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1. LETTER FORM THE
CHAIRBOARD

Dear Delegates,

It 1s our great pleasure to welcome you to the upcoming conference! We are very
excited to have you join us and hope that the days ahead will be filled with
interesting discussions, new ideas and plenty of memorable moments.

For many of you, this may be your first conference, while others may already be
familiar with the experience. Regardless of how much experience you have, we
encourage everyone to come with an open mind, a willingness to participate, and a
positive attitude. These events are not only an opportunity to debate and develop
solutions, but also a chance to meet new people, learn from one another, and enjoy
being part of a larger community.

Throughout the conference, we hope to see you getting involved, sharing your
perspectives, listening to others, and making the most of every opportunity available
to you. Do not be afraid to speak up, ask questions, or step outside of your comfort
zone. Some of the best moments of a conference often come from ideas and
conversations that you did not expect.

At the same time, we hope that you remember that the conference is about more than

jJust formal discussions. Take the time to get to know the other participants, enjoy the

activities and make the most of the social side of the event. You will be surrounded
by people with different experiences, interests and perspectives, and we hope that
some of these connections will stay with you long after the conference ends.

Most importantly, remember to enjoy yourselves. There 1s no need to be perfect and
there 1s no expectation that everyone will know everything from the start. Be
curious, be respectful, be willing to participate, and most of all, have fun. We hope
you leave the conference with new knowledge, greater confidence, plenty of good
memories, and, hopefully, a few new friends along the way.

We are very much looking forward to meeting all of you and seeing everything you
bring to the conference. Until then, enjoy your preparations and get ready for what
we hope will be an amazing few days!

Good luck, and see you soon!

Your Chairs




2. INTRODUCTION TO THE
COMMITTEE

UN Women 1s the United Nations organisation that advocates for women’s rights,
gender equality, and the empowerment of women and girls. UN women was
established in July 2010 by the UN General Assembly through merging together
previous separate parts dedicated to gender equality. Today, UN Women works with
governments, civil society, feminist movements and other partners to turn equality
promises into action.

UN Women is an international forum to discuss equitably operating laws,
institutions, public services and society. UN Women works in areas such as
leadership, economic empowerment, freedom from violence, peace and security,
humanitarian action, the implementation of international commitments to gender
equality and, of course, women’s health.

UN Women also supports the Commission on the Status of Women and assists
governments in implementing international standards such as the Convention on the
Elimination of All Forms of Discrimination against Women (CEDAW) and the
Beijing Platform for Action. It plays a central role in laying the foundations for
norms, leading UN system work on gender equality, enabling policy and
accountability.

For this topic, the committee can examine medical research as part of a larger

equality question: whose experiences are counted when scientific evidence is
produced, whose risks are measured, and whose needs are prioritized in health
services? We do not intend to replace scientists or research ethics committees, but to
explore the issue from a gender equality and human-rights perspective, and to
advocate for collaboration that will improve health outcomes for all.




3. INTRODUCTION TO THE
TOPIC

The topic “Addressing Systemic Gender Bias in Global Medical Research, Clinical
Trials and Therapeutic Safety” concerns the entire chain by which medical
knowledge 1s produced and converted into treatment. Systemic gender bias is
broader than individual prejudice. It can arise from funding priorities, research
questions, laboratory models, eligibility criteria, recruitment practices, informed-
consent structures, statistical power, publication incentives, regulatory requirements,
diagnostic assumptions, clinical guidelines and post-marketing surveillance.

The central problem

Historically, many biomedical research systems used the male body as a practical or
implicit reference model. Some of the reasons were methodological convenience,
concern about pregnancy-related risk, beliefs about hormonal variability, and the
assumption that findings in men could be generalized to women. WHO notes that
these historical patterns have limited understanding of how diseases present in
women and how treatments work for them.

Modern evidence shows why that assumption can be scientifically unsafe.
Biological sex can affect pharmacokinetics, pharmacodynamics, immune responses,
disease mechanisms and adverse drug reactions. Socially patterned gender exposures
can also alter disease risk, help-seeking, treatment adherence, occupational
exposures and access to care. NIH therefore expects sex to be considered as a

biological variable in NIH-funded vertebrate animal and human research, including

study design, analysis and reporting.

Inclusion is necessary but not sufficient

One of the most important distinctions for delegates is between representation and
meaningful inclusion. A trial can include 50% women and still fail to fairly account
for sex and gender, if outcomes are never analyzed by sex, if adverse events are not
reported by sex, or if recruitment excludes important subgroups such as pregnant
participants, older women, women with disabilities or women from underserved
communities. Conversely, a trial studying a sex-specific condition should not be
forced into an artificial 50/50 structure. The relevant benchmark 1s scientifically
justified representation and valid analysis.




The pregnancy paradox

Pregnancy illustrates the ethical tension. Historically, pregnant and breastfeeding
women were often excluded from trials to avoid fetal risk. Yet medicines are still
used during pregnancy, sometimes without robust trial data. WHO reported in 2025
that exclusion of pregnant and breastfeeding women has created substantial evidence
gaps about medicine and vaccine safety and efficacy during these periods. A more
modern approach is to design ethically appropriate research that can answer
pregnancy-specific questions when there is clinical equipoise and a clear potential
benefit to women and infants is assesed.

The safety consequence

If a sex-related difference exists but is not measured, it cannot inform labeling,
dosing, pharmacovigilance or clinical guidelines. The FDA’s current regulatory work
explicitly encourages increased enrollment of female participants, sex-specific
analyses and the inclusion of sex-specific information in regulatory submissions.
One well-known example 1s zolpidem: FDA review materials note that women clear
zolpidem more slowly than men and have higher blood concentration after the same
dose, contributing to a lower recommended starting dose for adult women.

The international evidence is therefore mixed: women’s representation has improved
substantially in many modern trials, but parity does not automatically mean
scientific equity. For example, a 2022 U.S. analysis of 1,433 trials found an average
of 41.2% female participation and persistent underrepresentation relative to disease
prevalence 1 cardiovascular, psychiatric and cancer trials. A 2025 psychiatric-trial
study found substantial underrepresentation of women in schizophrenia, opioid-use-
disorder and PTSD trials despite disease burdens that are high among women.

4.KEY CONCEPTS

Systemic Bias
A pattern built into rules, institutions, incentives or common research practices that
repeatedly disadvantages or overlooks a group, even without deliberate
discrimination.

Sex

Biological characteristics relevant to health and disease, including chromosomes,

reproductive anatomy, hormones and physiology. In research, sex should be defined
and measured clearly rather than treated as a vague label.




Gender

Social roles, expectations, identities and relationships that can shape health
behaviours, exposure to risk, access to care and interactions with healthcare systems.
Sex-and-Gender Analysis

A research approach that asks whether sex or gender could influence a research
question, the study population, outcomes, treatment response or implementation of
findings.

Clinical Trial
A research study in human participants designed to evaluate an intervention such as
a medicine, vaccine, medical device, diagnostic method or treatment strategy.

Preclinical Research

Laboratory and animal research that occurs before or alongside human trials. Bias
can begin here if research models do not reflect the biological diversity relevant to
later patients.

Phase I

Early human research primarily focused on safety, tolerability and pharmacokinetics.

Sex differences can matter because metabolism and drug exposure may differ
between participants.

Phase 11
Research that examines preliminary effectiveness, dose and short-term safety in
people with the condition of interest.

Phase 111
Larger studies used to establish effectiveness and monitor safety across broader
patient populations before or around regulatory approval.

Post-Market Surveillance
The collection and analysis of safety and effectiveness information after a medicine
or device 1s available to the public.




Adverse Drug Reaction
A harmful or unintended response to a medicine at normal doses. Sex-based
differences in metabolism or exposure can contribute to different risks.

Underrepresentation
A situation 1 which a group is included at levels that are too low to reflect the
population affected by the condition or to produce useful subgroup information.

Pregnancy Exclusion

The practice of excluding pregnant participants from research. It can protect against
unknown fetal risks, but excessive exclusion can also create evidence gaps for
medicines that pregnant patients may need.

Reproductive-Age Exclusion

Excluding women who could become pregnant from research, sometimes because
investigators want to avoid pregnancy-related complications or follow-up
requirements.

Sex-Disaggregated Data
Data reported separately by sex when appropriate so that researchers can see
whether outcomes, harms or other measures differ.

Therapeutic Safety
The degree to which a treatment’s expected benefits outweigh its risks for the people
who receive it, including different patient populations and life stages.

Evidence Gap
An important clinical question for which available research is insufficient,

inconsistent or not representative of the people affected.

Intersectionality

The idea that gender can interact with other characteristics such as age, race or
ethnicity, disability, income, geography or migration status to affect research
participation and health outcomes.




Informed Consent
A process in which participants receive understandable information about a study,
including risks and benefits, before deciding freely whether to participate.

Research Equity
The principle that the benefits and burdens of research should be distributed fairly
and that evidence should be useful to the populations affected by the health problem.

The evidence pathway continues after a medicine 1s approved. Pharmacovigilance
systems can reveal adverse effects that were too rare to identify in pre-approval
trials. If safety reports are not analysed by sex or if clinicians are not informed about
meaningful differences in risk, the research gap can persist into everyday treatment.
Therapeutic safety therefore requires continuous learning rather than a one-time

approval decision.

5. CASE STUDIES

Algeria

Algeria has a mixed public-private health system and a research environment that is
increasingly producing sex-specific evidence. For gender equality discussions, an
important point is that women are not simply a “missing” group in Algerian
research: there are substantial studies focused on women’s health, but the breadth of
evidence varies by disease and by region.

A useful national example 1s the 2016-2017 Algerian non-communicable disease
risk-factor survey. A sex-specific analysis found metabolic syndrome in 39.1% of
women compared with 29.1% of men in the study population. The pattern of risk
factors also differed by sex, with abdominal obesity, low HDL cholesterol and high
blood pressure particularly important among women. Such findings demonstrate
why national datasets should be analysed by sex rather than relying only on overall
averages.

Algerian research has also investigated breast cancer knowledge and screening
behaviour among women, showing gaps in understanding of risk factors and
screening practices. Recent research on polycystic ovary syndrome in western
























































































