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What is equitable access? vV @

Ensuring that appropriate medical
products are sustainably available and
affordable to all populations in need,
when they are needed

GHIAA. What Does Equitable Access Mean? Accessed Mar 4, 2026.



https://ghiaa.org/mapguide-home/mapguide-commentaries/what-is-equitable-access/
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5 As of access to health technologies v @

Affordability Availability

Sustainable pricing that meets Sufficient, sustainable,
economic capacities in all countries % and timely supply

Accessibility Acceptability

Equitable delivery approaches
that work for all who could benefit

Policymakers, end-users, and
health system requirements
and concerns are met

Appropriateness

Suitable for the specific needs and
circumstances of a population
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Community and ci

il society organizations: advocate/articulate demand for vaccines, participate in acceptability

studies, inform vaccine parameters and aspects of clinical trial design and implementation/operational research

Country (NITAG) andfor reglonal (RITAG) policy-makers® and national TB programme interpret
global policy in relation to the regional context to Infarm local policy and introduction decisions

e gy Opportunities to influence access

determine whether or not to
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effectiveness or pharmacovigilance studies
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healthcare workers, develop
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assess the acceptability and feasibility of vaccine strategy and deliver the
delivery In pre-introduction research vaccine through the

Immunization programmes

PHC implementation partners (.5 WHO,
LINICEF, Gawi Alliance expanded partners
including partners warking in humanitarian
settings, local and civil society organizations) to
supportvaccing introduction and
implementation with a particular focus on
equity and vulnerable populations

Giersing B. (2024). Preparing for implementing and ensuring public health impact: leveraging
the TB Vaccine Accelerator. 7th Global Forum on TB Vaccines.



https://tbvaccinesforum.org/wp-content/uploads/7GF_Plenary-1_Giersing.pdf
https://tbvaccinesforum.org/wp-content/uploads/7GF_Plenary-1_Giersing.pdf
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Levers of influence Vv @

Institutional access

policies and
strategies e
- E
000
Best practices, National and Governance and
norms, & standards international laws & leadership
regulations

Collaboration and coordination at the national,

regional and global levels is critical
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Access provisions and conditionalities \f/ @

The Equitable Access Pyramid
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GHIAA. The Equitable Access Pyramid. Accessed Mar 4, 2026. fﬁﬁ:ﬁﬁf&?&iﬁiﬁiﬁ%ﬁfﬂ



https://ghiaa.org/mapguide-home/mapguide-commentaries/equitable-access-pyramid/

Understanding the
access context

O Self-procuring

* Hosting most Phase 3 trial sites

+ Potential early adopter

« Potential for local manufacturing

« Potential to generate early effectiveness data

* NRA of maturity level 3 or above facilitates
pre-qualification (PQ)

@ Gavi eligible (54 countries)

» Potential for regional manufacturing

« Introduction may be delayed if global processes
are not aligned and/or if insufficient supply

* NRA below level 3; look to WHO PQ to support
regulatory approval

Giersing B. (2024). Preparing for implementing and ensuring public health impact: leveraging
the TB Vaccine Accelerator. 7t Global Forum on TB Vaccines.
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Key differences

Priority populations
E.g., people living with HIV vs people deprived of liberty

Strength of health systems

l.e., TB and immunization programmes

Financing availability
l.e., budgets and willingness-to-pay

Vaccine preferences at national and end-user level
E.g., local manufacturing; number of doses)

Regulatory and policy pathways
l.e., NRA maturity



https://tbvaccinesforum.org/wp-content/uploads/7GF_Plenary-1_Giersing.pdf
https://tbvaccinesforum.org/wp-content/uploads/7GF_Plenary-1_Giersing.pdf
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(Un)equal access to health technologies \f/ ©

Major barriers

Manufacturing, technology transfer,

& intellectual property (IP) Financing & pricing

_—

[e]

« IP protection hinders equitable transfer * High prices limit purchasing

of necessary technology and know-how

» Insufficient funding for manufacturing,
procurement, and delivery

« Insufficient manufacturing capacities

Health system readiness
o , Regulatory & legal
« Challenges in integrating adolescent and

adult immunization in existing services * Complexand inconsistent requirements

between countries, with many lacking

* Inappropriate strategies to reach target legal frameworks to mitigate IP barriers

populations

Phelan et al. (2020). Legal agreements: barriers and enablers to global equitable COVID-19 vaccine access. Lancet. °



https://pmc.ncbi.nlm.nih.gov/articles/PMC7832682/
https://pmc.ncbi.nlm.nih.gov/articles/PMC7832682/
https://pmc.ncbi.nlm.nih.gov/articles/PMC7832682/

(Un)equal access to health technologies

Bedaquiline: key treatment for multidrug-resistant TB (MDR-TB)

2012-2013: US FDA conditional approval; WHO recommendation

2023: )&J is denied a patent extension in India and South African
Competition Commission investigation launched

» Manufacturing: from ~$45 to $8-18/treatment Appeal led by MSF and Nandita Venkatesan
- 134 LMICs without secondary patents and Phumeza Tisile, two TB survivors and

activitists from India and South Africa
« $63/adult treatment as of Sep 2025

Lenacapavir: Twice-yearly injectable HIV pre-exposure prophylaxis (PrEP)

2024: Gilead signs royalty-free voluntary licensing @UNAIDS <
agreement with 6 generic manufacturers PRESS STATEMENT

UNAIDS response to Gilead's
2025: US FDA, EMA, and SAPHR approval; WHO PQ announcement on signing voluntary

licensing agreements on lenacapavir with
' ' six generic manufacturers
» Generic price of $40/year

X : . GENEVA, 2 October 2024—Responding to today’s
- ~120 (primarlly) LMICs with 18 prlorlty countries announcement by Gilead on lenacapavir, UNAIDS Executive

. . . - - Director Winnie Byanyima said:
» 26 countries with high incidence excluded

Médecins Sans Frontiéres. (2024). MSF welcomes Indian rejection of J&| patent application for pediatric TB drug. | Salud Por Derecho. (Sep 25, 2025). The New Agreement on Generic Lenacapavir Still Fails to Guarantee Global Access.



https://www.doctorswithoutborders.org/latest/msf-welcomes-indian-rejection-jj-patent-application-pediatric-tb-drug
https://saludporderecho.org/en/the-new-agreement-on-generic-lenacapavir-still-does-not-guarantee-global-access/

What about TB vaccines?

Guidelines and roadmaps

WHO Preferred Product Characteristics
for New Tuberculosis Vaccines

Preferred Product Characteristics
for New TB Vaccines
WHO (2018)

Stop TB Partnership Working Group on New TB Vaccines. About New TB Vaccines | Advocacy, Policy, Funding Resources. Accessed May 24, 2025.

WHO Evidence
Considerations
for Vaccine Policy
Development

Global roadmap for b g % 5. 1| forTuberculosis
research and development o | 7
of tuberculosis vaccines

Vaccines Intended
for Adults and
Adolescents

World Health
Organization

Global roadmap for Evidence Considerations for
R&D of TB vaccines Vaccine Policy (ECVP) framework
EDCTP & AIGHD (2021) WHO (2022)



https://www.who.int/publications/m/item/who-evidence-considerations-for-vaccine-policy-development-(ecvp)
https://www.who.int/publications/m/item/who-evidence-considerations-for-vaccine-policy-development-(ecvp)
https://www.edctp.org/news/edctp-and-aighd-launched-a-global-roadmap-for-tuberculosis-vaccine-development/
https://www.edctp.org/news/edctp-and-aighd-launched-a-global-roadmap-for-tuberculosis-vaccine-development/
https://www.who.int/publications-detail-redirect/WHO-IVB-18.06
https://www.who.int/publications-detail-redirect/WHO-IVB-18.06
https://newtbvaccines.org/about-new-tb-vaccines/
https://newtbvaccines.org/advocacy-policy-funding-resources/

Community demands vV @

pr——— Popular education (learning from HIV) Communlty Declaration
TB Vaccine Advocacy And (’ 7THGLOBAL FORUM | 810 october 2024
ACCEP;G;::;;;{;:;Z#&I:G: @ on TB VACCINES Rio de Janeiro, Brazil
P G OR S SERE Funding and resources for advocacy Driving innovation from discovery to access

_VACCINES

‘ @ Cross-sector partnership development Overcome chronic
[@ underfunding and speed up

development and access

Ehlwoza. TB Vaccine Advocacy and

Acceptance In South Africa: A Scoping
Study. Jun 2024.

@ Generate, consolidate, & synthesize evidence
Listen to communities, address

What Could Go Right their concerns and needs, build
Vital Part-n-ershlps wath ) . .

Communities and Civl Society public trust and ownership, and
guarantee fair access

for New Tuberculosis Vaccines

Investments before licensure to support

community and civil society engagement

k "‘ / to ensure the right to new TB vaccines 8th Global Forum on TB Vaccines. Community Declaration. Oct 2024.
o' /

O ’'s
'@:‘,“4“ . v \ook -
@;“\“ “ TAG. What Could Go Right? Vital Partnerships with Communities
’% :‘\‘{ TAG and Civil Society for New Tuberculosis Vaccines. Jan 2026.
R\ =



https://tbvaccinesforum.org/rio-de-janeiro/7gf-official-community-declaration/
https://ehwoza.com/tb-scoping-study
https://ehwoza.com/tb-scoping-study
https://ehwoza.com/tb-scoping-study
https://www.treatmentactiongroup.org/publication/what-could-go-right-vital-partnerships-for-new-tuberculosis-vaccines/
https://www.treatmentactiongroup.org/publication/what-could-go-right-vital-partnerships-for-new-tuberculosis-vaccines/
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Advocacy opportunities vV ©

National and global engagement
* Leverage momentum around the Accelerator Council

» Bilateral advocacy to member states

Communities & civil society
» Push for resources to engage civil society

+ Demand and take part in literacy efforts

Define our access ‘green lines’

« What principles, features, elements would make the
instrument produce equitable, fair outcomes?
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