TABLE 1

When all proposed uses of specimens are within the original truly informing consent:

Related to
original study
yes

no

Standard conditions for the new research protocol or plan:

Review and approval for community and scientific value and merit; & each
institution's IRB review and approval of the modification of the old
protocol (or of the new protocol), potentially by expedited review; &
notification to, and possibly review and approval, by the tribe; & reports
(e.g., publications) identify the tribe only with the tribe's approval.
Review and approval for community and scientific value and merit; & full
review and approval by each institution's IRB--not expedited review; &
formal review and approval by the tribe; & informed [re]consent by each
volunteer participant--unless 1] waived by the IRB and tribe, or 2] for
anonymous specimens; & reports (e.g., publications) identify the tribe
only with the tribe's approval.



