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New Strategies Urgently Needed

.*]  Microbicides:
New Research:
R New Hope.

Women with HIV / AIDS

WORLDWIDE 48%

WORLDWIDE, AGES 15-24 60%

R 58%

Manju Chatani
w African Microbicides Advocacy Group
{I 5 {I - VER
International Symposium on New |

Prevention Technologies Young African women, especially, are increasingly feeling the brunt
Tokyo, November 2006 of the pandemic. [Source; UNAIDS]

AFRICA, AGES 16-24 75%

=
2

Comprehensive Response to AIDS Why We Nead Famaie S

A (A Methods
\ e
_.{I L.-\_ _.{I
' . [ ~ Biology
JSO(;!aF.__._ ~ Prevention — Women are 2-4 times more likely than men
\ 4 ki A\ \ 4 to get HIV from unprotected sex
FY \ \ " % Economics .
v 4 [ L) \ 4 - Economic need or dependency
“ Research faf “ = Less able to assert their rights
New Technologies fiGlecting Social & Cultural
- O — Gender norms about sexuality
e . reatment - "% - Gender based violence
NP e % 4% Current methods (abstinence, fidelity, and condom use)
often require male consent, participation & cooperation
A Protectlor] in Primary P_artnershlps. A What is a Microbicide?
4 Difficult to Achieve 4
~ " A substance that can reduce the transmission of HIV
= People generally are willing to to use and other STI pathogens when applied vaginally and,
condoms with new partners, or during possibly, rectally. They are not yet available.
A casual or commercial sex A
| v ' 4
A4 - Butonce “trust’ enters the equation the .4 First Generation: § \~
condom comes off * Gels and creams ——

w * Sexwith a primary partner is the biggest ww Inthe future:
. source of HIV infection among women "« Sponges, vaginal rings
globally | « Gels with barrier devices

€ arkarm Do, Coumnesy (e nets § e

GCM 2006
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How Could Microbicides Benefit

[] We Need Microbicides That [] People Living with HIV/AIDS?

- Are contraceptive and non-contraceptive + Could reduce risk of co-infection with other HIV
. Reduce risk of other STls strains
'} - Are safe and non-irritating '} May help protect both partners
A - Are inexpensive and available over the A Could reduce risk of other STls, yeast and
counter bladder infections
'} + Could be used without partner's '} May allow conception while protecting partner
cooperation or even awareness
A A
So how do microbicides work?
v Microbicides & Anal Sex = et 2. surtactants
} Gg-’cv;mgrmnba Mainle;'!af_!oe‘?f F’reverét_}oonso‘ ;'!ral y
= Phy rrar normal microflora other isruption
A * Many people (women and Ll s l 1 I
men) need microbicides | X 2]

~

for anal sex

' l Epaheium Y.
} + Creating an effective e (a3 s e le X &% e e C°
A rectal microbicide is | o )L-,@‘ e
scientifically more -)b ; ; ‘
complicated & \.:\f%i' o o) O
) S . / w e
[ ) Vaglna] rtie s’ : | Inhibition of HIV uptake S ond Fusion/absorption
www lifelube.on | by dendritic cells Inhib ( se hibition (e.g. ;
must be accurately Foso sncY s e | (615 OG- SGN) vaneorpiase Co-receplor amagonisty
labeled B e e e
4. antiretrovirals 3. entry inhibitors
Microbicides Development Pipeline Products Furthest Along
Preliminary
’ 2 ’ ‘ Product # women to results
Trial sponsor be enrolled Location expected in
3 SRnor RS Gel 3220 South Africa, Malawi, i 2008
h °® ® h m;a;m,,{ =~ Tam.?ﬂmhi:‘:nd s
e g 00 Phiadelphia
2 O 0 9 Caraguard 6,299 women South Africa — 3 locations December 2007
x = =
@ s ' y Cellulose Sulphate 2574 women | Benin, India, Kenya, December2008
1 CONRAD South Africa, Uganda
) RO2000 (.5%) 3220 women South Africa, Malawi, April 2009
k PTNO3S-NIH Tanzania, Zambia, and
Pre-clinical development Phidadalphia
(30 - 40 candidates) PROZ000— 9,783 women South Africa, Uganda, |
15 and 2%) Zambia, Tanzania j“.ﬂi
A
' enofovirPMPA gel | Planning S48 | So0t Affiea TBD
| WiH, Gilead Science,
Y L —
vy 4,294 women | Ghana & Nigeria Suspended
FHI -
| Celulose Sulphate 2160women | Migeria Suspended
Aciptad #am Aikanes i MEEOEDE Develpmant Mernbedh ivach NS 8 COW FHI g g
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How Effective Will

i icide? : 3
When can we expect a microbicide? o~ Microbicides Be?

4 b 4 . First microbicides may be 40-60% protective
« Earliest results from current Phase 3 trials in

2008-2009 « Second generation may be 60-80%
{° If shown tp be effective, a mi;rqbicide may be FX :. - Promoted as a back-up to condoms, not as a
{ available in a few countries via introductory W replacement.

studies in the next 5 years

“Use a microbicide with your condom for

» If not, we will have to added pleasure and protection.”

wait for results from
second generation
products

“Use a male or female condom every time you
have sex; if you absolutely can’'t use a
condom, use a microbicide.”

Public Funding is Essential

i

vy Potential Public Health Impact

: Why aren’t large |
If a 60% effective product pharmaceutical Global Annual Microbicide
R&D Investment 2005

_ Offered to 73 lower income countries __ companies
s | b | investing‘? Philanthropic Sector, 13%
4 Is used by 20% people reached by health care J R Perceived low | |
" during 50% of unprotected sex acts A profitability b oossiizs i

— Liability concerns

— Lack of in-house
expertise

— Uncertain regulatory | ~____~

environment

|Pub|ic Sector, 87% || Elusm.: mition

= 2.5 million HIV infections averted
in 3 years including women, men and children

What kind of support

Annual Funding Needs = doesithe ficldhote?

£3Mm B Actual 2004 funding levels [ Additional annual funding needed

e o ||l . Bilateral funding (eg. DFID, USAID, EU)
Trial sites '—ESMM. el o doub‘,g', ~ * National funding (NIH, Universities)
Lk | ] I :: P -+ Private foundations (eg. Gates, Rockerfeller)
7 oeasrron T > | b4 - UN agencies (eg. UNAIDS, WHO)
Basic s;z:::::s:;smh m s | I(_r;zr:;};onm NGOs (eg. FHI, Population

[ Alcomtined: | TR s | N - ' '
| ‘Need $200M | ! $140M O Small biotech companies

| G -
J » Growing governmental interest

o

50 100 150 200 250 300
Millions of US Dollars (2004)
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Networks & Key Organizations
V} working to advocate and move the
A field forward

= International Partnership for Microbicides
4 (IPM)
k} « Alliance for Microbicide Development
» Global Campaign for Microbicides (GCM)
» African Microbicides Advocacy Group
y (AMAG)
Asian microbicides advocacy efforts
beginning
+ Local campaigns and efforts

Regional and Local advocacy has:

L2
A » Helped to refocus community priorities on how
research is conducted

« Build partnerships between researchers and
4 advocates
k} « Highlighted the need for more research relevant
to HIV+ women,
« Strengthened awareness and capacity of
community advocates
V. Begun engagement with local policy-makers
b 4 - Started in-country dialogues on access

What does AMAG aims to do?

Ensure that a coordinated African
voice is engaged in setting and
moving forward the microbicides
advocacy agenda in Africa and
internationally.

CJ
0

4

Support participating organizations' =~
to prepare for more effective,

better coordinated Microbicide
advocacy in their own contexts
and between African countries.

AMAG Launch, M2004, Apr(4

A “With over 20 clinical trials in Africa, 100s of African researchers
and advocates, and 1000s of African trial participants — it is time
fo amplify realities and needs on the ground.”

30

International advocacy has:

Q

. « Increased investment in microbicides research
» Helped foster a more open political climate

y = develop new trial sites

L} » Begun discussions on future access

* Preparing communities and civil society for
microbicides research

FN Helped vocalise the demand and need for
A microbicides

National advocacy trends

*Few individuals

= Scattered efforts

*Beginning to mobilize

*|nfrastructure developing
*Activities &
strategic planning

AMAG members

Member Focus

Palicy Media
4% 5%

AMAG eForum, Aug 2006
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For more information:
- re informati -

A A
African Microbicides Advocacy
b Email: amag_info@yahoo.com b
' webs“fe: www.global- ' | don’t want to die before | turn 25.
A campaign.org/amag.htm A I refuse to sit down and watch my generation fall to pieces.
| am going to make a difference...Will you?
Rumbidzai Grace Mushangi, age 15, Zimbab
v v Experience of a
Phase lll Participant
A A
4 } 4
A A
4 LA ool e SR e
receies triasl, HIV and courmeding, ensigred by
k k ormation pregnancy test, STD. reinforce education chance to a group.
it the trial IIS:;T;:T%“" about trial

Examples of civil society

y} involvement '} Example of IP arrangements
h A

In their agreement, CONRAD allowed Polydex to
maintain all commercial and intellectual property rights to

+ GCM Ushercell. In return, Polydex has given a written promise
to offer Ushercell to developing countries at a miniscule
* NHVMAG profit margin. "Usually we try to have a nonexclusive
' ' license in the developing world," says CONRAD CEO
* KANCO Henry Gabelnick. "For most of our other products, we do
k k have rights to the intellectual property." But Polydex was
+ SWAA — Uganda clear that maintaining IP rights was a make-or-break
; issue, and CONRAD was flexible; the deal still ensured
* Cambodia Sex Workers Network developing countries would be protected from soaring

' prices. CONRAD is also helping Polydex navigate the
intricacies of regulatory gove_rnment agencies, including
A the FDA and African and Indian government offices.

4 Thai Drug Users Network
A4 . AMAG

Source: Getting you Gates, Juhi Yajnik, The Scientist, Volume 20, lssue 11
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Naoki Yamamoto, M.D.

Vice-Chair, AIDS Vaccine Development Association (AVDA)
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Figure 6. HIV-antibody positives (by the confirmatory test)
among bloed donors inJapan, 1987-2003

(Blood end Blood Products Division, Phermaceutical and
Food Safely Bureau, Ministry of Health, Labour and Welfare)
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