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Roadmap

1. How does CHAI accelerate access to innovative medicines in LMICs?

2. How have we approached addressing availability of oncology medicines with
partners?

3. What are early considerations for access to cancer immunotherapies?



Clinton Health Access Initiative’s Mission

CHAl's =
MISSION

is to save lives and reduce the burden of disease in low- and

middle-income countries around the world. We aim to

strengthen the government and private sector to create

and sustain high-quality health systems in the countries

where we work.




CHAI works to improve access to life-saving commodities sustainably through engagement

on demand and supply side to improve market conditions

Demand Side Needs Supply Side Needs

* Products that meet the needs of resource Vol « Areliable, transparent, marketplace for
limited settings in terms of quality, olumes commodities that provides ongoing growth

formulation, and price opportunities

Supply Side Engagement

* Work with manufacturers to
— reduce costs of production
— enhance competition
— encourage adoption of stringent

Demand Side Engagement

*  Work with governments and other
buyers to
— build and consolidate
demand around optimal products

— Strengthen programs to procure _ guality standards
and utilize optimal products Insight — optimize product design

— Conduct effective forecasting — accelerate entry and uptake of new
routinely and better products



Market Shaping Case Study: Leveraging future volumes to negotiate price and accelerate
uptake of optimal antiretroviral (ARV) treatment for HIV

Approach Sustainable Market Impact

« Early inclusion in WHO HIV
treatment guidelines
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Engage with governments and
other buyers to plan transition to
new regimen

% New price cheaper than current
standard of care to accelerate
uptake

s Multi-year agreements with 2
companies, applicable to 90+
countries, underpinned by a
volume guarantee

Patients on Treatment in LMICs (M)

Reference Price Per Patient Per Year ($)

5
% Manufacturing scale-up 5
requirements to address supply 0
security concerns 2002 2004 2006 2008 2010 2012 2014 2016 2018 2020
Source: 2002-2008 MSF Untangling the Web of ARV Price Reductions (for d4T/3TC/NVP (40/150/200 mg) Tablet - 60), 2006-2016 CHAI ARV Reference Price Lists (for AZT/3TC/NVP (300/150/200 mg) Tablet — 60 and TDF/3TC/EFV (300/300/600 mg) i;ﬁﬁ“;‘?

Tablet — 30), reference prices are rounded, WHO/UNAIDS estimates for historical patient numbers, and CHAI ARV forecast for future patient numbers


https://www.msfaccess.org/content/untangling-web-antiretroviral-price-reductions
http://www.clintonhealthaccess.org/content/uploads/2016/11/2016-CHAI-ARV-Reference-Price-List_FINAL.pdf

Based on experience with a variety of products, CHAI has developed a framework that

highlights key aspects of planning for sustainable introduction of new products

New Product
Introduction s,

CHAl Product Rollout
Planning Template
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INTRODUCTION IN NATIONAL HEALTH SYSTEMS

Source: https://www.newhivdrugs.org/



Decision-makers assess the value of new products through multiple lenses, not just clinical

evidence

[ .

1° Current pricing

1° Future pricing

e Out of pocket cost
e Cost-effectiveness
° Related costs

* Administration
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What are the key
considerations for
introducing a new product?

Source: https://www.newhivdrugs.org/

= S J | * Development
pipeline

I * # of suppliers
I * Marketplace
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* Need/availability
of auxiliary
therapies
 Capacity for
relevant
diagnostics

Key Sources of
Information

v

International
guidance

Clinical trials

Comparative
advantage of new
products

Local clinical
expertise

Regulatory status
Market intelligence

Transition scenarios
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Roadmap

1. How does CHAI accelerate access to innovative medicines in LMICs?

2. How have we approached addressing availability of oncology medicines
with partners?

3. What are early considerations for access to cancer immunotherapies?



Partnerships are key: That is why we formed Allied Against Cancer, as one example, to

address multiple aspects of treatment availability at once

ALLIED

AGAINST
CANCER

Programs

Our vision is for every person diagnosed with cancer to receive the highest possible standard of
specialty care, in an efficient system that delivers maximum outcomes for the patient while minimizing
costs. We are working to advance the practitioners, products, and processes that will improve
cancer care and control in Sub-Saharan Africa.
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American
Cancer
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? Society®
]

African clinical
network

Standard, NCCN Harmonized : Ensuring safe
evidence-based el Roidlo" Afnéanl.?.aﬂcer ChemoSafe handling of cancer
guidelines Saharan Africa oalitio treatments

Access to Palliative care
affordable, high

quality medicines

Cancer Access
Partnership

Pain-free Hospital
Initiative



The NCCN Harmonized Guidelines for sub-Saharan Africa™ incorporate best practices and

evidence-based alternatives to acknowledge the reality of current conditions

NCCN parent guidelines

National Comprehensive
NCCN | Cancer Network

« 110 African cancer experts

« 13 countries
NCCN Harmonized Guidelines™ for Sub-Saharan Africa L] 46 guidelines (88% Of
Non-Small Cell Lung incidence)
ca"cer « Endorsed by 6 countries (with
43% of regional population
| Continve |

NCCN HARMONIZED GUIDELINES™ FOR SUB-SAHARAN AFRICA DEFINITIONS

THE NCCN HARMONIZED GUIDELINES™ FOR SUB-SAHARAN AFRICA ARE REPRESENTED AS FOLLOWS:
Black Text: Generally available standard of care

Gray Text: Highly advanced/optimal care that may be costly, technically challenging, and/or have a lesser
impact on oncologic outcome

Blue Text: Regional options that may be considered when availability precludes general standard of care

Gray Text with Strikethrough: Indicates care options that are not feasible or available in Sub-Saharan Africa
at this time

Guidelines are comprehensive, not resource stratified

Standard of care immunotherapies are already included in the harmonized
Source: https://www.ncen.org/harmonized// gL“de“neS, but usua”y appear |n gray text




The Cancer Access Partnership seeks to address the current “market failure cycle” for quality

essential cancer medicines

Market failure cycle —> Some outcomes of market failure

Shortage of
guality,
affordable
drugs

Low,
unpredictable
procurement

Market Failure volumes
Cycle Fueled by:
Limited funding
Lack of information
Uneven quality
standards

Few suppliers
of quality
drugs
operating in
the market

Small orders that no quality manufacturer
responds to

Compromising on quality to buy
cheapest available product

Many middlemen, adding high markups
through the supply chain

Significant price variability and
unpredictability

True need is unknown because of
shortages

...but the market failure cycle can be reversed! RS



The Cancer Access Partnership is one of multiple interventions to address this market failure

Interventions to address market failure

Pricing agreements with suppliers (CAP)

Use data to effectively forecast needs for
medicines and plan ahead

Consolidate order planning across multiple
buyers in one country

Increase procurement budget

Change procurement practices (e.g. buy directly
from suppliers, award multi-year contracts)

Establish strong quality standards and lower
regulatory barriers for quality companies

Share information across buyers

Cancer Access Partnership Components

Partners

!

NOVARTIS

lllMylan

Products and Pricing

15 chemotherapies
4 hormonal therapies
1 supportive therapy
29 formulations total

Agreed ceiling prices

Procurers

Program alignment

Full regimens for 27
cancers including
breast, cervical and
prostate cancer




The Cancer Access Partnership has generated shifts in the market, leading to increasing

volumes of procurement and decreases in price

Volumes Increase: Average volume (# of vials) evolution over 2 years for CAP

products
. Carboplatin I 130%
Benefits to purChaserS of Cisplatin I 160%
partiCipation Di(icritbaiz?nl l4%_ 100%
Epirubicin I 170%
Fluorouracil I 38%
v’ High quality products (FDA or equivalent) Gemitabine E— 9%
Methotrexate -3% 1
o o ] Oxaliplatin  -18%
v’ Competitive pricing (Average 59% savings) Paclitaxel —— 950

v’ Direct purchasing from supplier
Prices decrease: Average price evolution over 2 years for CAP products

. . . Carboplati -41% |

v’ Opt in - no obligation to buy a;:;:: o
Docetaxel -32% -

v’ Sustainable offerings Doxorubicin 15% mm

Epirubicin  -60% IE—
Fluorouracil -19% .
Gemcitabine  -52% I
Methotrexate -40% |

) . Oxaliplatin I /24%
Source: Sample partner country procurement data from Sub-Saharan Africa (2016-2019), CHAI analysis,

CHAI market intelligence, CAP refers to Chemotherapy Access Partnership of 2017 Paclitaxel -49% I



Roadmap

1. How does CHAI accelerate access to innovative medicines in LMICs?

2. How have we approached addressing availability of oncology medicines with
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Experience to date suggests a few considerations specific to cancer immunotherapy access

1. Clinical benefit and cost-benefit evaluations are not sufficient for adoption. Decision-makers weigh
a number of factors in introducing new products and therapies. Perceived value may be different in the
health systems context where backbone therapies are currently out of reach.

2. Figure out the “how”. New product introduction is about an entire program package. Evidence
generation and research is critical to figure out how to deliver the program in resource-limited contexts.
Simplifying where possible and providing clear recommendations expands the ability to scale.

3. Think about the financial and the policy environment early. Financing systems, registration
pathways, procurement policies matter more than you expect, and can contribute to a healthy or
unhealthy market dynamic over time. From the meeting brief. Equity of access and optimization of
risk/benefit in LMIC should be the guiding principle for next steps.

4. Learn from areas of global health where the “impossible” has already been achieved.



Thank you

Emily Kobayashi, MPH
Director, Global Cancer

ekobayashi@clintonhealthaccess.org
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