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More than 80,000 children died of HIV In 20.

AIDS-related deaths among children by age group, global, 2000-2015

WHAT - ARE WE GOING TO DO ABOUT |THIS
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We have committed with
SUPER TRACK TARGETS!

Providel.6 million
children (aged 914) living
with HIV with lifelong
S MW AV AECTONS antiretroviral therapy by

2018.

[Reach 95% of all children living with HIV

STAY FREE AIDS-FREE
PROTECT ADOLESCENTS ART FOR ALL CHILDREN
AND YOUNG WOMEN FROM AND ADOLESCENTS LIVING

HIV INFECTION WITH HIV
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Recommended initiation threshold among children living with HIV in low- and middle-income
and Fast-Track countries as per MoH guidelines or directive (situation as of October 2016)
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- Treat all
|:| Recommending treat all later in 2016
[ <tyear

- <2 years

. S
- <5 years (as per WHO 2013 guidelines) Fast-Track countries
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Developing and delivering paediatric formulatio
through collaborative and coordinated action

Key formulations are prioritised
in the context of a public health

PADO approach
PROGRAMS
Priority formulations Technical/research
are reﬁabl supolied to Drug work is undertaken to
countries Y SUPP optimization support development
of the priority
formulations
Priority formulations are Priority formulations are
procured via a pooled included in optimal

mechanism formulary for selection



Developing and delivering paediatric formulatio
through collaborative and coordinated action

Key formulations are prioritised
in the context of a public health
approach

PROGRAMS

. : Technical/research
Priority formulations

are reliablv supplied to Drug work is undertaken to
countries Y SHPP optimization support development
of the priority
formulations
Priority formulations are Priority formulations are

procured via a pooled included in optimal
mechanism formulary for selection



LPVr 4-in-1: first line for under 3 years to address the lack of optimal formulations

EFV triple: first line 310 years to provide an FDC to maximise adherence and
simplify procurement

ATVr and DRVr: use in 2d and 3¢ line formulations and overcome issue with
separate administration of RTV

‘ NVP/AZT mg: better dosage form to facilitate dosing for PnP

RAL better formulation: use in infants and young children to enable rapid
introduction of INI for use inslline regimen

DTG single or FDCs: identified as key drug to introduce INI in first line with potent
for harmonisationacross the full age spectrum

Rationale for prioritisatio

TAF: key drug for future use inslline to minimise toxicityvith potential for harmonizatio
across the full age spectrum




Developing and delivering paediatric formulatio
through collaborative and coordinated action

Key formulations are prioritised
in the context of a public health

PADO approach

PROGRAMS

Technical/research
Drug work is undertaken to
optimization support development

Priority formulations
are reliably supplied to

countries of the priority
formulations
Priority formulations are Priority formulations are

procured via a pooled included in optimal
mechanism formulary for selection



Paediatric HIV Treatment Initiative (PF

Wee,

\ RE
st

o

*, medicines
L..¢ patent
pool

Financing
organizations

Financing
organizations

—

DND:

Drugs for Neglected Diseases initiarive

IP/Knowledge
Sharing

Clinical Development

Manufacturing and Distribution

Market uptake and access

World Health Organization

Clinical Guidance

PDPs PROs
Industry
(originator/

generic)

industry

(originator/

generic)

National Treatment Programmes

Children Living with HIV

T

CLINTON
HEALTH ACCESS

INITIATIVE ?

UNITAID, other
organizations
for marketing

shaping/
funding and
civil society

{TTHAID]

World Health
Organization



But we need to be
FASTER,

and findMORE SUSTAINABLE
ways to do this in the future!!
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Paeds Drug Optimization

Key consultations have advanced the discussion on druc
and formulations development for children and resulted
a more collaborative and coordinated action

PADO?2 list
Paediatric Paediatric Weel : reviewed (no _
Conference on - PADO 2 major changes) CTA/ILF Me_etmg
antiretroviral drug - PHTI on Fasttracking
optimization 1 -IATT devzl_opr_nent of
PADO1 - PAPWG T paediatric
( ) WHO Guidelines formulations
revised
PHTI stakeholders
PHTI launch
meeting 24 |LF roundtable 39 ILF roundtable

WHO 2013
Guidelines 1stILF roundtable




Evolving dialogue

A CTA bottle neck analysis highlighted in 2015 the need to
think about alternative financing mechanisms

A EMA meeting on paediatric ARV formulations
A ILF roundtable (kickff the conversation)

A High level meetings convened by Holy See promoted a
closer collaboration with industry

A Bilateral conversations between CTA partners and
I Regulators
I Research networks
I Industry

A CTA/ILFoundtable (Durban 2016
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The Global accelerator for

Paediatric formulations

WHAT'S THE PROBLEW?
'§ = Deweiopouent of paediatric ARVS it granted by the exsting regulatery New DRSGE
framework. Kowrver devtlsgouent of pacdistric and * Is
currently NEFFICIENT, SLOW and substantialy affected by INDUSTRY'S - Y " ”
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By Dr. Martina Penazzato
HIV Paediatric Advisor
HIV Department- WHO Geneva

B0 DO WE FUNR ALL OF THIS SUSTAWAMNYY

Assuming the development of new drugs is
/ fully funded by innovators
HOW do we fund the rest knowing that the

« What does the Fund fund?
« Where does the Fund sit ?

4 s ;
/ J/ market is not an incentive for « Who managcs the Fund ?
‘ 77 manufacturers to develop the priority ;
/ « Hov ?
e formulations? (in RED) ()8 How does the Fund work ?
RAD BOSTS GOULD RED BY A "POOLED FUND™
-2

+ UNITAD directly or via its grantees
+ NIH and EDCTP funds trials

« others? —» WHAT ﬂ}’? '

s

What If funding was provided by
Mar: ginators and generics)
v year 7

+ A smal percentage of adulfs revenues ?
+ An ameunt dote fo the cest of PR/PSP
fer which a visver Is granted ? (because




The Global accelerator for
Paediatric formulations

Thisis NOT a new Initiative!

TheGlobal acceleratois a collaboration
framework supported by innovative financing
mechanisms to fast track development of
paediatricformulations

Thiscollaboration framework builds on existing
efforts and aims to promote faster, more efficient
and more focused approach topaediatric
formulation development.



Have a good meeting!
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