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GLOBAL DRUG FACILITY
Session Overview

1. 2021 Key Highlights, Recent Product Launches & Introduction Update
2. New Tools on the Horizon: Opportunities & Challenges

3. Market Mapping and Partnering to Optimize Access & Incentivize Innovation
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GLOBAL DRUG FACILITY

GDF 2021 Procurement Estimates: ~$260Mn to 122 Countries

End of GF grant cycle. Alignment
& push to deliver ordersin time

# Countries

Value Delivered, US $ Millions*

|
- I I 2007 2009 2011 2013 2015 2017 2019 2021*

2007 2009 2011 2013 2015 2017 2019 2021*

® First-Line Medicines Second-Line Medicines - Global Fund Funding Other Funding
® Diagnostics ® Medical Devices - Government Funding =Total Countries

*Value includes product and shipping costs; **2021 projection as of Sep 2021 *2021 projection as of Sep 2021
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GLOBAL DRUG FACILITY

GDF 2020 Savings: 30% Higher than Projected in Nov 2020

I» $47.2 Million 2020 Actual Savings*
$36.4 Million 2020 Projected Savings

$2.9 Million

Adjustment of .
- Order Volumes Sll'7 Million
_ Flexibility to
o Z O Cancel/Postpone
S")D IB pﬂ"ﬂﬂl’Sth S Orders
HELLOKITTYY

$18.1 Million
Price Reduction
Bedaquiline
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$1.9 Million

Price Reductions
New Pedi DR-TB
Medicines

-

h-

$12.7 Million

Price Reductions

2018 Medicines
Tender

*Equivalent t0:15% of total sales; 1.1Mn DS-TB treatments
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GLOBAL DRUG FACILITY

DR-TB Regimen Price Reductions

Past WHO-Recommended Regimens

Current WHO-Recommended Regimens

$1,200
~o=WHO All-Oral $1,126 S778

Shorter $1,100 @® 0O|d WHOL Regi S787
Regimen $998 e

$1,000 @® (Old WHO Shorter Regimen
$1,041

WHO All-oral  »900

Longer Regimen
with
levofloxacin $700 S668

=0=BPal $600 S540
* 25%decrease in BPaL regimensince end-2019 approval

5500 * 16-24% decrease new WHO all-oral regimens since 2019

S905 2015 2016 2017

$800

$400
* Price decreases despite stagnant demand/volumes
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TB Procurement and Market-Shaping Action Team (TPMAT)
Stakeholder Coordination & Alignment, Product Mapping & Prioritization

WHO-GDF-Global Fund TB Medicines Dashboard

Pediatri

This Dashboar

Stop TB Partnership/Global Drug Facility licensed the T8 \

¢ Drug-Resistant TB Medicines Dashboard
nas b eveloped by Stop TB Partnership/Global Drug Facility in collaboration with USAID, the World Health Organization and The Global Fund
B Medicines Dashboard under a Creative Commons Attribution-NonCommercial-ShareAlike 4.0 Interg
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Medicines

Bedaquiline 20mg tablet

Bedaquiline 100mg tablet

Clofazimine 50mg tablet/capsule

Delamanid
tablet

Delamanid 50mg &
tablet
DR-TB: [
EML
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Recommendations Currently Under Review:

e 20 Changes to 2021 WHO Model Essential
Medicines List
* 4 Changes to GF Round 24 ERP Expression of

Interest
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http://www.stoptb.org/gdf/medicinesdashboard/

TPMAT recommendations to Global Fund
Expert Review Panel's EOl Round 23
TB Procurement and Market-Shaping Action Team
Fund’s (GF) Expert Review Pa|

Paediatric Friendly Formulations

Medicine formulation TPMAT Recomment|

TUBERCULOSIS PROCUREMENT AND MARKET-SHAPING AcTioN TEAM (TPMAT)

SuMMARY MEETING REPORT OF THE SIXTH GENERAL MIEETING

19 February 2021
Meeting Held Virtually

Background and Introduction
Content of Presentation: TPMAT Overview & Progress Update; Meeting Objectives and Agenda

1. TPMAT Overview & Progress Update Presenter: Brenda Waning (GDF)

TPMAT Overview

EecanligeR g alEL AddtoEON the Global Drug Facility (GDF) opened the meeting by providing an overview of TPMAT and
summarizing recent TPMAT progress. The TB Procurement and Market-Shaping Action Team (TPMAT)
Clofazimine 50mg dispersible tablets Remain ineq — established in July 2016- is the key global forum that brings together stakeholders to address
common market-shaping and procurement challenges related to ultra-fragile TB commodity markets.
It serves as an umbrella for all TB stakeholders to align on issues and coordinate activities towards
common goals of expediting and optimizing access to quality-assured TB products for people living
Cycloserine 125mg capsule RemaininEQ with TB, irrespective of procurement modalities or funding source. The TPMAT is comprised of
procurers, donors, implementers, international organizations, non-governmental organizations,
Delamanid 25mg tablet or dispersible tablet r——— regulators, WHO, civil society, and National TB Programs. Its current members can be found in Annex
2.
Add to Priority mst T eSS TS TS T e N Uy ETSTpETET
commercially available. I

http://www.stoptb.org/gdf/tpmat/
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Recent Product Launches: Child-Friendly, DR-TB Formulations*

final

( a ) | All 11 WHO-Recommended
Cycloserine 125mg DR-TB Medicines
Ethambu'tol 100mg Now Available & Accessible
Ethionamide 125mg New: Despite Market Size of
Levofloxacin 100mg Sep-2021 <1,000 Treatments/Year
Moxifloxacin 100mg o ,
Pyrazinamide 150mg Clofazimine 50mg 1

Isoniazid 100mg Delamanid 25mg

@ Bedaquiline 20mg In process:

Linezolid 150mg

&) @

30-80% Price
Reductions

—

S —
-

*Blue indicates 2 suppliers

hosted by

@UNOPS "I

WWW.Stoptb.org e



GLOBAL DRUG FACILITY

Introduction of New TB Medicines & Regimens (Jun 2021)

New TB Medicines and GDF Board KPI # ?
REgimens PrOgress Countries E EEEEEN lTerlgleltlGlDlFlslslPl”loln:ylCloluln:r:elsl EEEEEEN]
(# Countries  Procuring S
Introduced/ # from GDF S o X
Priority *E a4
Countries) 2
. L. o 30
1 Paediatric FDCs (DS-TB) 25/25 99 o
Bedaquiline 100mg 25/25 112 o N
G)
Delamanid 50mg 26/26 388 a0 D
o
2-3 Paediatric DR-TB 51/53 75 S
. < q
formulations P 10
9 ©
3 AII-oraI,ronger regimens 51/53 N/A g_ 2020 Aug-21
or DR-TB === All-Oral Longer Regimen
All-oral, BDQ-based 44/53 N/A e== All-Oral Shorter Regimen, inc. Modified
shorter regimens for DR- Injectable-based Shorter Regimen
TB, inc. Modified e==All-Oral BPalL
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GDF and TB Procurement & Market-Shaping Action Team (TPMAT)

Track

[y Incentivize Regulatory Support & Manage
Signal 2 Monitor . Introduce Monitor End-Stage

Product Innovation /Quality New Tools el Product
Gaps Assurance P Phase-Out

Status

Approach to Life-Cycle Management is end-to-end:
* Historically, product-specific approach used
* Even new regimen introduction involved substituting one medicine with another

* But new research is generating many new drugs and treatment options, leading to frequent changes in WHO
guidelines

o Drugs no longer used for DS-TB or DR-TB; now see overlap in use of drugs for both types of TB
o Multiple regimens, each have different impact on demand for a particular drug
o Shorter regimens ultimately result in even smaller global market

* |Innovation is most welcome! But, increasingly challenging to manage market to optimize access
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TB Regimen Evolution- New Tool Horizon Scanning

. : 1 Rifampicin-based [New Rifapentine-Based| New drugs & many new
= Regimens : . :

o regimen Regimen regimens

>

:g Duration 6 months 4 months <4 months

§ Overlap w/DR-TB None Startingto overlap Increased overlap

gﬂ FDC Available Yes No No

Q Market Consolidated Potentialto Fragment | Increased Fragmentation
o) . Many injectable- | Move towards all-oral| New drugs & many new
- Regimens : : :

= based regimens regimens regimens

©

g Duration 18-24 months 9-20 months < 6 months

(V]

fb FDC Available No No No

=

o Market Fragmented Fragmented Increased Fragmentation

Goal: Pan-TB Regimen(s)

v

SN X X X

ENEANERN

Same treatment for
DS-TB & DR-TB
Likely to include new
& newerdrugs
Market consolidation
Safer

Shorter

FDC

Pediatric formulation
available early
Quality Assured
Multiple Suppliers
Affordable
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Treatment Evolution & Market Complexity Require Shift in Approach

Market Access Maps

& e Multiple medicines, many new
* Multiple new regimens
Regimen Road Maps * Multipleindications

e Multiple medicines

* Multiple regimens

Product-Specific Road Maps * One indication

* One medicine at a time + Domestic financing

* Oneregimen + Decentralized procurement
* Oneindication + Local supplier preference

+ New Suppliers

+ Products of unknown quality
+ Logistic challenges

+ Licensing Restrictions

+ More Players
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Summary

Lots of progress in 2021, despite COVID impacts. Big push to support GF PRs
with end-of-grant spending, nhew concept notes

Dramatic surge in TB treatment research resulting in frequent WHO
guideline changes

Results are encouraging and welcomed as treatment becomes safer, shorter,
easier to tolerate

But numerous, competing regimens and other factors make it more
challenging to manage/consolidate market to achieve access goals

GDF and TPMAT will need to expand/alter approach to mapping and
managing markets to keep suppliers engaged, minimize losses, and promote
access to optimal, affordable, quality-assured treatments
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Thank You
Brenda Waning; brendaw@stoptb.org
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