Background and summary of comments about HSD’s diversity plan and guidance
Introduction
In 2023 the WA State legislature passed 2SHB 1745, also known as the Diversity in Clinical Trials (DCT) bill. This bill aims to improve participation in clinical trials from underrepresented communities (i.e., those more likely to be historically marginalized and less likely to be included in research) so that their data informs and contributes towards better health outcomes in these populations.
One aspect of this bill directs any state entity or hospital (including the UW) to adopt an institutional policy that encourages the identification and recruitment of underrepresented demographic groups into clinical trials. The policy must:
· Include requirements that investigators collaborate with community-based organizations and use methods recognized by FDA to identify and recruit underrepresented populations
· Provide information to trial participants in languages other than English
· Provide translation services or bilingual staff for trial screening
· Provide culturally specific recruitment materials
· Provide electronic consent
Implementation of the bill’s requirements is overseen by the UW Medicine Office of Healthcare Equity and led by a Strategic Leadership Committee comprised of interested parties and subject matter experts. There are also five working groups supporting various aspects of the Diversity in Clinical Trials Initiative (DCTI). 
HSD is responsible for developing a set of institutional policies and supportive guidance for researchers to comply with the bill requirements. Other working groups have been developing the necessary pre- and post-award resources for researchers and infrastructure to support the engagement of community partners. Information about these efforts can be found on the UW Diversity in Clinical Trials Initiative (DCTI) website.
HSD’s approach to developing institutional policy takes into consideration UW’s clinical trial portfolio. Nearly two thirds are FDA-regulated clinical trials involving the use of a drug, device, or biologic. 76% are conducted at either UW or our partners at Seattle Children’s Hospital or Fred Hutch Cancer Center and 92% occur within the Puget Sound region. This means that most are occurring within WA State, with only a small proportion of our research occurring outside WA. It was also important to consider where the trials are reviewed. Nearly half are reviewed by our commercial IRB partners, WCG and Advarra. Less than a third are reviewed by the UW IRB, 15% are reviewed by Fred Hutch Cancer Center and Seattle Children’s Hospital, and 12% are reviewed by other IRBs (mostly academic institutions outside WA State).
HSD’s diversity plan is largely based on FDA Draft Guidance for Industry: Diversity Plans to Improve Enrollment of Participants from Underrepresented Racial and Ethnic Population in Clinical Trials. This aligns with the DCT bill’s directive to use FDA methods for recruiting from underrepresented groups. The draft FDA guidance indicates that industry sponsors will be required to submit a diversity action plan. HSD’s use of a similar model is intended to reduce duplication of effort on the part of researchers and sponsors. Since nearly two thirds of the UW’s clinical trials are FDA-regulated, the requirement for a diversity plan by FDA would apply to the majority of UW clinical trials. Researchers would be able to utilize the plan already put together by their sponsor.
HSD also drew from NIH, the Multi-Regional Clinical Trials (MRCT) Center, and Boston’s Children’s hospital. MRCT in particular has pulled together subject matter experts in this field and conducted their own research and literature review to develop their recommendations and extensive practical resources. We found their approach to be reasonable, pragmatic and useful and consequently incorporated many of their ideas into our own policy.
At a virtual town hall meeting on September 4, 2024, HSD Director Jason Malone gave a presentation about the draft of the diversity plan and associated guidance. A second town hall meeting was held on September 20, 2024, with a focus on the UW’s plans for providing translation and interpreter services as well as supporting community engagement. These events were intended to provide researchers and other interested parties with the opportunity to ask questions and provide feedback. 226 individuals registered for the first meeting and 24 questions were submitted. 170 individuals registered for the second meeting and 23 questions were submitted. The draft diversity plan and guidance were also posted on the HSD website for a 30-day public comment period (August 16 – September 16, 2024). Only 6 comments were submitted to HSD outside of the townhall meetings. More information about the town halls can be found on the UW Diversity in Clinical Trials Initiative (DCTI) website.
In developing this plan and associated guidance, HSD also received substantial input from interested parties across the UW and our research partners.  We would like to acknowledge and thank you for your engagement.
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· UW Medical School Executive Committee
· Faculty Senate Council on Research
· UW Tacoma
· UW Bothell
· College of Arts & Sciences
· College of Education
· College of Engineering
· School of Nursing
· School of Dentistry
· School of Pharmacy
· School of Social Work
· SOM Dean’s Office
· SOM Vice Chairs for Research
· Medical School Executive Committee
· UW IRB Chairs/Vice Chairs
· Fred Hutch IRO
· Seattle Children’s
· WCG / Advarra
· UW State Relations
· Office of Research
· Industry sponsors

The final diversity plan and guidance take into consideration feedback that we received from our DCTI partners, the interested parties listed above, and the UW research community. We have put together a summary of the key comments that we have received and our responses explaining the final revisions to the policy.
Summary of Comments:
1. Comment: Some feedback suggested that the requirements of the DCT bill should be limited to drug and device trials.

Response: Although the bill focuses on clinical trials involving drugs and devices, the DCTI Strategic Leadership Committee has decided upon an interpretation that is inclusive of all clinical trials. This aligns with the federal regulations governing human research which include the requirement for equitable selection of subjects. It also aligns with the guidance and expectations of the FDA and NIH, and there is a national interest in addressing underrepresentation in clinical research. Finally, it ensures equitable access and outcome benefits for all UW clinical trials. We have chosen to use the NIH definition of a clinical trial because it is a definition that is already used at our institution when evaluating studies for other clinical trials requirements such as registration on CT.gov and the need for a data and safety monitoring plan. It is UW policy that a Diversity Plan to improve the enrollment of underrepresented groups within the target study population is required for all research that meets the definition of a clinical trial and where UW employees or agents are responsible for or engaged in recruitment or consent activities.

2. Comment: There was some concern about the exclusion of phase 1 clinical trials from the policy.

Response: Phase 1 clinical trials were one of three categories of research that are excluded from the requirement for a diversity plan. There was some initial feedback that phase 1 trials should not be excluded from this requirement because inclusion of diverse populations provides the preliminary data on safety that informs future phases of the research. After some consideration, the decision was made to exclude phase 1 trials and other pilot/feasibility studies because in the early phases of product development when less is known about an intervention, the more appropriate it is to take a conservative approach to enrollment, and it therefore makes sense to focus diversity efforts of the later stages of product development. This approach aligns with the FDA’s Draft Guidance on Diversity Action Plans which also generally excludes early phase trials. Although we won’t require a diversity plan for phase 1, there is nothing that would preclude a researcher who is working with a larger population to incorporate the recommendations outlined in this guidance and access University resources to achieve this.

3. Comment: There was a request to add a threshold number to the exclusion for studies of treatment for a small population.

Response: Another category of research that is excluded from the requirement for a diversity plan is clinical trials that involve treatment for small populations. The thought behind this is that considerations of subgroup differences and/or heterogeneity of treatment effect  may not be feasible.  HSD has worked with a biostatistician and included the following threshold  for this exclusion category: “If the available target population is <100, or the total study enrollment is <30 across all sites, the population may be too small to allow for statistical calculation.”

4. Comment: It was suggested that there should also be an exclusion for a research team’s lack of expertise or budget to support translation, interpretation, or other barrier reducing strategies.

Response: Historically that has often been the justification for excluding or failing to make efforts to recruit from underrepresented populations. The DCT bill does not provide a carve out for this. Researchers who are conducting a clinical trial need to ensure that they have the necessary expertise and resources. This is why the policy will only apply to new studies submitted for IRB review one year from publication of the final policy. That should give sufficient time for researchers who are in the early stages of developing their clinical trial protocol to consider and budget for the new requirements. Existing studies are not subject to the new DCT policy.

Additionally, the UW is developing resources to provide support for the new DCT requirements. For example, interpreter services will continue to be provided at no additional cost for research conducted in association with a UW Medicine clinical care visit. The WA legislature has provided some funding for supporting translations and the UW is looking at how those funds might be utilized for unfunded/underfunded research. The guidance includes some information about resources and will be updated as more resources become available.

5. Comment: Some feedback suggested that the guidance was unclear about how the DCT policy would apply to multi-site studies.

Response: We have added some language to the section of the guidance that explains the Diversity in Clinical Trials policy requirements to clarify how these apply to multi-site studies. When the UW is the reviewing IRB for a multi-site trial, the requirement for all sites to comply with the policy will be a condition of the agreement for the UW to serve as the reviewing IRB. For multi-site trials reviewed by a commercial IRB or other external IRB, the diversity plan and policy requirements technically only apply to the UW site. However, in most cases it will make sense to discuss the target study population and enrollment goals in the context of the larger study and the aggregate population across sites.

6. Comment: We received several comments about the selection of underrepresented groups that are the focus of the diversity plan and guidance, the terms used for these groups and how these groups were defined. For example, there was concern that some historically underserved groups were not included in the guidance. There was a suggestion to include trans individuals or intersex as a category to account for the impact that hormone replacement therapy and gender affirming treatments and medications could have on treatment response. There was another suggestion to format age projections using the NIH framework.

Response: The DCTI Strategic Leadership Committee chose to focus on the underrepresented populations as defined by the bill (codified in RCW 69.78): age, race, biological sex, sexual orientation, geography, and socioeconomic status.  We have clarified in the diversity plan that the UW IRB 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.

With regard to the categories for sex, race and ethnicity in the diversity plan, these are designed to align with standards set by FDA draft guidance and the NIH inclusion enrollment report which are based on the Office of Management and Budget (OMB) Statistical Policy Directive 22 No. 15 (Policy Directive 15). We have added a text box below the table for race, ethnicity and biological sex where researchers can provide additional context such as anticipated enrollment of intersex individuals or recruitment from populations outside of the US.  For other categories, the diversity plan provides text boxes where researchers may characterize the enrollment goals in the way that is most appropriate for the study. For example, for age this would allow for the use of the NIH framework or some other categorization.

Finally, we acknowledge that there may be other historically underserved populations, including those defined by FDA and NIH, that researchers may want to consider when designing their study. The UW encourages inclusion across all types of diversity.

7. Comment: There were some concerns about the use of the language term limited English proficiency (LEP).

Response: The draft diversity plan and guidance used the language “limited English proficiency” or LEP to describe individuals who are unable to understand English at a level of proficiency that would allow them to participate in meaningful informed consent. Our use of the term was based on its use by FDA and HHS in their 2024 and 2023 Language Access Plans. NIH also uses this term. However, as this language sets up a deficit-oriented construct, we have replaced it in the final policy with the phrase “non-English language preference” or NELP from Rethinking the Term “Limited English Proficiency” to Improve Language-Appropriate Healthcare for All

8. Comment: There were some concerns that the Diversity in Clinical Trials bill would universally require researchers to provide an e-consent option.

Response: The Diversity in Clinical Trials bill requires that participants are provided with the opportunity to consent electronically. The intention of the requirement is to reduce barriers to participation by giving people the flexibility to consent remotely instead of having to take the time to travel to an in-person meeting which may involve taking time off work, lost income, paying for travel, paying for parking, and arranging for childcare. Our interpretation is that the option should be available for most studies; however, we recognize that use of e-consent may not be appropriate in certain populations. The Diversity Plan asks researchers to explain if e-consent is not appropriate for the study population and we have added a couple of examples to illustrate this. The guidance also includes a discussion about electronic methods and when these may present a barrier to participation.

9. Comment: There were a number of comments about HSD’s Short Form Consent Policy.

Response: HSD’s revisions to the Short Form policy were driven in large part by the need to comply with updated FDA guidance on informed consent that was finalized in August 2023. HSD delayed implementation of revisions to align with FDA guidance to evaluate the policy and process in the context of the DCTI. However, to remain compliant with FDA requirements the Short Form policy goes into effect before the requirement for a Diversity Plan. The final Short Form policy was announced in HSD’s November 8th, 2024 Newsletter and we prepared a separate summary of comments on this topic.

10. Comment: Many of the comments that HSD received expressed concerns about clinical trials having sufficient funding and resources to support the requirements of the Diversity in Clinical Trials bill.
HSD is primarily responsible for developing the institutional policies, guidance, and IRB review processes to support compliance with requirements of the bill. Other working groups have been developing the necessary pre- and post-award resources for researchers and the infrastructure to support the engagement of community partners. The Diversity in Clinical Trials guidance document points to a number of these resources,  including translation and interpretation services, s, a consultation service to advise about meeting representation goals, and available tools for identifying the distribution of underrepresented groups. 





