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New Product for Review: Dossier Provided by Manufacturer: No
Prussian blue (Radiogardase™) Dossier Evaluation: N/A
[Heyltex Corporation] 1 - Dossier missing significant clinical trial(s).

2 - Mfg. provided all relevant trials; Missing pharmacoeconomic model.
3 - Mfg. provided all relevant trials and information.

Executive Summary

Prussian blue (Radiogardase) is the only FDA approved treatment for *’Cs contamination and thallium
poisoning. It was approved in 2003, based on an accumulation of data from published monographs,
small retrospective studies and the feeling that Prussian blue (Radiogardase) fulfilled an unmet medical
need.

Cesium-137 (*¥'Cs) is a radioactive material used in equipment found in hospitals, factories,
construction sites and food processing plants. It is most commonly available as a dispersed powder,
which can also be used in a radiological dispersion device (dirty bomb) for purposes of biological
warfare.

Thallium was formerly used as a rat poison, though most common cases of human ingestion are usually
cases of attempted homicide or suicide.

The FDA approved Prussian blue (Radiogardase) in an effort to make a regulated product available in
case of bioterrorism, while ensuring product quality.

Marketing of Prussian blue (Radiogardase) began in 2007. The manufacturer emphasizes the
importance of stockpiling Prussian blue (Radiogardase) for handling the aftermath of potential **'Cs
dirty bomb attacks. Distribution is limited to one specialty pharmacy at this time.

Prussian blue (Radiogardase) appears to increase fecal elimination of **'Cs which reduces the whole
body half-life. This leads to decreased whole body radiation exposure which is thought to reduce the
risk of bone marrow suppression and radiation induced cancer.

The long-term safety of Prussian blue (Radiogardase) is unknown. However, this must be balanced with
the potentially deadly effects of **'Cs contamination and thallium poisoning.

Over-utilization of Prussian blue (Radiogardase) is not likely, as it does not appear to be efficacious for
excretion of other radioisotopes.
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e Prussian blue (Radiogardase) is recognized by the FDA as a new molecular entity which addresses an

unmet medical need.

Evidence

e Prospective trials have not been performed to demonstrate the safety and efficacy of Prussian blue
(Radiogardase) in humans.

Decision

Prussian blue (Radiogardase) is preferred/formulary because:
e The benefits of treating patients exposed to **'Cs or thallium are likely to outweigh the risks of no

treatment.

e This product meets an unmet medical need.

e There is low risk of over-utilization.

Products
FDA Patent FDA approved
2Ly Praels approval® | expiration® indications Usual Dose/Route
Prussian blue 10/2003 10/2008 Enhancement of excretion | 3 g p.o. t.i.d. (adults and

(Radiogardase™)!

of ¥'Cs and thallium in
patients with known or
suspected internal
contamination.

adolescents)

1 gp.o. ti.d. (children 4
-12)

@ Date applies to approval date for the original brand name medication where there are now generics available.

for 1 month of therapy.

¢ Based on patents listed in the Orange Book as of 10/01/2007.
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