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Should the Federal Government
Provide Incentives to Implement
Replacements

 The simple answer is Yes!
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Q3.3-1.

 The Federal government should provide the
necessary financial support for conversion to
alternative sources where the change is
necessitated by national security needs.

However, any decision should be substantiated by a
detailed cost/benefit risk analysis that includes
demonstration that patient care and research are not
negatively impacted.
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Q3.3-2. (a)

 There will be an impact on ongoing research and
clinical trials involving use of CsCl irradiation if these
sources are proscribed.

Sponsors of such trials, whether for new drugs,
medical devices or biological products would have to
consider:

— the impact of the change of the irradiation source on the protocol
for the trial, and

— depending on the analysis of the impact of the different type of
radiation, provide additional justification and submissions to the

FDA to substantiate the validity and comparability of data obtained
with the different source.

If such validity cannot be demonstrated with
appropriate data, such ongoing clinical trials might
have to be significantly revised and extended.
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Q3.3-3. (a)

* Financial and logistical help in all aspects of disposal
and replacement is critical.

* In both clinical facilities and research applications,
the major expenses include;

— Procurement of the new equipment,

— Removal, packaging, safe transit and disposal of
the old radioactive source,

— Decommissioning of the old device & room, and

— Partial demolition and reconstruction to remove
the old source may be required since they have
also been built into the buildings.
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Q3.3-3. (a)

* It is necessary have significant financial incentives
for the replacement of the old sources where greater
security risks are perceived or if the government
wants the phase out to proceed faster.
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Q3.3-4

* In summary, future units may be able to meet our
research requirements, but at this point it is clear
that we must move slowly and carefully.

Consideration must be given to the cost benefit

analysis of our actions. Even if money was available
to procure the newer units which do not utilize CsCl,
it is unclear if these units would be able to meet the
current requirements of research programs.
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