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[bookmark: INSTRUCTIONS]PURPOSE and INSTRUCTIONS
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.
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.
	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 (%)

	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?
☐ 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.
	Click or tap here to enter text.





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 (%)

	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?
☐ 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.
	Click or tap here to enter text.





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.
	Click or tap here to enter text.


3.a. Is your plan to enroll along the same age range as the target population?
☐ 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.
	Click or tap here to enter text.





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?
☐ 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?
☐ Yes → In the box below, describe the plan for subgroup analyses.
☐ No → Provide an explanation of why there is no plan.
	Click or tap here to enter text.



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?
 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.
	Click or tap here to enter text.


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). 
	Click or tap here to enter text.




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).
	Click or tap here to enter text.




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). 
	Click or tap here to enter text.




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)?
☐ 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).
	Click or tap here to enter text.





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 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).
	Click or tap here to enter text.





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.
	Click or tap here to enter text.


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. 
· 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.
	Click or tap here to enter text.


11.a.3. ☐ I confirm that the target population is informed about the research procedures through culturally humble recruitment and consent 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.
	Click or tap here to enter text.


11.a.4. Participants may receive updates on trial progress (e.g., quarterly postcards, newsletter). Only provide a response if this will occur.
	Click or tap here to enter text.


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.
Describe how this will occur OR provide an explanation for why this requirement is not met.
	Click or tap here to enter text.


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.  
☐	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.
	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
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