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Sexual Orientation and Gender Identity (SOGI) Data Collection Checklist*
[*Use with the Sexual Orientation and Gender Identity (SOGI) Data Privacy Checklist]

[ I will work with experts in survey (and particularly SOGI survey) methodology and
analytics? and follow recommended guidance for statistical surveys.t 23

[l I have defined the purpose of the data collection (e.g., to answer a scientific question, to
confirm study eligibility, to support inclusion of diverse participants, to understand
patient or caregiver barriers and types of support needed, to understand epidemiology,
to assess research or advisory team composition, for administrative purposes)* and will
communicate this purpose to survey participants in consent forms.

[ 1 will only collect the data necessary for the defined purpose (as outlined in the
checkpoint above) and to answer and the study question/s.>®

[0 | recommend that SOGI data is collected along with other demographic data, like age,
race, and ethnicity, and that it is self-reported (filled out by the participant or potentially
by a family member in household surveys and not by the researcher). That said, | will not
require demographic data collection, inclusive of SOGI data, and will ensure that
individuals, sites, and organizations can always opt-out.

[0 I have documented and clearly explained in all participant-facing materials the potential
risks of SOGI data collection and how the participant’s data will be protected,” why SOGI
data collection is essential to the project or study question, how collecting SOGI data may
benefit the participants, and the intended use of the SOGI data.

[1 I have defined the population of interest through reference to (or determination of) the
epidemiology, the burden of disease, and other factors (e.g., social determinants of
health) relevant to the data collection purpose and study question/s subject to data
availability.?

(] 1 have vetted the decision to collect SOGI data, the collection method, the level of
subgroup detail/disaggregation, and the data collection forms and survey format (e.g., in-
person oral, paper, online app) with working groups and/or advisory boards that are
inclusive of people who are lesbian or gay, and people who are transgender, non-binary,
or intersex. Please note that it can be helpful to add a date stamp and version number to
all materials, to keep a list of reviewers associated with each version, and to track the
substantiveness of community input into those materials.

[1 I have reviewed and mapped proposed data elements to select the options that best align
with the data collection purpose and study question/s, current guidance on SOGI data

2 We caution that data collection can easily go awry, and the results can end up being detrimental to the people
from whom data was collected. Survey research methods, and the associated preparation for analysis, are skills
that can take many years of experience and study to develop. Therefore, we list working with experts in these
fields first on this checklist, in addition to a thorough grounding in current guidance.
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collection,® 10:11,12,13,14,15,16, 17 3nd the lived experiences of the population of interest.
Proposed data elements may include:

* Terminology

= Data collection questions (e.g., sexual orientation, gender identity, sex, whether a
person is intersex)

* Response choices (e.g., [for sexual orientation] lesbian or gay, straight, bisexual,
other)

* Response formats (e.g., open-response, checking-off multiple options)

* Question and response choice ordering (and implications for skip patterns on
subsequent survey questions)

[] I have advised sites to create space in the data collection forms for participants to report
their pronouns if they choose to do so. | have recommended that staff who interact with
participants periodically check-in with them about their pronouns, legal name, and
chosen/nickname. For example, the researcher or clinical staff member could say, “Some
people update their names from time to time. Would you like to report any changes?” If
the participant reports a change, the staff interacting with the participant should inform
them of where this information will be viewable (e.g., by the research team, by lab
personnel, and/or on patient identification wristbands used at health facilities).

[ I have prepared with my team operational plans, budgets, and timelines for:

* Piloting and validating the data collection forms, portals, and/or apps and all
participant-facing materials related to data collection, as appropriate.

» Evaluation, analysis, and dissemination of results.

= Translation of the data collection forms, portals, and/or apps and all participant-
facing materials related to data collection as needed.

* Licensing fees for any software (potentially including Electronic Health Records
systems), graphics/design, or copyrighted materials.

= Staff training (e.g., cultural humility, how to ask SOGI questions to adults and to
children, how to respond to questions from participants.)

» Private and safe settings for participants to fill out or orally respond to data collection
guestions at all stages of the trial. This will vary depending upon the survey methods
and the context. In each case, please be mindful of ethical and equity considerations
(e.g., meetings times, locations, signage, visibility of entrances and rooms, gender
identity of facilitator/s). For countries and local regions where there are punitive laws
and social environments that discriminate against people who are LGBTQIA+, sites,
IRBs, and/or researchers might choose not to ask the optional SOGI questions
developed for common protocols or consents. Finally, please see the data privacy
checklist for SOGI data privacy considerations specific to pediatric populations.

[1 1 have used culturally respectful language,'® precise (and defined) terminology, and
gender-neutral color palettes and imagery, where appropriate and feasible.
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