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This bookiet is about g study o test o
new vaging! ged called

Carraguard

This Dookiet contains lots of information, o el you
understand:
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Why is Carraguard being developed?

Al the mmrment, ihe only ways (0 prevent sexual ransrission
of HWV/ADS ang other 3TDs are:

Abstinence — which means not having sex

Mutual mccogermy — you and your partrs ardy having sex
with sach other

Using constoms every thne you and your pastner have sex.,

But these are nod possible for many wamen. 50, scientists
are working to develop “vaginal microbicides.” These are
products that women could put into thelr vaginas before sex
1o protent themselves from gatting HIV or other 5T0s,




A3 of nove, N0 misrohicides o prevent HIY exist, bud there are
rany products being tesied o ses ¥ they might work.
Carraguard iz one of the products thet soenlisls ars testing

This study is 1o see i Daraguard with work 1o protect wormen
from gatling HIY Ywough sex. B Caraguard does this, 8 will
f 3 vdemiside.

Wormren can fnd 8 oiffcu®t fo parguade ek soriners
i yse condoms. We nead to find otfer ways for
women o protect thomselives againgt RIS




What is Carraguard?

Sarraguard is a gel made for vaging! use. Carraguard will not
prevent pregrancy.

Carragua{d hz@; ‘ e 3 @
NG colour {# is clear) : <
NG asmell
NO tasts.

The main ingradiant in
Carraguard is carragesnan.
Carragaanan comes 1om
sepwesd,

People have ussd Carragesnan
for hungmls: of

Carragesnan is already used in cosmatics, like skin iolions
and oreams.
Carraguenan s also an
ingredient in things like:
Soups
Baby formula
Toothpaste.




What do we know about Carraguard?

Testing Carraguard in the lsboratory

Researh in the laboralory has shown that Daraguard may
prvent HIY, but solardists do not kisew i Carraguarnd works
in people. Before sclentists can test o produdt in peopie. ¥
must be tested in animals. Tarraguard was fested in arimals
and it did not cause them any hanm.




Testing Carraguard in people

Once sclamtists knew that Carraguard was sals in animals, it
was then testad in several studies 1o maks sure z‘f was safe
for people. By safe, we msan that the gl dossn’t cause any
probteme, like Hehing, burning or pain in the \.’3{?}??’?3 or to the
peris,

. First, 2 small studies were done with 80 wornen from the
Unitad States, Thalland, Australia, Finiand, Chile and the
Dordrican Bepublic, Women usad gels very similay 1o
Carraguard cnce a day for a week withzud sex. in thoss
siudies, the gefs were found to be sale.




2. Mext, Carraguard was tested in 2 binger studies with 388
women in South Alrica and Thalland, These women used
Carraguard or a comparison gol severdl times 8 wesd,
inolucking during sex, for 6 10 12 months. in these shudies,
Carraguand was fountd 10 be safe,

3. Carvaguard was aisn tested in 3 study with 85 oouples in
Thadtand, In that study, Carraguand was foung o b aale
for men, 100,

Mo we want 1 ind out § Carraguard works 1o pravend WY
anwd miake sure it can e used By up 1o 2 years withowd causing
proplems.

¥
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g is conducting this
Phase 3 trial?

The Popuigtion Councll, the organisglion that
developed Carraguard, is condunting this shady
together with several research stitutions in Sowth
Afrins,

All of these inshitulions are non-profit cogenisations
o universities. AL each organisatic, the study
fias bemt reviewed and aporoved by an athics
comunitiae that makes surs peopie are irested
fairly anud properly in ressearch,

Fach study sile also has g Community Advisory
Growp (CAG) that has heen consulted,




Volunteering for this study

We need thousands of voluntesms o do
thig Phase 3 frigh

& total of about 8,370 wornen o South
Afriva wilt take part in 1S studdy

Each woman will be inthe study fow
ufy 10 2 years.

The whols study will last about 3 vears,

# iz up 1o you o degide whather or rast
wou want o take part, but ¥ you are unglsy
18, vou mzy glso need permission fom g
parent or guardian.

# you choose tooerwod i the studdy, o ame
free 1o withdraw at any time.

k3]



Study groups

 you join the study, you will be put into 1 of 2 study groups,
by chance. One group will use Camaguard gel + condoms
gvery time they have sex. The other group wiif use 8 comparison
gei + condoms every time they have sex.

{Grosig 2

= Comparison Gel
+ Confoms

12






How will | be put into a study group?

Each woman who joing the study will have an sgual chance
of being i edther of the two groups. In the sams way that
numbers come out of the lolto

machine by chances, of
the rolt of g dice s by
chianes, a oompider will
decide by chancs what
group each waman is
ot fe,

Ones you siwol, you
will b in the same
group for as fong &s
you are in the
study.

14



. Why do we need two groups?

. Everyone in both groups follows afi of the same steps. The
. only difference betwaen the groups is thal one grous uses

: Carrasgpaard andd the other
uBEs the comparison gek

&% the endd of the studdy,
scientists wilf compare
the munber of wornen
vy Devame HV-pogithe
i ewrh group. ¥ fawer
wormen betame infeciad
iy the Carraguard group
than in the comparison
ged group, # means
Carraguard worked o
fudp prvvent MY
infection,

You and your pariner should alag uss
condoms every e vou howg se. Thin s
becsuse condums o currently the bast
Krsoraer: mathnd 13 prevond HIY

%







 Will | know which gel | am using?

- Neither you nor the study stall will koo # vou are getling

- Carraguard or the comparison gel. The reason for this is that
- i women know which gel they are using, i may aflect what

- they think and say about . i the shudy staff know who is

- using which gel, it may affect how they inlerpret what they

- ses ardd hear in the axams ang indenviews.

Oy after the sty is over witl the recearchers b alds o find
- out who had which gel, and whether the study resulls show
-z differance betwesn the 2 groups. 8y wand 10 keow which
gel you Wi URIng, ¥ou will be able to find out whan the whoke
! shudy has finished.

Group 8

© know which boxes cordain which gl

Both gofs are packed in white boxes. The boxes ook axanlly
. the same. Each box containg 15 applicelors. Al the apgdicalons
| ook sxacty the same.

57



Who is eligible to be
in the study?

You cat take part in tha study i
You are & woman and you are 18 or oider.”

Yo have been Bving in the studly sile ares for gt lsast 1
year and plan to continue living thers for at least 2 years,

You are sexuaily active - this means you had sex at least
onue in the last 3 months,

You can understand the study purposes and steps.
You are Hiv-nagative when you join s study.

You ars willing 10 De tested for HIV and toid the results
befors joining the study and during the study

You are willing 1o be in afther of the 2 shudy groups:
Carraguard + condoms or comparison gel + condoms
{sen pagss 12-15 for explanation of study groups).

Yous gre willing to come for clinie visits svary 3 months
{see pages 36-3% for detas),

You can give informed conserd. :
{This means thal you understand the omvtants of this booldet |
and agres 1o what we are asking of vous '

* 16 ard 3 Foyear ofd gitls may alse nped persrdssion
fram a parent or guardian,

18




- Who is not eligible?

Sorme wormen muay not be adigitde 10 ioin the study. You cannot
¢ join this study ¥

Yo gre pregnant oo planning o fall pregrant in the nexd
WO yeurs.

Yo hadt @ aby, o miscamiage, o 8 lerrningion of pesgraney
{TOP) in the last 4 wealks.

Your have cervical cancer

Youi are HiVepositive,

You are in oy other BRIV prevendion study or olinics! frigh

Yot have &8 compisledy
froe choice a5 to
whether or not you
want fo lake patin
thiz sty




Telling vour pariner

if you sre sligide, it is up 1o you to devide whether or not
to join the study. I you join the study, B s e choice who |
you tell that you are in the study. Howsver, ginve this study
involves sex, & may be helpfid 1o fet your pariner know you
are taking part.

i you have difffioully talking to your partner about the study,
the counselior may be able 10 help you soe wmst the problem.
You cairy absn Bring your pariner with you to lsarn gbout the
study and ask the study staff questions. :

Sany worsen fram earlier
Stedins a8i gy o




DO YOU WANTTO TAKEPART N THE
(ﬁﬁﬁ&ﬁi}mmmﬁ




1. The screening process

if you are interastad in being in the study, yvou will need to go
through a proeess 1o ses i vou are eligible. Hers s what will
happen:

First, you will he scraened,

Then, you will get your screening resulls.

# vour results show you are eligible, yous can then enrel in
the studdy.

Thera are § steps in the scresning process:

First, yous need 1C agres io
taks part in the study — this
is called rdormed congent

You will nesd to answer
@ some parsonat guestions

about yourself in an

interview.

@ You will have a urins
pragoancy fest

Your will recetve
counseling.

You will have an
HIV rapid et

You will have a vagingl
axam with 3TD testing.

You will ind more delalis about each of these steps in this
section of the bookial.

22




informed consent

The ragsearchers doing s study want 1o maks sure that
evaryholy who lakes part in he study understands what the
study is afl about ang that they take part voluntarily,

So, the firs? stap i 1o explaln 10 you in delall what £ means
o e in the studly. & staff mamber will read through this sy
hookiet and the Informed Corsent Form with you, You o
giso bhe shown a video. You will alss have the chance 40 ask
qusstions abowd anyiiing you are not 5078 about,

# you feed raady 1o tabe part, you god the stalf member will
sign the form together,

Pamember, even # you sign the indormed Conserdt Form, you
can stilf decide not 1o be inthe study, B is siso imporiant in
remamber that aven i you sign the form, voumay gt e
giigible 10 join the shudy.

¥ you think you may nod
He abix to undlerstend
the forers yons ey Deing
g frierd or relative who
reads welf with you fo
aeud #a sign Hhe foem
235 8 wingss.




Eligibility checklist and interview

After you have signed the informed Consent Form, a member
of tha shudy staf will ask you some basieo questions 1 maks
sure you are eligible 1o be soreened for the study {see pages
18 andg 165

You will alse be gsked some questions about your background
and sexudl practices. This information is very important for
the researchers 10 be able 10 interprat the resulls at the end
of the study.

Al interviews will happen in privale
and the information will be kept
confideniial

NN
In




Pregnancy test

You will have g urites pregnensy best. Hamemie, vou canngt
be in the study ¥ you ars pregnant.

i you are prognant

You cannod ioin the shudy now.
Youi oan e soreened again for the study 4 woeks aller
the end of your pregnancy.




Counselling

This is 8 private mesting with a trained counsalion
She will give you omunselling before and after your HiV test,

She wiff taik 1o you aboul HV/AIDE and other 8YDs. She will
tatk about how you get thase diseases ang how you can
protect yourssi, She will also show you how 10 ugs condoms.

This is the opportunity for you 1o discuss the sfusly, 1o discuss
safar sox, 80 1o get advice on how 1o talk abwut thess things
with vour pestnesn

This is yowr apportunity o
HECUSS &Y CONCQINS You
have about the study.




HiV test

The nurse or doctor will prick vouwr fingsrtip to colfect 2 smal
gmourt of biood for two rapid HIY tests.

Usually, vou will get vour BV test reaults in aboud 20 mimules,
¥ your rapid tegt resulls show that yvixs have HEY you will not
te edigible to join the study. The study stall will help vou Bng
care and support senvices for people fving with NIV in v
cornmunity,




Blood test

You will alse have a diood test. The nurse oy dogior will use
a nesdie io collect a smal amount of blood from yvour arm,
This blood sample will be sent {0 a laboratory 10 check for
ayphilis. You will get your tast rasults aboul two weeks later
at your next study visit, i vour results show that vou have
syphilis, you will be treatad and can enrol in the study,

i your MY rapid test reaults were unceriain, wa may need o
take another blood sample for an HIV confirmation test

The nurse or degtor will
use & needie o caffect a
smadl amount of deod

from your aryi.




Vaginal exam with lab testing

You will have o physical exam whare e mrsse O dodioy will
ek your Bood pressure and cheok your gerswal health, Thiz
will aleo ciude 3 breast exam and 3 vagina exam, with a
spaculur. A specidum is an insinument 10 help ses nsitls the
VA,

Drring the vagingl sxam, the nurss O dotior will use swabs
0 ek sampdes b vour vaging and servix 1o test for
infections, wluding STDs, anvd 2 Pap smear 1o test for carvical
cancer. ¥ the nurse o doctor sees signs of a curalde infaction,
wous will et treatmend at this visit or ab vour next sty visd,
about 2 weeks igter,

Youu st 0ot be menstruating when yvou Some 0o sCrasnng
because the study stef will not De abds to 9o 3 vagingt exam.
So. make an appointment 10 come for sCreening when you
are not menstruating.

A vaginal sxarnaiion v be
@ Fits uneordurtside and
embarrassiyg fud 4wl hedp
varviost canver and 5TDs.







3. Ervolment

After vou go through the screening process. § vou are elinibis
aned you woukd still ke 1o joir the studhy, vou will De envolisd.
Al your erwlment wis# you will have o vagingl sxam, 8 blood
tast, meet with a courraelion, and have an iderview, jusl ke
&t sereening.

Al this visH, a study staff member will open & seslod envelope
with g ooy that shows which Doxes of gel to give you, Bt
remember, nefher you nor the shudy siafl will now which gal
vyl are getting bevause the boxes book kienticsl

Yo will use the same gel for as long as you are in the stutdy,
You will be shown how to use the get

&t your srroisdt visit you will e
given condoms and Boxes of ged,




o
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Family planning during the
study

Bacause neither Carraguard nor ths
companson ged will pravent vou from falling
pregnand, you shouid use a family planning
method while you are in the study

¥ you don't have a family menning
frethod, the study sta¥f can ghve you g
method or refar vou 1o 8 local family
plarwdng clinie,

You may also use condoms for family
planning.

i vou fall pragnant while you are i the
study, vou must stop using the gel because
wa g0 not know what effscts the ged mightt
hanss of an unborr Balyy. You will n longer
be inthe study. However, ths shudy stalf
will foliow up with you and your dogtor
abxont your pregnancy and the health of
yotyr baby,







Using the gel

Once you have joinhed the study the main responsiodily you
have is 1o use the gel every time you have sex.

REMEMBER:

Put ong applicator of gel inlo your vaging each tme you
have sax.

You car have sex immadiaiely afler vou put the gel in,
or you 2an figve s anytime up 10 one hour after putting
it

it you have more than ong round of s8x, ingert & naw
apgdinator before every round.

Ondy uge the gl in your vaging; do not use i in your mouth
F SIS

¥ yous runy out of gel baefors your next ciindg vislt, you can
some 10 the clinic to feteh mors ged.

i is important that you use only the study gsf that you have
heen ghvan by the study sigfl




What to do with used and unused
applicators

s vary imporiand that the researchsrs oot af appionions
back 0 e abie 1o acoourd Ror sach oneg given ol

Put sach used applicator intu 2 separats small plastic bay
after yviut e B Pul aach small plastic bog with an applcator
in i, o the bigger plastic bag. Bring the big plastic bag with
a8 the smalier bags in B 1o the Clnic when you oo for your
Studhy wisi,

RBemembar 1o bring ths unused appiicaions, oo,







Interview

£t emch study vish you will ba asked
quastions ahout sexusd acthily, get
use, condorn use, and any proidems
suoh 83 Hohing and burning fromm ged
usz. Do it's inportant that you
rerember these delails belween
aach sty visil, Your answers gne
ey imporiard 1o beln the msaarchwes
find out f Carraguard works and 1o
miake sure § 15 sale o use for 2 veurs,

Compensation

You will e compensated for each
sehwechsded clinde visit, This is o halp
cover sorne of the costs assaciated
with baing i the shuiy.




Treatment and care

Yous will get ireatrment for alt curasble STDs and vaginal indfactions,
¥ your lab results show that vou have an infection that was
not aready reated, vou will be contacted to coine 10 the clinic
for treatrment. You will also receive a referral lstler for vour
partner o be treated.

You will be referred 1o g speciglist for any sbrormalities on

YOUY Cenvis,

You will gat
trsatment for any
curpide infections.







Risks and burdens
Possible risks and burdens of taking part in the study include:

You might have sore discomfort ared/or blssding during
or after the vaginal exam.

You rright have soreness or brulsing on vour finger or anm
after blood has been igken,

You may b embarrassed by some of the guestions you
are asked.

Yous rnay st worried, anxious o upset ¥ vou find you have
an STR or HIY, or by learning more abxd your rigks for
these conditions.

i vou Bindd you have MY or an STD # coudd cause problems
in your ralgtionships with your parinegr or family,

Using efther Carraguard or the comparisen gel could cause
dohing, burmning or pain. Bassd on what we know from
sartier studies, this Is not very ikely 1o happen,

Having to uge the gl sach time you have sax could cause
probiems in your relationship with your pariner,

i you have not used condoms before, starting 1o use them
during the shidy might causs probidems in your relationship
with your partner.

There Is glso g very small chance that efthgr Carraguard
or tha cormpanison gel could increase the risk of getting
certain 8T0a. Based on what we know, this is also nod

fikahy




Benefits
Beneiis from taking part in the study includs;

Free texting for BT and HWAIDS, which may
fingd infechions with no symptoms;

Frae treatment for gl curabds BT,

Referrat lotteris) for yvour partrass)
10 b treated for SThs;

Regular vaginal exams;

Free Pap amears ansd referrad for sbnormasd resadis;
the study wil pay for your first referral visH;

Refarral for your partner for HB testing and
conprsatting # be wishes;

Safar sexy counselling at each stutly vinil, and B
option of bringing your pariner with you,

Free coredoms; and

# you test positive oy HIY during the shudy, selorsl
o sarvicas avaiiable i vour comwnunily

By taking part in the whisdy, vou ol dlso telp
ressarchers find out § Comagpeard works 1o et
MRS,






¥ a member of the study sialfl thinks you may hamm yoursed!
of another person, she has 1o oo lsgal and professional
nides. These rules say she must 1o Iy 1o prevent that harm ~
sven # i means sharing confidential information about vou.

¥ yous arn raped o ave the
wictin of videnoe fmrrestis
ar pibueel, e sipdy stalf wil
frolp yous By soport POt SEse
fes e podiog, willere e
sesgerso] s vices.

You oy want 9w shudy siall (o discuss your sevsl healith,
HIY status or arvthing oo related 1o the irial wilh your parings,
farvdly manbey OF arnone slse. This incChurdes pengds of el
. e professional senvices, clinics, govermmendt of
cornmunity bodias, &y s case, you would nesd o sign a
separale written corsent form that Bgts sxacthy whad information
you would ke to be shared, and with whom,




kf‘mg, fouching sneez : ds
or hugging

uahngy the sharing food, PRSQUEICES
sasrre fodlat utensis, cups
or plates
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