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shall submit progress reports to all re-
viewing IRB’s. In the case of a signifi-
cant risk device, a sponsor shall also
submit progress reports to FDA. A
sponsor of a treatment IDE shall sub-
mit semi-annual progress reports to all
reviewing IRB’s and FDA in accordance
with §812.36(f) and annual reports in ac-
cordance with this section.

(6) Recall and device disposition. A
sponsor shall notify FDA and all re-
viewing IRB’s of any request that an
investigator return, repair, or other-
wise dispose of any units of a device.
Such notice shall occur within 30 work-
ing days after the request is made and
shall state why the request was made.

() Final report. In the case of a sig-
nificant risk device, the sponsor shall
notify FDA within 30 working days of
the completion or termination of the
investigation and shall submit a final
report to FDA and all reviewing the
IRB’s and participating investigators
within 6 months after completion or
termination. In the case of a device
that is not a significant risk device,
the sponsor shall submit a final report
to all reviewing IRB’s within 6 months
after termination or completion.

(8) Informed consent. A sponsor shall
submit to FDA a copy of any report by
an investigator under paragraph (a)(5)
of this section of use of a device with-
out obtaining informed consent, within
5 working days of receipt of notice of
such use.

(9) Significant risk device determina-
tions. If an IRB determines that a de-
vice is a significant risk device, and
the sponsor had proposed that the IRB
consider the device not to be a signifi-
cant risk device, the sponsor shall sub-
mit to FDA a report of the IRB’s deter-
mination within 5 working days after
the sponsor first learns of the IRB’s de-
termination.

(10) Other. A sponsor shall, upon re-
quest by a reviewing IRB or FDA, pro-
vide accurate, complete, and current
information about any aspect of the in-
vestigation.

[45 FR 37561, Jan. 18, 1980, as amended at 45
FR 58843, Sept. 5, 1980; 48 FR 15622, Apr. 12,
1983; 62 FR 48948, Sept. 18, 1997]
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