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Sec. 56.108 IRB functions
and operations.

In order to fulfill the
requirements of these
regulations, each IRB shall:
(a) Follow written procedures:
(3) for ensuring prompt
reporting to the IRB of
changes in research activity;
(= Protocol)

Sec. 56.109 IRB review of
research.

(a) An IRB shall review and
have authority to approve,
require modifications in (to
secure approval), or
disapprove all research
activities covered by these
regulations.

(b) An IRB shall require that
information given to subjects
as part of informed consent is
in accordance with 50.25. The
IRB may require that

information, in addition to that
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specifically mentioned in
50.25, be given to the
subjects when in the IRB's
judgment the information
would meaningfully add to the
protection of the rights and
welfare of subjects.
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Sec. 312.53 Selecting
investigators and monitors.
(d)Selecting monitors. A
sponsor shall select a monitor
qualified by training and
experience to monitor the
progress of the investigation.

Sec. 312.56 Review of
ongoing investigations.

(a) The sponsor shall monitor
the progress of all clinical
investigations being

conducted under its IND.
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Sec. 56.108 IRB functions
and operations.

In order to fulfill the
requirements of these
regulations, each IRB shall:
(a) Follow written procedures:
(3) for ensuring prompt
reporting to the IRB of
changes in research activity;

(= Protocol)

Sec. 56.109 IRB review of
research.

(a) An IRB shall review and
have authority to approve,
require modifications in (to
secure approval), or
disapprove all research
activities covered by these
regulations.

(b) An IRB shall require that
information given to subjects
as part of informed consent is
in accordance with 50.25. The
IRB may require that
information, in addition to that
specifically mentioned in
50.25, be given to the
subjects when in the IRB's
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Sec. 312.6 Labeling of an
investigational new drug.

(a) The immediate package
of an investigational new drug
intended for human use shall
bear a label with the
statement "Caution: New
Drug--Limited by Federal (or

United States) law to
investigational use."
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* Recommendations for the Development of
Informed Consent Documents for Cancer
Clinical Trials

° Informed Consent Template for Cancer
Treatment Trials |

* Appendix : Checklist for Easy-to-Read
Informed Consent Documents
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