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This booklet is about a study to test a

new vaginal gel called

Carraguard
This oooklet contains lots ot lntot'matiol't to hl:.!lp yOtl

unoe:fStarld:
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Why is Carraguard being developed?

At the moment, the only ways to prevent sexual Vansmission
of HIV/NDS and other STDs are:

Abstinence -- 'Nhich means not having r1-0X

Mutual monogamy - you and your pa~tner only having sex
with each other
Using conctoms every time you and your pBl1ner have sex.

But these are not possible for rnany wcwnerL So, scientists
are working to develop "vaginal microbiCides," These are
products that women could put into their va9inas before sex
to protect themselves from getting H!V or oH1,.:;r STDs.
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A'S of now, no micmblddes to prevent iilV e:x;ist, but there are
many product'S being tested to seB if they ffiJght work.
Carraguard is one of the products that scientists are testing.

This study is to see if Carraguard 'will work to pn.1tect women
from getting Hl';,i Hm)ughse~K. HCarragua.nj does this, It. wW
t-e a rnicmbldde.

:';.. ::. ':.':. :....

WOffl:erl cat! .find if difflc.uff to per-w:adeftmi{.~
fo use condoms. l¥e need to find otmJ,r ways to{
women to prote<:t ffmms$f~'$Sa.gainsf HlVfAJOS



What is Carraguard?

Carraguard is a gel made for vag~na! use. Carraguard wili not
prevent pregnancy.

c~:~;,a(~ is cleaD ~ Q

NO taste.

The main bgredient in
Carraguard is carrageenan.

Carrageenan comes from
seaweed.

Carrageenan is already used ;0. cosmetic-s, lik<2~ skjn iotlons
and creams.

Carra{ieenan is also an
ingredient in things like:

Soups
Baby formula
Toothpaste.
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What do we know about Carraguard?

Testing Carraguard in the laboratory

Resean::h in the larJOratofY has shown that Carraguard may
prevent HI\}; but sci'-enbsts do not krK'.w if Carrnguard works
in people. Before scientists can test a product in people, it
must be tes1:ect in 30lmals, Carraguard was testf..<O inaoima!s
and it did not causa them any harm.



Testing Carraguard in people

Once scientists knew that Carraquard was saf8 n an;rnals, it
vvas then tested in severai studies to make sure it \,vas safe
for people. By safe, we mean that tle gel dOBsn't cause any
problems. Hke itching, burning or pain in the v8gina or to the
penis.

i. First, 2 smaH studies \A/ere done with GO ,Nomen from the
United States, Thailand, Austraiia, hnland. Chiie and the
Dorninican Republic. V';ornen used gels very similar to
Canaguard once a day for a week wjthGUT sex. in those
stud:es, the gels were found to be safe.

6
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2, Next Garragusrd was tested in "2 bigg£'f studies with 565
women in South Africa and Thailand. These women used
Carragumd or a comparison gel 5e'lerai times a woo!",
inclu<1mg during sex, for 6 to 12 m<mths, In these stlJdle'S,
Carraguard was found to be sate,

.tW·

3. Cmraguard was af.w-.) tested in a study with 55 {;;Q:u;ies i~l

Thailand. In that study, Carraguard was found to be safe
for men, too,

Now '."Ie \vant to firl.d out IT Carraguard works to prevent Hi'll
and rnake sure it ca.""! be used for up to 2 years "o'ithz:'!w causing
pmblems,





Finding out more
about the

CAARAGUAAD
GEL
StJd'l

i\SD' '.
S~-)U
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Who is conducting this
Phase 3 trial?

ThePopl.ltation Council, the organi;saUon th8t

d$Vato~dCarraguard, is conducting this study

togethen~Athsevera! research insfltutlons in South

Africa.

All of these institutions are non-profit OP;;jS0lsations

or ufli"versitif.,'S. ,A,t each organisation, the study

has bBI:Jn reviev,;oo and approved try an ethics

committee that makes sure peop!!:; i:.::r& treated

fair!;y and properly in research.

Each study site also has a Cornrnuoity A.dvisory

Group (GAG) that has been consulted.

.;.:
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Volunteering for this study

We need thousands of voll.,mteers to do

t"his Phase 3 triaL

A total of about 6,270 women horn South

Africa wJll t:3ke past in this study:

Each woman wm be in the study lor

up to 2 years.

nis up to VO~3 to decide whether or r~t

you want to take part but if you aleu~

18, you may also need permission from a

parent Of gcuardian,

tf you Cfw..lOOO to enfct in the study, you am

free to withdmw at any 1krm,



Study groups

If you join the study, you wii! be put ,nto 1 of 2 study groups,
by chance. One group will use Carraguard gal + condoms
every time they havB sex, The other group v,@ use a comparison
gei + condoms every time they have sex.

..4t:a,
/~. .~~ I.?s' .~~\

~.'. '. t< .' . ".':
~\ ".:'

I
f \ ,,' r..
i .:
tr~·

Group 1

12

Group 2

'"' Compf1rison Gel
+ Condoms





How win i be put into a study group?

14

Each '!>'Oman If/ho joins the study will have an f~qual chance
of being *0 either of the t"vvo groups. In the S8Jne '-Nay that
numbers CO<'!l€ out of the lotto
machiM by chance, or
the roll of a dice is by
chance, a computer will
decide by chance what
group each woman is
put into.

Once you enrol, you
will be in the same
group for as kmg as
you are in the
study.



Why do we need two groups?

Everyone in both grotlpS foHows ali d the same steps, Tt~

only difference bet'Noon the groups is that one group uses
Catrnguard and the other
usesthe~gel,

At the end of the study,
scientists will CJ;)ffipare
fue number of women
who becameHN~
in each group, If fewer
women became ~nfocted

~n the Carraguard group
than ~n the COO'lparison
gel group, it means
Carraguard worked to
help prevent HN
infection.

'rOU and your partner shook! ·msc use
condoms e'let'f fu"fw you have $$X, This is
because c:ondoms are currently the ·best~

known method to prevoot HN,





Will I know which gel I am using?

Neither YOlJ nor the st\..ldy st.aff wi!! know if }'(y..l afe getting
Carragllard or the comparison geL The rOO&')n for this fs that
it women krn:;<w which gel they are using, it may affect what
they think and say about It 11 the study staff l<;nO>N 'Nhc is
using which gel, it may affect how tt--ey interpret what they
see and hear in the eMms and interviews.

Oni)' after the study is over wm the rnsearcn&l'S be at&z to find
out who had which get and whether the study results slw>.u
a difference between the 2 groups. Hyou want to know which
gel you w-ere using, you wm be aNe to find out when the ·wt~·

study has finished.

~ the study staff· not' the women mthe.~will
know which boxes contain which get

Both gels are pa:-:.::ked in white boxes. The boxes kxjh exacUy
the same. Each box ccmains 15 applicators. toJl the 3f.'~icators

look exactly the same.



Who is eligible to be
in the study?

You can take part in the study if:

You are a woman and you are 16 or OlQBL'"

':'You have been living in the sttldy site are.a for at least 1

year and plan to continue living there for at least 2 years,

:: You are sexually active - this means you had sex at least

onGe in the last 3 months,

You can understand the study purposes and steps.

You are HIV-negative when you join the study.

You are 'Hilling to be tested for HIV and told the results

before joining the study and during the study,

You are wllHng to be in either of the 2 study groups:

Carraguard + condoms or comparison gel + condoms

(see pages 12-15 for explanation of study groups).

You are willing to come for clinic visits every 3 months

(see pages 36-39 for detalls),

You can give informed consent

(This rneans that you understand the <>:wft"::lr4s of this booklet

and agree to what we are asking of 'jott)

... 16 ami 1{-year old girls may alsa {Wad w.<rmission
from a parent or guardiao-

18



Who is not eligible?

Some w'Otnetl may not 00 eligible to~n trw· study, You cannot
join this study!f:

YOIJ are pregnant m planning to ~all pregnant in the next
twoyeafS,
YOO had a baby, a miSCarriage, or a terrnir.afum of ptEgP<anC-Y

(fOP} in the last <% wooks,
You have cetVicaJ cancer,
You are H1V-posltt<Je,
You are in any other HfV Pfevention study or c1inic;~1 trial.

Yoo.heti&a~

free· choice as to
whether or not roo
want to take partm
this study

...............,.."""......



Telling your partner

If you are etigJbte, it IS up to you to decide whether or not
to join the study. tf you join the study, it is your choice who
you ten that you are in the study. How~wer<slnce this study
involves sex, it may be helpful to let your partner know you
are taking part

If you have difficulty talking to your parmer about the study,
the counsellor may be able to help you sort oot the problem.
You can alSo bring your partner with Y014tolearn about the
study and ask the study staff questions,





1. The screening process

If you are interested in being in the study, you wi!! need to go
through a process to see if you are eligible, Here is '"vhat will
happen:

First, you wE! be screened,
Then, you wiH get your screening results.
If yo',.,lr msults show you are eligible, you can then enrol in
th€ study~

There are 6 steps in the screening process:

Firs1, you need to agree to
take part in the study _. this
IS called informed consent

You >NiH need to ans't,{er
some personai questions
about yourself !n an
interview,

You wi!! !1ave a urine
pregnancy test.

You \)vtl! receive
couns$U!ng.

You 'wil! have an
HI\{ rapkf test

o =;~~~V;T~':~::: ~~
You win find more detaits about each of ttrese steps in this
section of the booklet.
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Informed consent

The researchers acing this study w-ant to maki! sure that
everybtKty who takes part in the study unde:rstandswnat the
study is all about and that they take part voluntarily,

So, the first step is to explain to yOll in ootail what it rr~an:s
to be in the study. A staff memoor will read through tNs &lJdy
bookffit and the Informed Consent Form with you. "tU<J wm
also be shown a video_ You wi%! 81so have the chance to ask
questions aooutanything you are not sure aOl)Ut

If you teel ready to take part. you and the staff member wi!1
sign the form together,

Remember, e'.'oo if you sign thelnformoo C:'.:n,sent Form, yw
can still decide not to t.e in the study It is also important to
remember that even ir you sign the form, you W«1Y not be
eiigibfe to join the study.

Ifyou t.hinkyou mayr«
beableta~

the form:roo may btmg
a trnmd a¥ relatilffl who
reads wdt wM you to
help 100, She wm sIso
need to sign ·lhe farm

asa~



Eligibility checklist and interview

After you have s.igned the Informed Consent Form. a member
of the study staff wil! ask you some basic qtmstiG:ls to make
sure you are ehg\ble to be screened for the stlKiy (see pages
18 and 19).

You wi!! a.tS";) be a.sked &')me questions about your background
and sexual practices, This 1oforrnaton !s ve,y Important for
the researchers to be able to interpret the results at the end
of the study,

AI! interviews wiii happt,>n in private
and the informat.ion wl1/ be kept

confidential.

24



Pregnancy test

Youwil! have a Uflne pregnancy test Rernemba:, you canOO1
be in the studyif you are pregnant.

jf you are pregnant:

YOl...l cannot jmn the study now,
Youean t.e screened again for the study 4 '#ooKsafter
the end of your pregnancy,



Counselling

This is a private meeting with a trained couns.eHo~:

She 'Ali!! give you counselling before and after your H!V test

She wlJl talk to you about HIV/AIDS and other BrDs. She will
talk about hov,' YOll get these dise~ses and how you can
protect yourself. She wll! also show you hO'tilo use condoms.

This ;s the opportunity for you to discuss them-udy, to discuss
safer sex, and to get advice on how to talk L'1bout these things
with your partn€lr:

This is your opportunity to
discuss afW cc.ncems you
have about the study_



HIVtest

The nurse or doctor will prick your fingertip to collect a slT,ail
amount of blood for t'"vo rapid HIV tests.

Usually, you wm get your HIV test results in about 20 f1'"inutes,
if your rapid test results show that yoo ha\>'e HN, you witl not
00 eligible to join the stud\/, The study staff wiH help you hnd
care and support services for people !lving with HIV in your
community,

.~.J:

. - . .
;:::':' ..i:
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Blood test

You Vim also have a blood test. The nurse or doctor wW use
a needle to coHeet a sman amount of blood from your arm.
This blood sample 'NiH be sent to a laboratory to check for
syphilis. You will get your test results abo;)} },pm weeks later
at your next study visit. If your results show that you have
syphilis, you v.n!! be treated and can enrol in the study.

If your HIV rapid test results were uncertain, 'He may need to
take another blood sample for an HIV conhrrnation test

The nurse or doctor will
use a n£!edf~; to Gaf/eel a
small amDunt of blood
from your arm.

~ ..._~._- .........



Vaginal exam with lab testing

You will have a physical exarn wtHE!re the nUffi€ or dt.~orwiH
take your blood j:Jf$SSllre and check: your ger.<fffal M,3:lth. This
wi!! also indude a breast exam and a vaginal aXaXf\ with a
speculum. A speculum is an instnJ!T'Amt to help see inside the
vagina,

During the vaginal exam, the nurse or doctor will uoo· s'"..,abs
to take sarnpte$ froo~ your vagina and cer-<iix to toot for
infectk-;ns, induding STDs, and a Pap Stm".ar to test fur c€f'tlcal
cancer.. If the nurse Of doctor' sees signs of a CUfatOO: infection,
you wm get treatment at this visit or at your next study vis.1.,
about 2 weeks later-

You must not be menstruating when you come 1m scrw.ming
because the study staff wm not be able to do a va;;inal exam.
So, make an appointment to come 10r screening when you
are not menstruating

A vaglnai examirnMkm~ 00­
8' fittf.eurn::amfmtabf.e .and

emb<Hr~twf H wftf hefp
yooby~for·~~

Centicat cancer·rmd STDs..





3. Enrolment

After you go through the screening prc;cess, if ),ou areeliqible
and you wozlld stll! like to join the study, you wi':! be enroHed.
At ycur enrolment visit you lId! have a vaginal e;,;arn, a N-ood
test, meet with a counsell-Of, and ha'<e an inteN;-ew, just like
at screening,

At this visit. a study st-:3ff member ,,,,ill open a Sfsaled envekspe
with a o.::d-e that shows which b<xKes o! ge-1 to give ylJtL 81.,t
remember, l'<€ither you nor the study staff wig kr:1,YN '<'iNch gel
yo-u are getting because the boxes kK;~; identicaL

'ybu will use the same gel for as long as you are in the study
You Vim be shown how to use the gel

At your enrolment visit you wiN be
given condoms and boxes Qfgei.

(DLv
d
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Family planning during the
study

Because neither Carraguard nor the

comparison gel will prevent you from falling

pregnant you should use a family planning

method while ,'ou are in the study.

,,: If you don't have a family planning

method, the sttJdy staff can give you a

method or refer you to a local family

planning clinic,

'" You may also use condoms for family

planning.

If you fall pregnant while ,'ou are in the

study, you must stop using the gel bec.ause

'.fie do not know what effecis the gel might

have on an unborn baby. You wiH no l00ger

b-e in the study. However, th€~ study staff

will foHow up with }'OU and your do-.::;tor

about your pregnancy and the health of

your baby.





Using the gel

Once you have joined the study the main responsibility you
have is to use the gel every time you have sex.

REMEMBER:

Put one applicator of gei into your vagina each time you
have sex,

You can have sex immediately aHer you put the gel in,
Of you can have sex anytime up to one heur after putting
it in.

If you have more than one round of sex, insert a new
appb::ator before every round.

Only use the gel in your vagina; do not use it in your mouth
or anus.

If yOtl nm out of gel before your next dlnicvisit, you can
come to the clinic to fetch more gel.

It is important that you use only the stucy gd that you have
been given by the study staf!.



What to do with used and unused
applicators

It is vl?%'limportam: that the researchers get all apphcators
back to be able to aco-.Jl.lm for each one given out.

Put each used applicator into a separate srnan plwtic bag
after y-JYJ use it Put each small ~,.aslic t!<1g with an apphcator
iolt, into the bigger ~astic bag. Bring the big plwtic 00g with
all the smaller bags in it to the dinicwhen YOu Ciline for yOUf

study visit

Remember to bring the unused applicators. too.

·ww"·;;,;",,,,,:·,·;,~:,,··~·m,""_:,,...

····\,w.~:;:Mtr~:;:;·;';:,-:·:······
.. -... ..,........~~' ...~,.:.,..-~_.





Interview

At each study visa you wifl baaskad

questions about s.exual activity, gel

use, condom use, a'1d any problems

such as Itching and burning from ge€

use, So it's Important that you

remember tt'l$.W details ootween

each study visit Your answers are

vef'ii~to~ptoo~

find out If Carraguafd WMS and to

maj.>;e .Sl.lfe it !s safe to USB {Of 2}~.

Compensation

Yoo wm 00 lX!mpensatedfor each

~ clmic~< Tms ~ to hetp

COlfflf~ of the costs asoociatoo
with baing in the study.



Treatment and care

You '11m get u-e.atment for an curable STDs and vaginal infections.
If your lab results show that you have an infection that was
not already treated, you I,vI1I be contacted tl) O.J{lle to the clinic
for treatment. You will aiso receive a referral letter for your
partner to tv~ treated.

You will be referred to a specialist for any ehnorm.alities on
your cer/i>;.

You will gel
tfMtment for any

cl.m~b!e infections.





Risks and burdens

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

.:, You might llave some discomfort and/or bl<.:rccling during

or after the vaginai exam.

:: YCIU might have soreness or bruising on your finger or anl1

after blood has been taken.

.;. ''1''0'<..1 may be embarrassed by some of the questions you

are asked.

l'bu may fee! worried, anxious or upset if you lind you have

an STD or liN, or by learning more at,,-}';A your risks for

these c.:onditions.

;; If you End you have HIV or an STO it could cause problems

in your relationships with your partner or family.

.;. Using either Carraguard or the comparison gel could cause

ITching, burning or pain. Based on what wekno~/ from

earher studies, this is not very likely to happen.

, Having to use the gel each time you have sex couid cause

problems in your relationship ','lith your partner.

., if you have not used condoms before, &1:atting to use them

during tM study might cause problems in y'OlJr relationship

with your partner.

There is also a very small chance that either Carraguard

or the comparison gel could increase the risk of getting

certain STDs. Based on wrlat V'le know, this is also not

likely.
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Benefits

B€r;e!lls from taking part in the study include:

Free testing for STDs and HlV/AIOS, WhiCh rnay

find infecbons with no symptoms;

Free tf<?..atment for ai! curat~e STDs;

Heterra! letter{sitor your partner{s}

to 00 treat&i for STDs;

Regular vaginal exarns;

;; Free Pap Sl"lWar5 and ref~ fOt~ results;

the study wi!! pay tor your first nzferral 'iisit

;: Referral for your partner for HlV testing and

counseWng if M wishes;

., Sater sex counsamng at each study visit, and the

option of bringing your partner with you;

Free condoms; and

If '100 test posltWe for lilY during the study, rcl'ooal

to services avaHab4e in your community,

By taking part in ttwstuoy, you will also hcip

~findoutif~WOfk£to~

HIV/AlDS.





If a member of tl:<a study staff thinks you may narrn yourself
or another person, sh~ has to ~QHow 1£'9a1 and pmless~onal

rules_ These rules say she must to t.l"{ to pre"ient that harm ­
even if it means sr.anog GonfidentKi! infofmatil:~n about you,

ffyoo afar~or .are the
~ictfm ofv~~(~

or at/'$rJ, fhe stady stllf!~J
twlp yoo to~yr;wJ'~

to tht< police,.~ fmd
wppo.rl~

You may want the study staff to discuss your sexital heath,
HN status or anything else refuted to the trml with your partner,
family memoor or anyone o.:.!lse. This includes peG<j::4:e at refem;l;
agencies, like professional serAces, clinics,. government or
community bodies, In this cas~, you would need to sign a
separate written CC.f"looot form that lists exactly 'Nr,at h\'mnatiw
'lou would like to be shared, and with whom,
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using the
same toilet

sharing food,
utensiis, cups

orpiates

mosquitoes
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