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Background

On November 7, 2017, the Nuclear Regulatory Commission requested comment on a proposed revision
10 to” Yttrium-90 Microsphere Brachytherapy Sources and Devices TheraSphere and SIR-Spheres
Licensing Guidance”. The maturing of the Yttrium-90 therapy program now offers a wider range of
professionally qualified clinicians and many years of clinical experience. As a result, the proposed
revision represents changes to bring the licensing guidance into closer alignment with standard
brachytherapy licensing guidance that is consistent with this unique therapy.

Summary Position:

The Health Physics Society supports the proposed revision 10 of “Yttrium-90 Microsphere
Brachytherapy Sources and Devices TheraSphere and SIR-Spheres Licensing Guidance”.

Specific Comments

The following are responses to the specific questions raised by the Federal Register Notice:
(1) Recommended Minimum Clinical Experience

We support the current recommendation for each prospective Authorized User (AU) to
participate in three patient cases for each type of Y-90 microsphere prior to approval. This
should be sufficient for the AU to acquire the necessary clinical experience with the device,
and it is consistent with the requirements for other therapy modalities in 10 CFR 35.

(2) Adding Authorization for Other Microsphere Type

The two Y-90 microsphere products currently available are significantly different in their
dose treatment plan and delivery apparatus. A prospective AU should have training and
experience in the operation of the delivery system, safety procedures and clinical use for
each type of Y-90 microsphere for which authorization is sought. This should also include
participation in three patient cases for each type of Y-90 microsphere.

(3) Written Attestation from Preceptor:

We support the requirement for a written attestation signed by a preceptor AU. This is
consistent with other therapy modalities under 35.1000.

(4) Clinical Experience under the Supervision of a Manufacturer Representative:
We support the removal of the alternate pathway, which allows an individual to become an

AU for Y-90 microsphere brachytherapy prior to completing any patient cases. There should
currently be enough AUs who are authorized for each type of Y=90 microsphere for



physicians who were seeking authorization to complete the necessary clinical experience
under the supervision of another AU already authorized for the use of Y-90 microspheres.
This is also consistent with other therapy modalities under 35.1000.

(5) Timeliness for Completion of In-Vivo Cases:

To ensure recentness of training, we support the proposed one mentored in-vivo case prior
to treating patients, if 6 months has passed since issuing the license naming an individual as
an AU who followed the alternate pathway.

(6) Medical Event Definition:

There must be flexibility in the written directive to avoid reporting of events, such as stasis
of arterial flow and shunting, which cannot be controlled using the current technology. We
support that these events should be included as “patient intervention”. Occlusion of the
patient arterial catheter could also be included in this category. Prescribing a dose range
should also be permitted as long as it is within the clinically accepted dose.



