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PLEASE SEND ThtS FORM COMPLETED & SIGNED TO OS 

For pec1Ic Idf,3>ucrratact detanEs pa sa vlet thebt4w y  or refer to 
the contact 1 t provided ai eM eEthis fr agar_ 

}tt ~.fts~h o~~ a rr~r; a1s `rs i .I I li l t h 

TELAPREVR NAMEDA ENT PROGRAM
Physician Declaration Form 

Fuse read the phystolon 1n16*M.-#6Qn PaC pr id4 and the ltallowiaag EI pod ty arse Mon-Voblt Beene 
Or U stm" saf TEt.At REVlR- Ca pin farad start the followr ng ds larabon a nt return€ okm gro an ~r Iriis 
tale omi = t Calls to - 

'ATE T TREATMENT wurilwa 
Petlgen niia rst l aft first mannae, first latt.ar family narne~ OR .unique numb r 

DaI 3rt LI1 II1

figibility a rira ria 

ra man rr sraaan. bd t end 7 y ats c4 ~. fta .etva 

i ' dmnos HCV eC60 t

a Ia e m sntafi t o plasm KCV A3 

lla a3 d mntaon oflhm r fabrc is a ga d b v ; la psy or n ninvas€%ea wl.
l tt + r t. r`t a sta +c'4mg se ele ibt'osis `At € avif  r ': th & 3 ) er

alavir F>i or tatr 5- )_ For subjects with eta Ir °Li lsr k. :i~"~, lh l > rboiy or 
te shWid have been p&form p e 1 rr ntfis. 

Ha (kar A imwa a ~r Wfm Is 

lea 6 e ff*ss to the epths C standard ` cmre Ft a/  ) 
if ,s r omen 01 Ild srlr potteniml, uo hovaa naplive Sbna huma ttnhc 
ga sd~mtar e~ln h ' al irs',xraancy tom ;,Joe€€rrmrsr€trad a th aereerlrr g vi t anda 
not alive o m €n or :Ane fe€ nary lost bore r,hs first drama o uy drvq to ensure 
th#t they a r€et pre nk ab the loafs f sla t ng fl'eatr nt.. 

if heterosmam~aaally Kta, a ?m aie subject of a 4 t oar p artial ad a 
no;°av se t r..rnl ed r e who hoes a !ornak par tar of hdbahog larval 
must agree to fee 2 effactha Ca;r Nepti res lrcm rhO or aarai Until 4 nnon 
Ifs sls samtr}t:') or 7 roes tmate sub( eta after 0 the 3pY has epd . 
lento, I r :rat or rtraxa tisara may r  hthte Owning TL RtVR d esr . 

aret ra, to al'fgid'`o f r €ha earfy s ass ,program, sub aubac atao use 2 other 
eff€ct < lr ntrm antral methods dr:€ lrag TELAPR ntør thar'apy ..ho €G, 2 
rr~ nth aAer tra of TE1APREVI - 

0 D 
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jans WesnJ . 

i 
Fb¢ak Y„Q'feiE ~~d6L 4'" biw.@b41 `l9 

E mil~' > #Y„>~? a3n1ffi~a 

Nor# ali libillty Crltarle Y Igo 

le eligible fear° enlollmer n rang ng I f shady €rf TELAPREVIR 0 
is Infected sJ ircffss @d'"Alfa HCV nbthr geno"e titan genflly .1 

latb s oontralr all 0 Vie atlrrilr1Uron or Pe RV, or madket history cJ 
Iabwutory values t et prude breotm*1 with Peq, aFR -olds f V ow lire to 

th 3x pr ararribiog infe ra etlon 

Has a history ref h v*g reoelved invemigail; i HCV protease t p alga rase 0 ! 
Inn et as y pr lr us tiara 

sgms or symptoms of hops sil alar cantin a: Serum ~I -as-fetoprol n ( :n1 ) t 
ire ~l and tall g r by sl ald be au°ariabie s, mooning for all suNj is to acre 
Irwr riepat ei4ai bo h Mesta should have Wo done a maximum of .e 
a n s befo c fl j 1 t . 

1 4 a Malor°y de amI n toai r dlseaw hl of s csit . ep It 0 
an phalopath °, or blee : phsg<,aF °ari 1, arcboiany s f tt+ fbll*Mn 
air erring, let ryr a£rlt 

Indernatl el Norniali~:ed NR) of 1.• 
rung ur sly ,.g dL 

f €-aria Iri  lllrubin $f.H thn thsa uppd r lhrrptt oaf Il gel+xrat ty t Irt el rarag4, 
~Irriess W of in subt-t 1 ih illaerl's Syndror e. 

s $r1Fe 3 a re 13epelFl€s °I 0 r 
Hi A y of t boMr ig raGery n rmwitm4 ;assoss40d ocl tabotwov} 0 Q 

I dtIhred by Vfo Dive Ord ADS Tabio kkr railing t e Sovnty M , Ralf and Pale hc' 
Everts { ',a aD ), 

, økt n pb oui (Aid ) , 1,•400 lVmrn 

heir r. lo° tn' art r3tr kirrrr 412 ldL In females or -c t'! 9 L rnvto5 
y ale slaw eat3ni s a:€ertco ,450 r+riLt rl 

l + ~}r.4ASiR& rl'& ~:3 ;5 rrrraa~~lrl. 

Has inadequately ratr~allod thy r d f=Wn (T 1 ' 
H a laaaacline iincmeaud risk liar san rrai deg, Ih skew€; kk alt arena , 
spha rt. asses, history o  din) or hi wm nor wpuld be 
m4l era l rrtetic 

Has ccragpenlr i a Y or rem ty ry cf ei. er(,Rl QT p&or n cr 
`: vwdden s at4 

€ Hasa hl at ry of re psyphie3rtc niithr  dp o.i i!
t d by a suicade attempt, hasp4 .2etiara f wyE9Ip1 "ic dlee s: • r a potao 1 

dbby es a resat ail pay iabk sea€ 
d s e Itl t ry of rY3t1t~21~ IIy madeta l d'Isonsra (eif inlprnm ary b aye'. diw e, 0 

dthic thromboyloprik urpuio, tupua art°tltsrnteas  n o r irolylr 
to i ; s ier at3rtrr b  ie [dewed ors Nff lnl -> if of Ihe' baby a 

IN p,,, l: n ef hand aQw is 1 , of if the hand grad tees 4r Ofe :l dj, €`h oumelg d 
sr hrth equ r rn >ie on inierm nf nnntter,<€d a not rr amrna° airy madica it s for 
mn rnin 

mlf ' hat l awjar of ChIcnic pulma nary+ disease sssadi led with, ludo Iudo

Has e hIsigry sal nono ttoll severe salsa€te diwders 
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Ad nthit rr r uiromaintn a rid na ca e~°tdatl 

TEL P EV must not be dmInlatrrrred as rr€orrr therspy a id trust uniy ba aar-rtk l In 
canabinati r~ Witt both Pog-IFN ft a ad ROV. 

TLAPRVR mu t not be mstartod if acaarrtinusd, 

"alap it dose rn sst not r t c b 

The dural aaan o th py with starraiard a f care (PoU4F falf&R8 ) wli wary by a9.ariy 
vlrol is response sur ferby type fs .b!act ttraatrnurat naive air prior t:r of ertt r lPrO, 
or pr viously treated with Prior pprtlal ear prior null response, or who had vI€ d 
l raa',hthroUgh® and Mt tautrltai`taJ $corer, 

HCV RNA torsd at era taks 4 arad 12 atad as olirtlkal Indicated, 

a e fs ilowHng Wbor^ator°y alustionu f a tat  blood coil 
diffatrat~tlal aarr a slaactr al•ytrrra} sarr arra r reaUrrlree, liar function brats; T H; aria acid( must 

conducted In all ti ents priov to Initiating T PR VtR xrbh tkun troalxr onL Those 
are recorrrrnandr d basallno values for initiation of T LAPRE1l r-orr'st Inali 'r treatment,
t4orr3og:l attla a 112 /dL 13 dla (rr+aalss}9 Platolm cou t O OOImmI Atssoluta 
rtoutraaphll counts LLS00#nm); a aad~tqustetyc&uok4 thyroid function Ii)ICalculated 
craali i4na ,clr ar ti 250 ray Jr M,' Potassium X3.5 a moUL. 

HmMo yy evaluations tint iudino chile call dlffaranthal count rraended at 
wooks 2, 4, p and 12 and as clinically appropriate thtrrtadt r; 

Chntry al sti rrs (alsct +lytos, sere r creati,h , uric arid, h patic ayi1a , 
blilru n, aced T H) area recommend a frequar%Hy ss the hod"otology aluations. or as 
clinica lly Ivndlt; tad. 

* Electrolyte disturb n s (a.U.a hypo aiemla, hyp arnatgtar scuba and by calaa mWj altr uld 
car rehear d' and cor e a It n s ar-y, prior 4a irrltlatlorr aand d wring

therapy. 

rsy a € lie  .f R € L d r s r Pa e3of7 
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Adra Iniata ffr ra re r;lrar eats .ara i safety n d is 

l dry tiou of TAPRVR comttimafon treartment Is not r quir~d  acrd 
nladrarata rash. P rt rolld to rno rash should b rroraltrad fiar 3ns' 
of pro ra lora, 

li a aav a r hh Idegrsurt as inn  iv ng more train % of b y surface ar&al ucou , 
fl LMR Vlft rr w-st b di . tlr red &rnr~rRdlaat lyl Erag iptt aalfa and f V 11a'y b ootinuod, 
If Impro orn nt la ;no d wff in dma a of T LAPRE 1R dirar:orrtlnuation, sequential 
as aI rsrrlt r~ tar Int r apOon or dlscooiinu tio¢ o4 °V rdoq P Mxatfa ahadid to 
oona=dsrrrrN; if m adi ally indicated, earff r {rat rraapur n or dl dntrattort of Pog4FN<a'Ifa 
od RfV may ba rr:oo~lad, 

Any rash that  :lattd afitla aigniflo i t ayetar~alc uyrrrptoros, rraucoara rrr r~atar,~raa~ 
ulr:arationr tar of 1 "s, opltikrrrail eta hma t, V lul , or !wallas ct'rnstltu u :&
akin r Er to end requires Immadtxato and permanent throe lnuouon of TLAPEfIR, 

og-m FM,alit, and R3V. 

Herr o lobin should b mwitr d at regular intervals prior to arad during 7LAP VR I 
a~e~th9rr tl n tr at t arala 

Fw the management of as rare€ a, refer to the proscribing inforn barn for R8V for 
its d so red~actia n gul ltrwsr 

If FBV is pr€rrramraa rrl<iy diarera#In d fear la rmaraaa rarrt of a~aara°sia, 
' LAPR VtR must also ba porrrrariarrtiy dbooitkwad. If TFLAPREVR Is 

dl~ Prrtlrsuad for Anaemia,pat intt may contin ramant with P 4FWalfm 
End RBV, 

t` itt vI°ir~ may b afarfd par the dosing modification guidelines for BV, The 
do%a of TLAf EVIFt roust not ba reduc and TEL P EV1R mut not bo 
r- st artod It disconflnrraad. 

P h n lid Iarati n Fen' Dr O FIB° 01,1f Man  1 f Paff fof7 
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1 

ORDER (tick b tpØ 12 t n n 42 1at 4 of 375 R bfola 
TLRV1 . T S ^ s t 1  a ri t # qva y EE ess , 

Oor~tac8 T phone t tPrtY s: _._._._._._._._._._._. 
GRO C 
----------------------------------------- « 

GRO C 
GRO-C 

1 Oia~CY.rb p~~M 6 + y.ryS S  . ~` 
a>e ti+~ospAs[9~'phan of t;.. :.. e .. ..., ..v:.~~e< e eoe ba zf',ik> ,. 't.o

PCB ad.. ,..:,,, .....,. .... .. ........... '..~~ 

Dr F L 29 w.h 11 

copy made; on 1&O7/2O1 ea 
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BEM. ASki ~3xcC #E~9 iC~3 a'~~~~~ER~ 

;zap #;szAeay. 

1 ~ r rre that aaiu gar hi1i 0ai Mabllity and mtpa nrObi ity r the use r 'T LAPRP
pptiva t ur p5r my m r a and Msh t have appopra t q 1fkocand axpE 3 t fir€ drr lnialerl 
T LARR: 'I , 

2. $ n ni it di i d within the r of t of '€t e TE °€ P € V Edy shalt to 
'IrOated acmrnIith 1 by gas and shaft only t sort kt thepurp, tN TFr,..AP E R E ry 
Access Pr dram s a{r siy, 

3. 1 h e r? Ou t d eppy of TELAPRE'a R k Iu e p1m 1 s raa p aVenl ssi frar th e 
traratMen  I Prorn bt 1h °, r d wzsa mw ns l car aoue. I h~va 
wnf +rrned fins aaerrt that TEI, ,PR VIR L  a rame1 p lentb v not caareaan1JV 
approved Ir my arntry a erdinj to heat tom. 

4. 1 n to hays faced la:tx)ratory I atyfa tm n1p1ale Wood h whe di d Il dfFFar rat l 
4U ntS, al 'tr iyl s, serum c;esjnlne, flier fuirf ~rr lasts,. 'S . u6c s dt b zfw $Wmn.g 
TELAPREVIF't. And therm tests wail toe n)onknad an a r'a ufar ba. ie aenoJwg to ro of€qty wwninfra. 

5. 1 rittrr that isad or axpi`ed Is«<: is of TLAP VF wlll be desire aordln local 

1 t he Fo"a ud t°~ a Ps,1fr+ t term, e irtro sailor r i ed kn this Pr&ysir lara tarakiOn€ :Po Foin m6y 
Tae r sd to Ja % en and Aa $tfitst b lair opere,fpral pur* m Or1r. 

T. .I 1`a me read and ndert d to dd,:arrrtenta pro.{mad in the TELAaPREVt1 Plays an c s 
k' MrAum c p  cre OW PaWnt. mnrç requim-owti: arm ag acife Iii 33 and 

adthn tteiIen r ~uicea eree for TEt APR VI,C . 

5. I understand fat 1 111 be "Ia Iad by a qu ifa ba a • em  tie befre 
adrrunøeffiq t' o'ld dose rF'TEL ,P EV€P to a patiea t-

9. fur uraWd that all erlsaus Mwi Events (SAE) snd nora noua AthiemrnDrug ITeg ns 
( R} thet oar wt1It the p l> bag gated afa the Na rued Palient nppy of med tacan 
s erifbe seat to the cr t he top of the

t 
x 

Reeb  

Tre$r€g Ptay$16Iin"s e'gwrtat  ucense rn br

Name hraspttaVpharr€r .,.,, .. a_.... < 
.. _„ 

Troallnq Pty aYe 

Phyvkzari Dmefl F At2eMere ii nrr 

Copy n c<(• on: I8!O"201 to 
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dS Country Contact List 

YOUF G or le as a Eo n c bkw SO 1 (00OWi a 

Tel.+ 441 %381$ 
Fi * + 44 1932 324323 

i its 
Ph ; 1 '1332 824102 
Fad: +44 K 4132 324 3 
Email

;emu: a Eri.a 
P ;+39 02 91 48 38 40 
Fay, +3 02 91 48 8 55 
E'rr M6; f1n rt4S•t%r *: ` I s. 3i r'rrr —M 

3 9 
Phono= +34 11)91 27 57 26 2 
Fax. X34 N )91 27 7 36 3 

SAI! 9 -ag € c of n 
P ne #44$[01.932 824 123 
F z~~ *44 (o 1532824 323 
Furst[: ss~ac a~ h aw 

PN~y ~I&3rv;I~4rs P4+tTi [eft F1 L 2 Mir 9 
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