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Docket ID: NRC-2008-0419, Request for Comments on the Security and Continual
Use of Cesium-137 Chloride Sources and Notice of Public Meeting (Vo. 73, No.
148), July 31, 2008

Dear Mr. Lesar:

1. Along with pediatric and cancer hospitals in the United States, Cedars-Sinai
Medical Center (CSMC), a 952-bed tertiary-care hospital in Los Angeles, CA, gamma-
irradiates all transfused non-autologous cellular blood components using a cesium-137
chloride source of irradiation. In the last 12 months, the CSMC Blood Bank irradiated
approximately 34,000 units of red blood cells and platelets. Because of the very high
volume of cellular blood components irradiated at CSMC, we are submitting comments on
the "Notice on the Security and Continued Use of Cesium-137 Chloride Sources" (73 FR
4474780) to delineate what consequences the proposed replacement of all cesium-137
chloride sources with alternate irradiation sources would have on a hospital that, often
emergently, irradiates as high a volume of cellular blood components as we do.

2. Alternate sources of irradiation (cobalt-60 irradiators or X-ray technology) are
indeed available and can meet AABB standards for irradiation of blood components.
However, conversion to such alternate sources of irradiation presents many challenges for
hospitals such as ours that could compromise patient safety.

3. For a hospital irradiating as high a volume of cellular blood components as we do,
a chief concern would be that the alternate X-ray irradiators have significantly more down
time (for X-ray-source and power-source replacement) than the cesium irradiators. (Based
on the track-record figures presented by the AABB at the September 29-30, 2008 Nuclear
Regulatory Commission Public Meeting, the down time can be greater than 30 days for X-
ray sources, as compared to 0 to 2 days for cesium sources). Equally importantly,
decreased throughput capacity of some of the X-ray devices could lead to delay in
providing appropriate patient therapy. What this means for a hospital like the CSMC, is
that we would-most likely-need to replace our one cesium irradiator with two X-ray
irradiators. In addition to the increased acquisition and maintenance costs, and the higher
personnel cost associated with operating an irradiator(s) with decreased throughput
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capacity, we would have to identify space suitable for the installation of a second source of
irradiation, which for us is an important constraint. Cobalt-60 irradiation equipment is
probably impractical for our current installation because of its weight, given that our Blood
Bank irradiator is not located in the basement, but rather in our Blood Bank to allow for
real-time irradiation in emergent situations.

4. In addition, we have major concerns about the ability of the very few manufacturers
of X-ray irradiators to meet the demand that will be generated in the US if more than 700
cesium-137 chloride sources of irradiation have to be replaced by X-ray devices in a short
period of time. Even if the manufacturers can manufacture all the needed machines over
one or more years, once an X-ray irradiator is installed, the manufacturer would have to
validate it and perform dose mapping prior to its use. It will be critical not to "cut comers"
in this validation process because of the unprecedented demands for mass placement of
new irradiators.

5. In summary, apart from our concern about costs, space, and logistics, we are
especially concerned about patient safety. Unless two X-ray irradiators can be installed,
we may have to re-think our policy of irradiating all transfused cellular blood components.
Even with two X-ray irradiators installed, if one of the two is "down", the working
irradiator may well have insufficient throughput to permit the irradiation of all cellular
blood components in a timely manner. We do not want to adopt a policy of irradiating
only selected components, i.e., those intended for transfusion to immunocompromised
patients deemed to be at higher risk for transfusion-associated graft-versus-host disease
[TA-GVHD], because:

i. occasional immunocompetent patients (who would not receive
irradiated components based on the alternate policy of selective irradiation)
can develop TA-GVHD, albeit very rarely; and

ii. occasional immunocompromised patients (who must receive irradiated
components even when only selective irradiation is performed) may rarely
receive unirradiated components because of logistic or identification errors.

At CSMC, we are-above all else-committed to patient safety, and we believe that
patient safety could be decreased if mandated changes in the source of irradiation prevent
hospitals like the CSMC from maintaining the current policy of irradiating all transfused
non-autologous cellular blood components.
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6. In addition to the clinical applications discussed above, we also have many research
groups, including cardiac, cancer and gene therapy research, that depend on the use of the
cesium-137 irradiator to perform their experiments. The irradiator is critical for many of
the new molecular based therapies that have been in development over many, many years.
Changing to a new source of energy will introduce many unacceptable changes in
experiments that have been going on for as long as 10 years. The x-ray produced or the
Cobalt-60 source suggested as alternatives will result in subtle, but potentially critical
changes, in radiation dose rate, energy and dose distributions. These changes could bring
the final results into question, or invalidate the study since it would be impossible to repeat
the findings, under identical conditions.

For these reasons, we strongly advocate security enhancements for self-contained
irradiators containing cesium-137 chloride sources as opposed to replacing such sources
with X-ray irradiators. Such security enhancements (such as fingerprinting, location
security, monitoring, and hardening of existing cesium-source irradiators) would
significantly increase the safety and security of the source material. We believe that a
decision to replace existing cesium- 137 chloride irradiators should be made only if such
other security enhancements were shown to offer inadequate security following their
implementation.

Sincerely,

Thomas M. Priselac
President & CEO
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