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1.0 Background
In accordance with its dedication to the highest levels of research integrity, all research at Wayne State University (WSU) conducted in compliance with the principles of the Belmont Report and other ethical codes of conduct for research, such as the Declaration of Helsinki and the Nuremberg Code and is consistent with Good Clinical Practice (GCP) guidelines. WSU has made a commitment to conduct research, under these principles and all relevant local, state, federal and international regulations in order to provide the same high level of protection for all human participants. 
WSU complies with the Code of Federal Regulations (CFR), the Common Rule, as it applies to human participant research. These include the regulations from DHHS [45 CFR 46] and its subparts, the FDA regulations [21 CFR 50 and 56], the Veterans Administration regulations [38 CFR 46] including subparts, and all other relevant federal regulations.
Note: Many of the federal regulations that IRB’s and investigators are required to comply with have been influenced by National Institutes of Health (NIH) guidelines and requirements. IRB policies do not include NIH requirements or guidance. Investigators conducting research funded by the NIH are responsible for complying with all applicable NIH requirements and guidelines including the NIH policy on the Inclusion of Women and Minorities as Participants in Research Involving Human Subjects and NIH

There are several Federal regulations from different agencies that address diversity and inclusion on the basis of sex/gender, race, ethnicity and age for the equitable selection of human participants for research:

· The Civil Rights Act of 1964 makes it illegal to discriminate against individuals on the basis of race, color, religion, sex or national origin. By extension, the automatic exclusion of individuals on the basis of sex/gender, race, ethnicity and/or age from research protocols without adequate justification is discriminatory. 
· The Code of Federal Regulations (45 CFR 46.111) requires the selection of research subjects to be equitable. 
2.0 Related Policies

· 1-2 Wayne State University Human Research Protection Program

· 4-7 Continuation/Renewal of a Research Protocol

· 6-7 Additional Requirements for Research Involving Other Federal Agencies

Definitions:

Diversity: The representation of different and unique identities, characteristics, experiences and perspectives

Equity: The quality of being fair and impartial. The term “equity” refers to fairness and justice and is distinguished from equality: Whereas equality means providing the same to all, equity means recognizing that we do not all start from the same place and must acknowledge and make adjustments to imbalances.
Inclusion: The action or state of including or of being included within a group or structure. The practice or policy of providing equal access and representation to opportunities and resources for people who might otherwise be excluded or marginalized.
3.0 IRB Policy
Equity, diversity and inclusion of research participants is a part of the IRB’s initial review and continuing reviews. Many factors are considered during the IRB’s initial review of research to ensure the participant population to be recruited in the proposed research is equitable, and recruitment methods are adequate to achieve equity in participant enrollment. The IRB must also re-visit the participant recruitment at the time of continuing review. 
3.1 Equitable Selection of Research Participants:  
The IRB has the responsibility to adhere to the Belmont Principle of Justice which requires an equitable selection of research participants. Study proposals must address the following protections for human research participants to ensure that there is an equitable selection of research participants:

· Research participants receive an equal share of the benefits of research and that they do not bear a disproportionate burden. 

· Enrollment criteria and recruitment methods must not run the risk of burdening members of an under-represented/vulnerable group/community while a privileged group reaps the benefits of the research findings.

· Potential research participants should not be excluded from the opportunity to participate in research as a human subject based on irrelevant characteristics such as sex/gender, race, ethnicity or age,
· Potential participants should not be coerced to participate (See IRB Section 8 policies on Research Involving Vulnerable Participants).
3.1.1 Inclusion and Exclusion Guidelines:
The IRB requires that research protocols include an equitable representation of participants based on sex/gender, race, ethnicity and age. 
Note: Inclusion requirements do not apply if they are inappropriate with respect to the subjects’ health or the purpose of the research, or other circumstances as designated by federal agencies. 
Inclusion of Minorities: The IRB requires that clinical research protocols include adequate representation of minorities, including their sub-populations. The inclusion of minorities must be considered in all stages of research design. Researchers should collect data on groups of whom knowledge gaps exist, or in whom the disease or condition is disproportionately prevalent. Therefore, investigators should be aware of concurrent research that addresses specific minority populations, as well as areas where it would be appropriate to study a single minority group. The demographic make-up of participants enrolled in a study should resemble the demographics of the community in which the research will take place, and the population affected by the condition or for whom the intervention is intended as closely as possible. 
From a practical perspective, there is some theoretical limit on the number of such subgroups that can realistically be studied in detail in any given protocol. Therefore, the investigator should clearly address the rationale for inclusion or exclusion of minorities and their subgroups in terms of the purpose of the research. Scientific justifications must be presented. Emphasis should be placed upon inclusion of those sub-populations in which there is little information, or in which the disease or condition of interest manifests itself disproportionately, or in which the invention operates in an appreciably different way.
In geographic locations where limited numbers of racial/ethnic populations are available, the investigator must address the issue of terms of the purpose of the research and such factors as the size of the study; the relevance of the disease or condition; and the feasibility of collaborating to include minority groups. Outreach programs are recommended.

It is not expected that every study will include both sexes/genders, all racial and ethnic groups and subgroups, and all age groups. Inclusion on the basis of sex/gender, race, ethnicity, and age should be guided by the following factors: 

· Populations of whom knowledge gaps exist, or in whom the disease or condition is disproportionately prevalent, 
· The study’s aim(s)/hypothesis

· Demographic makeup of the community impacted by the research 

3.1.2 Exclusion Factors: 

The automatic exclusion of groups based on sex/gender, race, ethnicity and/or age without an acceptable rationale is not acceptable. Investigators must provide a clear ethical and scientific justification for excluding a certain demographic based on sex/gender, race, ethnicity and age whenever the proposed sample reflects a significant departure from the demographics of the condition being studied. 

Further, certain demographic groups may not be automatically excluded if they do not speak English. Research conducted in a community that is likely to have non-English speaking participants must provide translated versions of all participant materials when that non-English language is known to investigators.
3.1.2.1 Considerations for Inclusion and Exclusion Criteria to Protect the Safety and Wellbeing of Participants in Clinical Trials: 

The IRB recognizes that certain exclusions are appropriate when necessary to help protect certain individuals. When developing the inclusion and exclusion criteria of a clinical trial, additional factors must be considered such as conditions that could threaten the safety and wellbeing of a certain group of participants. FDA’s guidance on Enhancing the Diversity of Clinical Trial Populations — Eligibility Criteria, Enrollment Practices, and Trial Designs states “One objective of eligibility criteria is to exclude people from participating in a trial for whom the risk of an adverse event outweighs both that individual’s potential benefit from participating and the importance of the knowledge that may be expected to result”.(Food and Drug Administration 2020, p. 3).
3.2 IRB Review of Protocols:
Each protocol must be reviewed individually to determine whether the plans for inclusion of minorities is appropriate and/or adequate. Investigators are required to provide rationale for the inclusion and exclusion of these groups when preparing a new initial IRB application for an expedited or full board review. Investigators are also asked to provide details about the demographics of enrolled participants at the time of continuing review to assess the actual versus planned demographics of enrolled participants.
3.2.1 IRB Considerations for the Equitable Selection of Research Participants:
When determining whether to approve research at the time of initial review, continuing review, or when reviewing any changes to a study’s recruitment methods, or inclusion/exclusion criteria, the IRB will evaluate the study’s recruitment and inclusion plans to determine if the selection of research participants is equitable and if the recruitment methods are adequate. To make this assessment, the IRB reviewers must consider the following factors:
3.2.1.1 General Factors to Consider: 

· The criteria for including/excluding participants (inclusion/exclusion criteria.

· If the enrollment criteria reflect that of the population affected by the condition or for whom the intervention is intended?
· When it does not, is there adequate justification?
· If there is a possibility for the population to benefit from the research.

· If planned recruitment procedures consider specific approaches to help reduce barriers that are specific to underserved populations impacted by the research.
· If recruitment of participants will be coercive or present undue influence (This includes any advertisements or payments/compensation that will be provided).
· If study procedures are flexibly organized to accommodate the needs of underrepresented groups.
· If all participant-facing materials are easy for the population to understand (This includes recruitment flyers, brochures, emails, consent forms, information sheets, and surveys). 
· If all participant materials are translated to the language of anticipated or potential participants.
· If not, is there appropriate justification for not providing translated materials? If potential participants are vulnerable to coercion or undue influence due to language barriers, and what measures are being proposed to minimize the risks to these vulnerable participants.
· If study results are intended to be returned to participants in a manner that meets the needs of the populations studied.

3.2.1.2 Additional Factors to Consider for Populations Who May be Vulnerable to Coercion or Undue Influence:
When research involves vulnerable participants, or those vulnerable to coercion or undue influence, the IRB may consider the following factors to determine whether the population is suitable, and whether the burdens of research are being distributed equitably.

· The extent to which proposed participants are already burdened by factors such as poverty, illness, poor education, or chronic disabilities.

· Whether the convenience of the researcher, or possible improvement in the quality of the research, justifies the involvement of participants who may be susceptible to pressure or who are already burdened.

· Whether it is possible to reduce pressure on certain groups of participants to participate in research (such as by engaging in outreach activities or consulting with a representative of the group beforehand).
· Whether the selection process overprotects vulnerable participants, such that they would be denied opportunities to participate in research.

· Whether recruitment materials and consent documents are appropriate for the population, and do not include exculpatory language.
3.2.2 Oversight of Equitable Selection of Subjects at Time of Continuing Review:

The IRB conducts continuing review at regular intervals appropriate to the study’s risk and applicable regulations. (See IRB Policy 4-7 Continuation/Renewal of Protocol for more information). One element of this continuing review is the actual versus planned sample of the demographics of enrolled participants. 

3.2.2.1 Factors to Consider at the time of Continuing Review:
· Does the demographic distribution of enrolled participants mirror the intended population to be enrolled?

· Is there equitable distribution of participants based on race among the demographics of the intended population?
· If not, are adequate corrective actions described, sufficient, and likely to be successful?
· Is there equitable distribution of participants based on sex/gender/gender identity among the demographics of the intended population?
· If not, are adequate corrective actions described sufficient and likely to be successful?
· What changes will be made in community engagement, study design, conduct, reporting, or other methods or processes that will enhance inclusion?
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