results as the truth standard.

imaging procedure is still associated with approximately 209, false negative
rate ( 1-specificity, i.e., 1-80%) for those nodes.

In clinical practice, the radiologists could use more information (in addition
to size) on non-contrast MR images to make radiological interpretation and
they may deliberately over-read the scans, willing to accept a low Sspecificity
in exchange for g very high sensitivity (low false Negative rate). This js



——

Combidex could pe used to identifying the most appropriate lymph node for
biopsy.

Here are, however, some efficacy issues that may affect validity of the
efficacy findings in US and European studies.

data.

* Inthe European studies, a different guideline was used by the radiologists

during the blinded evaluation of the images. The interpretation of
Combidex-enhanced images was made later by the sponsor who



uncertain whether inﬂammatory, infectious, Or granulomatoys processes
were adequateiy represented.

post-marketing reports of death that were directly associated with
anaphylactic/anaphylactoid réaction from the yse of iron dextran products.



interested in any preventive methods, such pre-treatment with certain drug

cacy of Combidex should be evaluated in light of our
current understanding of its risks. Like any other drug products, Combidex
should only be used in a defined patient population where the demonstrated
benefit clearly Outweighs the risks.



