HIV MID-YEAR MARKET MEMO, 2020

Highlighting the latest updates in HIV treatment, prevention, and diagnostics

Published: May 21, 2020

Introducing the fourth edition of CHAI's HIV Mid-Year Market Memo, a brief Questions about the HIV Mid-Year Market Memo?
that covers the latest trends in the HIV space in LMICs since the publication of Please feel free to reach out to Vineet Prabhu
CHAl's annual HIV Market Report in September 2019. (vprabhu@clintonhealthaccess.org)

New and rapidly evolving challenges presented by the COVID-19 pandemic have affected many ongoing projects and :
developments in the HIV space. These impacts, as well as key recommendations to ensure continuity of HIV services in these :
challenging times, are highlighted throughout the memo. Additional COVID-19 resources for national HIV programs can be
found at https://www.newhivdrugs.org/covid-19. :
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By Addressing Advanced HIV Disease (AHD)

PEPFAR and the Global Fund support and encourage the Through Unitaid-driven agreements, there have been a number of W7 |nitai
. AHD-related price reductions and new product developments. Unltald
purchase and use of a number of AHD commodities. P P P

|
: @ Product Price (USD) Suppliers
=
I'| 8 | 5FC (500 mg) - 100 75/pack . $110, Mylan, Strid
CD4 where AHD no minimum AHD I 2 (500 me) »75/pack (prev. $110) ylan, >rides
Testing prevalence >15% prevalence rate I a RPT/INH (300/300mg)-36 | $15/pack Macleods
(=
under 200 CD4 under 200 CD4 . 'S | RPT (150 mg) - 24 $5/pack (prev. $15: press release) Sanofi
CrAg . cells/uL cells/uL I E
Screening I VISITECT AHD RDT $3.98/test (new: press release) Omega
Including preemptive therapy and CM treatment I
Focal AHD commodities are now monitored by the APWG and included in quarterly APWG forecasts.
required where high ! . . .
TPT required infecti [ For tools to support the introduction of AHD products, see the AHD toolkit at
TB/HIV co-infection http://www.differentiatedcare.org/Resources/Resource-Library/Global-Advanced-HIV-DiseaseToolkit

With Optimal ARVs for Adult Patients
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Weight Gain Supported by Unitaid, CHAI and AfroCAB {  MMDis also an opportunity to decongest health facilities
convened a community forum in Feb 2020 to and limit exposure of PLHIV to COVID-19

Results from the discuss this issue. The community concluded:
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With Optimal ARVs for Pediatric Patients
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There has been a continued shift toward
procurement of optimal pediatric products
(according to data from the APWG).
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Stay Negative

the EMA in Dec 2019

FDA in Q2 2020

— Supply constraints easing after an extended period of challenge
— The APWG maintains a LPV/r dashboard to assist procurers with
supply availability of key pediatric LPV/r-based products

— ViiV Healthcare filed DTG 5 mg disp. tablets with the US FDA and

o US FDA target action (i.e., PDUFA) date in June 2020
— Mylan expected to file 10 mg disp. scored tablets with the US

o Anticipated tentative approval in late Q4 2020
— Macleods to file 10 mg disp. scored tablets with the US FDA at a
later date due to impact of COVID-19

— Cipla filed with US FDA in Oct 2019 but approval has not yet
been granted as of publication (PDUFA date was April 15, 2020)

Regulatory filings and review timelines may be impacted by COVID-19

Bi-monthly injections of long-acting cabotegravir
are highly effective for the prevention of HIV
infection in cisgender men and transgender women
who have sex with men, according to interim data
from the large-scale efficacy trial HPTN 083.

Data is still being
collected on use by
cisgender women
in the companion
HPTN 084 study.
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Oral PrEP Initiations . . . .
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Source: PrEPWatch, acc, May 2020 priority population for oral PrEP. g o o

*Some exceptions are being considered.

Data Sources:

CHAI's annual data
request to 25+ LMICs

5FC: Flucytosine

3TC: Lamivudine

ABC: Abacavir

AHD: Advanced HIV disease

APWG: ARV Procurement Working Group
ARV: Antiretroviral

ATV/r: Atazanavir/ritonavir

CrAg: Cryptococcal antigen

CM: Cryptococcal meningitis

DTG: Dolutegravir

EIMC: Early infant male circumcision
EMA: European Medicines Agency
FTC: Emtricitabine

Articles from journals
and news outlets
Supplier and partner
market intelligence
Major conferences and
meetings

PEPFAR and Global Fund
technical guidance

Acronyms Used

HCW: Healthcare worker

HIVST: HIV self-testing

HPTN: HIV Prevention Trials Network

HTS: HIV testing services

HVTN: HIV Vaccine Trials Network

INH: Isoniazid

LMIC: Low- and middle-income country

LPV/r: Lopinavir/ritonavir

MIC: Middle-income country

MMD: Multi-month dispensing

PDUFA: Prescription Drug User Fee Act
(established US FDA target action
dates)

PrEP: Pre-exposure prophylaxis

RDT: Rapid diagnostic test

RPT: Rifapentine

TAF: Tenofovir alafenamide fumarate

TB: Tuberculosis

TDF: Tenofovir disoproxil fumarate

TLD: TDF/3TC/DTG

TPT: TB preventative therapy

VMMC: Voluntary medical male
circumcision

WHO: World Health Organization

WHO PQ: WHO Prequalification

ZLN: AZT/3TC/NVP
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https://www.hptn.org/news-and-events/press-releases/long-acting-injectable-cabotegravir-highly-effective-prevention-hiv

