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TELAPREVIR NAMED PATIENT PROGRAM
Physician Declaration Form

Plomae read the physiclen infoomation pack peovided and the foliovwing Bligitdity amd Moo-Bligibilby citodss
jur thie supply of TELAPREVIR. Complate and skys e following deciaration snd retum the form to ldls on

e contgots detalily abowa,
PATIEN ’EREW{MEHT LRITERR _
Fatierd Initiats: +8 .07 st later first nprms, first letier farnily named OR unigue rumbser r“fwmz
Ficoromrbssroarniiel SO Soe—
Usle of Bith. | GRO-C %ﬁgw x| (DD-MMM-YY)

Ellgibiilty oriberia Yo ” M
B o s of womsn, betvesn 18 ang 70 yeors of ape, incusive = )

| Have svidence of MOV infection genolype 1 (maolecular 383ay) ]
Fave 8 quantiiable plasma HOV BNA LT b ‘
Hava docurmsntabion of Bver Bbrosls ansessed by lver Diopsy of non-nvaske tes! teg, | | [ I 4
fitrotest, fheogoan) showing severe Obrogis (Melavir F3 or lahmk 34} or clrrhogis
Phutavic F4 o ohak 581 For gublests wih Metawr B3 of isnak 43, the lver beopey of
noneirvasive bl should have bosn parformed sithln the pagt 18 months, .
Hpwen pavpensaled Besr disease [CRIE-Pugh Grade A dliniosd chamslivalion) e ) "
Fave socess 1o the Mepatitis O slandard of care (Pag BN sie/REV) b 1 [
i & women of chilibeaning potential, must have & negative serwy Behuran chotonie T 08 | [0
gonpdolopin RR0G) pregnancy tes! documentad i he soresning vislh aed &
oepative sonwn or uing progrneney 18 befors the first duse of shudy drug o ENBUMG
that they aee not pragnact at the Bme of tlarting freaimant i
¥ helerosswually aclive, s femsie subjeet of chidbeadng polertisl end 8 | L 1
neweasaciomized male subject who hes » Temals pariner of chlldbuating putential
st pgree o use ¢ alective Comtiseptives fom aoreening cnwands ertll 4 months
famale subjest) or 7 months (make subjact aftar a8 therspy as endwed,
Mote: Hormong! cortraceplives may not be relighle dising TELAPREVIR dosing.
Themslon, 10 be elipible for this early acosss program, sublects should usa 2 othwer

§ effestive Birth contiol methods dudng TELAPREVIR sombingiien therapy and for 2
months afier e losl dake f TELAPREWIR.
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Mon sligibifity critera ;

Is sligitie for entoliment inlo an orgoing clivicat study of TELAPREVIR

be infecind or comindocted with MOV of arther ganatype than genotyps |

Hupg 8 contralndicatios & the administration of Peg-tFh-ails or REY, or medical hislory

or leboratory vatung thet prochule restment with Pag-Fhhalfs of FEBY awonding

the renpeciive ooal preacribleg information

Mar g history of hwving recelwed investigetional HOY prolesss of pobAmarsse

irdubiong 8t any privious e

Has sigrs or syraplorns of hopalocaliviee sancineema. Serum slphadeioproteln (AFP)

isvel aod wirssonogeanhy should Be aepiiabie 8t scrsering for 8l subjecis 1 ssrenn

for hapatwosliules carcinome (hoth fests should have besn Jdong o maxinum of 4

raonihs bofore the soreening visih

Mo a Msiorp of decowmpensales fver disesse higlory of zaoiies, hepalic 0

snoephaiopathy, of Diseding ossoprageal wadoss, amdiw any o the following

sorpening laboratory resulis:

* inberrations] Mormaliced Ratio (M) of 21.5

. Sorurn albumin <3 3 i

4 Benan tolal bilabin » 1.8 tmes the uppey Hmit of e isborstory nmat rangs,
urdess molated or o subincts with Gilbart's Syndioma.

Has 2 wo-infection with active hepatitis B or MV £3

Has any of tha followiog leborstory sbaormalibes (assessed 8t eal boraliry}) &3 3

dafined by the Didslon of AlDS Table for Seading the Sevarity of Adult and Padiatric

Adverse Bvemts (DAIDE),

. Abaodute neukephl coust (ARG <1 500 caligiram

it Plateld cound <80 000 colighmmd

« Hpreagiohin concantration <12 gidl. i lemales of <13 gfl i mples

« Caloulated crostining clasancs <50 mlmin

» gl aiam <% B mmmedd

Mas inatiegustely controlled thyreld funation {T5H)

Fae boscling inoreascd rsk for soemis dey, Swnlsssemis, sickle ol mremie,
sphesscytosis, history of gastrointesBasl blesding) or Bw whom snemia would be
madically probismptic

Hag congenital OF prolongaton of family history of congenitel Q7 prolongebion o
sudden death

Mas » hlabery of spvars peychiniic diseass, incleding peychosts sl depression,
chardstarizng by & sulbide atternpt, hospdlatization Ry psyehigin dasess, or & ool
of dlsabifity 38 8 rosull of pepchialnic disease

{ Hag g nigttey of vpmungiagicatly migdiated disesae {eg, Inflemmatory bowe! disegse,
| Kbopaihic Bwombooylopande purpues, upus eryibematosus, suldinmmuns hemolylio
onginia, scleroderma, sevets peoriesls [defined as affecting > 10% of e body, whore
the pien of oop hand sousls 1%, or i the hands snd fest ave affected], muamaiokd
arthrits redguiireg move ey infermdisnt nonstersidal anti inflarmmatory medications for
misnagemant}

| Mas cliricsl avidence of ohoonic pomonsry disesse pasocisled wilh funclionsl | L)
irnpalreng
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Hon aligiblidy eriteris Yas B
Hai a history or other eidesoe of 8 clinically relevant ophihalmologh disosder due in i W
dhabtes melbus o hyportansion oF Hstery of other evidenos of severe linopathy

tag, sylemegaleving, el degensration} . |
Has a histary of major oegen anaplantation with an existing functional grafk with the | L] e
axcoption of covonsl ansplants and shin grafts -
Is eurently envolled n an investigational druy study or ot perticlpated in such a @ ) e
sudy within 30 deys belore Doy -
1% & worman wh i pregasnt o brenst-teading " cul }
His any condition thel, In the opinion of the investioator, would cormprosying the wetl | [ ) P
baeing of the suljact.

. Adminlstration reguiremants and safety recommendations

»  TELAPREVIR must not be sdministersd a8 monotherapy end muat only ba prozoribed I
sormbination with both Pag-IFN-aify sad RBY,

s TELAPREVIR must not be restartod If dscontineed.
= Tolaprevir dose must not be reduced.

»  The duraon of Uweapy with stendard of care (Pog-IFN-afa/RBYE will vary by oarly
wirelogle responee sndior by type of sublect {frestment nuive or prior roatment relapsess,
s pewelously treeled with prior parial o prior null response, or who hed wirsd
brrakihrough; and Metavirishel scoreh

* MOV RNA lovels should Do monlored 81 wooks 4 s 12 2 as olirduslly Indioated.

»  The foliowing lsborstory evalusions {tompisle blood oounl with white blood cell
differentdal counta, eloclrolyles, serum cregtinine, Bver function tests, T8H, urc scld) must
B comcluotad by all patleonts prlor {o nftlallng TELAPREVIR combination reatment. These
are reoommonded baseline valuos for inttistien of TELAPREVIR combinstion treatment:
Hemeopglobin: 212 gfdbl {femalos); 213 giol tmalsa); Platelet count 2 $0.000mm’; Absolute
rputraphil counts 4,500y Aduguately controlied thyrold function {T8M); Csloulsted
sraniining cloarance 250 miJmin Polessherm 235 mmeoll.

+  Hematology evalustions {including white coll diffumndial ount) are recommended st
works 2, 4, 8, and 12 and e olinlcally sppropriate therealior

»  GChemistey evalustions jolectrolyies, serum cretinime, urc scld, hepsic snaymas,
bilirubin, srd TEH) sre recommondad as frequenily s the hematology svaluations or as
winsicatly Indlestsd.

» Eleotrolyte disturbances (e8.g., hypoksiomis, hypomagnessmis and hypocaiconia) should
be monitored snd coreoled, I nevessary, privr to inltlstion and during TELAPREWIR
tharapr.
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Adminiatration reguirsments and safely recoosmendaibons

« Discoptinustion of TELAPREVIR combination trestment ls not sequired for mild and
maderats rash, Patlents sxparisnsing mild to moderste rash shoubd be monitored for signs
of proyression.

» W » severs resh {defingd sg lovelving more than 0% of body surlscy aren) ooous,
TELAPREVIR must by iliscontinued lmwnediately; Pog-dFi-alfs snd SBY may bo continusd,
i improvemsnt s not cbsgrved within T daye of TELAPREVIR discontinuation, sequential
or simultanecus interruption or discontinustion of REV sndior Pog-Fialfs should be
considersd; #f medicvally indicated, ssiller interruption or disoontingstion of FogdFi-alfa
and RBY may be nooded,

= Any rosh thatl Is assoclated wilh sipnificand sysiemic symploms, mugous membrane
uiceration, teegol logions, eplderaal delachument, vosicies, or bullas constiiules a sevare
skin reaction and requires mmediste snd pereanent discomtinustion of TELAPREVIR,
Pag-iFH-alfs, and RBY,

¢« Mymoglobln should be moniiorsd st regulsr Intervals prior to and during TELAPREVIR
scombination treslinent,

o For the manapement of sneede, rofier to the prescibdng nformstion for RBY for
e dhosy rodustion guldelings,

o H BEV s pormanenily discontinued for the mensgement of anemis,
TELAPREVIR must alse be permansntly discontinusd, f TELAPREVIR e
dizcontinusd for snemia, patisnds may continus ireatment with Peg PNl
and REBY.

o Ribavirdn may be costarisd por the dosing modificstion guldelinas for 8BY. The
doss of TELAFPREVIR musl oot be sotluced and TELAPREVIR must ast be
raginried  discontinued,
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- Drder information

U{;ﬁt}ﬁ% ek bosk Ploase supply 13 bolllen such condaining 42 fatlets of 3785 myg imblsi
TELAPREVIR, This provides medication tor 1 pabient Ior 12 woeeks {muemam gerbs quantdy & 1 Doiliea),
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Physician Dacleration

1.

b oonfion that | gcoept Rull lagad Babilty and responsibiilly for the use of TELAPEEWVIR for this
paten) undaer my care and Bt | bave spoeopnisls quelioalion and expertise kv adrminidening
TELAPREVIR,

2 indormation disciossd within the conbet of the TELAPREVIR Bary Aocess Program shall be
fréatad 3% confidential by e and shell only be used Ry the purpose of the TRLARPREVIE Egrty
Aoenss Frogremn supply.

| have reguasted supply of TELAPREVIR for this pationt on & named patient basls for the
raatmant of genobps 1 chwonis Hepatie © with sovers Bhrosly or compansated tirhosls. | have
inboried e patient that TELAFREVIR s provided on @ named patiend basis and i nol cusanily
approved in my country setording o oot s,

b odnfirm o Baved chiacked labortory tosis (Sdmplale blopd count with white biood call ditfersniial
counts, electrobvies, serum copptindng, Hver funclion tests, TEM, wic a0kl bofore starimg
TELARREVIR. And thews bests vill be monlioned oo 5 ragular bagls sosending to safely wamings.

booonlim et weused or axplred 1addns of TELAPREWVIR wil by destoyed sooording ko
PIOLBIES.

P by indorrned the patiand that e information grovided in this Physiclan Geclarabion Foen may
b provided 1o Janssen il By offiiates for operaiionsl prnoses only,

| heve read smdl Lodessiood the décuments provided in the TELAPEEMIR Physiciss Stass
Paskage, wcduding praspriblng end pebent moniong tegolremente,  And Speaific sionige and
aiminisration requiraments for TELAPREWIR.

P ounderstand that | owiil e opstddted by o quitiied local Janssen represactative before
admirdsiing the St dose of TELAPREVIR 1o a patlend.

8. | undersiamd that ol Serous Adverse Events {84AF) and mon-sedous Adverse Dirug Resclions
(ADNRY that coowr white the padient i baarg treated with the Memed Pattend supply of madivation
oot b S 10 Ihe Jansson Lot Sﬂ»?ﬁw Offenr o inslrucied on the top of thoe SABEIADR ke,

6 £ vwﬂ \}“V Q“ﬁ § et
Trealing Physcan's bams .. cere AR BRG R
. GRO C i
Ot Telephone Numbsyoo -
& ; ;
Trogiing Physinian's Regmmtzg&mm& Mg mr ,53»«“ s
Mamio hospialiphamaty..
Shraslmuralar crivenn s s s s T8 ¢ rr e decige s i ¢ e ss
}»ﬁ &W ‘2 ,, :} {b& if
PGS B0HB. i v s ran sunans i
CHY 1ve oo eor e e e
BRI covranitc s sssmns rerisos B v e sy et e st
GRO-C
Trawling Physiclan's Signatun o o i 0 3 S A 0
Tned
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Idis Country Contact List

H your countey oF languags s not Heled below pleass use the following
oAk

£ -
Tal: + 44 1532 2»@3&3
Faxs -+ 44 1932 824323

UK enguiries
Phone; +54 {41532 824 100
Fe 444 (ﬁsmz §24 300

mﬁwswz 91 48 38 40
Faxy #3235 m E‘Q % BE 55

Phone: +36 m}m 97 5T 362
Fax: 434 (0191 27 57 36 3
Ervath sputherneyroped@idisnbarma com

Biddle East staulfing
Phone: 44 (H1932 524 133
Fax: +44 (011932 82& 323
Ernsil suiddioess
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