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A co-creation project developing best practice recommmendations and a policy framework for funders and regulators,
alongside educational materials for researchers to improve sex and gender equity in biomedical research in the UK.
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THE CHALLENGE

Over the last decade, funding organisations and governmental agencies in the EU (Horizon Europe, the
European Commission, DFG), Canada (Canadian National Institutes of Health), and the USA (National
Institutes of Health), have introduced diversity policies that require researchers to consider the relevance of
sex and gender in their projects. By comparison, funding bodies and regulators in the UK still do not
adequately stipulate requirements around sex and gender at any stage of the biomedical research
pipeline.

The contribution of UK research to the growing body of evidence defining sex-specific disease presentation
and epidemiology is limited because the diversity of sex, gender and interactions with other characteristics
such as race, ethnicity, age and socio-economic status are not systematically investigated.

Sex is often controlled for within statistical models, or where stratification for
sex and gender is conducted it is often as an afterthought rather than pre-
specified as a key component of study design. The consequence is an
impoverished understanding of sex and gender differences in disease and
suboptimal diagnosis and treatment.

From our preliminary research conducted in 2020/21, we found that none of
the 17 largest UK medical research funders, or any of the UK’'s major
regulators, including the Medicines and Healthcare products Regulatory
Agency (MHRA) and the UK Health Research Authority (UKHRA), have
policies in place to ensure that sex and gender are considered and
addressed in funded research projects.

Our engagement with these funders and organisations revealed their
enthusiasm and support for engaging with the process of developing
guidance and best-practice recommendations for the UK context. Since
then, the MRC has announced that from September 2022 they “require both
sexes are used in the experimental design of grant applications involving
animals and human and animal tissues and cells, unless there is a strong
justification for not doing so”. The initiation of the MESSAGE project in
January 2023 therefore comes at a time when the momentum for change is
growing, and the clinical need is more urgent than ever.

Key funding stakeholders in the UK
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PROJECT AIMS

* To co-create and facilitate the implementation of a policy framework, best practice
recommendations and educational materials to facilitate integration of sex and gender in UK
health and medical research funding and regulation.

* To unite medical research funders and regulators around a core set of sex and gender principles
and priorities for individual organisations to apply flexibly to suit their institutional context.

* To collaborate with NHS England on their project to develop and implement data standards for
collecting sex and gender data.

* To share the methods, learning and insight of the co-creation process to provide a framework that
can be applied to address further diversity gaps in research in a sensitive and intersectional way.
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METHODS

Through policy framework co-creation with stakeholders, we will collaborate with funders,
government bodies and patient & public groups to produce and implement recommendations to
integrate sex and gender into the UK biomedical research landscape. By analysing other
international policies, educational outputs, and research review findings, in the context of our
discussions with stakeholder groups we will arrive at a UK-oriented framework of best practice which
can be used by funding bodies of all sizes.

By including experts and community champions focused on different aspects of diversity in the co-
creation process, we aspire to produce a robust framework that considers intersectional aspects of
diversity through the lens of sex and gender. Central to this process is listening to the expertise of
charitable and regulatory bodies and the public that funds them. We will invite contributions from
funders, patient & public groups and regulators, including those who are sceptical about EDI work
and those who feel underserved by it. The final products will reflect the consensus of values and
priorities which can be applied across the UK research landscape. We will utilise Knowledge to Action
(KTA) and i-Parihs models for turning evidence into research practice, which emphasise the role of
facilitators to ensure that a range of views are heard and included.

Finally, we will assist organisations to implement the recommendations and to monitor the effect of
these changes on the research community and their project outputs. A particular strength of the KTA
model is the regular reassessment of core knowledge to evaluate how it is being utilised, leading to
frequent adjustments in practice.
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