneys Ge~~eral have ~ reasonable basis tQ believe that ~~gen has violated a

raviszon ~f this ~udg~nent subseq~~ent tc~ the Effective Date, the~~ such Signatoz~~ Attorney General

s1~all ~~atify ~zngen in writing of the specific abjection, deniify with particularity the provisions of

t1~is Judg enfi that the practice appears to violate, ~ncl dive Amgen 30 days to respond to tl~e

n~tificatzon.

3, upon receipt ni'~~irittel ~~o~ice frc~n~ any cal the Signatory l~tlarneys Geizeral, ~~~n~en s~ti11

~ravic~e a good-f~it~~ tiv~-itten ~-espc~nse to t~ze S~i~Zlatory f~tt~r~~~y Ge~~leral noti~icatiol7, co~ltaiz~zi~~g

cit~er a state~aent e:~~Ia~i~is~~ 4~~~y r~.tn~en ~e1i~;~.~es i~t is in c:<> pliar~c~ wi~t~~ t.~~~e J~dg~r~e~zt ter

detailed ex}~lanatic~r~ c~fl~t~~%the al~ege:ci violation oc~c~~~-recJ a~~d staternei~t explaining I~o;.~ anc~ wl~e~~

~~n~ez~ nte~zc3s tc~ ~~emedy the a13e~~:~ :Tiolation.

C. Exce~i ~s set ort~~ in Sec~ia~ls VI.I~ anti ~ below-, tl7e Signatory I~ttorne;.~ Ce~~~ral znay ~~ot

lake any action concerni~7~ tla~: aIlegeci ~ c~iation c~i this Judgment daring tl3e 3~-dayr 1-~,s~~orase perzc~c~.



Nothing shall prevent the Signatory t~ttorney ~ene~-a1 from aka°ee n~ n ~~~~±t,~,~ to nrovi~e ~~nge

with add t c~z~al time beyond the 3fl days tt~ respond to the notice.

D. Nt~thzng in this Judgment shall e interpreted to Iirrmit the State's Civil Iiivestiga~ ve Dernancl

{CID) or investigative subpoena auth€~r ty, to tl~e extent such authority exists under applicable state

haw, a~~d Amgen.. reserves all of its rzghts in responding to a CII~ or investigative subpoena issued

pursuant tt~ such authority.

E. The Signatory ~ttarney General may assert any claim that Amgen leas violated this Consent

cigrne~~t in a separate civil actic~~x to enforce com~Iance wt~~ this J~dgnlent, or may seek any Qfiher

relief afforded by 1a~v for violations of the J~.~dgme~~t, but only after pravdinb Amgen aza appc~rtunity

o respond tc~ the not ficatzo~s as described above and to rezz~ecly the a11e~e~i violation within the 3~-

a~ respans~ ~z gc as described move, or tivit i~~ any other period as a~~~eecl to by Amgen and tlae

~igr~ato~y ~1~torney C3enez~al. However, thy. Signatory ~ttQrney General may take any action,

ir~~l~zciing, but nod limited to legal action to enfo~•ce compliance with the 3uc~g~nent, without. delay if

~1~~ Signatory Attc3rrr~ey General believes that, beca~~se of the specific practice, a threat tc~ t~ze ~~ealt

~r safety of t11e public requires immediate action.

III. ~~~~ ~ ~ ~~2 ~~~ ~~

~. f~gen s~za11 ~7flt cause or c~~coura~e tht-c1 parties, nor k~~o~~iz~~ly pe~-rz~it tllire~ ~~artes actii3

ors zts ~~;I~alf, t~ ~n~a~e in practices frf7~n w13ic}~ Amgen is ~~rohibitLc~ I~~~ '~~~is J~~~ld~n-~ez1t.

~3, This Juc~g~~~cnt does nc~t co~lstiiute an z~p~~-o~~al by 3~iy cif t~1e S~~z~a ary~ ~lttol-neys Gene~:a10

~rra~~n's business ~~~actices, end r'~r~~~en sh~Il ~~~al<e z3c~ re~res~T~ta~io~1 ~r clai~z~ tc~ i1~e cc~zltr~try.

~. !any failure try ~i~1y ~tl~ }~ to t}pis .i~~d~ineili to il~sist u~c~n tl~e sti~ ci ~~z•tt~r~~~ance by az~y c~th~r

~a~-ty of any ~~'t~e ~a-avisions cif this 1~~cls,~a~~e~zt s~~a11 nit ~e c~een~eu a waiue~~ oI'a~~y of t1~e: provisions

of this Ji~c~g~nc:nt; and such party; r~ot~;~it~7star~ding such. failure, shall lave the right t1~ez~~:a ter [t~ insist

u~c~r~ ti~~ spec~~c pei- ra~~r~~ance o~~~:~~1v anc~ a1i c~f'i~~c ~rflvisic~ns c~ftl~as 1tic~~me~1~.



D. This Tudgment represe~ats the fill and cc,rnplete terms ~f tie s~ttlr,~e~t ~r~t~~-ed ? tc~ b~ the

Parties hereto. In any action undertaken by the Parties, no prior versions of this Judgment ~d no

prior 'versions of any of its terms that were not entered by the Court in thzs Judgment may be

introduced fc~r and purpose whatsoever.

E This Court retains jurisdiction of tl3is Judgment and. e Parties hereto for the purpose of

enforcing and rn~difyi g t11is Judgment and. for the purpose of ~-~a~ ~i ~7~ s7 Bch adc~it anal relief as may

e necessary and appropriate.

~'. Tls s J~~dgrnent may ~e executed ~1 counterparts, and a facsimile or .pdf signature shall be

cleerned to be, and shall. have the sa~~ne force and effect as, an c~rigii~al sign~tu~•e.

~. A11 Notices ~3zcler this Judgment shill be provided to tl~e fo~la~c~ing vii email and. Oversight

i~ai1:

For the I'lain~iffs:

~'atrcia Schi~ipo, Deputy ~-1~toey General/Asszstant Section Chief
C~fFce of the attorney General
~?ivisian of La~~
124 Ha1s~y S#reef, Say' floo7-; P.~. Box 45~2~
Newark, New Jersey 071.01
~tricia.sc;hiri~o(~ctQl.lps.state.l~Lis

Fc~r the llcfendant:

General Cou3~sel
~~n~en Inc.
Inc .~ ~eia Centc~- ~?-ive
l~o~asanc~ C3aks, Cf`~

~I32-1'79

~-I. `I"o the exteni that any p~~Uviszoil ~1ltl~is Juct~~ne~zt c~~l dates l-~r~igen tc> change a1~Y

~~iic, ~, cs ~r prc~c~duz~e(s) a~~d icy t~~u ~;~tent not already z ucc~,i:; ~~ ~~ed, ~~z~~e~~ s~~all i~~~ple ant

r,



t ^ ,n~,r«.;~,es~ ~r prc~ceel~re(s) as s€~~~ ~s reas~r~ably ~:-a~ t,: ~ ~~le, but ~,c~'~ t~~ tt~arz 22fl cl~.ys af~~r

tl~e Effective Date of this T~~ei~ment

' ~ 'I li il~~~:,~- t~A ~' ~.IJ~' 20I5 S ~ ~ I~, ~:T~TJ~~~ I~TI~
~~ + fl.

Hfln. Paul Innes, s'.J. Ch.

JOS~ITLY APPROVED ADD SUB I"~~TED FC~IZ ENT~2~'.

~'I~ PL~Ii~1TIFFS:

3~I~i J. HflF"FN1AN
t~C~'~IG A:TTOPLT~T~Y GENER~~L (~F NF'W JERSEY

c j

Patricia Sch~ripo
deputy E ~torney Ge~~eraI/.Assistant Section Chief
~onsuzner Fraud. Prosecution

124 ~~als~y Strc;et — 5 }̀' Flc~c~r
~'.fl. Bc~x X5029
~Ieyvark, New Je~~sey 07I t~ 1

r

~~~~:

l7



~prc~ved.

~'~R. I~EFENI~ANT A DEN II~IC.

y;

i tam L. V~Iebbe~
dice Preszden~, Law
.Amgen Inc,

'.: ~, •
.t~_

•- •
.11 ~ •
`' • • ~ •

__-----

~d S. os~nbloarn -_
1VIcI3er~nnc~tt mill & Erner~ LI,P
227 .Monroe Street
Chicago, IL ~J6~6

Date:. 1-~. ~,~

I?ate:

date; ~ 2 ~~



~.prc~ved:

FflR DEFENDANT A~; IGEN 1NC.

By:

mice President, Law
rr~e Inc.

Brien T. C33' Ct~~nor
Ropes &Gray LLB'
'rudential Tower
(l~ ~oylstgn Street
~c~st~n, I1/~A 02I ~9

~3av d S. Rosenbloom
cDer~nc~tt ~Ui11 ~ Emery LLP

X27 W. i`V1or~roe Sheet
Chicago, IL 6(?6~

date:

I?ate:

~;




