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Janine F. Katanic, Ph.D., CHP

U.S. Nuclear Regulatory Commission
612 E Lamar Blvd, Suite 400
Arlington, TX 76011-4125

Dr. Katanic:

Thank you for the opportunity to provide comments on the draft Integrated Materials
Performance Evaluation Program (IMPEP) report we received on August 9, 2010. IMPEP
reports serve as an extremely valuable tool that Radiation Control Programs (RCPs) use
to continuously improve their efforts to protect the public health from the harmful
effects of radiation. As such, it is essential that the report contain factual and
constructive information which an RCP can use to better their program. Reports that
contain inaccurate or repetitive and derogatory language are detrimental to the
common goal that all Agreement States and the Nuclear Regulatory Commission have of
protecting the health and safety of the public. To that end we offer the following
comments and suggestions which will be addressed in the order in which they appear in
the report.

Section 3.1 Comments
Page 4 Paragraph 3

This paragraph should be stricken from the report as it makes an uninformed
comparison between an NRC course and a course provided by one of the most
respected radiation oncologists in the state at a facility second only to one of the top
rated medical schools in the country. The team had no firsthand knowledge of the
quality or content of this course and is not in a position to adequately judge its quality.
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Page 4 Paragraph 4

While we do not argue that the Kansas staff and the safety of Kansas citizens will benefit
from the recommendation made in this paragraph, the paragraph itself is derogatory
and counterproductive to the IMPEP process. The paragraph should be reworded as
follows:

Because the more senior technical staff would benefit from additional experience in
performing inspections of therapeutic modalities, it is possible the more junior
inspectors may not have received the benefit of this additional experience during on-
the-job training for reviewing 10 CFR Part 35-related requirements during inspections.
As discussed in greater detail in Section 3.3, the review team determined that the
Section’s inspectors performed thorough reviews of requirements related to
occupational radiation safety, inventories, receipt and transfer of materials, surveys,
and postings; however, the inspectors should place more emphasis on reviewing 10 CFR
Part 35-related requirements for risk significant activities involving therapeutic
modalities. The review team recommends that the State ensure that inspectors gain
increased familiarity with the regulations in 10 CFR Part 35, as well as be provided
appropriate formal training in addition to mentoring and/or on-the-job training to
ensure familiarity with various therapeutic modalities involving byproduct materials
such that these areas will be appropriately reviewed during inspections.

Section 3.3 Comments

Page 7 Paragraph 4

Sensitive and security-related information is a very important aspect of the licensing
program and must be balanced between the public’s right to an open and transparent
government and their own personal security. It is essential that state and federal
governments have clear and concise expectations as to what information belongs in the
public domain and what must be kept from public release in the name of security. Such
determinations cannot be made lightly. When asked, the team leader was not able to
either clearly define sensitive information or cite a regulatory reference to support what
the team considered sensitive or security-related information.

The Kansas Open Records Act is very clear in the expectation that any record not
specifically exempted from release shall be treated as a public document and if there is
a question about an exemption, the act requires us to err on the side of transparency
and treat the record as a public document. In the absence of specific regulatory
citations clearly defining what sensitive or security-related information is, we will have
great difficulty in justifying the denial of a request for documents.
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Therefore, statements regarding what the team considered sensitive or security-related
information should be stricken from the report and replaced with specific regulatory
citations clearly defining the criteria for classification of sensitive or security-related
information.

Page 9 Paragraph 2

“The Section’s administrative staff receives ....” should be changed to read “The
Section’s Research Analyst receives....”

Page 10 Paragraph 1

This paragraph was thoroughly covered in Section 3.3 of the report and should be
stricken as repetitive. This paragraph does not add any meaningful value to the report
and is detrimental to the effectiveness of the IMPEP program.

Section 3.5 Comments
Page 11 Paragraph 4

This paragraph is repetitive and as written adds little value to the report. The paragraph
should be revised as follows:

As previously discussed in Sections 3.1 and 3.3 of this report, the review team identified
a recommendation for improvement in performing inspections of medical licensees. The
review team noted that the technical staff adequately pursued the issue regarding the
lost source; however, the technical staff did not fully pursue the potential of a medical
event. The review team believes that by addressing the recommendation in Section 3.1
of this report the Section’s technical staff will increase their skills and knowledge to
better identify and pursue potential medical events in the future.

Section 4.1.2 Update

The regulation package referenced in this section has entered the public comment
period. A hearing before the Joint Committee on Administrative Rules and Regulations
was held on August 16, 2010. The regulation package was submitted to the NRC for
comment via e-mail and a receipt was received by the Kansas Radiation Control Program
on August 19, 2010. A public hearing is scheduled on October 7, 2010, after the public
comment period has ended.
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Appendix C “Inspection Casework Reviews” Comments

The comments provided on casework reviews should add value to the report giving the
program adequate information to assess what the reviewer saw during their review and
take action to improve the program. Generic statements without detail add no value to
the report and should be stricken.

File No. 14 Kansas City Cancer Center inspection date 2/5/09 — The comment states the
inspection did not cover relevant requirements related to 10 CFR Part 35 for various
therapeutic modalities, however, it fails to note that the inspector reported that there
had been no HDR or manual Brachytherapy performed to date nor that the facility had
not performed unsealed therapies. It also fails to note that these requirements were
adequately reviewed in the following inspection after the licensee had begun
conducting these therapies. The comment should be stricken.

File No. 16 Providence Medical Center inspection date 3/26/09 — The comment should
be stricken. The inspector noted on the report that there had been no HDR therapies
performed or scheduled to date and that manual Brachytherapy was performed on a
very limited basis and that a thorough review of the documentation had been
performed.

File No. 19 University of Kansas Hospital inspection date 5/12/08 — This inspection was
of a satellite facility which had recently been opened. The inspection report clearly
states that there had been no therapeutic procedures performed at this location. This
comment should be stricken.

File No. 22 Wesley Medical Center, LLC inspection date 2/14/07 — Comment “a” is
misleading in that it fails to note that the 75 day delay was due to the fact that a civil
penalty was imposed and that such a delay is expected and acceptable. The licensee
was aware of the inspection results and that a civil penalty was to be imposed.

Comment “b” should be stricken because the inspection report clearly indicates that
these requirements were reviewed for all therapeutic modalities. The inspector noted
that patient charts, written directives, follow up etc. were reviewed.
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Inspector Accompaniments Comments
Accompaniment No. 1 Via Christi Medical Center

Comment “a” — The inspector’s report states that the following were reviewed for
unsealed I-131 therapy:

e source receipt and package survey,

e dose assay,

e dose administration,

e patient, room and area survey data with diagram,

e written directive and dose order signed by physician,
e patient release calculations,

e final area survey with wipes, and

e facility’s follow-up checklist.

Please include more detail as to what relevant requirements related to 10 CFR 35 for
unsealed iodine-131 therapy were not reviewed.

Comment “b” — It should be noted that while the team reviewer accompanied the
inspector at the facility, the inspection is not limited to on-site activities. The inspector
noted that the self-shielded irradiator was moved from one side of the room to another
and that an additional barrier had been constructed around it. Being familiar with the
security controls on the irradiator the inspector also noted that this action did not in any
way affect the security controls and in fact enhanced them by providing an additional
barrier. Upon return to the office the inspector reviewed the relocation and discussed it
with management in detail. The determination was made that this relocation was
performed within the scope of the licensee’s broad scope license. With regard to
potential industrial safety issues it should also be noted that in discussions during the
review the team leader commented that the inspector should have evaluated the floor
loading of the irradiator. Our inspectors are not structural engineers and evaluating
such issues is not within their authority. Kansas law prohibits such evaluations being
performed by non-licensed engineers. This comment should be stricken
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Section 4.0 Comments

One major problem RCPs have is when a violation is identified at a licensee, how is the
violation characterized with respect to severity and what level of enforcement action is
warranted. When taking enforcement action it is necessary to be consistent, fair and
reproducible. It may be necessary to defend decisions on enforcement action in court
and if the RCP is not consistent they may open themselves up to liabilities that are
unacceptable. For example, if one licensee is fined for a violation while another is not
fined for the same or similar violation then the RCP may at best lose credibility or at
worst find itself the target of lawsuits that could devastate the program.

To address this problem, the Kansas staff has developed an evaluation tool that analyzes
the cause and effect of a violation in a very consistent and reproducible manner. Once
the bounds of severity of the cause and effect are identified then it is a simple matter to
use the tool to determine the severity level of any violation and therefore the level of
enforcement action to be taken. After development this tool was applied to a large
number of historical violations and it correctly identified the severity level and
enforcement action in all cases. An example of this tool and its use to classify the
severity level of a violation resulting in a medical event is attached.

Kansas staff use this tool for classifying violations not only in the materials program but
also the x-ray program. Due to the ease of use of this tool, it has been incorporated into
the RCP’s database. When an inspector identifies a violation the database shows the
tool and the inspector simply selects a radio button for the cause and effect. The
database then assigns the severity level and enforcement action as appropriate.

It was encouraging that one team member recognized the value of this tool and
requested a copy of it be provided. However, we were disappointed to see that this
valuable tool was not mentioned in the draft report. We believe that due to the
versatility, ease of use, reproducibility and defensibility of the tool that it should be
considered a good practice to be shared with other states and NRC regions.

Conclusion

As indicated above, an analysis of the inspection casework files reviewed by the team
indicates that the inspections identified as being deficient in the review of relevant
requirements of 10 CFR 35 either did include reviews of patient charts, written
directives, follow up of treatments, etc., or no therapies had been performed at the
licensee at the time of the inspection. At two of the four licenses identified with
deficient inspections no therapy using radioactive material had been performed. At
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one, no HDR had been performed and the inspection report clearly indicated a thorough
review of unsealed therapy. The final inspection also clearly indicated a review of 10
CFR 35 requirements for all types of therapeutic modalities performed.

We agree that the Kansas staff should have additional training and experience in the
areas of radioactive material therapeutic modalities as stated in recommendation 1. As
stated in the report Kansas strongly supports the training of its staff and is committed to
ensuring they receive the training and experience they need to protect the public
health. However, we feel that the supporting evidence does not support elevating the
Technical Quality of Inspections indicator to needs improvement as described in
Management Directive 5.6 “Integrated Materials Performance Evaluation Program.”

With a regulatory citation clearly defining what is sensitive or security-related
information we will be able to resolve the concerns expressed in Recommendation 2.

Thank you for the opportunity to comment on the draft IMPEP report and we look
forward to discussing the draft final report with the Management Review Board on
September 23, 2010.

Sincerely,

2 (22—

Thomas Conley, CHP

Section Chief, Radiation and Asbestos Section
Bureau of Environmental Health

Kansas Department of Health and Environment
(785) 296-1565

tconley@kdheks.gov
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