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University of Washington Human Subjects Division]	SUPPLEMENT Diversity Plan 
for Clinical Trials



[bookmark: INSTRUCTIONS]PURPOSE and INSTRUCTIONS	Comment by HSD: This document contains two types of resources for researchers completing the Diversity Plan:
Annotations - these contain additional explanation and guidance for questions and possible resources to use to answer that question. These will be found in comments.
Example language - select questions have examples of approvable language. These examples are study-specific but are chosen to show the types of details that HSD is looking for in reviews of the plans. These examples were not chosen to represent one study but show good answers from many studies. These are included in the text answers boxes in the supplement.

Both annotations and examples are intended to assist researchers to identify the type of information that is needed for HSD to complete the review of the Diversity Plan.
This supplement is required (exceptions listed below) for all research: (1) that meets the definition of a clinical trial and (2) for which UW researchers are responsible for or engaged in recruitment or consent activities. It provides the information needed to assess if the research meets the requirements of RCW 69.78 which is aimed at improving the enrollment of underrepresented demographic groups in clinical trials. The supplement is intended to be used with the Diversity in Clinical Trials Guidance and includes links to relevant information.	Comment by HSD: NOTE: HSD does not expect the Diversity Plan to include all underrepresented groups for any particular clinical trial. The appropriate makeup of a study population depends upon a number of factors, including but not limited to the scientific question(s) being addressed, the prevalence of the disease, disorder, or condition among underrepresented groups, and potential gaps in scientific knowledge.
Please read the following instructions carefully.
· For clinical trials reviewed by Fred Hutch or Seattle Children’s Hospital: STOP. This form is not required. UW defers to these institutions for assessment of study compliance with RCW 69.78.
· For clinical trials reviewed by a non-UW IRB (other than those listed above): Upload the completed SUPPLEMENT Diversity Plan for Clinical Trials to your Zipline request to use an external (non-UW) IRB for review on the Study-Related Documents SmartForm. The policy requirements apply to the UW site(s).
· For research reviewed by the UW IRB: Upload the completed supplement to your Zipline application on the Local Site Documents SmartForm. The policy requirements apply to all sites reviewed by the UW IRB.
· If you use your sponsor protocol or grant documents to prepare this supplement, please write the information into this document. Do not only reference the other documents.	Comment by HSD: If the sponsor protocol or grant application does not include details to address any of the questions, HSD recommends that you contact the sponsor. Study teams have obtained very useful information by asking the sponsor these questions directly.

Using secured technology tools, like the secured UW CoPilot, may be helpful to narrow down parts of the sponsor protocol or grant application. When using a tool, it should be a tool that keeps information confidential and does not use it for other purposes, e.g., an AI tool should be secured so data is not used to train their models. The use of the tool should also not be forbidden by the terms of any contracts or grant applications.
	Click or tap here to enter text.


Study Title:

SETTING ENROLLMENT GOALS AND RATIONALE FOR ENROLLMENT GOALS
Review Setting Enrollment Goals, Defining the Study Population, and Broadening Eligibility Criteria in the Diversity in Clinical Trials guidance. 
In general, enrollment goals should be informed by the estimated prevalence or incidence of the disease or condition in the target population you are recruiting from. This may be a broader population than what is described by the study eligibility criteria. Use available resources such as demographically representative registries, publicly available epidemiological surveys, and published literature to obtain information about the estimated prevalence or incidence of the disease or condition. 
1. Race and ethnicity. Use the table below to provide the demographics of the target population you are enrolling from. Specify the values in terms of percentages. If UW IRB is the single IRB, include target population demographics across all sites. If UW is part of a multi-site study that is being reviewed by a non-UW IRB, only include target population demographics for the UW site(s).
	[bookmark: _Hlk179198834]Ethnicity
	Demographics of Target Population (%)	Comment by HSD: This table should include information on the racial and ethnic demographics of the population the study is recruiting from, which may be larger than the study eligibility criteria. 

Example: 
For a study enrolling UW Medicine patients with kidney disease, the percentages in the table will represent the racial and ethnic demographics of all patients diagnosed with kidney disease at UWMC. This representation of the target population in the table might not reflect highly specific eligibility criteria (e.g., eGFR levels, time on dialysis, etc.). Sponsor targets that ask for a different racial breakdown for the UW site (e.g., because kidney disease disproportionately impacts Black/African American patients, the sponsor requests higher rates of enrollment of this racial group) will be addressed in section 1.b.

Any reasonable source of this demographic data is acceptable. Possible resources to use to identify this information:
Sponsor protocol, especially the introduction section 
Other funding application, especially any NIH enrollment tables
UW Health Sciences Library or other literature search
CDC, NCI, or other public health surveillance network
UW Medicine Patient Demographics Dashboard
Fred Hutchinson Oncology Patient Population Dashboard – email CRSCustomerService@fredhutch.org for access
Other clinical dashboard if enrolling outside of UWMC/FHCC
ITHS Biomedical Informatics

	Hispanic or Latino
	Click or tap here to enter text.
	Not Hispanic or Latino
	Click or tap here to enter text.
	Unknown
	Click or tap here to enter text.
	Total
	0%

	Race
	Demographics of Target Population (%)

	American Indian/ Alaska Native
	Click or tap here to enter text.
	Asian
	Click or tap here to enter text.
	Native Hawaiian or Other Pacific Islander
	Click or tap here to enter text.
	Black or African American
	Click or tap here to enter text.
	White
	Click or tap here to enter text.
	More than one race
	Click or tap here to enter text.
	Unknown
	Click or tap here to enter text.
	Total
	0%



1.a. Provide the source(s) of the race and ethnicity data listed above.
	Click or tap here to enter text.


1.b. Is your plan to enroll along the same race and ethnicity demographics as the target population?	Comment by HSD: For this question, consider how the study enrollment goals for race and ethnicity compare with the demographics of the target population described in the preceding table.

If the planned enrollment will differ from the demographics of the target population, check the box for No and then describe the differences as well as the rationale. 

Any over or underrepresentation relative to the target population affected by the disease/condition should be justified by reasons of science, ethics, or safety.

Do not include only references to study protocol or grant documents. The information must be summarized and described and references to sections can be included.

Examples:
Additional safety and efficacy data may be needed from a certain racial or ethnic group if previous trials were underpowered for that group.

The UW site is being asked to over-represent one race or ethnicity in a multi-site trial to balance out enrollment from the other sites. 

Possible resources:
Sponsor protocol
Sponsor communication
Grant submitted to funding agency
☐ Yes → Go to question 2.
☐ No → Explain how the planned enrollment differs from the target population demographics and include a rationale for this difference. 
· Provide available evidence and justification for differences and/or similarities in the disease or condition associated with the underrepresented groups and any over/under representation based on reasons of science, ethics, and/or safety.
· Include any plans the sponsor or lead site may have for enrollment across all sites that influence the UW enrollment goals, if applicable.
	Examples when ‘No’ is selected:

Example 1:
Thalassemia is a blood disorder tied to specific genetic variants and more commonly seen in populations with Asian and Mediterranean/Middle Eastern genetic history. The sponsor is unable to conduct the current study internationally and has selected sites to better match worldwide demographics. UW sees a significant number of Asian patients with thalassemia (30% of the patients seen at UWMC) and is being asked to over-represent Asians for the sponsor’s goals. The enrollment goals are for approximately 75% of the Seattle-area enrolled participants to be Asian-identifying. 

Example 2:
Enrollment in this study differs from the broader cystic fibrosis population because it is restricted to individuals with the CFTR G551D mutation, which represents only a subset of all CF cases.
As ivacaftor specifically targets the gating defect caused by this mutation and has demonstrated clinical benefit only in this subgroup, individuals without this mutation would not be expected to benefit, making broader inclusion inappropriate from both a scientific and ethical perspective.  The G551D mutation is more common in Whites/Caucasians (specifically among individuals of European ancestry), who are already overrepresented in CF populations overall. Individuals from other racial and ethnic groups may be further underrepresented because this specific mutation is less prevalent in those populations. As a result, the enrolled population is likely to differ demographically from the overall CF population.



2. Sex. Use the table below to provide the demographics of the target population you are enrolling from with regard to sex. Specify the values in terms of percentages.
	Sex
	Demographics of Target Population (%)	Comment by HSD: This table should include information on the sex of the population the study is recruiting from, which may be larger than the study eligibility criteria. 

Any reasonable source of this demographic data is acceptable. Possible resources to use to identify this information:
Sponsor protocol, especially the introduction section 
Other funding application, especially any NIH enrollment tables
UW Health Sciences Library or other literature search
CDC, NCI, or other public health surveillance network
UW Medicine Patient Demographics Dashboard
Fred Hutchinson Oncology Patient Population Dashboard – email CRSCustomerService@fredhutch.org for access
Other clinical dashboard if enrolling outside of UWMC/FHCC
ITHS Biomedical Informatics

	Male
	Click or tap here to enter text.
	Female
	Click or tap here to enter text.
	Unknown
	Click or tap here to enter text.
	Total
	0%



2.a. Provide the source(s) of the sex data listed above.
	Click or tap here to enter text.


2.b. Is your plan to enroll along the same sex demographics as the target population?	Comment by HSD: For this question, consider the study specific enrollment goals for sex and how they compare to the demographics of the target population in the preceding table.

If the planned enrollment will differ from the demographics of the target population, check the box for No and then describe the differences as well as the rationale. 

Any over or underrepresentation relative to the target population affected by the disease/condition should be justified by reasons of science, ethics, or safety.

Example:
Additional safety and efficacy data may be needed from women or pregnant women if previous trials were underpowered or excluded that group.

Possible resources:
Sponsor protocol
Sponsor communication
Grant submitted to funding agency
☐ Yes → Go to question 3.
☐ No → Explain how the planned enrollment differs from the target population demographics and include a rationale for this difference. 
· Provide available evidence and justification for differences and/or similarities in the disease or condition associated with the underrepresented groups and any over/under representation based on reasons of science, ethics, and/or safety.
· Include any plans the sponsor or lead site may have for enrollment across all sites that influence the UW enrollment goals, if applicable.
	Examples when ‘No’ is selected:

Example 1:
This clinical trial is studying efficacy of an FDA-approved drug in an off-label use (preventing infection around a replacement joint). While participants at UWMC facilities receiving joint replacements are roughly half male and half female, the proposed drug intervention is only approved by the FDA for use in males because it targets systems that create specific male hormones.  Females will be excluded, since the trial is an early Phase II study to gather initial efficacy data for an off-label use of the drug and preliminary studies on dosage and safety have not been done.



3. Age. Describe the age range of the target population and the prevalence amongst different age groups, including pediatric populations. Include the source(s) of your data.	Comment by HSD: This question is asking for information on the entire age range of the target population and not just what the study intends to enroll. 

For a clinical trial investigating a treatment for a disease that predominantly affects adults, the pediatric prevalence should still be noted in this section.

Any reasonable source of this demographic data is acceptable. Possible resources to use to identify this information:
Sponsor protocol, especially the introduction section 
Other funding application, especially any NIH enrollment tables
UW Health Sciences Library or other literature search
CDC, NCI, or other public health surveillance network
UW Medicine Patient Demographics Dashboard
Fred Hutchinson Oncology Patient Population Dashboard – email CRSCustomerService@fredhutch.org for access
Other clinical dashboard if enrolling outside of UWMC/FHCC
ITHS Biomedical Informatics
	Example 1:
This clinical trial looks at individuals with stem cell transplants and viral infection. The risk of serious disease from the viral infection is generally higher among children than adults without stem cell transplants.  The highlights from [JOURNAL ARTICLE], showed that viral infection occurred in 32% of pediatric and 6% of adult transplant recipients. When considering the combination of the stem cell transplant and viral infection, mortality is approximately 25% for all age groups but it can reach 50-80% for pediatric patients (protocol section X).

Example 2:
Burns are distributed relatively equally at UWMC between the following age groups (under 18, 18-30, 31-45, 45-60, and over 60). Each group accounts for between 13% and 20% of burns seen at UWMC (UW Medicine Patient Demographic Dashboard). Populations, including pediatric populations, elderly populations, veterans of newer military weapons, and populations with chronic steroid use, are at higher risk of having longer hospitalizations (protocol section X).

Example 3:
Based on the NCI SEER database, the demographics nationwide for the disease are 50% adults (18-64 years); and 50% older adults (65+ years). The incidence rate for patients <20 is 0%.



3.a. Is your plan to enroll along the same age range as the target population?	Comment by HSD: For this question, consider the study eligibility criteria or site-specific enrollment goals for age and how they compare to the demographics of the target population in the preceding section.

If the planned enrollment at the site will differ from the demographics of the target population, check the box for No and then describe the differences as well as the rationale. 

Any over or underrepresentation relative to the target population affected by the disease/condition should be justified by reasons of science, ethics, or safety.

For example, pediatric populations are often excluded from early trials focused on established, limited safety profiles, where the risks for a developing body are not yet understood.

Possible resources:
Sponsor protocol
Sponsor communication
Grant submitted to funding agency
☐ Yes → Go to question 4.
☐ No → Explain how the planned enrollment differs from the target population demographics and include a rationale for this difference. 
· Provide available evidence and justification for differences and/or similarities in the disease or condition associated with the underrepresented groups and any over/under representation based on reasons of science, ethics, and/or safety.
· Include any plans the sponsor or lead site may have for enrollment across all sites that influence the UW enrollment goals, if applicable.
	Examples when ‘No’ is selected:

Example 1:
The sponsor wants to recruit a mixture of adults and pediatrics to reflect the demographics of participants affected by the disease. To try to account for similar geographical variants of the disease, they picked sites that had both adult and pediatric patients or locations with two institutions who could cover enrollment of both adult and pediatrics. Prior discussions with the sponsor resulted in activating the protocol at UW/FHCC for adults while activating the protocol at Seattle Children’s Hospital for pediatrics (i.e. 17yo and younger).

Example 2 
While UWMC sees severe burns in patients of all ages, this study will only enroll adults ages 18-50 years old. This study is evaluating a skin graft burn treatment to help with pain and wound management in cases that require longer-term hospitalization. While pediatric patients, elderly patients, and patients with chronic steroid use are at risk for longer-term hospitalization (see answer in section 3), their skin tends to be thinner and previous research has shown that this is not as compatible with the skin graft treatment.



4. Other determinants of treatment outcomes. Are sexual orientation, socioeconomic status, and/or geographic location relevant determinants of health or treatment outcomes for this study’s target population or scientific aims?	Comment by HSD: Although the state law does not make distinctions between underrepresented groups, HSD acknowledges that characteristics such as sexual orientation, socioeconomic status, and geographic location are not universally relevant to health or treatment outcomes for all diseases and conditions.

If one of these characteristics is relevant to the study's scientific aims or interpretation of results, mark the check box for Yes.  

Example:
A clinical trial investigating HIV treatment may collect sexual orientation data to confirm that participants reflect the population most affected by HIV and the population for whom the treatment is intended. Such data may also be relevant because sexual orientation can be associated with social, behavioral, and structural factors that influence HIV risk, disease progression, access to care, treatment adherence, and treatment response.

For each underrepresented group that is relevant, the response should include descriptions of demographic information and planned enrollment similar to what is requested in questions 1-3.

Possible resources to use to identify this information:
Sponsor protocol
CDC or other public health surveillance network
UW Medicine Patient Demographics Dashboard
Fred Hutchinson Oncology Patient Population Dashboard – email CRSCustomerService@fredhutch.org for access
ITHS Biomedical Informatics
UW Health Sciences Library
☐ No → Go to question 5.
☐ Yes → Explain which of these determinants are relevant and the data collection plans. Describe the target population for each relevant determinant and the planned enrollment and include the source(s) of your data.
	Click or tap here to enter text.


5. Subgroup analyses. Do you have a plan to conduct subgroup analyses of safety, efficacy, and/or other outcomes across the various underrepresented groups (e.g., race, ethnicity, age, sex) described in this plan?	Comment by HSD: Most clinical trials do gather data on race, ethnicity, sex, and age, and have a plan to conduct analyses of safety, efficacy, dosage or other outcomes across these underrepresented groups. It is frequently described in the statistical analysis portion of the protocol or grant document.

If this information is not in study protocols or grant applications, contact the sponsor or the lead site that designed the study.

Possible resources:
Sponsor protocol
Sponsor communication
Grant submitted to funding agency
☐ Yes → In the box below, describe the plan for subgroup analyses.
☐ No → Provide an explanation of why there is no plan.
	Example when ‘Yes’ is selected:
Example 1:
Per Section 10.4 (Statistical Analyses) of the sponsor protocol, efficacy analyses will be performed on the full analysis set using appropriate statistical methods. Overall survival will be analyzed using a Cox proportional hazards model including treatment and relevant baseline covariates. Subgroup analyses will be conducted for key baseline characteristics, including race and ethnicity, and treatment effects within each subgroup will be summarized using hazard ratios and corresponding confidence intervals. To assess consistency of treatment effect across subgroups, interaction terms between treatment and subgroup variables may be explored. Secondary endpoints will be analyzed using methods appropriate to the endpoint type. Safety analyses will be conducted on the safety population and will include summaries of adverse events by treatment group and by demographic subgroups. Pharmacokinetic analyses may be performed to evaluate exposure parameters and may include demographic covariates such as race to assess variability in drug exposure. Subgroup analyses will be considered exploratory unless otherwise specified.

Example when ‘No’ is selected:
Example 1:
The study has no plans to do subgroup analyses based on the underrepresented groups outlined in the state law. The primary outcome is stratified based on the presence of two specific mutations. Once the subgroups based on these mutations are identified, the sample size will not be large enough to do further analyses by the underrepresented groups.



6. Future research plans. If this trial excludes any groups by age, sex, race, sexual orientation, socioeconomic status or geographic location relevant to the target population or research objectives, are there future plans to conduct research with these populations?	Comment by HSD: This question applies only to trials that will exclude any underrepresented groups. If no groups are excluded, mark the Not applicable checkbox and continue to the next question.

For trials that will exclude underrepresented groups, the question is asking about any future sponsor plans for research that might explain the exclusion. 

Example:
The sponsor is only enrolling adults into this Phase 2 study for safety reasons but has future plans to conduct pediatric studies once safety and efficacy have been established in adults.

Possible resources:
Sponsor protocol
Sponsor communication
Grant submitted to funding agency
 Example: pediatric populations and older populations are often excluded in early phase studies for safety reasons.
☐ Not applicable. No underrepresented groups are being excluded. 
☐ No. Future research plans are not known.
☐ Yes → Briefly describe any other planned trials and plans for future inclusion of these groups.
· Include any studies of safety, effectiveness, or dosage (for medical products), and how these groups will be represented in design, population, endpoints, and geographic locations. 
· Summarize, if applicable, any differences observed in prior pharmacology studies relevant to these underrepresented groups.
	Click or tap here to enter text.


7. Scientific design and methodology. 
7.a. If it impacts the design and methodology, describe any evidence that existing available prevention, screening, or diagnostic strategies and treatments for the disease or condition are used differently or have different performances across the underrepresented groups defined in the state law. If there is no impact and/or no evidence, state this.	Comment by HSD: This question is asking for available evidence that existing prevention, screening or diagnostic strategies and treatments for the condition under study have known differences by race, ethnicity, sex, age, etc. 

These differences may impact study design which could then impact the larger enrollment of the study, which is why we solicit for this info.

Examples:
Is there evidence that women metabolize the study drug differently than men and might need different follow-up periods for safety monitoring?

Are different screening tools/diagnostics used in pediatric vs adult populations under study?  

Are different racial groups referred for disease screening at different rates, so that one group may be diagnosed when the disease is more severe and be ineligible for the study?
	Example 1:
Existing diagnosis for pathogens in immunocompromised individuals is a slow process that usually requires regular access to healthcare facilities with high-end laboratories that can test for the wide range of pathogens that can easily infect immunocompromised individuals. Participants will need regular testing for pathogens throughout the study but individuals that live in geographic areas with less access to clinics that have an equipped laboratory or have less mobility (e.g., older populations) have fewer options to complete the testing and have struggled in previous studies to make all of the required study visits. Since clinic-based diagnostic tests are not equally available to all participants in various underrepresented groups (geographic location, socioeconomic status, and in some cases age), the methodology was adjusted to provide all participants at-home specimen collection kits and mailing supplies to send to a central laboratory for testing. Schedules were adjusted to factor in the extra time for mailing samples.

Example 2:
There are no easily available vaccines or drugs for adenovirus. The recommended prevention methods are the same as many respiratory viruses, including washing hands and wearing masks. Adherence to these prevention methods can be lower with children compared to adults. Adenovirus spreads quickly in schools and larger daycare systems where a large number of children are in confined spaces. The study was designed to over-represent children in large population cities areas. (Sources are journal articles X and Y)

Example 3:
There is evidence that hemoglobin A1c (HbA1c), a common screening and diagnostic measure for diabetes, may perform differently across underrepresented populations, including Black, Mediterranean, and Southeast Asian individuals. Studies show that HbA1c may not consistently reflect underlying glycemic levels in these groups due to differences in red blood cell lifespan and the presence of hemoglobin variants (e.g., sickle cell trait, hemoglobin E, thalassemias). Reliance on HbA1c alone for eligibility or outcome assessment may lead to misclassification of disease severity and differential inclusion or exclusion of participants from these populations. To address this, the study will incorporate additional glycemic measures (e.g., fasting glucose and/or CGM-based metrics) alongside HbA1c, and avoid reliance on a single HbA1c cutoff for eligibility.



7.b. Briefly describe any scientific design and methodological approaches that will be used in this clinical trial to facilitate enrollment of a broader population (e.g., expanding to populations with more comorbidities, including individuals with more severe disease progression, or adaptive study designs). 	Comment by HSD: This question is asking for information on how the scientific design and methodology of the study facilitates broader enrollment of underrepresented groups. 

For industry sponsored studies or studies where the protocol was authored by another institution, HSD recognizes that the local UW team may not have had input into the trial design or methodology. However, the response should still articulate what the sponsor has done to improve/facilitate enrollment of the target population.

Examples:
A study has open eligibility criteria like no upper age limit or limited exclusions for comorbid factors.

A study allows repeat testing of screen failures.

A study has an adaptive trial design that broadens to include a larger population based on interim safety data.

A study focuses on early characterization of drug metabolism or drug clearance across populations suspected of different rates of metabolism or clearance.

Possible resources:
Sponsor protocol
Sponsor communication
Grant submitted to funding agency
	Example 1:
The study uses several FDA aligned approaches that help broaden enrollment, including (see sponsor protocol section X):
· No upper age limit.
· Participants may be on palliative radiation therapy, which allows patients with more severe cancers to participate.
· Participants have flexibility to use certain prescribed antibiotics, hormonal therapy, and contraceptives. 
· Acceptance of older archival tissue for screening tests.
· Flexible prior therapy rules to allow participants with a wider range of previous treatments to participate.
· Participants are allowed to re screen once.
Together, these features help ensure that a wide adult population, including older adults and those with multiple prior treatments, can participate as long as they meet medical eligibility criteria.

Example 2:
In this trial, enrollment initially focuses on a relatively low-risk, homogeneous population—adults aged 40–65 with moderate disease severity, stable background therapy, and no significant comorbidities like cardiovascular disease or renal impairment. This conservative starting point allows investigators to clearly assess early safety signals. The protocol includes a pre-specified interim analysis after roughly one-third of participants have completed an initial follow-up period, during which an independent data monitoring committee reviews key safety outcomes such as adverse events, hypoglycemia, and organ-specific risks. If the interim data meet predefined safety thresholds, the trial adaptively expands its eligibility criteria to include a broader and more representative patient population. This expansion may allow enrollment of older adults (including those over 65), patients with common comorbidities such as mild-to-moderate chronic kidney disease or stable cardiovascular conditions, and individuals across a wider disease severity range.



STRATEGIES FOR MEETING ENROLLMENT GOALS
8. Reducing barriers and burdens. Describe the measures specific to your study that will be employed to reduce participation burden, enroll, and retain underrepresented groups and explain why the measures are appropriate for the study population. 
8.a. Describe elements outlined in the protocol (e.g., flexibility in study visit windows, limiting in-person visits, replacing visits with electronic communication).
	Example 1:
Visit window flexibility is built into the Schedule of Activities (protocol section X) to reduce scheduling burden and missed visits. Many study visits allow for ±3‑day windows for treatment administration and assessments, which helps accommodate participants’ health status, transportation needs, and caregiving responsibilities.

Example 2:
The protocol allows for home health visits, which may be used to collect vital signs and body weight, obtain blood and urine laboratory samples, perform ECGs, review adverse events and medications, disconnect infusion pumps. Home health visits may reduce the burden of frequent clinic visits and improve feasibility for participants with transportation challenges, physical limitations, or advanced disease. The protocol also allows use of local laboratories and imaging facilities, when appropriate, to minimize travel requirements. (protocol section X)

Example 3:
According to the study sponsor, a central consideration in the design of the clinical trial was to minimize financial and access-related barriers that could disproportionately exclude underserved populations. Because pelvic venous embolization, the procedure being investigated in this trial, is often not a covered benefit, restricting enrollment to insured patients could introduce significant selection bias.

To address this, the study secured funding to:
· Cover the full cost of both study arms, independent of insurance status
· Provide access to embolization treatment for participants randomized to the control arm after unblinding at 6 months, also at no cost

This approach was intentionally designed to allow participation regardless of insurance coverage or ability to pay, thereby broadening access to patients who might otherwise be excluded.



8.b. Describe specific strategies used for the local site (e.g., diversity on the research team, holding recruitment events in non-clinical but trusted locations, offering visits on weekends or evenings). 
	Example 1:
Eligible participants who have received a stem cell transplant live across the entire state of Washington. To recruit a representative selection of eligible participants across this large geographical area, we will utilize recruitment resources and contacts developed by ITHS and/or the WWAMI region Practice and Research Network, e.g., identifying clinics who are willing to assist with recruitment or connections to local community health fairs. Additionally, the sponsor has outlined some steps that we can implement to reduce the travel burden for participants related to repeated blood draws and physical exams (see section 8.a) but the travel burden still exists for more infrequent procedures that need to be done in a more specialized clinic like biopsies. To help remove the burden of the costs of transportation, participants at our site will be reimbursed for travel expenses if they live farther than 50 miles. This includes airfare, bus fare, train fare, hotel stays, and parking costs. The site is including this in the sponsor budget negotiations.

Example 2:
The study team will enter a participant’s clinically relevant labs into the UW EMR so that these labs do not need to be duplicated for clinical care. We communicate and schedule with the participants’ clinical providers to increase the availability of research visits bundled with clinical visits. We offer a variety of strategies for communication for scheduling and communication between visits (phone calls, texts, other messaging apps, email) to help ensure that participants are able to choose their preferred method of communicating with the study team. For study materials, we provide many options for participants to read and understand the study materials including electronic devices that can read the materials or magnify them.

Example 3:
Patients will also be provided a custom follow up schedule handout with their specific dates for all their visits from 5 weeks to 2 years. Additional automated email and text reminders will help study patients keep to their schedule. To help patients arrive for their follow up activities, patients are provided with a study stipend for completing visits, as well as transportation and parking payment to help ease the burden of the cost of transport to and from the hospital. This will allow patients to not worry about transportation and focus on arriving for their care. This has shown to improve follow up retention rates in our active studies. We have a phone line dedicated to this study that will allow patients to call us and keep an open communication with the research team.  This can be minimal like reminder calls and outreach for their gift cards, but these outreach points can help allow teams to catch urgent issues/events and escalate to the clinical team. Patient outreach has shown to improve retention and participation in study activities. Previous studies have also shown that patients appreciate the additional contact and are easier to reach.



9. Participants with Non-English Language Preference (NELP). It is UW Policy that all clinical trials requiring a Diversity Plan for Clinical Trials must have the resources and processes necessary to include participants who have a non‑English language preference (NELP), unless there is a compelling justification for their exclusion (e.g., based on reasons of science or safety).

9.a. Does the study intend to include individuals with non-English language preference (NELP)?	Comment by HSD: Inclusion of participants with NELP in clinical trials is now the default expectation unless there is a justifiable reason to exclude them based on safety or science. Lack of funding is not an acceptable reason for exclusion and there are available free resources in those circumstances. A plan for inclusion of NELP is not required if all of the population has English as their preferred language. 

If you will include some non-English language preferences in your target population but not all, mark both Yes and No. Describe which non-English languages will be included and provide justification for excluding the other non-English languages in the text box.

Examples are provided in our guidance.

Possible resources:
Sponsor protocol
Sponsor communication
Grant submitted to funding agency
☐ Yes → Continue to 9.b.
☐ No → Provide justification (e.g., 0% of the target population has NELP, other scientific or safety rationale) and cite your source(s).
	Examples when ‘No’ is selected:

Example 1:
For our target population at our site, 100% of available patients with Huntington Disease list English as their preferred language (per UW Medicine Patient Demographic Dashboard). Therefore a plan for including NELP individuals is not necessary.

Example 2:
The investigational device in this study is intended for over-the-counter use by untrained individuals who must independently follow written instructions and/or app-based audiovisual guidance to correctly collect specimens, operate the device, and interpret results without any assistance. Limiting enrollment to participants who can comprehend these materials (only available in English) ensures that study conditions accurately reflect intended real-world use and prevents confounding of performance outcomes due to language-related misunderstandings rather than device function. Assistance from an interpreter could introduce bias. Standard diagnostic testing and treatment for sexually transmitted infections are widely available through established healthcare services outside of the study so exclusion of NELP individuals does not deny them access to novel diagnostic tools without a clinical equivalent. The sponsor hopes that future studies can explore making the test and app available in other languages once feasibility, efficacy, and safety have been established in the English language model.



9.b. Does 5% or more of the target population speak a primary language other than English?
☐ Yes → List the applicable languages, provide the source of your information, and check the box below to confirm that the study will comply with the applicable UW policy.
☐ No → Go to question 9.c.
	Click or tap here to enter text.


(Check the box only if 5% or more of the target population speaks a non-English primary language)
☐ I confirm that the study will comply with UW policy requiring:
· Translation of all written participant-facing materials (e.g., consent forms, recruitment materials, surveys) into the applicable languages at the outset of the research, and
· Availability of interpreter service and language-appropriate resources for the duration of the study.

9.c. For other non-English languages that represent less than 5% of the target population, there must be a plan in place to support their enrollment and participation in the research when they are encountered. The UW provides services and resources for translation and interpretation as described in our guidance. 
☐ I confirm that the study will comply with UW policy requiring:
· Use of an approved consent method (the short‑form consent process, rapid translation of IRB-approved English version of the consent document, obtain an IRB-approved waiver of documentation of consent and provide a verbal presentation of the consent information).
· Access to qualified interpreter services to support inclusion throughout the duration of the study.
· Translation and/or interpretation of participant-facing study materials.
· Describe other accommodations, if applicable (e.g., emergency exception from informed consent):
	Click or tap here to enter text.



10. Use of e-consent. Electronic consent allows participants to read and sign necessary forms remotely instead of travelling to a clinical trial site. It is a UW Policy that e-consent must be made available as an option for all clinical trials that require submission of a Diversity Plan for Clinical Trials unless there is a justified reason for not including e-consent. Indicate if e-consent will be available to research participants.
[bookmark: _Hlk205372705][bookmark: _Hlk205371998]	☐ 	Yes → Go to question 11.
	☐ 	No → Explain why e-consent is not appropriate for the study population (e.g., the study will enroll 
			hospital inpatients, the study population lacks access to the technology needed to consent 
			electronically).
	Examples when ‘No’ is selected:

Example 1:
The study will be enrolling admitted patients only. All enrollment activities will be in person during the participant’s clinical care inpatient stay and not during any separate research-only visits. Since participants are present in-person during the consent discussion, the study team will not use non-electronic consent methods.

Example 2:
The study is an FDA-regulated study and must comply with 21 CFR Part 11 requirements for electronic systems. When this study is being submitted for authorization (April 20th, 2026), the UW has only recently rolled out 21 CFR Part 11 compliant electronic consent tools that are vetted and available to UW researchers. These tools were not available when the study contract and budget were being negotiated in late February, 2026. Under the temporary exception, we will not be using e-consent.



11. Community engagement and cultural sensitivity. The Spectrum of Community Engagement in Clinical Trials Research outlines the different stages of engagement and associated requirements. It is a UW Policy that all clinical trials that require submission of a Diversity Plan for Clinical Trials at minimum meet Stage 2 requirements of this spectrum. 
11.a.  Confirm that each Stage 2 requirement will be met and describe how. If a requirement will not be met, explain why.
11.a.1.  The target population may be informed about plans to conduct the research and provided with opportunities to offer feedback on the research plan. This is Optional for Stage 2. Consider any opportunities to inform the UW site(s) population or the larger study-wide population. Only provide a response if this occurred.
	Example 1:
The UW study team has a long history of conducting clinical trials of HIV drugs and treatment protocols. Throughout this history, we have developed a Community Advisory Board of community members living with HIV. Before accepting any industry-sponsored clinical trial opportunities, the UW study team will present the study to the Community Advisory board to determine if the community finds the general research plan acceptable. Feedback may affect the decision to participate.



11.a.2. ☐ I confirm that a literature review and/or individuals who are knowledgeable about the community informed the trial design and strategies for meeting enrollment goals (as described in the above sections), as well as the development of recruitment and consent methods and materials. 	Comment by HSD: Even if individuals in the target population were not consulted, the design of the trial and study materials should still be informed by literature and/or those knowledgeable about the target population under study. 

If prior studies/publications informed the design of this study, cite the sources here.

For PI-designed trials, it may be the PI who has this expertise. It would be acceptable to describe their background/experience here. 

For sponsor-designed trials, the sponsor and/or the local site PI may have conducted these activities. 

Example:
The UW local site PI evaluated the study using specific criteria to ensure that UW participation was appropriate for the UW target population.

Possible resources:
Sponsor protocol
Grant of funding document
Literature review
Local PI analysis of multi-site protocol
· Individuals who are knowledgeable about the community (i.e. the target population) may include, but are not limited to, members of the target population, a community advisory board, patient advocates, researchers and scholars with relevant expertise.
Describe how trial design, strategies for meeting enrollment goals, and recruitment and consent methods and materials were informed by a literature review/knowledgeable individuals OR provide an explanation for why this requirement is not met.
	Example 1: 
The target study population includes adults with uncontrolled hypertension, with a disproportionately higher burden among Black/African American patients and individuals receiving care in “safety net” settings that disproportionately care for low‑income, and uninsured populations. The literature identifies barriers to research participation, including transportation challenges, competing life demands, limited access to care, and mistrust of research.

In response, the study has been designed to support representation in these groups. Site selection and enrollment goals prioritize clinics serving higher proportions of Black/African American patients with uncontrolled hypertension.

A community advisory group composed of Black/African American patients with hypertension, representatives from community-based organizations, and community health workers were engaged to review study procedures and provide input on recruitment, participation, and retention strategies. Their feedback informed the measures used in the research to reduce barriers and burdens. The advisory group also provided guidance on culturally appropriate messaging and strategies to build trust and support ongoing engagement.

Example 2:
Two community advisory boards of Seattle-area community members living with HIV were consulted - one specifically composed for study trials conducted by this study team and one at Madison Clinic. The recruitment process and any recruitment and consent materials presented by the lead site have been presented to each advisory board for acceptability. Recommendations for changes to the recruitment process (e.g., allowing clinical staff familiar with the target population to have a larger recruitment discussion before the study team comes in to obtain consent) were presented to the lead site as site-specific changes.

Example 3:
At the site level, we have a very experienced study team who is knowledgeable about the community they serve. The PI is a specialist in this field who is deeply familiar with this oncology study population, and she has served on the UW DEI committee since 2021. Supporting her is a team of 8 research coordinators and 3 regulatory coordinators who have training in cultural sensitivity and extensive experience working directly with this patient population. The PI and study team evaluated the sponsor protocol before deciding whether to join the study.  We considered the number of study visits against multiple barriers/burdens including how many could be matched with the usual clinical visits expected in general local oncology treatment plans, what amount of travel budget we could provide for visits that did not map to clinical visits, and whether our local patients were likely in our experience to agree to the extra research visits. We considered whether the trial design offered flexibility to use previously collected biopsy samples or labs to reduce that burden on participants.

Example 4:
This trial’s design and enrollment strategy are informed by published literature on barriers to research participation within the target study population, the research team’s experience working with Mexican American populations in the Rio Grande Valley, and by culturally and linguistically concordant personnel on the research team who are knowledgeable about community norms and communication preferences. The literature review and longstanding field experience demonstrated that trust, cultural context, and socioeconomic factors strongly influence participation, leading the research team to design enrollment strategies that prioritize culturally aligned communication, flexibility in scheduling, and relationship-building through familiar healthcare and community settings.



11.a.3. ☐ I confirm that the target population is informed about the research procedures through culturally humble recruitment and consent materials.	Comment by HSD: This question is asking about the process of evaluating and adjusting recruitment and consent materials to ensure they best serve the target population. The italicized prompts offer criteria to consider when evaluating how culturally appropriate the study materials are.

Possible resources:
ITHS Recruitment Support Service
Fred Hutch Office of Community Outreach and Engagement
Study team expertise
Community feedback on materials
· Culturally humble materials and methods:
· Prioritize the community’s values, concerns, and perspectives in study messaging. 
· Identify preferred communication media, venues and approaches. 
· Tailor materials to the community’s language preferences, literacy levels, and accessibility needs.  
· Ensure the use of inclusive, respectful language and culturally relevant visuals and information.
· Recognize diversity within the community and avoid assumptions or stereotypes.
Describe how this will occur OR provide an explanation for why this requirement is not met.
	Example 1:
The study team confirms that they will provide comprehensive oversight of all recruitment strategies. Even when centrally developed materials are used, the local study team remains committed to implementing them in a respectful and accessible manner.

Review All Sponsor Materials: Critically evaluate all sponsor provided materials for this study, which include patient diaries and patient cards, with knowledge of the target population in mind. This involves looking for accessibility needs (e.g., materials are provided in small font with little spacing which has been harder for our patient population that tends to be older to read) and any stereotypes that may be applied to cancer patients.

Apply Local Community Insight: Utilize the team’s extensive experience with the unique demographics and cultural nuances of the UW/FHCC patient populations. Many research coordinators have extensive clinical job experience including roles in program management, clinical research assistance, and being a Peer Health Educator that has provided training in how to discuss the risks of various novel and complicated clinical treatment options available to this community. This experience is used to prepare initial scripts and anticipate likely questions for the consent discussions, especially in clinical trials like this one where the sponsor will not allow for major edits to the consent form. During other clinical trials, the study team has fielded multiple requests from this community to have the option to have consent forms available as an electronic version participants can store for future reference. We have received approval to provide a PDF version of the consent form along with the paper copy provided during the enrollment visit even though the e-consent signature platform will not be used.

Ensure Contextual Appropriateness: Adapt or refine materials to ensure the language, imagery, and messaging are sensitive, accessible, and appropriate for our local community. This team is adept at identifying linguistic or cultural barriers in sponsor templates and routinely advocates for plain language edits to ensure informed consent are easier to comprehend. 

Example 2:
The local consent was revised for readability and site-specific requests have been sent to the lead site for approval. Although the UW/FHCC patient population is typically well informed about their disease, shorter and clearer consent documents are more effective than longer, more complex forms and the preferred length of consent forms is 20 pages or fewer. Based on this, we are requesting to be allowed to convert the consent form into a shorter form and appendix with the more detailed information for reference. Previous clinical trial participants have provided feedback that tables or diagrams are preferred to long lists or, if a long list is needed in the main consent form, that a table can be provided in addition. We have requested permission from the lead site to add a modified version of the Schedule of Activities in the consent form to visually present the information and study duration. Importantly, the UW/FHCC study team has control over the information that is emphasized during the consent discussion between the individual obtaining consent and the potential participant. For this Phase II clinical trial testing a very new drug treatment, we will start by discussing the study’s objectives, risks, and benefits because that is what participants ask the most questions about in these early stage clinical trials. Then we move to discuss other key elements of the research.

Example 3: 
To ensure the target population is informed through culturally humble recruitment and consent materials, we will engage a subset of the target population through focus groups to identify community values, concerns, and preferred communication channels, and to review draft materials for cultural relevance and clarity. Recruitment and consent materials will be written in plain language, translated as needed, and adapted for literacy and accessibility, incorporating inclusive language and culturally relevant visuals. We will explicitly account for diversity within the population by incorporating feedback from varied subgroups and avoiding assumptions or stereotypes. Materials will be iteratively refined based on participant feedback to ensure they are understandable, respectful, and aligned with community perspectives.



11.a.4. Participants may receive updates on trial progress (e.g., quarterly postcards, newsletter). Only provide a response if this will occur.	Comment by HSD: Participant updates are encouraged but not required. Only answer this if participants will receive updates.

This question is not asking about updated risk or consent information. Instead it is asking about updates like whether enrollment is complete or whether the trial has been suspended.

These updates are often seen in longer running studies and used as a method for retention and engagement.

Possible resources:
Sponsor protocol
Sponsor website, e.g., current research page with updates
Sponsor communication
Grant or funding application
	Example 1:
The Sponsor maintains a public-facing website dedicated to ongoing clinical trials. This platform provides participants and the community with access to high-level current study information and recruitment status. The UW/FHCC study team will be responsible for updating study participants based on the information from the study website or if other materials have been received from the sponsor and are informative for the participant. If information is provided above a lay language level, it will be rewritten to a lower language level. In addition to the Sponsor’s digital resources, the study team ensures continuous participant engagement through:
· Direct Correspondence: Distributing quarterly postcards or newsletters to provide trial progress updates. These will include information about the UW/FHCC site at a minimum but will include any study-wide information provided by the sponsor.
· Community Outreach: Sharing results and study milestones during Office of Community Outreach and Engagement (OCOE) events, local health fairs and newsletters (if allowed).

All participant updates are provided in a manner that is compliant with IRB requirements and are designed to ensure participants remain informed, respected, and supported throughout their involvement in the research.

Example 2:
The clinical trial is being conducted as part of the larger UW Aids Clinical Trial (ACTU) infrastructure. We use multiple resources to keep clinical trial participants informed of study progress. There is a UW-specific page on the larger US-wide Aids Clinical Trial Group (ACTG)  website that provides updates on what studies are open or closed to accrual, including one specifically about UW trials. The larger US-wide ACTG has a newsletter that provides periodic updates to participants. Finally, the UW ACTU sends out participant letters with any significant updates to recruitment, completion, or results to our local participants and community advisory board.



11.a.5. ☐ I confirm that the aggregate results of the trial will be shared with participants (e.g., newsletter, email) once they are available.	Comment by HSD: It’s expected that once aggregate results from the trial become available, these will be directly shared with study participants. The aggregate results should be described in a language understandable to the study participants. If the sponsor does not have a plan to share results with participants, the local study team should develop a plan.

The PI or study sponsor posting results on CT.gov or publishing in a medical journal does not meet this requirement. Those materials are not generally understandable to the lay study participant. 

Example:
The study team prepares a lay-language summary of results from CT.gov or publications and shares with participants via email.

Our DCT guidance includes a link to additional resources (MRCT) with additional ideas on how to do this effectively. 

Possible resources:
Sponsor protocol
Sponsor website, e.g., current research page with updates
Sponsor communication
Grant or funding application
Describe how this will occur OR provide an explanation for why this requirement is not met.
	Example 1:
If no other results are provided by the sponsor, the study team will use the results posted on CT.gov to develop a lay summary for the participants. Depending on the length of time between study completion and when results are posted on CT.gov, the study team may send results via email or distributed with assistance by the FHCC OCOE.

Example 2:
The Sponsor indicates in the template consent form that, “After the study ends, you’ll receive information on how to access an easy-to-understand summary of the results from your study doctor.” We do not know the details of the Sponsor’s plan but if after the study concludes and the Sponsor does not provide a summary of results in easy-to-understand language for participants, we will communicate a brief summary to our participants. As death is a possible outcome for our target study population, we will not send results to deceased individuals.

Example 3:
The sponsor provides updates on all  their ongoing studies on their website that includes lay summaries of aggregate results when study analysis has been completed. When allowed, the sponsor also posts links to presentations and publications generated from their studies. This study website will be provided to participants during the last study visit if participants want to look for updates. When final results are posted on clinicaltrials.gov, the UW study team will evaluate all the information on this website and clinicaltrials.gov and prepare a lay summary of results that will be shared via email with our site participants.



11.a.6. ☐ I confirm that the trial results will be posted on ClinicalTrials.gov.
11.b. Researchers may elect to choose to comply with requirements of higher stages or may be required to for certain studies (e.g., EFIC). If you will comply with additional requirements, please explain in the box below. 
	Click or tap here to enter text.


12. Resources used for preparing your Diversity Plan. If you have used any of the resources listed below to inform your community engagement activities, enrollment numbers, or other aspects of this Diversity Plan, check the boxes for each resource used.  	Comment by HSD: If you used any resources besides the study protocol or study materials to prepare this Diversity Plan, note that in this question. It helps HSD and others at UW involved with the Diversity in Clinical Trials effort to identify useful resources that can be developed further or identify possible resources that could be added.
☐	Disease-specific Community Advisory Board or similar group
☐	UW Medicine Patient Demographics Dashboard
☐	Fred Hutchinson Oncology Patient Population Dashboard – email CRSCustomerService@fredhutch.org for access 
☐	ITHS Recruitment Support Service
☐	ITHS Biomedical Informatics
☐ 	Translation and Interpretation Services 
☐	UW Office of Healthcare Equity Community-Centered Research Resources
☐ 	UW Health Sciences Library
☐	PCORI resources
☐	MRCT guidance Achieving Diversity, Inclusion and Equity in Clinical Research
☐	Other – Describe in box below
	Click or tap here to enter text.


ENROLLMENT DATA COLLECTION AND REPORTING
13. Registration in CTMS OnCore. It is a UW Policy that all clinical trials that require submission of a SUPPLEMENT Diversity Plan for Clinical Trials must provide annual updates on their enrollment targets for underrepresented groups at domestic UW site(s) using the OnCore Clinical Trials Management System (CTMS). To assist with tracking this annual information, these studies are required to be registered in OnCore CTMS before study approval or authorization to use an external IRB will be granted. Upload your OnCore CTMS email confirmation showing your RG# in Zipline.	Comment by HSD: The OnCore CTMS email confirmation or registration screen shot must have the RG# and the study title at a minimum. This allows HSD staff to verify that the registration has been done and provides information for CTMS to cross-reference studies that require enrollment updates under the DCT policy.
	If the UW IRB is the single IRB and is reviewing a multi-site submission that requires the submission of SUPPLEMENT Diversity Plan for Clinical Trials but the UW site(s) are not involved in enrolling participants (e.g., UW is the data coordinating center) or if all UW site(s) responsible for enrollment are outside the United States, registration and annual reporting in OnCore CTMS is not required. 
☐ Uploaded
☐ Not applicable
Keywords: Clinical trials; Diversity; Recruitment
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