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* 21 CFR 56.111(a)(3)/45 CFR 46.112(a)(3):

- Selection of subjects is equitable. In making this assessment the IRB should take
into account the purposes of the research and the setting in which the research will
be conducted. The IRB should be particularly cognizant of the special problems of
research that involves a category of subjects who are vulnerable to coercion or
undue influence, such as children, prisoners, pregnant individuals, individuals with
impaired decision-making capacity, or economically or educationally
disadvantaged persons.

Regulatory
and Ethical

* Belmont Report - Justice

* Individual justice in the selection of subjects would require that researchers exhibit
fairness: thus, they should not offer potentially beneficial research only to some
patients who are in their favor or select only "undesirable" persons for risky
research.

* Social justice requires that distinction be drawn between classes of subjects that
ought, and ought not, to participate in any particular kind of research, based on the
ability of members of that class to bear burdens and on the appropriateness of
placing further burdens on already burdened persons.

* Thus, it can be considered a matter of social justice that there is an order of
preference in the selection of classes of subjects (e.qg., adults before children) and
that some classes of potential subjects (e.g., the institutionalized mentally infirm or
prisoners) may be involved as research subjects, if at all, only on certain conditions.

Basis




Historical

Perspective

- Historically, the role of the IRB has been one of protector, not

includer

- Ethical abuses led to public distrust in research, especially in

minority communities

* IRBs set high bars for inclusion of populations deemed

“vulnerable”
- Explicit justifications required for including vulnerable populations

- Explicitinclusion/exclusion criteria to specify whether or not they'd
be enrolled

* In 1977, the FDA recommended excluding women of childbearing

potential (even those using contraception, were single, or who had
sterile husbands) from Phase 1 and 2 drug trials

* Resulted in many studies being solely on Caucasian men



Modern

Perspective

* In 1986, NIH established a policy that encouraged researchers to include women

in studies

* InJuly 1989, NIH extended the policy to include minorities
* In 1993, Congress wrote the NIH inclusion policy into Federal law

* InJuly 1%91?,# the FDA published the “Guideline for the Study and Evaluation of

Gender Differences in the Clinical Evaluation of Drugs”

* In March 1994, NIH issued revised guidelines on the inclusion of women and

minorities

- Topic of national debate in the IRB community

* IRBs generally more interested in inclusion/exclusion for safety



Kuali

Application

Study Population

Indicate whether any of the following populations will be specifically recruited:

Select all that apply.

[C] Not applicable - No direct contact with research participants

[C] Participants 18 years old or older

[|:| Participants under the age of 18 {Minnrs}]

[|:| Pregnant subjects/human fetuses ]

[|:| Neonates ]

[T} Use of Fetal tissue

[|:| Individuals with Cognitive Impairments ]

E )

[|:| Mon-English speaking individuals ]

[|:| UCSD/RCHSD faculty, staff, or students ]




Non-English Speaking Individuals

While not targeted for enroliment, will this study include non-English speaking individuals who otherwise qualify for the study?

() Yes
(@) No

Kuali

Why will non-English speakers be excluded from this study?

A p p | I C a t I O n [C] This research is minimal risk with no prospect of direct benefit to research subjects.

[C] This research specifically studies native English speakers.

[] This research requires validated or copyrighted materials only available in English.

|:| Other




* 21 CFR £6.111

* 45 CFR 46.111

REferenceS - Belmont Report

* NIH Guidelines on Inclusion of Women and Minorities

- NIH Office of Research on Women'’s Health



https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=56.111
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/revised-common-rule-regulatory-text/index.html#46.111
https://www.hhs.gov/ohrp/regulations-and-policy/belmont-report/read-the-belmont-report/index.html#xjust
https://grants.nih.gov/policy-and-compliance/policy-topics/inclusion/women-and-minorities/guideline
https://orwh.od.nih.gov/toolkit/recruitment/history#1
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