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Abstract

Objective—The current study examined the frequency with which randomized controlled trials 

(RCTs) of behavioral and psychological interventions for anxiety and depression include data 

pertaining to participant sexual orientation and non-binary gender identities.

Method—Using systematic review methodology, the databases PubMed and PsycINFO were 

searched to identify RCTs published in 2004, 2009, and 2014. Random selections of 400 articles 

per database per year (2400 articles in total) were considered for inclusion in the review. Articles 

meeting inclusion criteria were read and coded by the research team to identify whether the trial 

reported data pertaining to participant sexual orientation and non-binary gender identities. 

Additional trial characteristics were also identified and indexed in our database (e.g., sample size, 

funding source etc.).

Results—Of the 232 articles meeting inclusion criteria, only one reported participants’ sexual 

orientation and zero articles included non-binary gender identities. A total of 52,769 participants 

were represented in the trials, 93 of which were conducted in the U.S. and 43 acknowledged the 

National Institutes of Health as a source of funding.

Conclusions—Despite known mental health disparities on the basis of sexual orientation and 

non-binary gender identification, researchers evaluating interventions for anxiety and depression 

are not reporting on these important demographic characteristics. Reporting practices must change 
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in order to ensure that our interventions generalize to lesbian, gay, bisexual, and transgender 

persons.
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Introduction

Population-based and meta-analytic research indicate that lesbian, gay, and bisexual people 

evidence elevated rates of mood and anxiety disorders relative to heterosexual persons 

(Bostwick, Boyd, Hughes, & McCabe, 2010; King et al., 2008; Marshal et al., 2011). 

Although rigorous epidemiological research comparing mental health outcomes for 

transgender and cisgender (e.g., people whose sex assigned at birth is congruent with their 

internal sense of gender identification) people does not exist, there is cross sectional research 

suggesting that transgender individuals are also likely at risk for experiencing depression 

and anxiety (Hendricks & Testa, 2012; Herbst et al., 2007). Fortunately, a number of 

randomized controlled trials (RCTs) indicate that there are multiple, effective psychological 

and behavioral interventions that can be used to treat anxiety and depressive disorders 

(Stewart & Chambless, 2009; Weston & Morrison, 2001). However, the effectiveness of 

these interventions for lesbian, gay, bisexual and transgender (LGBT) people experiencing 

anxiety and depression has yet to be determined.

There are reasons to believe that sexual orientation and non-binary gender identification 

(e.g., transgender, gender queer, etc.) may moderate treatment effects. First, there are unique 

stress processes that give rise to health disparities among LGBT people (Meyer, 2003) and 

existing interventions may not adequately address these stressors. Second, there are likely to 

be differences in clinical presentations between LGBT and heterosexual/cisgender people at 

intake (Cochran & Cauce, 2006; Flentje, Heck, & Sorensen, 2014; 2015) that could impact 

the likelihood of treatment success. Third, just as the acceptability of psychotherapy may 

differ according to race (Cooper et al., 2003), LGBT people, especially those that are older 

and/or transgender, may be guarded about revealing their sexual minority statuses due to the 

profession’s history of pathologizing non-heterosexual identities and continued 

pathologization of transgender identities (Heck, Flentje, & Cochran, 2013). Thus to test 

whether sexual orientation and non-binary gender identification moderate treatment effects, 

psychotherapy researchers need to be routinely asking about and reporting on these 

demographic characteristics. Unfortunately, recent findings in the substance abuse literature 

suggest that these demographic characteristics are reported in less than 5% of peer-reviewed 

publications (Flentje, Bacca, & Cochran, 2015). Whether this is true in the psychotherapy 

literature remains unanswered.

Objective and Hypothesis

The present study sought to determine the degree to which studies reporting the results of 

RCTs for psychological and behavioral interventions targeting anxiety and depression report 

demographic data describing participant sexual orientation and non-binary gender 
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identification (e.g., transgender, gender queer, etc.). With the growing awareness about the 

importance of research to address LGBT health (Institute of Medicine [IOM], 2011; United 

States Department of Health and Human Services, 2010), unique stress processes faced by 

LGBT people (Meyer, 2003) and the importance of providing affirmative LGBT 

psychotherapy services (Bieschke, Perez, & DeBord, 2009), we anticipated that there would 

be an increase over time in the reporting of LGBT identities as part of participant 

demographic characteristics in studies reporting the results of RCTs.

Methods

To identify articles for the current review, we searched the databases PsycINFO and PubMed 

using the search criteria “depression” OR “anxiety” AND “randomized control trial” OR 

“RCT”. In PsycINFO we narrowed the search by age group (i.e., “Adulthood (18 yrs & 

older)”), population (i.e., “NOT animal”), and methodology (i.e., NOT clinical case study, 

qualitative study, retrospective study, interview, experimental replication, literature review, 

meta analysis, systematic review, nonclinical case study, scientific simulation, twin study, 

brain imaging). Options to narrow the search in PubMed were more restricted but we 

narrowed to include only journal articles, with human participants. PubMed expands 

searches automatically to include Medical Subject Headings (MeSH), which expanded the 

search to include terms like “depressive disorder” and “randomised controlled trial”.

A separate search was conducted for each database for the years 2004, 2009, and 2014 to 

limit the number of articles returned, and to see if the reporting of sexual orientation and 

non-binary gender identities has increased over time. The search results for each database 

were then exported to a portable document file or text file with the results being individually 

numbered, in separate files for each of the databases and search years. We randomly selected 

400 articles per database per year (2400 articles in total) and coded each article to determine 

whether it met our inclusion criteria. We screened our data to identify and eliminate 

potential article duplications and randomly selected new articles by alternating additional 

draws from our pools of PsycINFO and PubMed search returns.

To be included the article had to report the results of an RCT for a psychological or 

behavioral intervention where anxiety and/or depression were outcome variables. Studies 

also had to be in English and contain adult samples (ages 18 and older). For the RCT 

criterion, a study had to indicate that participants were randomly assigned to intervention or 

control groups. We did not differentiate between studies that used waitlist or active control 

conditions, thus comparative efficacy studies were included. Studies that used cross-over 

designs were also included, as were multi-site trials. Studies that evaluated systemic 

interventions (i.e., interventions with multiple components such as home check-ins, 

outpatient office visits, and medication management; enhanced vs. usual care, etc.) were 

included as long as the systemic intervention contained a psychological or behavioral 

intervention. Studies that only included baseline characteristics and protocol descriptions 

were excluded. For the psychological or behavioral intervention criterion, we included 

studies that necessitate active engagement on the part of the participant to produce change in 

behavioral or psychological processes. Some examples of included interventions were: 

cognitive therapy, interpersonal psychotherapy, exercise regimens, and psychoeducational 
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programs. Some examples of excluded interventions were: acupuncture, medication trials 

without a psychological or behavioral comparison, reflexology, bright light therapy, and 

therapeutic touch.

Advanced undergraduate research assistants conducted the initial review of articles to 

identify articles meeting our inclusion criteria. They were provided with detailed instructions 

about how to review each article, along with examples of research design elements that 

would meet or not meet a given criterion. They then sorted the articles into categories of 

‘does not meet’ ‘uncertain’ and ‘definitely meets’. This process was supervised by two 

doctoral-level psychologists and two graduate-level researchers who were responsible for 

answering questions, and making decisions about the ‘uncertain’ articles. After the initial 

coding process, a doctoral-level psychologist and a graduate-level researcher reviewed every 

article included to ensure that they met the inclusion criteria. Additionally, a doctoral-level 

psychologist randomly checked 10 excluded articles per database per year to verify that 

articles were being correctly excluded.

Studies that met the inclusion criteria were then reviewed and coded by the team of 

undergraduate research assistants. Included articles were coded by one research assistant; the 

coding was independently validated by a second research assistant. Again, a doctoral-level 

psychologist then checked the coding for a subset of randomly selected articles (20 per 

database per year). The primary outcomes of interest were the study sample size, whether or 

not participant sexual orientation and non-binary gender identities were reported, and 

whether or not the study was HIV-related. Secondary outcomes included location of the trial 

(e.g., United States vs. International) and funding source, if acknowledged. We followed the 

same procedures as Flentje and colleagues (2015) for determining whether the study 

reported sexual orientation and non-binary gender identities. Consistent with Flentje et al. 

(2015), articles were considered to report sexual orientation if the study reported same-sex 

sexual behavior, identity, or same-sex partner status. Articles that reported opposite-sex 

relationship or marriage status without acknowledging the potential for same-sex 

relationships were not coded as reporting sexual orientation. Undergraduate research 

assistants were instructed to carefully review methods and results sections as well as any 

tables reporting participant characteristics. Articles were coded as having non-binary gender 

response categories if they included gender categories beyond male and female, or men and 

women.

Results

Of the 2400 studies reviewed, 232 met inclusion criteria for our study (see Table 1 for the 

number of studies that met criteria for each year and database). Notably, only one study, 

published in 2009, reported participant sexual orientation; zero studies reported non-binary 

gender identities. A total of 52,769 participants were represented in the RCTs that met the 

inclusion criteria (M N per RCT = 230.44; SD = 381.17; n range 11–3205). Ninety-three 

RCTs were conducted in the U.S. and 43 acknowledged the National Institutes of Health 

(NIH) as a source of funding.
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The one study that measured sexual orientation compared the effects of a cognitive-

behavioral, self-help program for depression among persons living with HIV to a writing 

intervention (Kraaij et al., 2009). Within this study, the authors reported that of the 44 

participants who completed the trial “most respondents reported to be homosexual” (Kraaij 

et al., 2009; pp. 201) without reporting the exact number of respondents or providing 

additional information about how sexual orientation was measured. Non-binary gender 

identities were not mentioned in any of the studies.

Discussion

In 1994 the Office of Management and Budget, in conjunction with the Executive Office of 

President Clinton, proposed a review and possible revision of race and ethnicity 

measurement standards for the federal government. This action eventually led to revised 

standards for how race and ethnicity are reported, which were published in 1997 and 

adopted by the NIH in 2001. Thus, the collection of data on race and ethnicity was 

henceforth mandated for federally-funded clinical research. The results of this systematic 

review, which found that LGBT identities are not routinely reported in RCTs evaluating 

psychological and behavioral interventions for anxiety and depression, suggest that similar 

action may be warranted for the collection and reporting of sexual orientation and non-

binary gender identities. The IOM (2011) has taken a stance indicating that sexual 

orientation and gender identity are important variables to measure in order to better 

understand the health of LGBT people, and we encourage psychotherapy researchers to 

adopt these recommendations.

The results of the present study paint a grim picture for how frequently researchers are 

reporting participant demographic characteristics of sexual orientation and non-binary 

gender identities within RCTs of psychological and behavioral interventions. Recent 

research suggests that roughly 3.5% of Americans identify as lesbian, gay, or bisexual and 

0.3% identify as transgender (Gates, 2011). Given the total number of participants 

represented in this randomly selected pool of RCTs, upwards of 1,838 LGB and 158 

transgender persons participated in the trials but were not identified on the basis of their 

sexual orientation or gender identities. Notably, this is a conservative estimate that does not 

account for the higher rates of mental health service utilization reported among LGBT 

people (Cochran, Sullivan & Mays, 2003).

Consistently querying and reporting demographic information for sexual orientation and 

non-binary gender identities within the context of RCTs has the potential to improve health 

outcomes for LGBT people. Notably, if such data were available, the pooling of data across 

multiple RCTs for the same or similar conditions could allow for meaningful secondary 

analyses to determine whether these demographic characteristics moderate treatment-related 

outcomes, and if so, identify under what conditions this is and is not the case. Ultimately this 

may lead the field to identify treatments that are most likely to be effective for LGBT people 

and treatments that may require modification to address the unique needs of this population. 

As a profession, the omission of this data poses significant challenges for determining 

whether our existing interventions are effective for LGBT people.
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Moving forward, one concern that psychotherapy researchers may have involves how to 

measure sexual orientation and non-binary gender identities in their studies. 

Recommendations for the measurement of sexual orientation involve the administration of 

an item that captures how a person self-identifies with respect to their sexual orientation 

(e.g., lesbian, heterosexual, bisexual, etc.; see Wadsworth, Morgan, Hayes-Skelton, Romer, 

& Suyemoto, 2016). Researchers should also consider querying sexual behavior and sexual 

attraction, as there are important differences in mental health outcomes based on identity, 

behavior and attraction (see Bostwick et al., 2010). Current recommendations for querying 

gender identity utilize a two-step method, wherein assigned sex at birth and current gender 

identity are assessed in two separate questions (Center of Excellence for Transgender 

Health, 2016; Reisner et al., 2014). Notably, studies examining the acceptability of querying 

sexual orientation and gender identity in medical settings have found that these questions are 

administered with high levels of acceptability (Cahill et al., 2014).

In closing, this study was limited to RCTs in depression and anxiety, and thus cannot be 

generalized to other topic areas. We also cannot eliminate the possibility that researchers for 

the associated studies queried sexual orientation and non-binary gender identity, but then 

chose not to report it in final published reports. Our study found that among RCTs for 

depression and anxiety, the reporting of sexual orientation and non-binary gender identities 

is a rare phenomenon. This raises the question of how to evaluate whether current depression 

and anxiety treatments are effective for LGBT populations. Researchers are strongly 

encouraged to begin querying and reporting on these important demographic variables in an 

effort to better meet the needs of an already underserved population.
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Public Health Significance

The results of this study indicate that researchers are not reporting data pertaining to 

participant sexual orientation and non-binary gender identities within the context of 

RCTs evaluating interventions for anxiety and depression.

Not reporting data pertaining to participant sexual orientation and non-binary gender 

identities within RCTs poses significant challenges in determining whether current 

interventions for anxiety and depression are effective for lesbian, gay, bisexual, and 

transgender people.

Reseachers are advised to assess and report on participant sexual orientation and to 

expand the way that gender is conceptualized within the context of RCTs evaluating 

interventions for anxiety and depression.
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