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This document lists observations made by the FDA representative(s) during the inspection of your facility. They are inspectional
observations, and do not represent a final Agency determination regarding your compliance. If you have an objection regarding an
observation, or have implemented, or plan to implement, corrective action in response to an observation, you may discuss the objection or
action with the FDA representative(s) during the inspection or submit this information to FDA at the address above. If you have any
questions, please contact FDA at the phone number and address above.

DURING AN INSPECTION OF YOUR FIRM | OBSERVED:

|/OBSERVATION 1

\/ A clinical investigation requiring prior submission to the FDA was initiated without IRB approval. .

01, 2008 The BRI IRB was presented with study protocol 18)R€) entitled

M.D., Principal Investigator (P.1.) and Carlton F.
Hazelwood, Ph.D., Co-P.I. Fiiesn human subjects' were entered into protocol der pilot case
reports between January and February 2007 without an effective FDA Investigational New Drug
number. On February 15, 2008 the BRI IRB approved the protocol to begin human accrual.

OBSERVATION 2

The IRB. does not conduct continuing review of research at intervals of not less than once per year.

ﬁéciﬁcally; :
] A) Clinical protocol entitled (b) (4)
H (b) (4) was not reviewed & approved by the IRB annually

from 2006 through 2008. In addition there are no continuing review reports on file from the P.IL. to the

Lo
B) Clinical Device Protocol {®X@entitled (b) (4)

(b) (4) conducted by Carlton F, Hazelwood, Ph.D., Co-P.1. was not reviewed &
approved by the IRB annually from 2005 through 2008. In addition there are no continuing review
reports on file from the P.I. to the IRB.
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OBSERVATION 3

Copies have not been maintained of all research proposals reviewed.

_épeciﬁcally, ; . '
) The Investigators Brochure for study protocol Mwas not found in the BRI IRB study records.

“B) The device description or detailed information regarding the (b) (C\ldevice (Protocol was
not found in the BRI IRB study records.

OBSERVATION 4
Documentation has not been maintained of written procedures for the IRB, as required by 21 CFR 56.108(a) and (b).

Specificaily, The BRI IRB written procedures section 4.2.2.1 states that "These policies and Procedures (SOPs) will be
reviewed annually”. The SOPs were not reviewed from 2003 through 2008.
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