Opportunities to Advance Women’s Health Innovation
Grand Challenges

Request for Proposals

Background

The conventional understanding of women’s health - which mainly centers on reproductive and
maternal health - must be redefined: the health of women includes the overall health and well-
being of women’s bodies and minds across their life course, as well as the consideration of sex
and gender in all aspects of disease and treatment. When using the term women in the context
of ‘women’s health’ we are also inclusive of both sex as a biological variable and gender as a
social variable across the life course (including girls and adolescents) and people assigned female
at birth, transgender women, transgender men, and non-binary people.

Tailoring prevention, screening, diagnostics, and treatments for diseases and conditions to
account for sex and gender differences, as well as for women’s context and environment, is crucial
to support their health and well-being. By addressing intersectional and underlying social and
structural factors, we can empower women to make informed decisions, pursue their ambitions,
and live healthier lives. When women globally have access to appropriate, high-quality care, they
can plan their families, increase their households’ resilience to shocks, and advance their
education. As women frequently serve as family caregivers, healthy mothers contribute to
healthier households with better nutrition, improved child development and education, and higher
household earnings. Healthy women transform societies.

Women’s health is currently an underserved area for innovation, facing disproportionately low
R&D funding relative to its burden. As recently as 2020, the Bill & Melinda Gates Foundation
(BMGF) and the U.S. National Institutes of Health (NIH) represented nearly 60% of funding for
sexual and reproductive health R&D." While stakeholders are beginning to address innovation
gaps in women’s health, no coordinated agenda across sectors with a global focus exists to align
their efforts. The result is less innovation in the women’s health space and limited data to support
business cases for new products.

To address this need, the Bill & Melinda Gates Foundation and the U.S. National Institutes of
Health initiated an inclusive, consultative, cross-sector effort to generate a Women’s Health
Innovation Opportunity Map 2023 as a collaborative framework to advance women’s health
innovation. The Opportunity Map was created by the Innovation Equity Forum (IEF) - a group
of 250 stakeholders in women’s health from across sectors and over 50 countries. The aim of the
IEF was to bring a broad range of multidisciplinary expertise from various levels and sectors of
the biomedical enterprise to provide diverse viewpoints in order to develop an inclusive, globally-
focused, and widely accepted Opportunity Map of topics in women’s health R&D.

! The NIH and the Bill & Melinda Gates Foundation contributed a total of $1.13B, out of $2.1B in funding for sexual
and reproductive health from 2018-2021 (Policy Cures Research). At the time of this RFP, there is no
comprehensive figure estimating total funding across all of women’s health.



The Opportunity Map has three main components. First, it establishes broad topics of women’s
health R&D with unique challenges, needs, and goals. Topics fall into two categories -

e Cross-cutting topics include data and modeling, research design and methodologies,
regulatory and science policy, innovation introduction, social and structural determinants,
and training and careers.

o Issue-specific topics include communicable diseases, non-communicable diseases
and chronic conditions, and female-specific conditions.

Second, each topic identifies leading opportunities based on their potential for impact, readiness
to scale, innovation feasibility, focus on women’s unmet health needs, and ability to improve
health equity. Finally, example specific solution strategies articulate actionable ways to realize
each opportunity and create impact within the next 15 years. The full Opportunity Map can be
found here.

The Challenge

The Women’s Health Innovation team at the Bill & Melinda Gates Foundation is looking for
innovations and ideas that address opportunities outlined in the Opportunity Map. While not all
opportunities in the Opportunity Map are in scope for this RFP (see list below and Table 1), we
are looking to fund proposals that address a wide range of issues.

The ultimate goal of this RFP is to kickstart work to address gaps in women’s health R&D. The
overall objectives are to:

¢ Advance bold ideas that address opportunities in the Opportunity Map

e Enhance overall funding and resources for women’s health R&D

o Demonstrate effectiveness of investments in women’s health R&D

What We Are Looking For:
We are looking for proposals that address opportunities for the following topic areas in the
Opportunity Map:

1. Data and modeling — Collecting more granular data, strengthening capacity for sex-
and gender-informed data collection, and filling critical data gaps.

2. Research design and methodologies — Advancing sex- and gender-intentional
research design, methods, and analysis.

3. Regulatory and science policy — Implementing sex- and gender-intentional
regulatory and science policy frameworks that promote the development of innovations
that improve the health of women.

4. Innovation Introduction — Strengthening the innovation ecosystem and pathways for
women’s health solutions to scale.

5. Social and structural determinants — Including social determinants of health in R&D
in women’s health research agendas to develop more equitable and appropriate
women’s health products.

6. Training and careers — Embedding a sex and gender lens throughout education and
supporting women’s career advancement to develop a workforce able to drive
innovation in women’s health.

7. Communicable diseases — Evaluating the burden of infectious diseases and their
direct and indirect costs, exploring associations between microbes and chronic


https://bit.ly/3PEcL20

conditions, and developing innovations for infections that disproportionately impact
women and that can benefit pregnant women.

8. Female-specific conditions — Researching the etiology and progression of
gynecological, reproductive, maternal, and life stage conditions, supporting new
methods for data collection and sharing, and developing innovations to prevent,
diagnose, monitor and treat female-specific conditions.

Please note: The Non-communicable Diseases and Partnership topic areas of the Opportunity
Map are not in scope for this RFP. Additionally, not all opportunities within each topic area listed
above are in-scope for this RFP. Please refer to Table 1 for details on which specific opportunities
will be accepted for this RFP.

Proposals that address a given in-scope opportunity do not have to adhere to specific solution
strategies outlined in the Opportunity Map but can take inspiration from the examples listed in
the Opportunity Map.

Eligibility

This initiative is open to nonprofit organizations, for-profit companies, international organizations,
government agencies and academic institutions. We particularly encourage applications involving
projects led by women or from women-led organizations and applications from institutions based
in low- and middle-income countries. Proposals should be aligned to local public health systems.
Additionally, collaborations are highly encouraged.

We will not consider funding for:

e Proposals not related to improving women’s health

e Proposals that do not consider health conditions based on gender differences

e Proposals that do not have a clear link to at least one opportunity outlined in the

Opportunity Map, even if the proposal still applies to a specific topic area.

e Proposals related to the two out-of-scope topic areas of the Opportunity Map for this RFP:
o Non-Communicable Diseases
o Partnerships

o Specific opportunities not explicitly included in Table 1

e Proposals that only address needs for high-income countries

e Proposals that focus on lobbying efforts

¢ Proposals that are not easily scalable or not aligned to local needs for uptake

Award

The funding level for each award is a total of up to USD $150,000 for a project lasting up to
2 years, based on the scope of the proposed project. We intend to fund up to 3 proposals for
each of the 8 in-scope Opportunity Areas listed above and in Table 1. The proposed budget
must realistically reflect the technical work and project deliverables within a time frame of up to
2 years; in some cases, a smaller budget and/or shorter grant period may be justified. Budgets
and scope may be negotiated with applicants as part of the review process to ensure the
foundation’s ability to fund a robust and balanced portfolio with good geographic scope with the
existing available budget.



Table 1 — In-Scope Topic Areas and Opportunities

Topic area Opportunity

A. Collect, harmonize, utilize, and report granular data (qualitative and quantitative) for health elements and determinants to inform
prioritization, develop models, and innovate products for women’s health across the life course.

B. Support capacity to collect, harmonize, utilize, and report granular data (qualitative and quantitative) for health elements and
determinants to inform prioritization, develop models, and develop products for women’s health across the life course.

1. Dat d . . "
mi)daei:ir;g C. Update and expand burden of disease metrics to better account for sex and gender-related conditions, long-term sequelae, and
socio-cultural gender biases (including input data gaps, disability weighting, and duration assumptions).

D. Identify and fill data gaps related to calculating return on investment (ROI) in women’s health R&D, including economic models and
ROI for disease-specific areas.

E. Develop approaches for incorporating qualitative information and proxy indicators into models, including unstructured narrative
data.

A. Advance sex- and gender-intentional research design and analysis during all stages of research (including preclinical and clinical)
to generate endpoints, outcome measures, and evidence relevant for women across the life course, and to evaluate heterogeneity
of treatment effects by sex and gender.

B. Promote knowledge- and resource-sharing on the preclinical and clinical research landscape in LMICs and other under-resourced

2. Research settings to strengthen research activities and promote collaborations that advance women's health.
design and

methodologies C. Strengthen the use of computational and bioinformatics modeling (reducing the use of animal models) and machine and deep
learning approaches to better understand the biological basis of diseases affecting women and inform product development, risk
identification, and treatment approaches—including by leveraging existing datasets and unbiased common data elements.

D. Support in vitro translational model development—such as organoids and 'organ on a chip' systems—to ensure more extensive
clinical and translational characterization of diseases, conditions, and differences by sex and gender.

A. Ensure the implementation of sex- and gender-intentional science policy frameworks that cover all aspects of the R&D lifecycle for
medical products and healthcare innovations—including ethical, legal, and societal implications—with harmonization and
collaboration mechanisms to accelerate their development.

B. Require legal and/or regulatory frameworks covering all aspects of the R&D lifecycle for medical products and healthcare
innovations to systematically apply sex- and gender-intentional approaches and evidence at all stages of development to drive
sex- and gender-specific interventions (e.g., ensuring clinical studies capture relevant differences in disease trajectory and

3. Regulato
ang scieane outcomes across sex and gender, including novel endpoints).
policy C. Require reporting and timely updates of sex- and gender-specific outcomes in healthcare product labeling and package inserts.

D. Advance data harmonization and standardization efforts to drive sex-, gender-, and age-disaggregated post-market surveillance
with common indicators specific to women’s health.

E. Assess and implement regulatory and policy incentives that will promote investment and address barriers and disincentives, to
accelerate the pace and volume of development, de-risk R&D in women’s health, ease market authorization, and improve access
to innovations that improve women's health.




Topic area Opportunity

A. Create robust and ongoing data repositories to catalyze women'’s health product development and accelerate the successful
introduction of these products into new markets.
B. Establish centralized innovation hubs specifically focused on the design and commercialization of solutions for women’s health
4. Innovation and well-being.
introduction | C. Improve pathways to market for women’s health solutions by accelerating commercialization, regulatory review, reimbursement,
and access.
D. Create new pathways to fund innovation
E. Support market shaping approaches that enable suppliers to develop innovations accessible in LMIC settings by incentivizing
payors and market entry and addressing demand and scale issues.
A. Ensure that women's needs and voices guide national and global research agendas through broad representation and reflection of
different communities.
B. Conduct a global review of social determinants of health interventions with an emphasis on those that focus on vulnerable
populations of women; based on review, develop equitable standards for inclusion of social determinants of health considerations
5. Social and for women's health research.
structural C. Research the intersectional impacts of gender roles, power dynamics, and economic agency (e.g., decision-making, unpaid work)
determinants on women's health.
D. Increase representation of women, SGM, and other marginalized populations in the review of research grants in women's health
R&D.
Research traditional and cultural practices that promote women's health outcomes and well-being.
A. Create and implement resources for educating the current and future research and healthcare workforce on women’s health and
sex and gender influences on health.
B. Advocate among educational policymakers and institutional decision-makers for the integration of women’s health and sex and
gender considerations into education and training.
6. Trainingand | ¢ |hyestigate barriers and enablers for the participation, progression, and leadership of women in R&D, entrepreneurship, and
Rl healthcare careers, and use successful practices to create reference tools.
D. Establish safeguards for women'’s rights within countries globally to receive STEMM education and pursue STEMM, R&D, and
entrepreneurship careers and leadership positions.
E. Enhance men’s allyship to activate opportunities for women to pursue STEMM, R&D, and entrepreneurship careers and
leadership positions




Topic area Opportunity

A. Assess the burden of disease and costs resulting from infections that affect women disproportionately or differently, including
reproductive tract infections, infections in pregnancy, and pathogens with outbreak potential.

B. Stimulate R&D to explore associations between microbes and conditions that primarily or disproportionately affect women.

7. Communicable , L . . . . . .
diseases C. Develop and evaluate vaccines and other prevention interventions for infections that disproportionately impact women and

evaluate maternal immunization to protect the mother-infant dyad.

D. Develop improved diagnostic tests for STIs and other reproductive tract infections, including affordable point-of-care and self-
testing products.

Expand therapeutic options for infections in women, including during pregnancy and breastfeeding.

A. Investigate the biological and external mechanisms of female gynecological health conditions and develop tools and therapies
for prevention, diagnosis, treatment, and non-invasive monitoring of conditions, including normal menstruation and disorders
such as polycystic ovarian syndrome, endometriosis, adenomyosis, and fibroids.

B. Stimulate R&D on the role of the vaginal microbiome in health and illness and develop interventions to address vaginal
dysbiosis and foster a low-risk vaginal microbiome.

C. Increase research on prenatal, intrapartum, and postpartum conditions and risk factors associated with adverse maternal
health outcomes to enable the development of diagnostics, treatments, and prevention, including artificial intelligence/machine
learning tools.

Please note - special consideration will be given to proposals that link to the WHO PPH Roadmap:
https://cdn.who.int/media/docs/default-source/reproductive-health/maternal-health/pph-roadmap.pdf?sfvrsn=db36b511 3

8. Female-specific | A. Investigate evidence gaps in understanding the role of micronutrients, including iron and folic acid, and their formulation for
conditions improving maternal outcomes.

B. Create and support biobanks with diverse, linked milk and blood samples that can be accessed for research, including
assessing the safety of prescription and over-the-counter medication use during pregnancy and breastfeeding.

C. Develop improved, accessible contraceptive technology with fewer side effects and more prolonged efficacy.

D. Understand how policies that influence reproductive care impact women's health to support the development of new modalities
for the full range of reproductive care.

E. Develop self-administered solutions and/or new biomaterials (such as mesh products, stem cells) to support safe and effective
treatment options for gyn conditions.

Please note - this is a narrower opportunity than listed in the Opportunity Map
Please note: Partnerships and Non-Communicable Disease Topic Areas are not in scope for this RFP; Female-Specific Conditions - Opportunities 8 and 10 in the
Opportunity Map are not in scope for this RFP



https://cdn.who.int/media/docs/default-source/reproductive-health/maternal-health/pph-roadmap.pdf?sfvrsn=db36b511_3
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