








Page 4 — Nasim Golzar, MD

Subjects 4001 and 4004 were enrolled in the study even though their sputum
samples did not have the protocol required inclusion criterion of > 25
WBC/Ipf.

ii.  The protocol specified that at the time of enrollment, a medical history was
to be obtained, including past history of respiratory illnesses, smoking
history, an inquiry regarding any underlying illness or conditions, and
general health status. A complete medical history was not obtained for
Subjects 4001, 4002, 4003, and 4004 as required by the protocol.

iii. The protocol specified that at the time of enrollment, a baseline urinalysis
test would be performed. Subjects 4001 and 4002 did not have this test as
required by the protocol. ‘

iv.  The protocol specified that within 48 hrs prior to enrollment, the subject
must provide a purulent or muco-purulent sputum by deep expectoration for
gram stain, culture, and susceptibility testing. Subject 4010 was unable to
produce the protocol required sputum specimen for enrollment; however
you still dispensed study medication to this subject.

v.  The protocol specified that at the Test of Cure visit, subjects were to have a
serum pregnancy test. Subjects 4002, 4003, and 4007 did not have the test
as required by the protocol.

In your September 18, 2007, written response, you noted that patients coming into
the office with an acute infection need to be treated quickly. You further stated
that study participants had to be screened, enrolled and randomized in a manner
that is typically much faster than for other types of non-infectious disease clinical
trials; hence there was no in-depth review of screening with all lab and x-ray data
in hand before randomization. This answer is inadequate. FDA regulations
require that clinical investigators enrolling subjects into FDA regulated clinical
studies follow the investigational plan to help ensure the reliability of data
collected during the study and that the rights, safety and welfare of research
participants are protected.

3. You failed to maintain adequate and accurate case histories that record all
observations and other data pertinent to the investigation on each individual [21
CFR 312.62(b)].

a. The clinical signs and symptoms of disease that you reported in the electronic
case report form for protocol # ould not be verified against
information within the source documents for the 17 of 30 subjects enrolled in
the study: 43001, 43002, 43004, 43005, 43006, 43007, 43008, 43009, 43010,
43011, 43012, 43013, 43014, 43015, 43016, 43017, and 43019. A
memorandum to file dated 2/12/2001, found during the FDA inspection, noted
that “[Clurrently, for all study visits up to 2/ 12/2001 all specific sinusitis
symptoms, and the subsequent ratings entered in th system, have on
occasion no supporting documents. Going forward, all specific sinusitis
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