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Additional Requirement — 28: Inclusion of Persons
Under the Age of 21 in Research

The policy of CDC is that persons under the age of 21 must be included in all human subjects research that is conducted or
supported by CDC, unless there are scientific and ethical reasons not to include them. This policy applies to all CDC-conducted
or CDC-supported research involving human subjects, including research that is otherwise exempt in accordance with
Sections 101(b) and 401(b) of 45 C.F.R. Part 46, HHS Policy for the Protection of Human Subjects. Therefore, proposals for
research involving human subjects must include a description of plans for including persons under the age of 21. If persons
under the age of 21 will be excluded from the research, the application or proposal must present an acceptable justification
for the exclusion.

In an extramural research plan, the investigator should create a section titled “Participation of persons under the age of 21.”
This section should provide either a description of the plans to include persons under the age of 21 and a rationale for
selecting or excluding a specific age range, or an explanation of the reason(s) for excluding persons under the age of 21 as
participants in the research. When persons under the age of 21 are included, the plan must also include a description of the
expertise of the investigative team for dealing with individuals at the ages included, the appropriateness of the available
facilities to accommodate the included age groups, and the inclusion of a sufficient number of persons under the age of 21 to
contribute to a meaningful analysis relative to the purpose of the study. Scientific review groups at CDC will assess each
application as being acceptable or unacceptable in regard to the age-appropriate inclusion or exclusion of persons under the
age of 21 in the research project, in addition to evaluating the plans for conducting the research in accordance with these
provisions.

The inclusion of children (as defined by the applicable law of the jurisdiction in which the research will be conducted ) as
subjects in research must be in compliance with all applicable subparts of 45 C.F.R. Part 46, as well as with other pertinent
federal laws and regulations. The policy of inclusion of persons under the age of 21 in CDC-conducted or CDC-supported

research activities in foreign countries (including collaborative activities) is the same as that for research conducted in the
United States.
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