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Letters to the Editor

From Today’s Observations to Tomorrow’s Standards in

Women’s Psychiatry

To the Editor: In their recent JCP
article, Ammerman and colleagues!
offer findings on how race ethnicity
is related to treatment utilization
and stated preferences among
2,877 women with mood disorders.
By focusing on cultural context,
apart from a specific medication
development program, the study
directly addresses a pressing
knowledge gap regarding preference-
sensitive mental health care for
women. Key findings are noteworthy:
psychotherapy was favored across
all groups; Black women were less
likely to use medication; Hispanic
women were more likely to use
complementary approaches; and
public insurance was associated with
greater participation in multiple
treatment modalities.!

Several methodological issues,
many of which were acknowledged by
the authors, deserve to be emphasized.
First, outcomes and diagnoses were
self-reported and not verified by
physicians, which may lead to recall
bias and misclassification. Second,
the participating population was
heterogeneous in terms of care setting,
with recruitment dominated by
obstetrics/gynecology (79.8%) and
only 2.2% by psychiatry (n=63);
this mix could shape both access to
options and respondents’ framing of
preference. Third, age was considered
as a potential covariate but was not
associated with treatment use or
preferences; models included race,
ethnicity, and insurance as predictors
and were adjusted for one another.
Marital/partner status and
reproductive status, both of which
were measured, could plausibly
influence preferences and utilization,
particularly if family support, burden
of care, or perceptions of perinatal risk
were related to treatment decisions.
Sensitivity analysis adjusting to these
factors would further improve the
conclusions.

Conceptually, the article invites a
sharper articulation of preferences.
Preferences elicited in surveys may
differ from revealed preferences
(actual choices when options are
offered). Provider behavior also
plays a role: differences in
medications recommended or
provided, shaped by clinical
heuristics, concerns about side
effect profile, or implicit bias, may
shape what patients later report as
“preferred.” As the authors note,
the current data cannot distinguish
whether some women were offered
fewer options or declined them;
documenting offer rates and reasons
for refusal is therefore critical.

These considerations can be
applied directly to the design of
clinical trials. Prior to approval,
sponsors should establish a
strategy to promote diversity, with
recruitment targets disaggregated
by race/ethnicity, sex, and age,
and, importantly, incorporate
prospectively collected measures of
patient preferences. This would
allow for a planned analysis of the
interaction between preferences
and treatment and help to examine
whether efficacy and acceptability
differ between preference strata.

The recent US Food and Drug
Administration (FDA) guidance
describes the content and submission
of Diversity Action Plans and
provides a clear framework for

such approach.? In addition, in its
guidance on patient-centered drug
development, the FDA describes
methods to find out what is important
to patients (eg, qualitative interviews
or structured surveys) and how
these data can be integrated into
development programs.®> ICH E8(R1)
further emphasizes that the quality of
studies must be considered across the
life cycle and that outcomes must be
guided by what is meaningful to
patients, principles that support the

measurement of preferences and the
inclusion of patients (including
gender perspectives beyond
biological sex) in psychiatric studies.*
Finally, expanding participatory
design with patient communities

is consistent with the National
Academies’ recommendations to
improve representation and equity
in research.’

After approval, when pivotal trials
cannot fully characterize preference-
dependent efficacy, sponsors should
commit to real-world studies that
track both choice and offer rates and
model socioeconomic and system
factors (network adequacy, cost-
sharing, disability eligibility, and payer
type). The higher utilization observed
among publicly insured women
warrants analysis by payer and should
not be attributed solely to cost-
sharing. In the US, public coverage
is often associated with disability
eligibility and a greater clinical and
socioeconomic burden. Differences in
insurance plan design, including cost-
sharing, can influence clinician offers,
patient acceptance, and treatment
adherence.®

In summary, Ammerman et al!
provide valuable, real-world evidence
and a compelling rationale for moving
beyond the “access or no access”
question and rigorously measuring
preferences, offers, and real-world
choices, so that the most clinically
beneficial option is the option that
every woman truly has.

References

1. Ammerman RT, Deichen ME, Boyd RC, et al. Treatment
use and preference in a diverse sample of women with
mood disorders. J Clin Psychiatry. 2025;86(3):
25m15823.

2. US Department of Health and Human Services, Food
and Drug Administration. Diversity Action Plans to
Improve Enrollment of Participants from
Underrepresented Populations in Clinical Studies;
2024. Accessed August 21, 2025. https://www.fda.gov/
regulatory-information/search-fda-guidance-
documents/diversity-action-plans-improve-
enrollment-participants-underrepresented-
populations-clinical-studies

J Clin Psychiatry 86:4, December 2025 | Psychiatrist.com


https://www.fda.gov/regulatory-information/search-fda-guidance-documents/diversity-action-plans-improve-enrollment-participants-underrepresented-populations-clinical-studies
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/diversity-action-plans-improve-enrollment-participants-underrepresented-populations-clinical-studies
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/diversity-action-plans-improve-enrollment-participants-underrepresented-populations-clinical-studies
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/diversity-action-plans-improve-enrollment-participants-underrepresented-populations-clinical-studies
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/diversity-action-plans-improve-enrollment-participants-underrepresented-populations-clinical-studies
https://www.psychiatrist.com/jcp
https://www.psychiatrist.com/jcp
https://www.psychiatrist.com
mailto:permissions@psychiatrist.com

2

3. US Department of Health and Human Services,
Food and Drug Administration, Center for Drug
Evaluation and Research, Center for Biologics
Evaluation and Research. Patient-Focused Drug
Development: Methods to Identify What Is Important
to Patients; 2022. Accessed August 21, 2025.
https://www.fda.gov/regulatory-information/
search-fda-guidance-documents/patient-focused-
drug-development-methods-identify-what-
important-patients

4. European Medicines Agency (EMA). ICH E8 General
Considerations for Clinical Studies - Scientific Guideline;
2022. Accessed August 21, 2025. https://www.ema.
europa.eu/en/ich-e8-general-considerations-clinical-
studies-scientific-guideline

5. National Academies of Sciences, Engineering, and
Medicine; Policy and Global Affairs; Committee on Women
in Science, Engineering, and Medicine; Committee on

Improving the Representation of Women and
Underrepresented Minorities in Clinical Trials and Research.
Bibbins-Domingo K, Helman A, eds. Improving
Representation in Clinical Trials and Research: Building
Research Equity for Women and Underrepresented
Groups. National Academies Press (US); May 17, 2022.

6. Fusco N, Sils B, Graff JS, et al. Cost-sharing and
adherence, clinical outcomes, health care utilization,
and costs: a systematic literature review. J Manag
Care Spec Pharm. 2023;29(1):4-16.

Damian Swieczkowski, BA,
MPharm, PhD

Aleksander Kwasny, MD, PhD
Wiestaw Jerzy Cubata, MD, PhD

Swieczkowski et al

Scan Now
[ 55 ]
BYERL

Cite and Share

this article at
Psychiatrist.com

Article Information

Published Online: November 3, 2025.
https://doi.org/10.4088/JCP.25Ir16109

© 2025 Physicians Postgraduate Press, Inc.

J Clin Psychiatry 2025,;86(4):25Ir16109

To Cite: Swieczkowski D, Kwasny A, Cubata WJ. From
today’s observations to tomorrow’s standards in
women’s psychiatry. J Clin Psychiatry 2025;86(4):
25Ir16109.

Author Affiliations: Department of Toxicology, Faculty
of Pharmacy, Medical University of Gdansk, Poland
(Swieczkowski); Department of Clinical Research and
Development, LUXMED Group, Warsaw, Poland
(Swieczkowski); Department of Psychiatry, Faculty of

Medicine, Medical University of Gdansk, Gdansk, Poland
(Kwasny, Cubata).

Corresponding Author: Damian Swieczkowski, BA,
MPharm, PhD, Department of Toxicology, Faculty of
Pharmacy, Medical University of Gdansk, Poland,
Al. Gen. J. Hallera 107, 80-416, Gdansk, Poland
(d.swieczkowski@gumed.edu.pl).

Relevant Financial Relationships: Dr Kwasny has
received grants from Beckley Psytech, Compass
Pathways, GH Research, and MSD. Dr Cubata has
received grants from Acadia, Alkermes, Allergan,
Angelini, Auspex Pharmaceuticals, Beckley Psytech,
Bristol Myers Squibb, Celon, Cephalon, Compass
Pathways, Cortexyme, Ferrier, Forest Laboratories,
Gedeon Richter, GH Research, GW Pharmaceuticals,

HMNC Brain Health, Intra-Cellular Therapies, Janssen,
KCR, Lilly, Lundbeck, Minerva, MSD, NIH, Neumora,
Novartis, Orion, Otsuka, Recognify Life Sciences, Sanofi,
and Servier; has received honoraria from Adamed,
Angelini, AstraZeneca, Bristol Myers Squibb, Celon,

GH Research, GlaxoSmithKline, Janssen, KRKA, Lekam,
Lundbeck, Minerva, NeuroCog, Novartis, Orion, Pfizer,
Polfa Tarchomin, Sanofi, Servier, and Zentiva; and has
been on advisory boards for Angelini, Celon (until 2021),
Douglas Pharmaceuticals, GH Research, Janssen, MSD,
Novartis, Polpharma, and Sanofi. Dr Swieczkowski has
no conflict of interest.

Funding/Support: None.

J Clin Psychiatry 86:4, December 2025 | Psychiatrist.com

Posting of this PDF is not permitted. | For reprints or permissions, contact

permissions@psychiatrist.com. | © 2025 Physicians Postgraduate Press, Inc.


https://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-focused-drug-development-methods-identify-what-important-patients
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-focused-drug-development-methods-identify-what-important-patients
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-focused-drug-development-methods-identify-what-important-patients
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-focused-drug-development-methods-identify-what-important-patients
https://www.ema.europa.eu/en/ich-e8-general-considerations-clinical-studies-scientific-guideline
https://www.ema.europa.eu/en/ich-e8-general-considerations-clinical-studies-scientific-guideline
https://www.ema.europa.eu/en/ich-e8-general-considerations-clinical-studies-scientific-guideline
https://www.psychiatrist.com
https://doi.org/10.4088/JCP.25lr16109
https://www.psychiatrist.com/jcp
mailto:d.swieczkowski@gumed.edu.pl
mailto:permissions@psychiatrist.com
https://www.psychiatrist.com/jcp
https://www.psychiatrist.com

	From Today’s Observations to Tomorrow’s Standards in Women’s Psychiatry
	References


