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The HIV landscape globally and in SSA

38.4 million people living with HIV in 2022

36.7 million are 15 years +

54% of these are women and girls

Every week, around 4900 young women aged 15-24 years are infected with HIV
In sub-Saharan Africa
* 6in 7 new HIV infections among adolescents aged 15—19 years are among girls.

* Young women and girls aged 15—24 years are twice as likely to be living with HIV
than young men.

« Women and girls accounted for 63% of all new HIV infections in 2021
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What biomedical tools do we have?




Global Oral PrEP Landscape — 11 years in

3 million people
with access
to PrEP

B 100,000+

B 50,000-100,000
B 25,000-50,000
B 10,000-25,000
B 5,000-10,000

B 1,000-5,000
B 500-1,000
B <s00
B PEP Available, No Data b ] PrEP continuation rates decline

b significantly after 3 months of use —
Source: AVAC Global PrEP Tracker, (2 2022, . o o o
Pt/ prepwatch.org/counry-updates across all populations. Daily pill taking

isn’t for everyone.
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Access to the Dapivirine Vaginal Ring: A timeline on progress

2020

Jul 2020

The EMA issues a positive
opinion for the ring's use
by women 18 yrs and older,
in developing countries.

2021

March 2021

PEPFAR includes the ring
in COP guidance for 2021.

Jul 2021
Kenya
Zimbabwe regulatory

authorities approve the ring.

2022

March 2022
South Africa regulatory
authorities approve the ring.

April 2022

Uganda

Zambia regulatory
authorities approve the ring.

B Scientific opinions and
public health guidance

. Donor Guidance

B Regulatory approval

AVAC

Global Advocacy for HIV Prevention

Jan 2021

WHO recommends the ring
as an additional prevention
choice for for women at
substantial risk of HIV.

Mar 2021

WHO adds the ring to
clinical guidelines for ARV
drugs for HIV prevention.

May 2022
eSwatini

Lesotho applying to
import the ring.

Anticipated

Decisions on
applications to approve
the ring expected from:
Botswana

Namibia

Malawi

Rwanda

Tanzania*

For more information go to PrEPWatch.org

“Preliminary rejection April 2022; IPM appeal in progress

September 2022




Cabotegravir long-acting injectable




The CATALYST Study

zing access to new prevention products to stop HIV

- Will involve implementation of an enhanced service delivery
package that supports choice among PreP products that
have regulatory approval in each country, such as oral PrEP,
PrEP ring and injectable cabotegravir for PrEP

. Will enroll women* at PEPFAR/USAID delivery sites in Kenya,
Lesotho, South Africa, Uganda, and Zimbabwe

- To be conducted in two stages with currently approved oral
PrEP and PrEP ring offered in Stage |, and the addition of
injectable CAB PrEP in Stage Il after approval by the
regulatory authority in each country

&
RS’ FROM THE AMERICAN PEOPLE

*Inclusive of
individuals assigned
female at birth of any
gender identity or
individuals assigned
male at birth who
identify as women

MOSAIC




Years Ahead in HIV Prevention Research

\ 4

Time to Market

Prevention Product

000 @

Vaginal
Ring

Long-Acting
Injectables

Dual
Prevention
Pill

Oral PreP

Preventive
Vaccine

Dapivirine
Vaginal Ring
(monthly)

CAB-LA
(every 2 months)

Lenacapavir
(every 6 months)

TDF/FTC/
Combined oral
contraceptives

(daily)

FTC/TAF
(daily)

Islatravir
(monthly)

Ad26

2020

Paositive EMA Opinion;
WHO Prequalification
and Recommendation

and 084 results

2021 2022

Lesotho and
South Africa
Regulatory Approval

Zimbabwe
Regulatory
Approval

US FDA approval;
additional submissions to
other regulators ongoing *

o Earliesttime to market
¥ Discontinued

2023 2024

* Additional regulatory approval & early introduction

Additional regulatory approvals, WHO recommendation, and early introduction

Efficacy trials of six monthly injectables

PURPOSE 1 Trial (SA and Uganda)

* Possible regulatory approval & early introduction

PURPOSE 1 Trial (SA and Uganda)

Daily oral FTC/TAF efficacy trials in cisgender women

Monthly oral islatravir efficacy trials in MSM, TG women and cisgender women

Efficacy trial among MSM and trans people

(Discontinued Sept. 2022) IMPOWER-22 Trial stopped
(includes sites in Kenya, SA
and Zimbabwe)

AVAC

25 Years and Counting



What's most important? It may depend on who you are

Clinical Policy & Program  Personal/End-user
Considerations Considerations Considerations
Biologic efficacy Delivery channel(s) Ease of use
Dosing/duration Health system burden - User preference
Reversibility Product cost User burden
Side effect profile Program cost Discretion of use
Systemic/Topical Provider training Contribution to

Demand creation stigma




The bottom line

« No one product will work for all people

« Preferences and needs change depending personal
circumstances

« While some methods may be more effective than others, no
method can be effective if it's not used

» Having choice is important — because the more options that
are available the more likely one will be used

MATRIX
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