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sub; K ir%11141s 
arty illnes5 that might have ct,cred .since tht last ti i#it. Arty c1ta ~gcs L ti'our rt edica ions and oc 

}-cur health will be recorded. 

ThesttLd takes 4S weeks and irscludes Upproxirnat~l}' 6 visits to irht doctor and ntreses Who arc 

conducting this rescareh. 

7. What tlo I have to do? 

White You are pa ,it.patirtg in this study you should rco"m ttse any tmed;cEions cover-th •counitr, 

pre cripdion, or illegal) wxitl otrt approval from the study doctor. 

S. What is the drug or procedure being tested? 

Lopinat•ir, sa'ltiiri it soft grl artd ritonavir are all licensed. medicatio is fo 111 'disease. They 

ttrc l pr+ reasc inhibitors and have shot potent activity against HIV. Th. Lopinat"ir wiLi taken 

GRO-C 00m ule twice d+ail:y, the sr4 ttinat'ir soft gel +gill be gr.'ert as feti:e 2Or3mg capst~lc3 
;  s ~r g caps s 

jLt~ert 
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.ltC`C  tla'2 tre-ornent$ o: Ph'0UJurt$ t9`C at'aiLable for the ta'eatr;'_rC Or 111V, including approved 
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Subject ini«als -
Rorarrtfr 

Ritori, w'ir is associated with liver toxicities„ rises in triglycerides (fa4 in the blood), oral 
p ,raesthesiaa (tingling. of the Iips) and diarrhoea. These side effects are rare when at the dosing 
us:!d iii this study 

.Saquinavir, ritonavir should be taken in conjunction with a meat. No food restrictions arc 
necessary for the adreiinistrattorti of lopinav'irhitona~vir. 

There is a possibility that your virus might become resistant to tine ,rea.tment in this study. Your 
doctor will be following your progress very closely and %gill explain yo etr treatment options to 
you if it becomes necessary. 

11. What sLre the possible disadvantages and risk of taking part? 

It is p,ikssible that if the trcatm:nt is given to pregnant women it will harm the unborn child: For 
ferrule subjects, it is therefore very important ths.t you do not be~orn: p  ii t during this study 

If vlou .ace a wornart who is able to becorne pregnant, and choose to have sex during this study, 

;vote must o .ree to use a medically acceptable method of birth cor.i,%Y rei_o;tgiiout the study. 

Certain b: ^dr o`contraceptires tint you take in pill form ire not a4cep:ahte for this study d..c to 

possible i .:-: :tio:ts With prot.ise inhibitors. Your doctor can tilt you which br:n9 is 

to tile. Metha1v i CC41}: 13E£ birth rotitro rnetho s !" .:de 

+ Co idor;i mi.! s ernticide 

• Dtphralr:`.

Ev'I-ri if yo a niedica lly aetiep:able birth co !'rol rmnhod. yon cc►:tld still horn .: pregr.ar.c. 

Yo i are v e that no: hiving s: is the only c,ertaiii was' to p.ew'et'et p'e r1Rncy. The; is a slight 

chance tha. it pregnancy` test cold bC w'.Y+7;ig. Tf the pregnancy tee: is wrong. e,.,nd yo! receive the 

stLL .y nied-,cr: n while pregn nt, the drugs may harm an tirtba;.. baby. The cffccts of t i}s: 

drugs on an tinhorn baby arc uncertain 

I What :i rc the possible benefits of truing part' 

It is not knout no: is jr ztl..r rl :•rd that you w'Lll r ceit'e ant b  e ft 1r$:1i treatment ©i

t:,i;ty. 1y i . pa ihle. Iit°tR'ewer, U3. trea"Min' m y provide ben_i :itsra inst c+, tlecressing tree 

w its l rctiw it} ía w•oti body. In ;,jjition. you wtillr4tti►'t tltiy benerit of health inforruatiori e.: d

cl rice to h} in a restareh study to increase l iowlet gc of HL"+' cr,M;rrte5 ;for ftl;tire sufferers. 

13. What if nets ' information berom['s nvaibbIc" 

Soriletint,s during eels course of a research project, ntw 3Ctfo rri" rye:,? Leea aw'ailrtbte ab€t>a to 

[e.rsicnt'drt;g
g

tii. is bcin studied. It this ha pens, your resew .-'- d o ww'ill It you about it 

,d d es uss with you whether you want to cOritiriw.e in the stud 1: •.'new decide to w'ithdra'w your 

research cloct r will make etartgentents for you: care 43 co ::...... Ii vo.t decide to cocain`:! i.n 

t ea stu:lt %t',1 w ill be asked Co s;gn rn updated consent forth_ 

Mso, o:i receiv'irt n.w it-rota ano resj°,ar.h doctor might Cons:-'!r it to b, in your

J . - d a-r . +~.' for 
r^tire;ts t.~ i ,Lw you fra; t  -e surd;. 1-is,si. will explain t:; rNLs:,r, ~_.. 
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Sabjest i& i is 

1 ,'4'r`'b;tt hPPCflS rnc the res rCh study stops? 
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L5. 'htlt if so ethna fiats t, rortg' 
to the 
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C an, 
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1~e rya'• ided, ` signing, skis ittEu'mc c;~3:rkt~ `c~•~ h, 

l b eclat confiticntial? 

6, 'Will nl;~• taking p.re iat this stet 

„ yo' !, medical r>:eo ds p;iw'xte. ~Qts4l the Study 

E c` s•,+` tpr ( iL9 or retll~ ©;ti` agenli:s end Ethics Eo'
rrc zi5344't ia: w w r4ayost~blr fft; t ti+ ii1 he tjt ti to keep , 
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{y 

~tl bt-.ineci as', r~3~jlt'of- 
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•[tip t!'1is''T1+~.ikC~h1 t 
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} ~ 
4 t~1 

a tit:3_ rltl.t  
+\ u h i •L 4 4{'l1ti th ey

w~: 4 ~~ 

rti~ti' k. 
i 

tti 
w it 

"DI P"Miei t:t$;r in ti1,5 5. 
1 ' ;l, ii=r -1t ^s' ~'~iV1 r;tt03iO ~tl i;'.•,.. 

.A11 
Pic dical rctvtYis th;~t to 

i, ed by 11mv. 
toe ab rw or a: in y' be req.Al 

l 7. \V1'► tt w+ ill tlic rr;uLi f 't1 rescryrch study? 

Yrf ra3ed tta.~ rzpar; 

► a e. t = st cal rat}' in h:to b.ea F'` 
red bs tame is 

4uhs Of tit: trtl! ,:ilk be p'= ,t 1i,,. afti o , t k+~ id.w:if 
€ - mow; :kt re ~tul;~►or w- e uthtintiti:s, ~au ~.wa1. 4 

i; s been yu'~rt~itt4d to ttt. rl~ 

arw pk.tbliS~l A les llts of this sate `. 

lS.Who i; or :lnisin; 'Intl rtjpdirlr the rCsfittrctt" 

r 1 w er.:t4 ca Ct►pstjhagen 4 f 1' Fr gtattxme ' H1Py js fttn~ta t.hta s~iddw.

{i.ti Usti 
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Page6 ar 6 t~IaxCcstin? V sian: 1 l Y3 fa ' 2001 

5t bbec.% Yal4i'atf ~ 

19. Who htxs reviewed 

Comm tte , 'The Royal Free it o pital Local Rese& h Eth+cs Corn tittee, 

,fin lyde P eTdlcn9 Sthic5 td h Sit-erw n 

has rcvlc%vcd the ob}cCCL%vs [and proposed conduct ~f the s.ti. y~ 

ppro.a.VVfavourable opinion Of it.

20, Contact for Further 1r4'CormottGn 

your relative(s) h.a%,e an'}- t ut stiOf is r~ eardi n the sCu .;' or in the ca$e Of study related 

Ifyouo  GRO-C 

injuries yo may c,oatact Dr ►'l lattir;son car:[-------------------

Thank you for Eonsf lcrina this study. 
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Nla-,CNIia~ tirors o f 1, l• 1 i Februarti 2001 
Royal  Free Hampstead 

NHS Trus# 

Royal Free Hospital 
Pond St.-ee' 

London rr 4ra 2O y 
CONSENT FORM 

Ti itle o[ prajVtE- A pliast IV r;lndorrils•rd, open-label, rnulfleentre tri~1 t# ev ju2ce the safety and cfficac; 

or l pin:rtiirlrironak•ir(100'[DO mo bid)rersuss3qui irlrilon r (LOO'.'100 mg bid"}i- 

adult HIV-1 iia.fected paticrtUR 

Final Protocol, s.crsion 1.1 15" or FtbruaTy 2001 

Acronym 1~ Ctttirta 

Centre?'umberc . ............. . ........... 

G RO-B 
Fati.rlt nutabec far this trial: L._._._._._._..{.__._._._._._.__._,._`...._._.

~m~'Q~ri.1h!:f -~ `` ~F'!~'~ • . rirL~* r*^~" 
Eai; i:llCS: i ~\ 

GRO-B 

I_ t to rim, th;tt I hn%,c read arld ttndcrstand

(t•ers iO 1A 15 ' Februl,y 2001) fo ad h ve hid t'.t 

op Gruni:;k• to Ci1w gLI£'$tioCts. 

2. I  r'tk' ps i. ipi.:i n is vok ntt`;• . rd I xm fret to with.dr~w GRO-B 

+a°; t i .:, tiff i,n stt i~ i n reason. titi' t:touc r } Cie ca'I cact +ar legal r L-.-.-.-_-.-.-.-.-

17:i~A aE:cCted. 

t:: d?.s'_and t1:a' st}tioni oi, ny o; r.w r iczi r, : 5 na}- be la•a;.'ed #. b 

z H:IP w f ors rei. °^:r GRO-B 
c€a~ ible indi~'i~'u„l f ~°~ i-- -------------. 

,+,.:,R, n, iii 5 till tse it is rl ti t r y talon; p: t i. t r '-- I ivc petit:

Foe the -, individual to In'.t.- ccs t, r:tti  
GRO-B 

~• [ ,rec to take part in 0ic ab,z)tt studx. = — 

I t'•iyh f•. r my. Gen.r,71 in acm.d of my pari:ip~[ia I inch stud}' 

. [ t n r.! d tha', 5.,:!d I pent. tl,i  : E night 1,: Srtg~T tt, r s, 

or I: I± I . h;n a Iri 6~ R tit' ^w k u ,Ir er „rt•aI cticli, r I chi;: m4. 
.1., ai_  a 

r r r ~• r, „.• c. t std. t+L,;;: ,: ~ t~; -.. ==f:i- 9 31 ,cl. 1-: r, ...... - ---

GRO-C 

GRO-B - 

GRO-C I tjo GRO-C 

i 9td i ri n i'd  

st[r (if diff rcn► to reitar,:ber) 

Iktsta.-chill 

N: iS TIL1 

J<~ 

9,n3lttcc 

Copy made on: 29/07/2020 

WITNO644122_0007 


