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Executive Summary

Sexual orientation and gender identity (SOGI) data are not routinely collected in clinical research. This is more
than an absent demographic field. It limits what trials can detect about safety and efficacy, what regulatory
submissions can characterize, and what real-world practice can be informed by.

Demographic capture has long shaped clinical science. Age, sex, race, and ethnicity all gave researchers tools
to detect differences that mattered for safety, dosing, and treatment response. SOGI sits in that same lineage,
but with a measurement gap that has persisted across most therapeutic areas. Trials are still designed using
protocol language, eligibility criteria, and case report forms built around an assumption of binary sex. The
populations affected are not small. Recent surveys put sexual and gender minorities (SGM) identification in U.S.
adults at 9% to 9.3%, with rates above 20% among adults under 30.172 Internationally, identification reaches
17% among Generation Z across 26 countries, the highest of any generation, with 11% among millennials.24

Major pharmaceutical companies have established precedent. Bristol Myers Squibb began voluntary SOGI data
collection in U.S. adult clinical trials in 2020. Genentech published peer-reviewed feasibility data on SOGI
capture across clinical research and patient assistance program settings. GSK requires representation plans
across all Phase 3 trials, with enroliment thresholds set against ethnicity, sex/gender, race, and age tied to
disease epidemiology (SOGiI is not yet part of those published criteria). Johnson & Johnson's LIBERTAS
prostate cancer study used degendered, transgender-inclusive eligibility criteria. The Clinical Data Interchange
Standards Consortium (CDISC) has published SOGI data standards.3~7

Across five disease areas where SGM populations face elevated or proportional disease burden, infectious
diseases, mental health, hypertension, autoimmune disorders, and type 2 diabetes, treatment cost burden
attributable to SGM populations is significant globally, in the multi-trillion-dollar range across these areas
combined (see Methodology, Appendix A). The figure reflects treatment cost in populations whose data is largely
absent from trial datasets generating treatment evidence, not market opportunity or revenue projection. Its
scientific significance lies in the asymmetry: trials generating the evidence base for these therapeutic areas
collect no systematic SOGI data, foreclosing safety subgroup analysis, hormone therapy drug-drug interaction
assessment, and regulatory submission completeness.

Regulatory framing is shifting in real time. The FDA Diversity Action Plan draft guidance, originally issued April
2022 and updated in June 2024 under the statutory authority of the Food and Drug Omnibus Reform Act
(FDORA, 2022), was withdrawn in January 2025 and restored to the FDA website in February 2025 by court
order. The restored page carries an administrative disclaimer indicating the page is restored per court order and
that the current administration rejects content related to gender identity. The FDORA statutory deadline for
finalizing the guidance, June 26, 2025, was missed. The HHS Secretary committed during January 2025
confirmation testimony to finalize the guidance, though no timeline has been published. The underlying FDORA
statutory requirements remain in force.8~1° Outside the U.S., the Declaration of Helsinki, ICH E6 (Good Clinical
Practice), the European Medicines Agency, and the U.K. Health Research Authority continue to require accurate
study population characterization. Pharmaceutical companies operating across jurisdictions face an alignment
problem that does not wait on a single regulator's posture.

This document gives clinical research and healthcare professionals at pharmaceutical companies the
consolidated case for SOGI data collection. Implementation specifications are set out in SGMA-STD-001 (SOGI
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Protocol Implementation Standards) and the controlled vocabulary in SGMA-STD-002 (Population Classification

Standard).

Note on the Evidence Base

SGMA publishes this document drawing on peer-reviewed literature, regulatory guidance, and industry-
documented practice. Where evidence is limited, that limitation reflects the underlying data gap this document
addresses. Building the rigorous SOGI evidence base across therapeutic areas is an active priority of SGMA's
Standards Governance and Implementation Committee. This document will be updated as the evidence
matures, with a revised economic methodology under development with academic partners for inclusion in a

future revision.

Key Terms and Concepts

Terminology in this document conforms to the controlled vocabulary in SGMA-STD-002 (Population
Classification Standard). The cisgender heterosexual population is the formal full term for the comparator group;
non-SGM population is the approved shorthand after first definition.

SOGI

SGM

Cisgender heterosexual
population

Sex assigned at birth
(SAAB)

Gender identity

Population-complete
ascertainment

Social drivers of health
(SDoH)

Patient-centered access
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Sexual Orientation and Gender Identity. The standard measurement framework used
across clinical research protocols, regulatory guidance (FDA, EMA, ICH), global health
frameworks (WHO), and healthcare data standards (CDISC). Used here for data and
measurement references.

Sexual and gender minorities. The population-level term, used after full definition on first
reference. Per SGMA-STD-002, SGM is defined analytically from the population-complete
dataset, not pre-selected at enrollment.

The subset of study participants who self-report as both cisgender (gender identity
corresponds to sex assigned at birth) and heterosexual, derived analytically from the
population-complete dataset. The primary comparator group in SOGI-stratified analyses.
Approved shorthand after first definition: non-SGM population.

Sex recorded at birth based on observable physical characteristics. A distinct variable
from gender identity. Captured separately in CDISC SOGI codelists.

An individual's internal sense of gender, which may or may not correspond to sex
assigned at birth. Self-reported.

A data collection requirement in which SOGI variables are systematically captured from
all enrolled participants regardless of demographic identity or risk classification. Per
SGMA-STD-002, this is the prerequisite for any study claiming SOGI-informed analysis.

Economic, social, environmental, and geographic factors that influence health outcomes.
SGMA uses 'drivers' rather than 'determinants' to reflect the modifiable nature of these

factors.

Care that respects individual patient preferences without quality variation based on
personal characteristics or social factors.
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Precision medicine Treatment approaches that account for individual characteristics, genetics, environment,
lifestyle, in selecting therapies.

I. The Importance of Epidemiology in Medicine

Demographic data has driven clinical science for decades. Race and ethnicity data have helped researchers
understand how disease is shaped by both genetics and the social conditions in which people live. Age and sex
have informed safety, dosing, and outcomes for far longer. When demographic data is incomplete, science loses
its ability to characterize variation across populations, and clinical care follows from what science can
characterize.

SOGI does not stand in isolation. It interacts with race, socioeconomic status, geography, and other variables to
shape clinical outcomes. Research has documented that intersecting identities can compound effects on
recruitment, retention, and trial access.!t The interaction between SOGI and socioeconomic factors influences
medication adherence and follow-up care. Capturing these data lets researchers identify patterns that would
otherwise remain invisible. Failing to capture them does not eliminate the underlying variation, it only removes
researchers' ability to see it.

Three examples illustrate what demographic data has made possible:

* Diabetes and Alzheimer's: The Centers for Disease Control and Prevention (CDC) research confirms that
social drivers of health directly influence prevalence and outcomes for both. Genetics matter, but disparities in
healthcare access and lifestyle disproportionately shape disease progression and treatment
effectiveness.12-13

» Asthma: American Lung Association data documents significantly higher asthma rates among Black
Americans, particularly Black men, driven by environmental exposure, air quality, and reduced healthcare
access. Housing conditions and historical inequities compound severity.14-15

« Uterine fibroids: the American College of Obstetricians and Gynecologists (ACOG) and the Journal of the
American Medical Association (JAMA) Network Open data show fibroids are more prevalent and more severe
in Black women, with Black, Hispanic, and Asian patients diagnosed at younger ages and facing greater
treatment access barriers.16-17

Demographic data has done this work for race, ethnicity, age, and sex. SOGI data, currently absent from most
clinical datasets, represents a critical blind spot in precision medicine for the populations it would otherwise
serve.t8-21 Globally, the affected population is large and growing, with 17% of Generation Z and 11% of
millennials across 26 countries identifying as a sexual or gender minority, numbering in the hundreds of millions
of adults worldwide whose treatment evidence is generated without this data.24

SGM populations experience disproportionately high prevalence across several disease areas. Hypertension
and infectious diseases occur at materially higher rates compared to non-SGM populations, driven by social
drivers, stigma, and limited access to culturally competent care. Figure 1 illustrates the global distribution of
disease burden across these high-prevalence disease areas.22-24
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Distribution of SGM Disease Burden Across Five Therapeutic Areas

Infectious Diseases 29.6%

Hypertension 29.6%
Mental Health 22.9%
(GAD, Depression)
Type 2 Diabetes 11.8%
Autoimmune Disorders 6.9%
0 5 10 15 20 2 30 %

Proportion of SGM Disease Burden (%)

Figure 1. Distribution of SGM disease burden across five therapeutic areas. See Appendix A for methodology.

Pharmacological Relevance

Pharmacogenomic research has demonstrated that genetic variation across ancestries, alongside social drivers
of health, contributes to differences in drug metabolism, efficacy, and safety. These differences shape regulatory
approvals, market success, and commercial outcomes.?5-2¢ The NIH and pharmaceutical R&D programs have
documented how genetic variation influences absorption, distribution, metabolism, and excretion, and ultimately
effectiveness and adverse-event risk.27-29

While pharmacogenomic variation is primarily driven by ancestry, SOGI-related variables influence drug
response through different but equally important mechanisms. Three are worth noting:

* Hormone therapy as a concomitant medication. Patients receiving exogenous hormones, for gender-
affirming care, contraception, or menopause management, have well-documented PK/PD interactions with
investigational products. When hormone therapy is not captured systematically as a concomitant medication,
drug-drug interactions go undetected and adverse events are miscoded.

* Physiologic accuracy. Eligibility logic, safety monitoring, and subgroup analyses that assume binary sex
variables can produce miscoded data when applied to populations whose sex assigned at birth and current
physiologic status differ. Capturing SOGI alongside relevant physiologic variables resolves this.

« Differential prevalence. SGM populations experience materially higher disease prevalence in specific
areas. Without SOGI data, subgroup analyses to quantify treatment response in these populations cannot be
performed, because the data was never collected.

Without SOGI data, pharmaceutical companies risk developing therapies that overlook key patient populations
and miss safety or efficacy patterns relevant to regulatory standards. Just as demographic data has reshaped
understanding of racial and ethnic differences in disease and treatment response, SOGI data needs to be
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included in clinical research routinely to produce the next generation of treatments that are both effective and
safe across the populations using them.

PROVOCATIVE QUESTIONS FOR RESEARCH CONSIDERATION

» Are there measurable differences in prostate cancer incidence and treatment response between gay and non-
gay men, and what factors explain those differences?

« Do lesbian women experience differential rates of breast cancer relative to heterosexual women?

» Are SGM individuals more likely to experience certain chronic illnesses due to stigma and healthcare access
barriers?

* How do mental health clinical presentations differ in SGM populations relative to non-SGM populations?

« Are there clinically significant differences in medication efficacy or side effects in patients receiving exogenous
hormone therapy?

* How do social drivers, homelessness, lack of insurance, interact with SOGI status to affect chronic disease

outcomes?

SCHOLARLY SUPPORT

Comprehensive demographic data, including SOGI, has supported breakthroughs in drug development and
clinical care, including in HIV.18-2°

» Goldhammer et al. Research in the Journal of the American Medical Informatics Association establishes that
SOGI data in electronic health records improves care and helps identify disparities affecting LGBTQIA+
populations.2°

» Jackson et al. BMC Public Health research documents how stigma and discrimination contribute to distinct
health challenges for sexual minorities, underscoring the case for systematic data collection.3©

» Shover et al. American Journal of Public Health analysis demonstrates that absent SOGI data limits efforts to
address disparities in HIV incidence among sexual minority populations.3!

Il. The Impact of SOGI Data Collection on the Healthcare
Ecosystem

A. Strengthening Evidence-Based Medicine

Precision medicine works, and is only as effective as the data that reflects the patients receiving treatment.
Capturing SOGI data expands what clinical research can see. With it, pharmaceutical companies and
investigators can:

» Make a sizable population visible in datasets where it is currently invisible.
* Detect differences in treatment response and outcome in SGM populations.

» Ground precision medicine in the actual clinical considerations relevant to SGM patients, hormone therapy
interactions among them.
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» Expand therapeutic areas where SGM populations face higher prevalence: cardiometabolic, autoimmune,
oncologic, mental health.

« Train machine learning and Al models on data that includes the populations those models will be applied to.

SCHOLARLY SUPPORT

» Schabath and colleagues found that institutional leadership and policy mandates significantly increased SOGI
data collection in oncology, demonstrating both feasibility and clinical importance.32

 Karen Parker (NIH) has emphasized that systematic inclusion of SGM individuals improves generalizability
(how well findings apply to populations beyond the trial sample) of clinical findings.

« Alpert and colleagues describe the SOGI-inclusive training and protocol design that supports equitable access
to cancer trial participation.3?

 Sorensen et al. point to a more practical barrier: inconsistent SOGI capture across clinical and registry
systems, which constrains the population-based research that could otherwise narrow these gaps.34

« Trial recruitment that succeeds in SGM communities, where trust is earned by inclusion rather than assumed.

B. Strengthening Public Health Outcomes Globally

Beyond clinical trials, SOGI-inclusive data shapes public health practice across several connected fronts:
« Public health interventions that account for populations otherwise not represented in epidemiologic data.

 Therapies developed against SGM-relevant clinical considerations rather than against assumptions of
demographic uniformity.

* Prescribing clinicians who have the data to make confident decisions across diverse patient populations
rather than extrapolating from datasets that don't include those patients.

SCHOLARLY SUPPORT

* Pratt-Chapman's research demonstrates that normalizing SOGI data collection enables more precise
interventions and builds an evidence base for future clinical advancement.3s

 Scout's work on transgender health documents the role of SOGI data in improving care pathways.26

* Tran, Rosendale, and Lunn (JAMA Cardiology) outline the case for standardized SOGI data collection in
cardiology research.®

C. Regulatory Continuity Across Jurisdictions

Regulatory guidance on demographic representation in clinical research has shifted in real time over the past
two years. The FDA Diversity Action Plan draft guidance, originally published in June 2024 under the statutory
authority of the Food and Drug Omnibus Reform Act (FDORA, 2022), was removed from the FDA website in
January 2025 following Executive Order 14168. The guidance was restored on February 11, 2025 by court order.
The restored page carries an administrative disclaimer indicating it is restored per court order and that the
current administration rejects content related to gender identity. The FDORA statutory deadline for finalizing the
draft, June 26, 2025, was missed. The HHS Secretary committed during January 2025 confirmation testimony to
finalize the guidance, though no timeline has been published as of this writing.8—°
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FDORA itself is law and remains in force. Regardless of administrative guidance volatility, the statute continues
to authorize the Diversity Action Plan submission requirement once the draft guidance is finalized. The DAP
framework addresses age, sex, race, and ethnicity; it does not require SOGI data specifically, so any
pharmaceutical company collecting SOGI today does so voluntarily. Williams Institute analysis (February 2026)
documents the broader pattern of federal data collection changes, including approximately 360 federal data
collections that removed SOGI measures during 2025.37

Outside the U.S., the picture is less settled, not more. There is no instrument comparable to FDORA, and
several jurisdictions treat SOGI as special-category data under data protection law (notably GDPR Article 9),
which constrains collection rather than encouraging it. Under GDPR Article 9, processing sexual orientation data
is prohibited by default unless an Article 9(2) exception applies, with the scientific research exception under
Article 89 being the most operational route. This is precisely why a documented, auditable population standard
matters: it gives pharmaceutical companies the framework to collect SOGI within these constraints rather than
navigating them ad hoc. Canada's Sex- and Gender-Based Analysis Plus (SGBA Plus) framework, applied by
federal funders including the Canadian Institutes of Health Research, requires integration of sex and gender
considerations into research design; like other ex-US instruments, it stops short of mandating SOGI data
collection specifically. The Declaration of Helsinki and ICH E6 (Good Clinical Practice) establish the requirement
for accurate study population characterization across global research. The European Medicines Agency, the U.K.
Health Research Authority, and Medicines and Healthcare products Regulatory Agency continue to apply
guidance on inclusion and diversity in clinical studies submitted under their respective pathways.38 For
pharmaceutical companies operating across jurisdictions, the case for SOGI data collection rests on this multi-
jurisdiction alignment more than on the posture of any single regulator at any single moment.

The argument for continuity rests on several factors:

« Statutory authority persists. FDORA and equivalent ex-US statutes remain in force regardless of
administrative guidance volatility.

* Industry adoption is documented. Bristol Myers Squibb, Genentech, GSK, and Johnson & Johnson have
established precedent for SOGI-inclusive trial design itself (eligibility criteria, case report forms, and protocol
logic), not just trial materials as scientific practice, independent of regulatory cycles.

 Global competitiveness. Pharmaceutical companies with population-complete data infrastructure are
positioned for global submissions where alignment with multiple jurisdictions matters.

« Scientific rigor is non-partisan. The case for accurate population characterization rests on study
generalizability and pharmacovigilance, not on any particular policy posture.

D. Operational Implementation

Implementing SOGI data collection takes planning across several connected fronts. None alone is enough;
together they move data capture from idea to infrastructure.

* Participant trust. Self-reported, voluntary collection works when the protocol is clear about how data will be
used, secured, and protected. Communicate this once at consent and again wherever the questions appear.

» Site staff readiness. Clinical research coordinators administer SOGI questions every day they enroll.
Sensitivity, consistency, and simple training resolve most operational friction. SGMA publishes guidance for
pharmaceutical company and site teams.
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» Systems configuration. CTMS (clinical trial management systems), EDC (electronic data capture) platforms,
and specialized vendor systems accept SOGI variables when configured against the CDISC SOGI codelists.
The CDASH (Clinical Data Acquisition Standards Harmonization)/SDTM (Study Data Tabulation Model)
mapping is established; the integration into existing data systems is a routine configuration task, not a
research problem.s

 Multi-jurisdiction alignment. Pharmaceutical companies running global programs coordinate SOGI capture
against regional consent and data protection rules. Coordination with WHO and ICH frameworks supports
cross-border consistency.

* Implementation partnerships. SGMA, CDISC, and other standards bodies publish frameworks that reduce
the per-protocol cost of SOGI capture. Reuse the work that's already done.

E. Planning for Technology Innovation

Clinical data collected today becomes the historical dataset on which tomorrow's models are trained.
Standardizing SOGI data collection now expands SGM representation in the data that will train clinical Al
models, across recruitment optimization, synthetic control arms, and outcomes analysis. Without SGM data in
training sets, these models cannot perform reliably for SGM populations, and outputs cannot be validated
against differential performance.

lll. Industry Milestones and Opportunities for SOGI Data

A. Industry Leadership

Several pharmaceutical companies have demonstrated that systematic SOGI data collection is operationally
feasible and scientifically valuable. Their work establishes that population-complete trial design is not an
aspirational concept but a documented practice.

* Bristol Myers Squibb (BMS). BMS established the first publicly documented voluntary SOGI data collection
program in U.S. adult clinical trials in 2020. The implementation methodology, published the same year,
remains a foundational reference in the field.3®

* Genentech. The Phase IIl EMPACTA study (Genentech, tocilizumab in COVID-19 pneumonia) enrolled 389
participants from sites deliberately selected at hospitals serving high-risk and minority communities across the
United States, South Africa, Kenya, Brazil, Mexico, and Peru. Approximately 85% of participants were from
minority racial and ethnic groups, with majority Hispanic and significant Native American and Black
representation, demonstrating that population-responsive trial design could support both scientific
completeness and operational efficiency. Genentech subsequently published peer-reviewed feasibility data on
SOGI capture across clinical research and patient assistance program settings.4°-41

» GSK. Beginning in 2022, GSK implemented representation plans for every Phase 3 trial before enrollment,
with thresholds set against ethnicity, sex/gender, race, and age tied to the disease epidemiology under study.
GSK reported 100% of Phase 3 interventional trials initiated in 2023 having proactive diversity plans, and its
2025 inclusion reporting describes ongoing monitoring against those thresholds. SOGI is not yet part of GSK's
published representation criteria, which is why a population standard such as SGMA-STD-001 is needed to
extend this approach to sexual and gender minorities.42
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» Johnson & Johnson (J&J). The LIBERTAS prostate cancer study applied degendered eligibility criteria and
gender-neutral language, opening participation to transgender, nonbinary, and gender-diverse individuals.43

B. Data Standards Organizations: CDISC

The Clinical Data Interchange Standards Consortium (CDISC) has published SOGI data standards supporting
consistent representation across regulatory submissions. The CDISC SOGI codelists capture sex assigned at
birth, gender identity, and sexual orientation as distinct variables, providing the data architecture baseline for
pharmaceutical company implementation. SGMA-STD-001 extends the CDISC infrastructure into protocol
design, eligibility logic, pharmacovigilance integration, and regulatory submission templates.&

C. American Medical Association

The American Medical Association (AMA) supports inclusion of SOGI questions in electronic health records and
has published guidance for clinical staff training in SOGI data collection. The AMA has also extended voluntary
SOGI data capture to its own physician membership.44-45

D. Regulatory and Policy Framework

Multiple regulatory and policy bodies have established guidance and recommendations supporting SOGI data
collection. The current landscape:

* FDA. The FDA Diversity Action Plan draft guidance published in June 2024; current status as described in
Section I1.879 FDA guidance on sex and gender differences in clinical evaluation continues to support
capturing sex-based and, where relevant, gender-based differences in safety and efficacy outcomes.4¢

* National Academies of Sciences, Engineering, and Medicine (NASEM). NASEM consensus reports
recommend systematic SOGI data collection as a methodological standard for federal health research.4”

* International standards. The Declaration of Helsinki, ICH E6 (Good Clinical Practice), the EMA, and the U.K.
HRA/MHRA frameworks set expectations for accurate study population characterization in clinical research
submitted under their respective pathways. None require SOGI data collection specifically, and in several
jurisdictions SOGI is treated as a special category under data protection law.38

E. Contract Research Organizations (CROs): Implementation Partners

Leading CROs, including Syneos Health, Parexel, and PPD, have invested in clinical competency preparation
and infrastructure capabilities supporting demographic data collection. ICON has operational capability for
demographic data collection consistent with regulatory expectations. CROs are well-positioned to support
pharmaceutical companies implementing SGMA-STD-001 across global trial programs.

CRO partnerships in support of SOGI data collection bring three operational benefits:

» Operational consistency. CROs can embed SOGI collection into protocol design uniformly across global
sites, reducing data integrity errors.

» Competitive differentiation. CROs that adopt population-complete trial design position themselves as
partners for pharmaceutical companies with global submission programs.

* Regulatory support. CROs equipped with SOGI-inclusive practices may help pharmaceutical companies
meet evolving regulatory recommendations across multiple jurisdictions.
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IV. Economic Significance of SOGI Data Collection

The economic case for SOGI data collection rests on two facts. First, the scale of disease burden in populations
currently uncharacterized by clinical trial datasets is significant, in the multi-trillion-dollar range across the
therapeutic areas examined. Second, the operational value of population-complete evidence accrues across
drug development, regulatory submission, and post-market surveillance, beyond any single trial.

Pharmaceutical companies that build population-complete data infrastructure see returns in three areas:

« Stronger clinical insight. Larger, more representative datasets produce cleaner subgroup analyses.
Reliance on post-hoc exploration drops correspondingly.

» Operational efficiency. Build the SOGI infrastructure once, apply it across programs. The marginal cost of
population-complete capture falls quickly with portfolio scale.

 Population-relevant therapies. When the evidence base reflects who actually would receive the treatment,
label accuracy and post-market signal detection both improve.

Drivers of Financial Return

» Therapeutic precision. More precise data on drug response supports differentiation in competitive markets.

» Addressable population. SGM populations represent an estimated 5-10% of the global population, with
disproportionate disease burden in specific disease areas.!-48

* Regulatory submission completeness. Structured demographic capture supports consistency with
emerging regulatory recommendations.

 Corporate reputation. Pharmaceutical companies recognized for patient-centered approaches attract talent,
partnerships, and clinician confidence.

* Real-world value. SOGI data extends value beyond clinical trials into post-market surveillance and real-world
evidence studies.

Proportional Treatment Cost Burden: SGM vs. Non-SGM Populations

SGM Populations Non-SGM Populations

~15-20% ~80-85%

Estimated proportion of treatment cost burden across five therapeutic areas
where SGM populations face documented or proportional disease burden

Figure 2. Proportional treatment cost burden across five disease areas where SGM populations face documented or proportional
disease burden. See Appendix A for methodology.
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Figure 2 illustrates the proportional treatment cost burden across five disease areas where SGM populations
face elevated or proportional disease burden, infectious diseases, mental health, hypertension, autoimmune
disorders, and type 2 diabetes. The combined treatment cost burden across these therapeutic areas falls in the
multi-trillion-dollar range globally. The proportion attributable to SGM populations reflects the scale of treatment
cost in populations whose data is largely absent from the trial datasets generating the underlying treatment
evidence. The figure represents treatment cost burden, not market opportunity or revenue projection.

More representative data improves the reliability and downstream value of clinical evidence. SOGI data
collection supports findings that are relevant, representative, and applicable to the populations who would
receive the treatment. This strengthens credibility and reduces risk associated with unrepresentative clinical trial
findings.

Case Studies

 Population-responsive design. Pharmaceutical companies implementing population-complete trial design,
including Merck's requirement of diversity plans for every late-stage clinical trial, its use of census data to
prioritize site placement in communities with historically underrepresented populations, and its partnership
with the Lazarex Cancer Foundation IMPACT program to remove financial barriers to oncology trial
participation, have reported operational efficiencies in enroliment and data quality.

* Cost of incomplete demographic capture. Cardiovascular drug development offers the precedent. Women
took part in these trials, yet several sex-specific differences in drug response and safety emerged only
through post-market surveillance and later label revisions, because the variable that distinguished them was
not consistently captured and analyzed. A characteristic that is never recorded cannot be examined, however
many members of that population take part.4°

V. Implementation Pathway

Pharmaceutical companies that adopt voluntary SOGI data collection bring clinical research to all the patients
affected by the diseases intended to be treated. The work is operational, not aspirational, protocol language,
CRF (case report form) design, eligibility logic, AE (adverse event) coding, SAP (statistical analysis plan)
language. What that work could produce:

 Population-complete clinical science, with subgroup analyses that hold up under regulatory and editorial
review.

* Patient-centered access strengthened across therapeutic areas where SGM populations have been
historically underrepresented.

* Better data supporting financial return, while regulatory and reputational risk are reduced rather than
amplified.

This document gives clinical research and healthcare professionals at pharmaceutical companies the
consolidated case for SOGI data collection in their organizations. Implementation specifications are set out in
SGMA-STD-001 (SOGI Protocol Implementation Standards) and the controlled vocabulary in SGMA-STD-002
(Population Classification Standard).
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Applicable SGMA Standards

* SGMA-STD-001, SOGI Protocol Implementation Standards. Six-module operational infrastructure: protocol
language, eligibility logic, CRF design with SDTM/FHIR mapping, pharmacovigilance, SAP language, and
regulatory submission templates.

* SGMA-STD-002, Population Classification Standard. Three-layer architecture and controlled vocabulary for
population-complete ascertainment, analytical derivation of SGM and non-SGM strata, and key population
epidemiologic lenses.

Pharmaceutical Company Engagement

SGMA engages pharmaceutical companies through the Standards Governance and Implementation Committee
(SGIC), which provides implementation consultation and conformance review. Pharmaceutical companies may
request a structured implementation briefing through sgmastandards.org. SGMA standards are published open-
access under Creative Commons Attribution 4.0 and may be implemented directly without licensing.

By addressing the operational requirements, leveraging available partnerships, and aligning with global
standards, pharmaceutical companies can take a leading position in building a clinical research ecosystem that
reflects the populations served. SGMA welcomes pharmaceutical company engagement on SOGI data collection
across global trial programs.

Authorship

Authorship was determined under SGMA-GOV-PP-001 (Publications & Presentations Authorship Standards),
which applies the International Committee of Medical Journal Editors (ICMJE) criteria. Named authors meet all
four ICMJE criteria: substantial contribution to conception, design, or interpretation; drafting or critical revision for
intellectual content; final approval; and accountability for the work.

Authors:

Lauren B. Beach, JD, PhD; Amanda Beasley, PhD, MS; Craig Davenport; Terttu E. E. Haring, MD; Jackie Kent;
Garo Kiledjian; Evan Ko; Kelly McKee; Meghan McKenzie, MA; Lisa Moneymaker; Madeline Ormand; Jirair
Ratevosian; Donna Sattler; Kemi Williams, MBA; Benjamin Young, MD, PhD, FIDSA.

Authors are listed alphabetically by surname.

Appendix A, Methodology for Figures 1 and 2

Figure 1, Therapeutic Area Distribution

Figure 1 shows the proportional distribution of five disease areas, hypertension, infectious diseases, mental
health, autoimmune disorders, and type 2 diabetes, among SGM populations. Proportions are derived by
applying documented prevalence differentials from peer-reviewed literature to SGM population estimates,
normalized as proportions of total disease burden across the five areas. The figure is illustrative; therapeutic
area selection reflects the areas with published prevalence differential data.
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Figure 2, Proportional Treatment Cost Burden

Figure 2 illustrates the proportional scale of treatment cost burden across five therapeutic areas where SGM
populations face documented or proportional disease burden. The proportion attributable to SGM populations is
calculated as follows:

1. Therapeutic area scope.

Five therapeutic areas were selected based on documented or proportional SGM disease burden: infectious
diseases, mental health, hypertension, autoimmune disorders, and type 2 diabetes. Combined global treatment
cost burden across these areas falls in the multi-trillion-dollar range, drawn from published market research,
WHO Global Health Observatory burden-of-disease data, and peer-reviewed disease cost estimates.

2. SGM population baseline.

A baseline SGM population share of approximately 7-10% is applied, derived from multi-country LGBT+
identification data: Ipsos Global Advisor Pride 2024 (26-country survey); Gallup 2024 U.S. LGBTQ+ identification
data (9.3%); regional variation across higher-income and lower-and-middle-income studies.t-48

3. Therapeutic-area-specific disease burden adjustment.

For therapeutic areas where peer-reviewed literature documents differential prevalence, an area-specific
multiplier is applied. Hypertension and infectious diseases are documented at materially higher prevalence in
SGM populations relative to non-SGM populations. Mental health prevalence differentials are documented. For
therapeutic areas where prevalence differential data is limited (autoimmune disorders, type 2 diabetes), the
baseline population share is applied without adjustment.

4. Aggregation.

SGM-attributable treatment cost burden per area = (therapeutic area treatment cost burden) x (SGM population
share) x (disease burden multiplier where applicable). Area estimates are summed and presented as a
proportion of total treatment cost burden across the five areas.

Interpretive Framework

Figures 1 and 2 represent treatment cost burden across five therapeutic areas where SGM populations face
documented or proportional disease burden. They are not revenue projections, pharmaceutical market forecasts,
or untapped-market claims. Treatment for individuals within SGM populations is already occurring within each
therapeutic area; the figures illustrate the scale of treatment cost burden in populations whose data is not
systematically captured in the trial datasets generating treatment evidence.

Known limitations:

* Baseline SGM population share derives from self-reported identification surveys that vary by country,
methodology, and survey year.

* Disease burden multipliers are applied only where peer-reviewed data exists; areas with limited differential
data may be under- or over-weighted.

 Therapeutic area treatment cost sizing depends on source methodology, which varies across published
market research.
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» These are top-down illustrative estimates. A peer-reviewed bottom-up methodology is in development with
academic partners and will supersede these estimates upon publication.
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