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The Role of Contracts

in Addressing Key
Global Health Issues



The interconnectivity (or not)
of policies and contracts

Policymakers and organizations anticipate that their policies will be implemented—
but they don’t always think about how they’ll be implemented.

Those drafting agreements try to interpret policies through the provisions they draft
and negotiate, but leverage and practicalities impact the final contract.

The confidentiality obligations imposed on the maijority of agreements keep both
groups from viewing the range of options and the actual language used to impose
the enforceable obligations in a wide range of agreements.

« The terms used in policies and by academics often are different—or differently
defined—than terms used by lawyers and business people.

Without understanding BOTH the goals of policies AND the realities of contract
negotiations, it is difficult to achieve the intentions of the policy goals.

A contract must result in mutually agreed obligations that make
contractunderstandable, enforceable, and trackable.



The interconnectivity of
different types of agreements

. Confidentiality agreement

. Material transfer agreements

. Development agreements

. License agreements

. Manufacturing and supply agreements
. Technology Transfer agreements



Key issues addressed by contracts for
funding joint development agreements

Intellectual property ownership
o Background
o Foreground

Access — tech transfer, step-in and Trusted Partners
Liability and indemnification

Sustainability

Territory and vaccine nationalism

During and Post-pandemic changes

All terms are interrelated in an agreement (and negotiated as a whole)
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What is (and the goal
of) the MAPGuide’*

*Many thanks to the Wellcome Trust for recognizing and supporting our efforts!



What is the MAPGuide?

- An annotated index of actual and template contractual provisions from global
health alliance agreements.

- Real-world examples from public sector, industry, nonprofit, philanthropic, and
multilateral institutions.

- A user-friendly tool that allows practitioners and policy-makers to navigate
content easily.

- A robust and flexible online platform that will support expansion of both content
and functionality

- A way of looking across agreement provisions by stage of development, type of
product, type of organization and type of agreement

A potential research tool



What isn’t the MAPGuide?

A template for creating global health alliance contracts

An assessment of the quality of any of the agreements contained within the
agreements

A full educational tool that explains why some provisions are better for different
stages of development and different types of products (although they certainly
are and we hope it does illustrate this point)

Complete! We need many more agreements and provisions in order to better
illustrate the range of issues and the range of provisions which address those
issues.

Static or fixed in time. It is regularly updated.
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Example Issue Search:
Intellectual Property
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MAPGuide Home Br

By Agreement Features

Advanced Search

Master Alliance Provisions

Select Issue or Sub-issues

+ Access to medicines

+ Annexes

+ Business model

+ Consortium structure & management
+Information sharing & data safety

+IP ownership & licensing

All'IP ownership & licensing
v Access to results

Exceptions or limitations to the IP ownership rules
Exploitation of results
Ownership of background IP
Ownership of results
Protection of results
Sublicenses
Use of background IP

+ Liability
+ Open sciences & open data
+ Other

+ Term & termination
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Example issue: Results

+ CARB-X Research Subaward Agreement (for-profit) 2019

+ CEPI CfP3i Template Funding Agreement 2018

IP ownership & licensing_| Ownership of results
IP ownership & licensing_ | Protection of results

+ Funder Development Partnering Agreement 2018

MAPGuide Home Browse Provisions «
Agreement title Effective date
+ Aridis-PATH Vaccine Formulation Agreement 2007
+ AUTM Model Inter-Institutional Agreement 2015

All Agreements

Partner type

Biotechnology company
Product development
partnership

Academic institution

Funder
General Industry

Funder

Funder

Index

Technology

Vaccine

Device
Diagnostic
Drug
Vaccine

Device
Diagnostic
Drug
Vaccine

Vaccine

Device
Diagnostic
Drug
Vaccine

[ Feedback Survey ]

Learn More ~

Development stage

Early clinical (through Phase 2)

Discovery/Concept

Preclinical

Early clinical (through Phase 2)
Late clinical (Phase 3)
Commercialization

Field Testing

Preclinical
Early clinical (through Phase 2)

Preclinical
Early clinical (through Phase 2)

Discovery/Concept

Preclinical

Early clinical (through Phase 2)
Late clinical (Phase 3)

Commareializatinn
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Example issue: Provision
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MAPGuide Home

Context

Source:

Effective date:
Partner type:
Technology:

Development stage:

Agreement type:

Coalition for Epidemic
Preparedness Innovations

[ Feedback Survey ]

Browse Provisions = All Agreements Index Learn More ~

CEPI CfP31 Template Funding Agreement

IP ownership & licensing | Protection of results

Provision Language

§13 Intellectual Property

13.7 Protection for Project IP. Awardee has the right, but not the obligation, to seek protection, at its own
cost, for the discoveries, inventions, know-how, patents, trademarks and other forms of intellectual

property that arise under the Project (“Project IP").

Early clinical (through Phase 2)

13.2 Third Party Patents. The Parties will notify each other promptly regarding any third party intellectual

property they become aware of that raises concerns about Awardee’s ability to perform its obligations

Structural Questions

+ Who decides whether to prosecute the applicable

patents or maintain protection, or sue for

the consortium? Funder or grantee?

+ Who is responsible for the prosecution process to

under this Agreement or the potential use by CEPI of the Public Health License described in Clause 17. The

Parties will cooperate in good faith to resolve any such matters.

13.3 The Awardee will: (a) notify the JMAG as Project IP is created, discovered or made; any applications

for any rights to Project IP are submitted or are otherwise prosecuted; any application regarding the

infringement? Creator institution or Lead Member of registration of any Project IP is granted, including the granting of any patent or trade mark, as part of its

regular IPDP reports; and (b) ensure that it has enforceable policies or written agreements with all of its

employees, agents and subcontractors which assign to the Awardee ownership of all Project IP.

obtain a patent and the maintenance of patent right?

Is there any mechanism to keep other parties of the
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Example issue: Definitions

Context

Provision Language

Agreement type: Template

Structural Questi

* Who decides whether to prosecute
patents or maintain protection, or
infringement? Creator institution or

Source: Coalition for Eg=== s
Preparedness | . .
Effective dat 2018 Public Health License
Partner type: Funder A non-exclusive, fully paid-up, sublicensable and worldwide license under the
W o Project Results and Enabling Rights to develop, manufacture, market and/or supply
: 9 Early chnical (t the Product worldwide; in each case for use in preparation for or response to an

Outbreak or Increased Outbreak Preparation Need. For the purposes of this
definition, the term “Product” shall mean the [Vaccine] in any form or dosage of

pharmaceutical composition or preparation for use in humans.

Also see the definitions of “Humanitarian License.” “Outbreak,” and “Increased

Outbreak Preparation Need”

to seek protection, at its own
and other forms of intellectual

 regarding any third party intellectual
ability to perform its obligations
License described in Clause 17. The

the consortium? Funder or grantee?

* Who is responsible for the prosecution process to

or made; any applications
any application regarding the
patent or trade mark, as part of its

regular IPDP reports; and (b) ensure that it has enforceable policies or written agreements with all of its

employees, agents and subcontractors which assign to the Awardee ownership of all Project IP.
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Discussion points

How might the MAPGuide be a useful tool in analyzing COVID-19
related agreements?

What issues should we look to address through new agreement
provisions?

What are the best sources for additional agreements?

How can we use the MAPGuide to encourage discussion of the
language and provisions across stakeholders and to compare
policies to the resulting agreement language

. The two glossaries
Next steps and sustainability
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Needed: Feedback from youl!

Please review the MAPGuide

and fill out our user survey.

We want to make it responsive to
your needs.



Thank you!
Questions?

Julia Barnes-Weise, JD, CLP
jbw@ghiaa.org

www.ghiaa.org



http://www.ghiaa.org/
mailto:jbw@ghiaa.org

