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Inclusion of Women and Minorities

This section should address the following points:
1. The targeted/planned distribution of subjects by sex/gender and racial/ethnic groups for each proposed study or protocol, using the format in the Targeted/Planned Enrollment Table;
2. A description of the subject selection criteria and rationale for selection of sex/gender and racial/ethnic group members in terms of the scientific objectives and proposed study design.
3. Compelling rational for proposed exclusion of any sex/gender or racial/ethnic group.
4. A description of the proposed outreach programs for recruiting sex/gender and racial/ethnic group members as subjects.
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