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Among the 54 geriatric patients, no indication of an alteration in safety was observed.

Trade Name Review

Palatin initially proposed the trade name of"LeuTech" for this product. The Division of
Medication Errors and Technical Support in the Office of Drug Safety advised against use of this
name

Palatin subsequently submitted NeutroSpec as a proposed trade name, to which DMETS and
DDMAC had no objections. Consequently, the name NeutroSpec was adopted.

Recommendation

Based upon the safety and clinical imaging performance characteristics of this product, NeutroSpec
is recommend for approval for scintigraphic imaging ofpatients with equivocal signs and symptoms
ofappendicitis who are 5 years of age or older.

This approval should be contingent upon agreement to a number of clinically-related Phase 4
Commitments:

a) Evaluation of the performance of the product in neutropenic patients.
b) Evaluation of dosimetry ofpediatric patients.
c) Validation of the existing antibody assay (or development of a new, and validated assay if
needed) and evaluation of antibody formation following NeutroSpec administration in a sufficient
number of patients to detect a true HAMA rate of lO% or greater ifpresent.

There are also a number ofCMC related PMCs that should be requested, as described in the review
ofDr. Chana Fuchs.
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