DEPARTMENT OF VETERANS AFFAIRS
Veterans Health Administration
National Health Physics Program
2200 Fort Roots Drive
North Little Rock, AR 72114

In Reply Refer To: 598/115HP/NLR
March 25, 2013

The Honorable [{(s)X(S))

Special Counsel

U.S. Office of Special Counsel (OSC)
1730 M Street, NW, Suite 300
Washington, DC 20036-4505

Re: OSC File Nos. DI-12-0927 & DI-12-1933

Dear Ms. Lerner:

| am responding to the additional questions sent to Department of Veterans Affairs in an
e-mail from Ei@_ 0sc, to [HEG) on January 24, 2013.

I am enclosing a response to the questions to provide additional details and clarification
related to the referenced OSC files. | reviewed this response with the impacted facility
to ensure factual accuracy and to provide additional details about facility training.

As the supporting documents for the response, | am enclosing our investigation report
that was sent to the Chair, National Radiation Safety Committee. This report includes

our inspection report and record. | am also enclosing a copy of the Nuclear Regulatory
Commission medical policy statement.

If you have any questions, please contact [{$)X{(&)] ., Ph.D., at 501-257-1578,
or you may reach me at 501-257-1571.

Sincerely,

Eirector, National Health Physics Program

Enclosures: as stated






Enclosure 1

Enclosure to National Health Physics Program (NHPP) letter dated March 25, 2013, to
Office of Special Counsel (OSC)

Re: OSC File Nos. DI-12-0927 & DI-12-1933

The NHPP prepared this response in coordination with the Chair, National Radiation
Safety Committee. The facility provided training details to include in this response. The
response is to comments and questions raised by the OSC regarding the previously
submitted subject report. The eight OSC questions are listed below with a response
below the question. The acronyms used for the response sections are noted below.

ALARA As low as is reasonably achievable
NHPP National Health Physics Program
NRC Nuclear Regulatory Commission
RSO Radiation Safety Officer

1. The report provided to OSC references the investigation and inspection reports
prepared by the NHPP, which was tasked to conduct the investigation in this matter.
We request copies of the NHPP investigation and inspection reports.

Response:

The investigation report (dated June 7, 2012) is provided as a separate enclosure to
this response to OSC. The inspection documents (with report and record dated
June 6, 2012) are included as an attachment to the investigation report.

2. Regarding implementation of the Tc-99m DTPA aerosol procedure, the report
concludes that a regulatory violation or significant deviation from best health physics
practices was not identified. It states that approval of procedures and protocols by the
Radiation Safety Committee (RSC) or Radiation Safety Officer (RSO) is not required.
VHA Directive 1105.01 states that the RSC is tasked to review and approve proposed
changes to training, equipment, facilities, and radiation safety procedures or practices.
We request clarification regarding whether this or any other VA directive, policy, or
procedure requires or recommends notification or approval of the RSC or RSO for new
or modified procedures or equipment used by the Nuclear Medicine Service. We also
request information regarding the "best health physics practices" referenced in the
report.

Response:

The Nuclear Medicine Service is not specifically required by policy or regulation to
have approval by either the RSC or RSO to initiate use of a clinical imaging protocol,
especially a protocol that is in the current procedural manual, if such use does not
change the radiation protection program. In the case of T¢c-99m DTPA aerosol
studies, NHPP concluded that implementation of this diagnostic procedure would not
have been expected to involve a change to the radiation protection program given
that a similar protocol was already in the current procedural manual and could have
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been implemented by the Nuclear Medicine Service under supervision of the
physician authorized user.

Nuclear medicine imaging protocols are considered to be a component of the
practice of medicine and not specifically subject to committee or RSO approval,
unless the new protocol will result in a change to the radiation safety program.

NHPP did comment in the investigation report that lack of effective communications
did exist between Nuclear Medicine Service and Radiation Safety Office such that
better communications may have helped provide additional radiation safety
perspectives to the nuclear medicine staff on the procedure.

A best practice is a method or technique that has consistently shown results superior
to those achieved with other means and that is used as a benchmark, especially for
review of practices by a subject matter expert. Best practices are used in nearly
every industry and professional discipline. Best practices are used to maintain
quality as an alternative to mandatory legislated standards. Best practices are not
specifically codified or listed in a specific document but rather represent informed
and collected judgments by subject matter experts as to practices or procedures that
should be followed.

Health physics is the science concerned with the recognition, evaluation, and control
of health hazards to permit the safe use and application of ionizing radiation such as
in a medical facility. Health physics professionals such as embodied in NHPP staff
have the training and experience to evaluate radiation safety practices to identify if
the practices are reasonable, adequate, and sufficient to protect public health and
safety. Thus, a NHPP health physics inspector as a subject matter expert not only
confirms regulatory compliance but also reviews radiation safety practices to
determine if the practices are consistent with “best” practices.

3. The report states that NHPP observed there was a published protocol for the Tc-99m
DTPA aerosol procedure, dated January 25, 2003, in a procedure binder, but also found
that this procedure was not revalidated or reviewed by the Nuclear Medicine Service
prior to implementation in June 2011. The report further states that technologists were
unclear about the location of a written protocol for the procedure. We request
information regarding the operative Nuclear Medicine Service procedural manual in use
in June 2011, and when the protocol for the procedure implemented in June 2011 was
published and included in that manual.

Response:

NHPP observed during the on-site inspection of May 23-24, 2012, a procedure
entitied “Lung Aerosol Study (Tc-99m-DTPA Aerosol),” and dated January 25, 2003,
was in the Nuclear Medicine Service procedure binder.

Furthermore, NHPP observed that a cover page in the procedure binder was signed
by (X)) on November 24, 2004, and by [(JX(}J on June 2, 2011. NHPP
does not have an objective method to confirm what, if any, specific procedures or
protocols were in the procedure binder during June 2011.
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Based on discussions with [{9JX{&)}] (physician authorized user and Chief of
Nuclear Medicine Service) and [{JX(5))] (Chief Technologist, Nuclear Medicine
Service) during the NHPP on-site inspection, the procedure dated January 25, 2003,
and observed in the binder by NHPP during the inspection, was not the procedure
followed by the Nuclear Medicine Service when imaging with Tc-99m-DTPA aerosol
was initiated in June 2011.

Rather, Nuclear Medicine Service, working under [(JX(:)JBl supervision as a
physician authorized user, used procedures and suggested protocols from the
manufacturer of the Ultravent Radioaerosol Delivery System.

Use of this protocol was documented in an e-mail dated July 7, 2011, from {JX(5)]
to the staff technologists and copied to [((JX(E}) RSO, and others.
The manufacturer procedure, was last revised in May 2011, and is normally added
as a hard copy document with each shipment sent to a facility with the aerosol
imaging kit.

Based on information provided to and observed by NHPP during the inspection, the
facility-specific procedure in the procedure manual was revised April 1, 2012, and
then added to the manual sometime before May 23, 2012. Due to a shortage of
Xenon-133 gas for lung ventilation studies, the facility resumed the Tc-99m DTPA
aerosol studies on May 23, 2012, after not performing the procedures for a period of
nearly 6 months.

4. According to the report, the RSO concluded that the initial training provided to the
technologists on the Tc-99m DTPA aerosol procedure was not adequate and sufficient
for radiation safety purposes. The report concludes that the change to the procedure
did not effectively involve training and orientation for all applicable staff. The report
concludes, however, that a regulatory violation or significant deviation from best health
physics practices or VA policy was not identified. We request confirmation that there is
no requirement under NRC regulations or VA directives, policies, or procedures that
Nuclear Medicine Service staff be adequately trained on the procedures and equipment
used with radiopharmaceuticals.

Response:

NRC regulations in 10 CFR 19.12 and 10 CFR 35.27 have requirements for
providing training and instructions to workers on items important to radiation safety
and for requiring supervised individuals to follow the instructions of the authorized
user. For medical use of radioactive materials, nuclear medicine technologists are
considered supervised individuals working under the direction of the physician
authorized user, and the physician authorized user may provide instructions, in both
written and verbal form, o the supervised technologists for clinical use of the
radioactive materials. These NRC regulations do require Nuclear Medicine Service
staff to have adequate and sufficient training.

The issue for these circumstances is whether the lack of effective training was a
basis to cite a regulatory violation.
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The on-site Health Physics Technician, who later became the RSO, did conclude
additional training was needed in response to questions raised by Nuclear Medicine
Service staff and to ensure common understanding by the staff on how to use the
equipment safely and efficiently. This is a usual, and expected, role for an RSO
when providing oversight for radiation safety programs.

NHPP did not conclude that a regulatory violation was warranted for the lack of
effective training since the lack of training did not lead to a regulatory violation or
radiation safety outcomes that exceeded a regulatory limit and since the supervised
technologists were following instructions of the physician authorized user for the
clinical use of the imaging agent.

5. The report concludes that the RSO provided training on the use of the Tc-99m DTPA
aerosol procedure after safety concerns were raised. We request information regarding
the training provided, including the date(s), attendees, and individual(s) who conducted
the training, as well as information regarding any subsequent training provided on this
procedure.

Response:

Based on discussions between NHPP and [(JX(90 (Chief Nuclear Medicine
Technologist), [({(sJX(5) noted to NHPP that he provided verbal training, including a
“dry run” involving use of the device, to all nuclear medicine technologists on June 9,
2011, prior to first patient use on that same date. [{sJX(s}] indicated that he provided
the manufacturer operating instructions for the Ultravent Radioaerosol Delivery
System to all technologists on that day. These instructions include a step-by-step
procedure for use of the device and are normally included as a hardcopy with each
single-use patient kit received for the radioaerosol delivery system. While a specific
training roster was not generated for this training session, [{$JXC)Il recollection was
that all nuclear medicine technologists employed at that time were present for the
“dry run” training session, which included [(§X(&)

(b) (6)

During the NHPP on-site inspection of May 23-24, 2012, g I}
at the time of the inspection; Health Physics Technician at time of referenced
training) provided NHPP a copy of an e-mail dated June 29, 2011, indicating that
himself and [(sJX() (Assistant RSO at time of referenced training)
provided training to all available Nuclear Medicine Service staff on use of the DTPA
aerosol nebulizer device. While a specific training roster was not generated for this
training session, |l (X)) recollection was that the training occurred on
June 29, 2011, and all nuclear medicine technologists working that day were present
for the training session. This included RG]

(b) (6) LI (b) (6)

During the NHPP on-site inspection of May 23-24, 2012, {(JX(: (physician
authorized user) provided NHPP a copy of an e-mail dated July 7, 2011, that was

sent by[{(s)X(5)]l to all nuclear medicine technologists (viz., (X))
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(b) (6)

documents, the Itra\./ent Radioaerosol Dehvery System instructions as an
attachment. The e-mail requested that staff review the documents and contact

(XN or (HXEM with any questions.

During the NHPP on-site inspection of May 23-24, 2012, (physician
authorized user) provided NHPP a copy of an e-mail dated September 23, 2011, that
was sent by (JE(S)N to (XS to document additional training that was provided to
nuclear medicine technologists that same date to emphasize Tc-99m DTPA
ventilation kit disposal and spill procedures. While a specific training roster was not
generated for this training session recollection was that the training

occurred on September 23, 2011, aﬁal! nuclear medicine technologists employed

at that time were present for the training session, which included {sJ¥(5)] ,
(b) (6) , and (X)) .

6. Regarding the September 2011 contamination event, the report states that the
STVHCS root cause analysis team reached a different conclusion than that of the RSO
in his draft root cause analysis. We request a copy of the STVHCS root cause analysis
team's report. We also request clarification concerning why the Radiation Safety
Officer's report was not accepted by the RSC.

7.

Response:

VA is not authorized to provide the root cause analysis report as it is a protected
5705 quality assurance document.

NHPP determined that the facility decided to form a root cause analysis team to
review the circumstances in order to benefit from other perspectives about the spill
incident. NHPP concluded the RSO report was not adopted or accepted by the full
committee in a formal sense. The commitiee accepted recommendations for
corrective actions in the report by the root cause analysis team.

NHPP determined that the dosimetry results from the vendor for the two individuals
who helped with spill clean-up were assigned for the individuals and not impacted by
either the report by the RSO or root cause analysis team. NHPP concluded using
dosimetry results from the vendor, without change, to be the most conservative
approach to resolve any questions about the results.

The report cites 10 CFR 20.1101(b), requiring the use of procedures and controls to

achieve occupational doses and doses to members of the public that are as low as
reasonably achievable (ALARA). It also cites VHA Directive 1105.01, which
incorporates ALARA requirements. The report states, however, that NHPP does not
interpret 10 CFR 20.1101(b) to apply to patients administered radiopharmaceuticals
under the direction of a physician authorized user. We request clarification regarding
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the VA's policy concerning the application of ALARA requirements with respect to VA
patients.

Response:

For a regulatory perspective, NHPP follows the NRC medical policy statements for
the use of radioactive materials. In this perspective, NHPP minimizes intrusion into
medical judgments affecting patients and other areas traditionally considered to be
the practice of medicine. NHPP does not evaluate or review the medical decisions
by a physician authorized user as to what would constitute appropriate care (i.e., if a
patient procedure was consistent with an ALARA concept). Rather, the NHPP role
is to determine if procedures are completed as intended by the physician authorized
user.

The ALARA concept, as a regulatory perspective, is applicable to radiation workers
and members of the public but not to patients. NRC medical policy statements are
provided as as a separate enclosure to this response to OSC.

VHA policy does not specifically address an ALARA concept for patients. The
standard of care in nuclear medicine practice is for doses of radiopharmaceuticals to
be as low as possible while not comprising or sacrificing the quality of the diagnostic
images.

8. Finally, we request information regarding the status of any corrective actions taken
by STVHCS in response to the recommendations by NHPP, as well as information
regarding the current use of the Tc-99m DTPA aerosol procedure at STVHCS.

Response:

Corrective actions taken by the facility in response to the inspection report are in the
inspection report. The report is provided in a separate enclosure to this response to
OSC as an attachment to the enclosure with the NHPP investigation report.

Specifically, as stated in ltem 4 of NHPP Form 591, “the permittee completed
training in incident reporting and regulatory requirements on June 5, 2012, to nuclear
medicine staff to promote future compliance and ensure that prompt internal
reporting of any future dosing errors is undertaken. Full compliance was achieved
on June 5, 2012.7

As the usual follow-up for violations cited during an inspection, NHPP will review the
corrective action at the next routine inspection, which is unannounced to the facility.
The target time for the next inspection is in the window of May 2013 to February
2014, unless some non-routine item causes a change in the routine inspection
schedule.

Currently, the facility has the option to use the Tc-99m DTPA aerosol procedure or
the Xenon-133 gas for lung ventilation studies as determined by the physician
authorized user for individual patients. Most often, the Xenon-133 procedure is used
with aerosol imaging only used if Xenon-133 gas is not available.
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Date;

From;

Subj:

To:

Enclosure 2

DEPARTMENT OF Memorandum
VETERANS AFFAIRS

JUN 07 2012
Director, National Health Physics Program (NHPP)

Investigation for Allegation Circumstances at the South Texas Veterans Health Care
System, Audie L. Murphy Division

Chair, National Radiation Safety Committee, and National Director, Nuclear Medicine &
Radiation Safety Services

1. NHPP investigated the allegation circumstances listed in the U.S. Office of Special
Counsel (OSC) letter dated May 2, 2012. The investigation included an on-site
inspection at the facility, interviews with facility staff and the allegers named in the letter,
and review of available documents related to the facility. Our investigation was primarily
limited to issues under Nuclear Regulatory Commission (NRC) regulatory purview and
best health physics practices. Under your guidance, NHPP collected information
related to clinical nuclear medicine practices at the facility.

2. For your consideration, | am providing the following attachments.

a. Attachment A is a summary for each allegation in the OSC letter with a statement
of findings, conclusions, and recommendations.

b. Attachment B is an investigation report to address allegations and statements in
the OSC letter. This report also provides background details for the facility use of
radioactive materials, results for the on-site NHPP inspection, and NHPP summary of
conclusions related to regulatory compliance and best health physics practices.

c. Attachment C is NHPP inspection documents to include the inspection plan,
inspection record, and transmittal memorandum to the facility with attached NHPP Form
591. For the inspection, NHPP cited one Severity Level IV violation for a dosing error in
the administration of a diagnostic dose to a patient. When the violation was identified to
the facility, a plan for corrective action was promptly established.

d. Attachment D is results for an independent NRC inspection at the facility. The
inspection did not identify any requirements for corrective action or cite a violation.

e. Attachment E is a documents provided to NHPP by one of the allegers.
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Investigation for Allegation Circumstances at the South Texas Veterans Health Care
System, Audie L. Murphy Division

3. In sum, NHPP did not identify significant regulatory violations, significant deviations
from best health physics practices, or restrictions on, or retaliation for, worker protected
activities. NHPP concluded the ongoing facility transition to a new Nuclear Medicine
Service Chief and Radiation Safety Officer has been fraught with difficult challenges for
communication and coordination to the extent that some staff stated they are unclear
about clinical procedures and whether issues might be raised to supervisory staff.

4. Please let me know if you have any questions or comments.
Q{ \‘X\QB\\‘\\TS
Gary E. Williams

Attachments: 5



Attachment A

Summary for allegations

Allegation #1

[Qx@_, Chief, Nuclear Medicine, implemented a new clinical procedure for
lung ventilation studies without obtaining approval from the Hospital's Radiation
Safety Committee or providing training to Clinic staff in violation of VA rules and
federal regulations;

Findings

The facility began Tc-99m diethylene triamine pentaacetic acid (DTPA) aerosol for
ventilation studies in June 2011 after an external audit indicated the previously used Xe-
133 ventilation studies might not be within regulatory requirements based on air flow
(i.e., lack of negative pressure) in the imaging rooms.

The orientation or training in the methods for the procedure were not coordinated with
the radiation safety office and some staff did not consider the training to be adequate.
The radiation safety office later provided additional training.

[Eg@', as a physician authorized user on the facility permit for radioactive materials
and Chief of Nuclear Medicine Service, had the prerogative to determine the methods to
complete imaging studies. Neither VHA nor Federal regulations require the Radiation
Safety Committee to approve the study. The extant procedures manual for the Nuclear
Medicine Service included Tc-99m DTPA aerosol for ventilation studies even though the
procedure had not been used recently. The written procedure was not reviewed before
the Tc-99m DTPA aerosol procedure was initiated, though was later updated.

Some staff disagreed with the clinical parameters used for the T¢c-99m DTPA aerosol
procedure and more generally with using this method for ventilation studies.

Conclusions

A regulatory violation or significant deviation from best health physics practices was not
identified.

A lack of effective communication existed between the Nuclear Medicine Service and
the radiation safety office at the time of the external audit. The change to the Tc-99m
DTPA aerosol procedure did not effectively involve all staff.

Recommendations

The facility should continue with efforts for increased communication between Nuclear

Medicine Service and the radiation safety office. The facility should continue with efforts
to effectively communicate with all staff and finalize changes to the procedures manual.
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Summary for allegations

Allegation #2

In September 2011, an incident of radicactive contamination of the hallway adjacent
to the Nuclear Medicine laboratory, and improper clean-up of the area, resulted from
the use of this unapproved procedure and caused excessive radiation exposure to
two Clinic staff members, including .m QI@. continued to require the
staff to use this unapproved procedure, even after he was advised of the safety
hazards it posed;

Findings

%, as a physician authorized user on the facility permit for radioactive materials
an ief of Nuclear Medicine Service, had the prerogative to determine the methods to
complete imaging studies. The Tc-99m DTPA aerosol procedure is a well-recognized
procedure which can be completed safely within regulatory compliance.

A contamination event occurred on September 20, 2011, which resulted in extensive
cleanup efforts. Two staff involved in the cleanup had higher dose resuits for that time
period, though the dose results were not clearly related to the cleanup.

The facility convened a root cause analysis team that identified corrective actions that
were implemented. The spill procedure was alsao revised. One area for emphasis in the
training in the revised spill procedure was to consider the option to restrict access to
areas that were contaminated, rather than to complete extensive cleanup.

Conclusions

A regulatory violation or significant deviation from best health physics practices was not
identified. Corrective actions from the root cause analysis and the revised spill
procedure should mitigate consequences for any future contamination events.

The physician authorized user should continue to determine the imaging procedure that
is most appropriate for individual patients.

Recommendations

The facility should ensure continued implementation of the corrective actions from the
root cause analysis and the revised spill procedure.
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Summary for allegations

Allegation #3

Nuclear Medicine Clinic management has failed to report incidents involving errors in
the administration of radiopharmaceuticals to patients resulting in unnecessary
radiation exposure, as required by VA rules.

Findings

On or around January 25, 2011, a patient was injected with a cardiac stress dosage that
was around 30 millicuries instead of the prescribed dosage of 10 millicuries for a rest-
phase cardiac test.

The dosing error did not require external reporting as a medical event under 10 CFR
35.3045 but was a dosing error per 10 CFR 35.63(d). Since a regulatory deficiency
occurred, the dosing error should have been reported to the Radiation Safety Officer,
Radiation Safety Committee, and Patient Safety Officer to ensure timely and adequate
corrective actions were taken.

Conclusions

The National Health Physics Program cited a regulatory violation for the dosing error.
The facility completed training for Nuclear Medicine Service in dosing errors on June 5,
2012. The requirement stated in this training, to report such errors as a patient incident,
should result in any future errors being identified and corrective action completed.
Recommendations

The facility should monitor future effectiveness of the training and reporting of dosing
errors during routine audits by the radiation safety office.
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Attachment B

Investigation report

1. This attachment is an investigation report to address allegations and statements in a
U.S. Office of Special Counsel (OSC) letter dated May 2, 2012. This report also
provides background details for uses of radioactive materials at the South Texas
Veterans Health Care System, Audie L. Murphy Division, San Antonio, Texas (hereafter
referred to as STVHCS), results for an on-site National Health Physics Program (NHPP)
inspection, and NHPP findings related to regulatory compliance and best health physics
practices. NHPP collected information related to clinical nuclear medicine practices at
STVHCS for review by the National Director, Nuclear Medicine & Radiation Safety
Services.

2. The following documents were evaluated for this investigation report. In addition,
verbal statements by facility staff and the allegers identified in the OSC letter were
evaluated.

a. The OSC letter dated May 2, 2012, to VA Secretary and identified as OSC File
Nos. DI-12-0927 and D1-12-1933. NHPP received the letter on May 15, 2012. The
letter identified whistleblower allegations and had statements related to the use of
radioactive materials at the STVHCS Nuclear Medicine Service.

b. A single page which listed four issues that (9XG)! —\,AM.D., an alleger
identified in the OSC letter, handed to NHPP during an interview on May 22, 2012. Dr.

oted the issues were previously reported to OSC and did not request to
remain anonymous.

c. *Zietter addressed to NHPP ((OX&) , Ph.D., Program

Manager) dated May 28, 2012, and received by facsimile on May 30, 2012.

d. [(HIA) facsimile to NHPP (i i) urdated and received on June 1,

2012,

e _ letter addressed to NHPP [DEB) ) dated June 3, 2012, and

recei'ved by facsimile on June 4, 2012.

3. Background information for STVHCS uses of radioactive materials and regulatory
inspections.

a. STVHCS holds a permit to use radioactive materials for medical and research
purposes. STVHCS is referred to as a permittee. NHPP issued the STVHCS permit
under authority of a Nuclear Regulatory Commission (NRC) master materials license
issued to the Veterans Health Administration (VHA). The Under Secretary for Health is
the named licensed official for the license and exercises oversight through a National
Radiation Safety Committee (NRSC). NHPP functions under the NRSC and performs



inspections at permittees to confirm regulatory compliance with radiation safety
practices.

b. Before May 2012, the last routine NHPP inspection at STVHCS was completed
during May 14-15, 2009. NHPP reviewed both medical and research uses and did not
cite any regulatory violations of NRC requirements.

¢c. On May 15, 2012, NRC performed a routine inspection at STVHCS as part of the
NRC independent oversight for uses of radioactive materials under the VHA master
materials license. NRC reviewed both medical and research uses and did not cite any
regulatory violations of NRC requirements. NHPP [(QXG) lj i} Program Manager)
observed most of the NRC inspection.

d. [Px@_ M.D., Chair, NRSC, provided NHPP the OSC letter on May 15,
2012. in consultation with m NHPP immediately began planning for a special
inspection at STVHCS to evaluate allegations and statements in the OSC letter.

e. During May 23-24, 2012, [DIG =< RIS B (Director, NHPP)
inspected STVHCS to evaluate allegations and statements in the OSC letter. Due to
the recent favorable inspection by NRC, NHPP defined the inspection scope to be
focused to allegations and statements in the OSC letter, related regulatory compliance
and radiation safety issues, and any associated observations and interviews during the
on-site portion of the inspection.

f. The inspection scope and findings were limited to issues under NHPP purview
(i.e., regulatory compliance and best health physics practices). However, NHPP also
collected information for (YY) I in his role as National Director, Nuclear Medicine &
Radiation Safety Service.

g. The inspection was based on a pre-approved inspection plan. The inspection
documents are provided as a separate attachment and include the inspection plan,
inspection record, and transmittal memorandum to the facility with attached NHPP Form
591. A list of individuals contacted during the investigation is provided in a paragraph
below.

h. On May 28, 2012, % had a conference call with two STVHCS staff who
requested the call to provide additional information to NHPP. The issues they raised
are identified in paragraph Sb below.
i. On May 30, 2012, received a faxed letter dated May 28, 2012, from
with additional information related to the allegations. Malso
raised a new issue related to his opportunity {o meet with the NRC inspector who had
inspected STVHCS on May 15, 2012. This letter is inciuded as a separate attachment.

j. A facility using radioactive materials under an NRC license (or permit issued by a
master materials licensee such as the VHA) must comply with NRC regulations. The

Page 2 0f 18



primary regulatory compliance requirements for receipt, possession, use, and disposal
of radioactive materials at a permittee are established in Title 10 of the Code of Federal
Regulations (CFR), including but not limited to 10 CFR 19, 20, 30, and 35. Other
Federal agencies also regulate various aspects of radioactive materials uses inciuding
Environmental Protection Agency, Food and Drug Administration, and Department of
Transportation; however, NRC regulations are the primary regulatory compliance
regulations for workers and public that are applicable to a permittee. Other conditions
or requirements are listed on the specific permit issued by NHPP to a facility. Some
specific requirements related to the focused NHPP inspection are described below.

(1) 10 CFR 20.1101(a) requires a permittee to develop, document, and implement a
radiation protection program commensurate with the scope and extent of permitted
activities and sufficient to ensure compliance with 10 CFR 20.

(2) 10 CFR 20.1101(b) requires a permittee to use, to the extent practical,
procedures and engineering controls based upon sound radiation protection principles
to achieve occupational doses and doses to members of the public that are as low as
reasonably achievable (ALARA). NHPP does not interpret this regulation to apply to
patients administered radiopharmaceuticals under the direction of an authorized user
physician.

(3) 10 CFR 35.27(a) requires a permittee to instruct supervised individuals (i.e.,
nuclear medicine technologists working under direction of a physician authorized user)
in the permittee written radiation protection procedures. Also this NRC regulation
requires supervised individuals to follow instructions of the physician authorized user.

(4) 10 CFR 35.63(d) stipulates that a permittee may not use a radiopharmaceutical
dosage if the dosage does not fall within the prescribed dosage range or if the dosage
differs from the prescribed dosage by more than 20 percent, unless otherwise directed
by the physician authorized user.

k. The primary VHA policy documents of interest for this inspection were VHA
Directive 1105.01 (Management of Radioactive Materials) and VHA Handbook 1105.02
(Nuclear Medicine and Radiation Safety Service).

(1) VHA Directive 1105.01, paragraph 4e, requires, inter alia, the facility Radiation
Safety Committee to provide oversight for the safe use of radioactive materials with a
focus to ensure occupational and public doses are ALARA and a safety conscious work
environment is achieved. The committee is tasked to review and approve proposed
changes to training, equipment, facilities, and radiation safety procedures or practices.

(2) VHA Handbook-1105.02, paragraph 12b, requires, inter alia, the Nuclear
Medicine Service at a facility to publish policies, procedures, and protocols that describe
operations, which provide the highest quality of nuclear imaging and radiobioassay
testing. The handbook does not specifically require approval of those nuclear medicine
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policies, procedures, and protocols by the Radiation Safety Officer or the Radiation
Safety Committee.

4. NHPP evaluation for allegations in OSC letter.

a. Allegation related to implementation of new clinical procedure for lung ventilation
studies.

(1) During June 1-2, 2011, staff from a different VHA permittee completed an audit
of the STVHCS Nuclear Medicine Service. During the exit briefing on June 2, 2011, the
auditor discussed with attendees, including the Chief of Staff, a possible regulatory
deficiency related to lung ventilation studies with Xenon (Xe-133), a radioactive noble
gas, because negative air pressure was not demonstrated to the auditor for some areas
being used for these studies.

(a) On or about June 24, 2011, a final audit report was issued. The report clarified
the exit meeting comments about negative pressure and stated,

“Although still considered a best practice policy, upon further detailed
research and discussion with NHPP it has been determined that there are
no licensing regulations governing this fact. There may be internal/local
policy requirements, study procedure requirements, RSO directives, or
licensing directives that may determine otherwise, but from a national
directive there are no regulations that state negative pressure is a
requirement for Xe-133 studies. The only stipulation would be exposure
limits and ALARA and this should be discussed in detail with the Radiation
Safety Officer.”

(b) Based on NHPP interviews with the former Radiation Safety Officer (at the time
of audit), the Radiation Safety Officer was not consulted about the audit results or the
negative pressure issue. The current Radiation Safety Officer (who was a radiation
safety technician at STVHCS at the time of the audit) indicated the rooms in question
were actually under negative pressure at the time of the audit; however, this information
was not specifically requested by the auditor, or Nuciear Medicine Service.

(c) NHPP concluded a lack of effective communication existed between the Nuclear
Medicine Service and the radiation safety office at the time of the audit. More effective
communication and collaboration might have precluded a perceived need for an abrupt
change from Xe-133 studies to a different imaging procedure; however, ultimately a
change might have been necessary because radiopharmacies have been experiencing
shortages of Xe-133 gas. NHPP also notes a decision to change to a different imaging
procedure is within the scope of clinical discretion by the physician authorized user.

(2) During interviews with NHPP, the Chief of Staff (Xl ™M.D-) and the
Nuclear Medicine Service Chief ({(9X(3) , M.D.) noted efforts were undertaken
immediately after the exit briefing on June 2, 2011, to identify and implement a different
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imaging procedure for lung ventilation studies to preclude curtailing other clinical care at
STVHCS that required the capability for ventilation studies. (K}l identified use of
technetium (Tc-99m) labeled diethylene triamine pentaacetic acid (DTPA) aerosol as
the alternative imaging procedure for the Xenon gas studies. is listed on the
STVHCS permit as a physician authorized user. In his role as the service chief and a
physician authorized user, {JX(S)Il has the prerogative, from the regulatory compliance
perspective, o determine imaging procedures to be used at STVHCS.

(3) (XM tasked the Chief Nuclear Medicine Technologist (K to obtain
equipment to support the DTPA aerosol imaging procedure.

(a) The equipment associated with the aerosol administration is the Ultravent™
Ventilation Kit and Ultravent™ Shield. The ventilation kit is single-use equipment
obtained from the radiopharmacy along with the Tc-99m radiopharmaceutical. The kit
contains an aerosol generator (nebulizer), a manifold fitted with aerosol trap (bacterial
filter), mouthpiece, plastic tubing, nose clip, airfoxygen interconnector, and plastic
disposal bag. The Ultravent™ Shield is reusable equipment, about the size of a
shoebox, and serves as a retaining mechanism for the single-use ventilation kit and as
shielding for radiation emitted by the Tc-99m DTPA. Affixed inside the top lid of the
shield box are detailed instructions for assembly and disposal of the ventilation kit as
well as suggested protocols for administration.

(b) [(OXEN stated he became aware of availability of a shield box at a non-VA
Federal facility in the geographical area and retrieved the shield box himself. Both
(IXEMW 2nd [(JXE) noted that they inspected the shield box and found it favorable
prior to first use. Both individuals stated that they had previous experience performing
Tc-89m aerosol studies. In addition, (RSB stated that he had a STVHCS biomedical
equipment technician check the shield box prior to first use. [(X({E)J noted that since
the shield box has no electrical components or moving parts, the biomedical equipment
technician did not identify any specific testing or preventative maintenance prior to
placing the box into use for the imaging procedure. The NHPP inspector examined the
shield box being used at STVHCS and concluded the box was essentially a device for
stabilizing or securing the various components of the imaging kit and for minimizing
radiation exposure to the radioactive materials.

(4) The NHPP inspector observed that a procedure titled "Lung Aerosol Study
(Tc-98m-DTPA Aerosol)” was included in a procedure binder located in the Nuclear
Medicine Service. Specific markings on the procedure indicated a review/revision was
completed on January 25, 2003. Also, the cover page of procedure binder was signed
by[{Mon November 24, 2004, and later by [(NXG) on June 2,
2011. Based on this information, NHPP concluded that a written procedure for T¢-99m
DTPA aerosol studies predated use of Tc-99m DTPA aerosol in June 2011. However,
based on NHPP interviews, the procedure was not revalidated or reviewed by Nuclear
Medicine Service prior to initiating the Tc-99m DTPA aerosol procedure in June 2011.
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(5) Prior to first use of the Tc-89m DTPA aerosol procedure in June 2011,
provided orientation training to the nuclear medicine technologists on the use of the
Ultravent™ Ventilation Kit and Ultravent™ Shield. This training was not documented.
Based on NHPP interviews with the staff, some of the nuclear medicine technologists
did not consider the orientation training to be adequate and sufficient. Based on NHPP
interviews with the former and current Radiation Safety Officers, NHPP concluded that
the radiation safety office was not involved in the initial training effort or implementation
of the Tc-99m DTPA aerosol procedure and a lack of effective communication existed
between the Nuclear Medicine Service and the radiation safety office.

(6) Beginning on June 6, 2011, and through December 2011, under supervision of
? (a physician authorized user listed on the STVHCS permit since January 26,

11), the Nuclear Medicine Service used solely Tc-99m DTPA aerosol to perform lung
ventilation studies. Approximately 76 aerosol lung studies were conducted in this time
period with activities ranging between about 17 and 42 millicuries. Beginning in January
2012 through about May 22, 2012, STVHCS reverted back to using solely Xe-133 gas
for ventilation studies. On May 23, 2012, STVHCS resumed DTPA aerosol studies in
response to a shortage of Xe-133 gas.

(7) Sometime after initiating aerosol studies and prior to June 29, 2011, (§XE)
received a report of leakage of radioactive materials from the shield box.

(a) _ stated that the radiation safety office was asked to review the use of
the aerosol equipment. On-site radiation safety staff {))(5)] and anather
radiation safety staff member) inspected the equipment and had a technologist perform
a dry run. The radiation safety staff concluded the nebulizer was not seating completely
to the breathing tube, the radiation shield was not being closed during use, and nuclear
medicine technologists were unclear about the location of a written nuclear medicine
protocol for the aerosol lung studies. The radiation safety staff also concluded that the
earlier training provided to nuclear medicine technologists on the use of the device was
not adequate and sufficient for radiation safety purposes.

(b) On June 29, 2011, I, the on-site radiation safety technician (who
is currently the Radiation Safety Officer on the permit) stated to the then Radiation
Safety Officer that a training session was held with all available nuclear medicine
technologists on use of equipment for the Tc-99m DTPA aerosol procedure. The
nuclear medicine staff was requested to notify the radiation safety office upon the next
use of the device and to locate the protocols for the procedure. The radiation safety
staff noted that they considered the issue resolved and that the Nuclear Medicine
Service “should be allowed to proceed with DTPA studies." Based on NHPP interviews
with nuclear medicine staff, specific instances of contamination by a worker have not
been identified for the Tc-99m DTPA aerosol procedure.

(c) NHPP concluded that reports of radiation safety issues with the Tc-99m DTPA

aerosol procedure were addressed by the radiation safety office to include a review of
the procedure and training in use of the equipment.
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(8) With respect to the allegation and statements in the OSC letter related to the
approval of the Tc-99m DTPA aerosol procedure by the STVHCS Radiation Safety
Committee, NHPP concludes that commitiee approval is not explicitly required by NRC
regulations for use of the procedure or the associated equipment such as the nebulizer
device.

(a) NHPP notes that the STVHCS permit, as related to medical uses, provides for
use of any physical or chemical forms of radioactive material for imaging studies under
10 CFR 35.200 when the use is supervised by a physician authorized user. During
NHPP interviews, , who serves as the Chief of Nuclear Medicine Service and is
listed on the STV permit as a physician authorized user, assumed accountability
and responsibility for approving and supervising patient administrations using the
Tc-99m DTPA aerosol procedure.

(b) While VHA Handbock 1105.02 requires the Nuclear Medicine Service to publish
policies, procedures, and protocols that describe operations, the handbook does not
specifically require approval of these items by the Radiation Safety Committee. NHPP
observed that STVHCS had a published procedure dated January 25, 2003, for the
Tc-99m DTPA aerosol procedure in its procedure binder, and the binder was approved
in writing by m@ on June 2, 2011. Furthermore, at the time of the NHPP
inspection, STVHCS had developed an updated and more detailed standard operating
procedure, dated April 1, 2012, for the Tc-99m DTPA aerosol procedure.

(9) With respect to statements in the OSC letter related to accuracy and diagnostic
usefulness of the Tc-89m DTPA aerosol procedure as compared to other possible
imaging modalities or protocols, NHPP concludes the efficacy of imaging procedures is
subject to varying clinical opinions and is a practice of medicine issue, not a regulatory
compliance issue under NHPP purview.

(a) NHPP concludes that the clinical decision by a physician authorized user to
perform a specific procedure on a specific patient is a practice of medicine decision
outside of NHPP regulatory compliance purview.

(b) NHPP concludes that the dosage prescribed and administered for a patientis a
practice of medicine decision by the physician authorized user. NHPP has regulatory
purview only to ensure that the dose intended by the physician authorized user was
actually administered to the patient. NHPP recognizes and supports the accepted
clinical practice to reduce radiation doses to patients when reasonable to do so as
determined by the physician authorized user. However, NHPP interprets the regulatory
provisions for ALARA in 10 CFR 20 only to apply to workers and members of the public
and not to patients undergoing medical diagnosis.

b. Allegation related to a radicactive contamination event and elevated dosimetry
readings for two technologists.
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(1) NHPP confirmed that near the end of the work day on September 20, 2011 (vice
September 21 in OSC letter), a contamination event occurred involving waste material
from a patient administration using the Tc-99m DTPA aerosol procedure. The event
involved the nuclear medicine hot laboratory (Room J204), hallway adjacent to the hot
laboratory, and an adjacent area (Room J206) where the patient administration was
performed.

(a) The event appeared to have occurred when a nuclear medicine technologist
transferred a leaking ventilation kit disposal bag from Room J206 to Room J204. The
administration involved about 21 millicuries of Tc-89m, so any residual material involved
in the event would have been some lesser amount of activity.

(b) While always undesirable, spills and contamination events occur periodically in
use of radioactive materials, especially in medical use circumstances. Of importance
and interest from a regulatory compliance perspective is the response to control and
remediate the spill and to prevent recurrence. NHPP reviewed the immediate actions to
respond to the contamination event as well as subsequent follow-up actions and did not
identify any specific regulatory violations related to the event or event response.

(2) Based on NHPP interviews with Nuclear Medicine Service staff and the former
and current Radiation Safety Officers, NHPP concluded the following.

(a) The immediate response to the spill was appropriate based on the information
available to the Nuclear Medicine Service staff and Radiation Safety Officer at the time
of the event.

(b) The nuclear medicine technologists used appropriate radiation survey methods
and equipment to locate and characterize the extent of the contamination.

(c) The Nuclear Medicine Service supervisor took appropriate steps to minimize any
further spread of the contamination. Appropriate personal protective equipment and
radiation dosimeters (whole body and finger rings) were used during cleanup activities.

(d) NHPP identified an area for improvement for closer interaction between Nuclear
Medicine Service and the radiation safety office to determine if locations with radioactive
contamination might be restricted from access to the public and left to decay rather than
requiring the nuclear medicine staff to complete extensive surface cleaning.

(3) The radiation levels measured by nuclear medicine technologists during spill
cleanup were reportedly within the range typically encountered in a nuclear medicine
environment.

(a) The maximum exposure rate was around 30 mR/hour at surface contact prior to

cleaning. Exposure rates a few feet away from the surface were reported to be even
lower at less than about 1 mR/hour.
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(b) Based on NHPP interviews, the Chief Nuclear Medicine Technologist, who was
supervising the response to the spill, understood that exposure levels above 1 mR/hour
required intensive cleaning efforts to reduce the levels and that cleaning efforts should
continue until the efforts are no longer effective in reducing the exposure rates.

(c) NHPP identified two options for reducing surface exposure rates to below trigger
levels or a predetermined rate. One option is to perform cleaning using routine surface
cleaning techniques. The other is to cover contaminated locations to minimize possible
spreading of the contamination and allow the radioactive material to decay. For this
spill with Tc-99m and its 6-hour half-life, the decay option is viable. A decision to clean
a contaminated location rather than to allow for radioactive decay is a facility-level
decision and involves many factors including potential dose to workers and the need to
have the location available for possibly urgent patient care.

(d) The Chief Nuclear Medicine Technologist cantacted the Radiation Safety Officer
by telephone within about 30 minutes of becoming aware of the contamination event to
discuss the extent of the appropriate actions and seek advice for cleaning or decay.
The Radiation Safety Officer concurred with the plan to clean surfaces in an effort to
reduce exposure rates to below the trigger level. The Radiation Safety Officer noted his
impression of the spill based on initial information provided was that the spill was small,
controiled from public access, and did not warrant tasking the on-site radiation safety
staff to assist in the cleanup. At this time, the Radiation Safety Officer was not on-site.
The Radiation Safety Officer was not aware the cleaning efforts continued for about
4 hours.

(e) After cleaning efforts were concluded, exposure rates in the highest locations
continued to be around 2 mR/hour on contact. The Chief Nuclear Medicine
Technologist eventually decided to cover locations with large absorbent pads and
provide additional time for decay.

() NHPP concluded, after review of radiation survey results for the contamination
event, that exposure rates did not necessarily preclude efforts to clean the locations to
below a trigger level.

(4) As follow-up to the contamination event, a special training session was held with
nuclear medicine technologists on September 23, 2011, to retrain the staff in the spill
response methods. The training purportedly included DTPA aerosol kit disposal, spill
procedures, and provided opportunity for questions and answers from nuclear medicine
technologists. This training is documented in an e-mail dated September 23, 2011,

from [DIEY to KK I

(5) Several weeks after the contamination event, on about Navember 1, 2011, via a
report dated October 20, 2011, by the dosimetry vendor (Landauer, Inc.), the Radiation
Safety Officer became aware that the September 2011 dosimeters for the two nuclear
medicine technologists who participated in the cleanup had recorded doses above the
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STVHCS action levels that required an investigation into the results. The Radiation
Safety Officer began a timely investigation into the dose results.

(a) Results for deep dose equivalent were 1.7 rem and 3.7 rem, respectively, for two
nuclear medicine technologists, as compared to an annual limit of 5 rem. The lenses of
eye dose equivalent and shallow dose equivalent were comparable to the deep dose
equivalent, indicating that the dosimeters were exposed to penetrating radiations typical
of materials used in nuclear medicine. Also, the finger rings that were worn by the two
individuals indicated doses of about 1.7 rem and 3.8 rem, respectively, for the two
individuals.

(b) Since the same two individuals were involved in the September 20, 2011,
cleaning efforts and no other work circumstances or actions were specifically
attributable to the doses, the Radiation Safety Officer presumed that the exposures
came from the cleaning efforts. An independent investigation by the Radiation Safety
Officer resulted in the doses being accepted since the doses could not be otherwise
rejected as having occurred.

(c) A formal investigation by a STVHCS root cause analysis team concluded that
the dosimeters might have been contaminated and the dose results were not reflective
of actual individual exposures.

(d) According to statements made by the nuclear medicine technologists to NHPP,
the finger rings were worn under gloves during cleaning efforts which would minimize
the likelihood of finger ring contamination, and the dosimeters were stored in personal
lockers when not being worn. NHPP notes that, during surface contamination cleaning,
finger ring results are expected to be much higher than whole body results as the hands
would be closer to the contaminated surface. NHPP concludes that while the dose
results cannot be ruled out as being valid, the dose results are highly inconsistent with
the exposure levels reported as being measured while cleaning on September 20, 2011.
For example, an average exposure rate of about 700 mR/hr would be required over a
5-hour period to result in a dose of 3500 mrem on a dosimeter. The exposure levels
that were reported were generally below 30 mR/hr.

(6) Based on information reviewed, NHPP did not find that efforts to clean the spill
on September 20, 2011, caused a violation of worker ALARA provisions in 10 CFR 20.
NHPP concluded the elevated doses, while reported for a dosimeter worn within the
same timeframe, could not be specifically attributed to the spill cleanup efforts. NHPP
determined that the annual doses for the two workers with higher dose results were well
below NRC regulatory limits or any external reporting requirements.

(7) NHPP concluded that the coordination and communication between the Nuclear
Medicine Service and radiation safety office needed improvement to address possible
future spills. While spill response is generally covered under the STVHCS radiation
safety manual, NHPP discussed with the Chair of the Radiation Safety Committee that a
more detailed spill procedure should be implemented to provide additional clarification
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and to facilitate improved coordination between the two areas. A draft procedure had
been previously discussed during Radiation Safety Committee meetings. NHPP was
informed by e-mail on June 5, 2012, that a detailed facility-level spill procedure was
endorsed by the Radiation Safety Committee on May 25, 2012, and that staff was
trained in the procedure on May 30, 2012.

(8) The OSC letter notes “the whistieblowers further explained that JJJj (QXE)
subsequently investigated this incident and prepared a report outlining root causes and
recommendations.” NHPP determined that q_ in his role as the Radiation
Safety Officer, had prepared a draft report on the causes of the elevated doses around
November 10, 2011. % provided the draft report to various individuals for
comment; however, S etermined that a root cause analysis team should be
convened to review the overall contamination event and higher dose results to the two

warkers. NHPP reviewed the outcomes from the root cause analysis effort which was
concluded around January 16, 2012.

(a) The following root causes for the contamination event and subsequent elevated
doses were identified in the root cause analysis report.

(i) The complex mechanism for the delivery of DTPA increases the likelihood of
human error resulting in potential radioactive spill.

(i) Disassembly and transport of the nebulizer housing kit within the patient care
area increased the likelihood of a spill, spreading radioactive contaminants and
exposure in the nuclear medicine patient care area, hallway, and hot lab.

(b) The following corrective actions were recommended in the root cause analysis
report and approved by executive management.

(i) Standardize and reinstitute the use of Xenon gas for ventilation studies,
minimizing the use of DTPA. (Implementation: NHPP noted that Xe-133 use was re-
instituted by STVHCS on January 3, 2012, and that Tc-99m DTPA was not used again
until May 23, 2012, due to a shortage of Xe-133 gas.)

(i) A standardized process for disassembly of aerosol kits in the hot lab to prevent
spills and contamination in the patient care rooms will be implemented by all Nuclear
Medicine Technologists. All nebulizer kits will be placed in plastic bags that are
provided in each kit after nebulizer freatment; all used kits will be transported on a
rolling cart and taken to the hot lab. All dis-assembly procedures and pre-disposal
scanning will be conducted on the hot lab. (Implementation: NHPP noted that a
standard operating procedure dated April 1, 2012, was issued to provide additional
detail on the T¢c-98m DTPA lung scans and to address disassembly of the kits in the hot
lab.)

(iii) In the event that administration of DTPA is required, specific patient care room
designation to perform DTPA aerosol nebulizer freatments will be implemented to limit
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spreading of contamination to multiple areas. Designation of rooms will prevent
possible contamination in the main hospital hallway and the main treatment area.
(Implementation: NHPP observed that the new standard operating procedure issued
April 1, 2012, limited use of DTPA to a specified room, Room J205.)

(¢) NHPP concurred with the root causes and actions. NHPP was provided
information indicating that exclusive use of Xe-133 resumed for ventilation studies from
January 2012 until May 22, 2012. On May 23, 2012, due to a reported shortage of
Xenon, the T¢-99m DTPA aerosol procedure was reinstituted to ensure continuity of
patient care.

(9) The OSC letter included a statement that [(JX () raised issues in early
November 2011.

(a) NHPP discussed separately with [@x@. and [Q]P, their understanding of
a safety conscience work environment and the opportunity for workers to raise issues
without fear of retaliation. Both of these physicians stated that they encouraged staff to

raise safety issues, that they considered such issues raised by staff very seriously, and
to their understanding they had been responsive to issues that were raised.

(b) NHPP determined that clinical and radiation safety issues were raised about the
Tc-99m DTPA aerosol procedure by EI@P the radiation safety office, and other
staff. NHPP determined STVHCS convened a root cause analysis team to evaluate the
September 2011 contamination event and higher dosimetry results for the two workers.
STVHCS promptly implemented corrective actions based on the report and later issued
a more detailed spill procedure. NHPP concluded STVHCS adequately addressed the
radiation safety issues for the Tc-99m DTPA aerosol pracedure.

(c) NHPP did not evaluate or address the apparent differences in clinical opinions
between physician authorized users about the efficacy of the Tc-99m DTPA aerosol
procedure as compared to a different imaging modality. This issue is not within the
NHPP regulatory purview.

c. Allegation related to errors in administration of radiopharmaceuticals to patients.

(1) Based on an interview with the Chief Nuclear Medicine Technologist, NHPP
determined that on or around January 25, 2011, a patient was injected with a cardiac
stress dosage that was around 30 millicuries instead of the prescribed dosage of
10 millicuries for a rest-phase cardiac test.

(2) NHPP determined that the dosing error did not require external reporting as a
medical event to NHPP or NRC under 10 CFR 35.3045; however, the dosing error was
contrary to 10 CFR 35.63(d) because the administered dosage exceeded 20 percent of
the prescribed dosage. Since a regulatory deficiency occurred, the dosing error should
have been reported to the Radiation Safety Officer, Radiation Safety Committee, and
Patient Safety Officer (using the facility incident reporting system) to ensure that timely
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and adequate corrective actions could be taken to address the circumstance and
prevent recurrence.

(3) NHPP cited the dosing error as a violation of NRC requirements since STVHCS
did not identify the error before the NHPP inspection. Corrective actions are detailed in
the NHPP inspection report and included retraining of all nuclear medicine staff by the
Patient Safety Office and Radiation Safety Officer to require reporting of dosing errors.

(4) NHPP did not identify any other dosing errors where the wrong dosage was
involved nor did staff interviews identify any other specific instances of such errors.

d. Statements in OSC letter related to omitting dynamic portion of studies.

(1) NHPP interviews with nuclear medicine staff did confirm that m who is a
physician authorized user on the STVHCS permit, did instruct staff to omit the dynamic
portion of certain studies.

(2) NHPP notes that the decision about what studies to perform on a given patient is
a clinical decision subject to varying physician opinions. NHPP concluded the decision
by an authorized user physician to perform a specific procedure on a specific patient
falls under the practice of medicine and is not under NHPP regulatory purview.

5. NHPP evaluation for other statements made during course of investigation.

a. Other statements, not addressed above, bym@Hin letters dated
May 28, 2012 (received by NHPP on May 30, 2012), and June 3, 2012 (received by

NHPP on June 4, 2012).

(1) In both letters, @% stated that he was denied access to the NRC
inspector during the recent on-site inspection.

(a) 10 CFR 19.15 states:

“During the course of an inspection any worker may bring privately to the
attention of the inspectors, either orally or in writing, any past or present
condition which he has reason to believe may have contributed to or
caused any violation of the act, the regulations in this chapter, or license
condition, or any unnecessary exposure of an individual to radiation from
licensed radioactive material under the licensee’s control.”

(b) NHPP (X&) ) observed the NRC inspection on May 15, 2012. Priorto
exiting the site, the NRC inspector did privately inform the NHPP observer that she was
aware that an undisclosed offsite individual wanted to speak to her; however, the NRC
inspector noted that the offsite individual could contact an NRC office to discuss any
issues.
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(c) During the NRC inspection, (X&) was on administrative leave and not
working on-site at STVHCS. The on-site inspection occurred from about 6:30 a.m. until
2:00 p.m., at which time an exit meeting was held with executive management. While a
worker has a right to bring issues privately to the inspector’s attention during the course
of the inspection, NHPP did not conclude that in this case that STVHCS had a specific
regulatory obligation to set up a meeting between the NRC inspector and an offsite
individual who was on administrative leave and not actively engaged in on-site work
activities during the inspection.

(d) NHPP RIS I met with [S¥() on May 22, 2012,
and discussed this circumstance wit (b) (6) reviewed options to
contact NRC either by telephone or in writing any time to raise concerns without fear of

retaliation.

(e) In a facsimile to NHPP, received June 1, 2012, Mprovided copies of
two e-mails related to this item. One e-mail was apparently sent to the Radiation Safety

Officer late in the morning at around 9:55 a.m., on May 15, 2012, asking the Radiation
Safety Officer to transmit information to the NRC inspector about a desire to speak to
the inspector that day. The other e-mail was an “official” request apparently sent to the
Radiation Safety Officer with a copy to the STVHCS Director and Chief of Staff at

2:13 p.m. (after the exit meeting had begun).

(f) Based on a telephone discussion with the Radiation Safety Officer on June 4,
2012, NHPP was informed the Radiation Safety Officer did inform the NRC inspector
while the inspector remained on-site that an undisclosed offsite individual expressed a
desire to meet with her during the NRC inspection; however, the inspector noted to the
Radiation Safety Officer that the individua! could contact NRC at its regional office at
any time to discuss any issues.

(g) NHPP did not identify a specific regulatory violation related to providing access
for a worker to meet privately with the NRC inspector.

(2) @@F stated “during the cleaning procedure on September, 2011, all
three cardinal rules of radiation protection were violated: time...distance...and

shielding.”

(a) NHPP considers time, distance, and shielding to represent cardinal principles of
radiation protection and ALARA, but not to be specific regulatory requirements.

(b) NHPP reviewed the circumstances associated with the cleaning efforts and did
not identify a specific regulatory requirement that was violated. NHPP concluded that
better coordination was needed between the Nuclear Medicine Service and radiation
safety office. Subsequently, a more detailed spill response procedure was endorsed by
the STVHCS Radiation Safety Committee and implemented on May 30, 2012.
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(3) MH stated that, “there had been no written procedure book recently
generated locally by the Nuclear Medicine department.”

(a) NHPP observed that a procedure binder was located in the Nuclear Medicine
Service during the on-site inspection during May 23-24, 2012. The binder was initialed

byK{ XS on June 2, 2011.

(b) Some individuals interviewed opined that the procedure binder contained only
guidelines and lacked the level of detail needed for protocols and that the binder had
not always been present and available to all staff.

(¢) NHPP identified no specific NRC regulatory requirement for written protocols for
all diagnaostic studies other than administrations requiring a written directive, which were
observed to be present. Rather regulations in 10 CFR 35.27 require that supervised
individuals (e.g., nuclear medicine technologists) must follow the instructions, whether
verbal or written, of the supervising physician authorized user.

(d) VHA Handbook 1105.02, paragraph 12(b)(2), requires published policies,
procedures, and protocols that describe operations, provide the highest quality of
nuclear imaging and radiobioassay testing. NHPP concludes that the quality and
completeness of the procedures binder is a clinical issue not under NHPP regulatory
purview.

4) UXE) | states that “when a patient's skin became contaminated with
radioactivity during a procedure in which there was no intent to contaminate the skin,
there should have been a thorough investigation to include the assessment of dose to
the patient's skin from the contamination.”

(a) NHPP agrees that an investigation and internal reporting should be performed
whenever an unintended contamination event above facility trigger levels occurs on any
surface. The investigation should identify the cause and undertake corrective actions to
remediate and prevent recurrence.

(b) However, NHPP concludes that NRC regulations do not specifically require skin
dose to patients undergoing diagnostic studies to be determined unless medical event
reporting requirements in 10 CFR 35.3045 might be triggered. For diagnostic studies,
these reporting requirements would not be triggered for unsealed sources unless the
administered dose was 20 percent or more of the prescribed dose or exceeded the
dose range established by the authorized user or the study involved the wrong patient,
wrong radiopharmaceutical, or wrong route of administration.

(c) During the NHPP inspection, some staff did state that skin contamination of
some patients from the Tc-99m DTPA aerosol procedure was suspected (based
primarily on imaging); however, they further stated that the issues were raised to their
supervisor and the radiation safety office was involved in reviewing the procedure and
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providing additional training on June 29, 2011. Subsequent to the training, the possible
skin contamination issue was apparently resolved.

(5) WM states that “It is my understanding that the personnel dosimetry
records, presumably reviewed during the inspection, demonstrated doses in excess of

1500 mrems to the two Nuclear Medicine Technologists involved in the prolonged spill
cleanup, certainly | would have expected even an inexperienced inspector to have
questioned those exposures, unless the agency had tried to cover up the incident.”

(a) NHPP observed that STVHCS was quite forthcoming with information about
worker doses and did not identify any efforts to be less than forthcoming with NHPP
request for information.

(b) NHPP observed that the two workers involved in the September 20, 2011, spill
cleanup did have elevated dosimetry results for the month of September 2011. NHPP
review comments and conclusions about the spill cleanup and the doses are provided in
paragraphs above.

(c) STVHCS convened a root cause analysis to identify the causes and corrective
actions for the elevated doses.

(6) @!_ stated that he disagreed with the NHPP assertion that the ALARA
concept did not strictly apply to patients.

(a) NHPP interprets the NRC regulatory requirement for ALARA in 10 CFR 20 as
not specifically applying to a patient who is administered radiopharmaceuticals by or
under the supervision of a physician authorized user since specific decisions about how
to administer radiopharmaceuticals to a patient is a matter of medical practice and not
specifically regulated by NRC.

(b) NHPP agrees with the concept that from the clinical perspective, the physician
authorized user should exercise ALARA principles to reduce, when possible, the
radiation dose to the patient by assuring the right test is done for the right reasons
(appropriateness screening) and that the dose of the radiopharmaceutical used is
appropriate for that test (by written protocol supported by medical literature).

b. Other statements and issues raised by others during the NHPP inspection effort
and not otherwise identified in written correspondence that was provided to NHPP.

(1) Some individuals stated that radioactive iodine was administered to a patient
who had recently taken amiodarone, which was stated to be a drug that can negatively
impact the quality of iodine uptake studies. Though requested to provide specific details
during the interview, the individuals did not provide any specific patient names or dates
for follow up evaluation. NHPP concluded that the statement is about a clinical issue
not under NHPP regulatory purview.
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(2) Some individuals stated that on May 1, 2012, a patient was injected with
25 millicuries of Tc-99m methylene diphosphonate (MDP) for a bone scan, but was not
imaged. The patient had apparently left the hospital building and was late in returning
to Nuclear Medicine Service for the imaging portion of the procedure. Purportedly,
non-physician staff decided not to image the patient and did not involve the physician
authorized user in the decision. The individual stated a nuclear medicine technologist
might have been scheduled overtime to complete the scan. Based on discussions with
the Chief Nuclear Medicine Technologist, the physician authorized user was informed of
the circumstance so that medical judgment could be rendered. NHPP concluded that
this statement represents a clinical management issue and does not represent a
violation of a specific NRC regulatory requirement.

(3) One individual stated that some radiation survey meters and other equipment
important to radiation safety practices (e.g., dose calibrators) had been obtained outside
of narmal procedures but did not offer any specific details. Equipment acquisition is not
an item under NHPP regulatory purview as long as the equipment is properly calibrated
and operating to meet its intended function under the regulations. NHPP discussed the
acquisition of equipment with the Radiation Safety Officer and Chief Nuclear Medicine
Technologist and both stated such equipment would not have been placed in service
without appropriate checks and calibrations as required by regulations. NHPP did not
identify violations with equipment calibrations or use. Also, the May 15, 2012, NRC
inspection reviewed radiation safety equipment and did not identify any violations.

(4) One individual stated that a cobalt-57 sealed source used for quality control
testing was improperly transported from another address to the Nuclear Medicine
Service by a VHA employee using his personal vehicle. The Radiation Safety Officer
did note that sealed sources had been brought from the formerly permitted Kerrville,
Texas, location and were received at the San Antonio address: however, he noted that
Department of Transportation requirements were followed. NHPP did not identify a
violation of regulatory requirements as 49 CFR 171.1(d)(5) provides for transport by
Federal employees.

(5) One individual stated that some of the nuclear medicine technologists were not
appropriately certified to operate or use the 64 slice PET/CT unit. NHPP discussed this
item with the Chief Nuclear Medicine Technologist who noted that those individuals
operating PET/CT equipment had undergone training by the vendor and on-the-job
training to ensure safe operation of equipment. Specific certification for PET/CT by an
accrediting body is not an issue under NHPP regulatory purview.

(8) One individual stated that sometime in January 2012, a patient’s clothing was
contaminated in the PET/CT area and had to be retained. The individual stated that
radiations safety was not involved in the response. NHPP interviewed the Chief
Nuclear Medicine Technologist and the Radiation Safety Officer and did substantiate
that a patient’s personal items were inadvertently contaminated on about February 16,
2012. The permittee temporarily confiscated the contaminated items from the patient
and bagged and stored the items for decay. The Radiation Safety Officer indicated that
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he was not immediately made aware of the issue but did become aware later that same
day. Contamination of surfaces and individuals is an inherent risk associated with use
of unsealed radioactive materials in medicine. NHPP concluded that the permittee took
appropriate steps to control the possible spread of contamination by confiscating and
retaining contaminated items. NHPP did not identify a violation associated with the
permittee’s response to this issue. The spill response procedure implemented May 30,
2012, should provide for improved coordination and communication between the
Nuclear Medicine Service and radiation safety office.

Persons contacted

, Director

, Associate Director and Chair, Radiation Safety Committee

M.D., Chief of Staff

, current Radiation Safety Officer (since December 28, 2011)

ormer Radiation Safety Officer (May 1, 2011, through December 27, 2011)
, M.D., Physician, Chief, Nuclear Medicine Service

hief Nuclear Medicine Technologist

Nuclear Medicine Technologist
.D., Physician, Authorized User
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Attachment C

South Texas VA Health Care System, San Antonio, Texas
Inspection Plan, May 23-24, 2012

1. Conduct an entrance meeting with executive management and note the following information.
This VHA National Health Physics Program (NHPP) inspection is a special, focused inspection
to examine radiation safety details about nuclear medicine uses of radioactive materials. The
focus of the inspection is regulatory compliance to ensure health and safety. NHPP may also
collect specific clinical information as requested by Director, VHA National Nuclear Medicine
& Radiation Safety Services. NHPP’s role in performing the inspection is separate from any
actions of the Nuclear Regulatory Commission.

2. Conduct private interviews with key staff depending on availability. Key staff to interview
include: Chief of Staff, Chiel of Imaging (Nuclear Medicine Service), Radiation Safety Officer,
Chief Technologist (Nuclear Medicine Service), and nuclear medicine technologists.

3. Tour the Nuclear Medicine Service to examine equipment and observe practices related to
health and safety. We are specifically interested in examining equipment and practices used to
perform lung ventilation studies with Tc-99m DTPA.

4. Review documents and records related to safety and oversight for use of radioactive materials
in muclear medicine (for timeframe since around January 2011) to include clinical protocol
manual, radiation safety manual and policies, staff training outlines and records, patient dosage
assessment, dosing errors, and follow-up actions, worker dosimetry, radiological surveys,
incidents, spills, and Radiation Safety Committee meeting minutes. Determine the type and
extent of other records to review based on performance-based inspection results.

5. Conduct an exit meeting with representatives of executive management,

Submitted by: .D. Date: May 17,2012

(b) (6) g .

Approved by: [{X(3)] Date:

Director, NHPP

Revised January 12, 2012 Page 1 of 1



Date:

From;

Subj:

DEPARTMENT OF Memorandum
VETERANS AFFAIRS

JUN 06 2012
Director, VHA National Health Physics Program (NHPP)

Radiation Safety Program Inspection and Notice of Violation - Inspection Report 671-12-I01
Director (671/00), South Texas Veterans Health Care System, San Antonio, Texas

1. NHPP inspected the radiation safety program at the South Texas VA Health Care System, San
Antonio, Texas, on May 23-24, 2012, with continuing review through June 6, 2012, This was a
focused, announced inspection.

2. Insum for the inspection scope, NHPP did not identify significant regulatory violations or
deviations from best health physics practices. NHPP concluded ongoing facility transition to a
new Chief, Nuclear Medicine Service and Radiation Safety Officer has been fraught with
difficult challenges for communicatior and coordination to the extent that some staff stated to the
NHPP inspectors they are unclear about clinical procedures and whether issues might be raised
to the supervisory staff. However, NHPP did not identify any specific restrictions on, or
retaliation for, protected activities. NHPP does not opine on the apparent clinical differences of
opinion related 1o the efficacy of ventilation studies since these are not under regulatory purview.

3. The inspection report is attached and consists of an NHPP Form 591 citing one violation that
is a deviation from Nuclear Regulatory Commission requirements. You should note the NHPP
Form 591 summarizes the violation, corrective actions, and full-compliance date. You must sign
and return the form within 30 days of the date of this memorandum.

4. T encourage you to continue ongoing efforts to establish and maintain a safety conscious work
environment where all staff is free to raise issues or concerns without fear of retaliation. I note
that the corrective actions for the root cause analysis report and recently updated spill procedure
should enhance safe use of radioactive materials for ventilation studies and provide for response
to any future contamination events.

5. Please contact (XS] , Ph.D., at 501-257-1578, if you have questions about the
inspection.

0 ©)

(b) (6)

Attachment

ce: Chair, National Radiation Safety Committee
Network Director, VISN 17 (10N17)



NHPP FORM 881 VHA National Health Physics Program

(3-2012)
SAFETY INSPECTION REPORT AND COMPLIANCE INSPECTION
1. PERMITTEE/PERMIT NUMBER: 2. LOCATION(S) INSPECTED:
South Texas Veterans Health Care System Audie L. Murphy Division
San Antonio, Texas 7400 Merton Minter Boulevard
42-15881-01 San Antonio, Texas 78229-4404
3. INSPECTION DATES: May 23 -June §, 2012 4, INSPECTION REPORT NUMBER: 671-12-101
PERMITTEE:

The inspection was an examination of activities under your permit as they relate to radiation safety and compliance with
Nuclear Regulatory Commission (NRC) rules and regulations and your permit conditions. The inspection consisted of
selective examinations of procedures and representative records, interviews with personnel, and performance-based
observations by the inspector. The inspection findings are as follows:

{71 1. Based on the inspection findings, no viclations were identified.
[] 2. Previous viclation(s) closed.

[] 3. The viclation(s), specifically described to you by the inspector as non-cited, are not being cited because they were
self-identified, non-repetitive, corrective action was or is being taken, and the remaining criteria in the NRC
Enforcement Policy, NUREG-1600, to exercise discretion, were satisfied.

Non-cited violation(s) were discussed invoiving the following requirement(s) and corrective action{s):

X 4. During this inspection certain of your activities, as described below and/or attached, were in violation of NRC
requirements and are being cited. This form is a NOTICE OF VIOLATION, which may be subject to posting per 10
CFR 19.11. The violations and corrective actions are as follows:

Contrary to 10 CFR 35.63(d), on or around February 25, 2011, the permittee administered a radiopharmaceutical
dosage to a patient that differed from the prescribed dosage by more than 20 percent and did not obtain prior
approval by a physician authorized user. The dosage was for a rest-phase cardiac stress test and contained
approximately 30 millicuries of Tc-89m rather than the prescribed 10 millicuries. As carrective aclion, the permittee
completed training in incident reporting and regulatory requirements on June 5, 2012, to nuclear medicine staff to
promote future compliance and ensure that prompt internal reporting of any fulure dosing errors is undertaken.

Full compliance was achieved on June 5, 2012.

STATEMENT OF CORRECTIVE ACTIONS

| hereby state that, within 30 days, the actions described by me to the inspector will be taken to carrect the violations identified. This
sistement of corrective actions Is made per 10 CFR 2.201 (corrective steps already taken, corrective steps which will be taken, date
when full compliance will be achieved). |understand no further written response to the VHA National Health Physics Program will be
required, uniess specifically requested.

TITLE PRINTED NAME SIGNATURE DATE

PERMITTEE

NHPP FORM 591 (3-2012)




VHA National Health Physics Program Inspection Record

Inspection report number: 671-12-101 Permit number; 42-15881-01
Permittee (name and address): South Texas Veterans Health Care System

Audie L. Murphy Division

7400 Merton Minter Boulevard

San Antonio, Texas 78229-4404
Locations of use being inspected: same as above
Permittee contact: [{s)N(S)] , Radiation Safety Officer (RSO), 210-617-5300, x14003
Permit priority: 3 Permit program code: 2120/3610
Date of last NHPP inspection: May 14-15, 2009
Date of last NRC inspection: May 15, 2012
Date of this inspection: May 23-24, 2012, with continuing review through June 6, 2012

Type of inspection:  (X) Announced { ) Unannounced
( ) Initial ( ) Routine (X) Special

Next inspection date: May 2013 for core inspection

Normal schedule for NHPP core inspection was May 2012; 12-month delay after NRC
core inspection in May 2012, sc new NHPP inspection target date is May 2013.

Summary of findings/actions

{ ) No violations (inspection report or NHPP Form 591 issued)

(X) Severity Level IV and/or non-cited violations (NHPP Form 591 issued)

{ ) Severity Level IV and/or non-cited violations (inspection report and NHPP Form 591 issued)
() Severity Level I, 11, or ITI violations (inspection report and NOV issued)

{ ) Follow-up ong

Inspector(s): Date: June 6, 2012

b

Approved:

, NHPP Director

Revised January 12, 2012 (adapted from NRC lnspection Manual Chapter 2800) Page | of 5



VHA National Health Physics Program Inspection Record
PART I - PERMIT, INSPECTION, INCIDENT/EVENT, AND ENFORCEMENT HISTORY
1. AMENDMENTS AND PROGRAM CHANGES

Amendment No. 50, January 6, 2010, added authorized user (AU)

Amendment No. 51, March 1, 2010, added and deleted AUs, deleted nuclear pharmacist
Amendment No. 52, June 21, 2010, added AU

Amendment No. 53, July 9, 2010, added use under 10 CFR 35.400

Amendment No. 54, January 26, 2011, added AU

Amendment No. 55, April 28, 2011, changed RSO

Amendment No. 56, December 28, 2011, changed RSO

Amendment No. 57, February 6, 2012, deleted AU

2. INSPECTION AND ENFORCEMENT HISTORY

No violations identified for NRC core inspection of May 15, 2012. No violations identified for
NHPP core inspection of May 14-13, 20609.

3. INCIDENT/EVENT HISTORY

None in NMED since the last NHPP core inspection. Two reports of landfill alarms were in the
NHPP permit files. The reports appeared to have been resolved based on the details in the permit
files. The special focus of this inspection did not include follow-up on these items, which should
be reviewed at the next core inspection.

PART 11 - INSPECTION DOCUMENTATION

1. ORGANIZATION AND SCOPE OF PROGRAM

The program is approved for both limited-scope medical and broad-scope research uses of
radioactive materials. Approved medical uses include those under 10 CFR 35.100, 35.200,
35,300, and 35.400.

The RSO is a full-time VHA employee who reports to the Chief of Safety, The RSO has stop-
work authority and direct access to the Director, as needed. The RSO is assisted by one
technician. The Associate Director functions as the Chair, Radiation Safety Committee (RSC),
which meets routinely on a quarterly basis.

Nuclear Medicine Service is currently budgeted for eight nuclear medicine technologists;
however, currently the Service has only five nuclear medicine technologists on staff, including
one who serves in a supervisory capacity as the chief technologist.

2. INSPECTION SCOPE AND NRC INSPECTION PROCEDURES USED

The inspection followed a pre-approved inspection plan. The focus was to specific issues in
nuclear medicine as described in the inspection plan., The inspection approach was risk-informed
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VHA National Health Physics Program Inspection Record

and performance-based. The inspection included examination of certain rooms and equipment in
the Nuclear Medicine Service, review of selected radiation safety practices, review of selected
records, and observations of| and interviews with, facility staff. All items on the inspection plan
were completed.

NRC inspection procedure used for this focused inspection was IP 87131, “Nuclear Medicine
Programs, Written Directive Required.” The inspector used the focus areas in NRC procedures
(i.e., security and control of radioactive materials, shielding, comprehensive safety measures,
dosimeter, instrumentation and surveys, training and practices, and management oversight) as
applicable to the issues under review and determined the adequacy of radiation safety practices
following a performance-based approach.

The radiation safety program records reviewed were selected from:

Personnel dosimetry results for 2011

Staff training information

Spill report information for 2011 and 2012
RSC minutes for 2011 and 2012

Clinical protocol manual

Radiation safety manual and policies

3. INDEPENDENT AND CONFIRMATORY MEASUREMENTS

Independent measurements were not performed as part of this focused inspection. The inspector
notes that NRC performed a routine core inspection on May 15, 2012.

4. VIOLATIONS, NCVs, AND OTHER SAFETY ISSUES

The inspector identified a violation of 10 CI'R 35.63(d) in that on about February 25, 2011, the
permittee administered Tc-99m for a stress test that was more than 20% of the prescribed dosage.
The amount administered was around 30 millicuries. The amount prescribed was 10 millicuries,
Since physician AU approval was not obtained prior to administration, a violation of the
regulation occurred. Furthermore, the dosing error was not reported to the RSO, RSC, or Patient
Safety Officer. As corrective actions a training session was held with nuclear medicine staff on
May 30, 2012, with all training completed on June 5, 2012, to outline reporting expectations for
dosing errors. NIPP did not identify other dosing errors involving diagnostic studies and did not
receive a specific report during staff interviews of other dosing errors.

NHPP reviewed circumstances related to implementation of a Tc-99m DTPA aerosol procedure
for ventilation studies in June 2011. NHPP concluded that the studies were implemented by and
performed under supervision of a physician AU who was named on the permit. NHPP
determined that initial training was conducted with nuclear medicine iechnologists prior to use of
the equipment for the ventilation study. NHPP determined some leakage of radioactive materials
had occurred within the first few weeks after implementation of the procedure and that the
radiation safety office was engaged to examine the equipment and provide additional training to
nuclear medicine technologists. While challenges did occur with the use of the equipment and
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VHA National Health Physics Program Inspection Record

varying opinions were statcd about the training, NHPP did not identify a specific violation of
NRC requirements related to implementation and usc of the DTPA aerosol procedure. Clinical
efficacy of the procedurc as compared to other possible imaging methods for ventilation studies
is not an issue under NHPP purview.

NHPP reviewed circumstances related to a contamination event that occurred September 20,
2011, involving the Tc-99m DTPA procedure. Apparently, a plastic bag containing disposable
equipment with residual radioactivity from an aerosol administration leaked whilc the bag was
being transported from the room where the dose was administrated to the hot laboratory for
decay in storage.

The leak of material, which impacted two rooms and part of a hallway, apparently occurred near
the end of the day and was immediately identified during a routine end-of-day survey, NHPP
discussed the event response with Nuclear Medicine Service staff, current and former RSOs, and
executive management. NHPP observed that additional training in use and disposal of the DTPA
aerosol equipment was undertaken by Nuclear Medicine Service staff a few days after the event.

As discussed in a paragraph below, NHPP also reviewed actions and outcomes associated with a
formal facility-level root cause analysis undertaken for the event after higher dosimetry results
were identified for two nuclear medicine technologists involved in the cleanup efforts. While
NHPP notes, with benefit of a retrospective review, that response Lo the event might have been
better coordinated between the Nuclear Medicine Service and radiation safety office, NHPP did
not identify specific violations of NRC requirements related to the response.

As an a means of improving coordination and communication between the Nuclear Medicine
Service and radiation safety office, NHPP recommended to the Associate Director, who is the
Chair, RSC, that the more detailed spill procedure which was currently under review be finalized
and implemented. On June 5, 2012, NHPP was informed that the more detailed spill procedurs
was implemented, with training of appropriate staff, on May 30, 2012.

NHPP reviewed dosimetry results for Nuclear Medicine Service staff for calendar year 2011.
Annual doses for most individuals were well below NRC monitoring thresholds in 10 CFR 20
(i-e., < 500 mrem deep dose equivalent, < 1500 mrem lens of eye, and < 5000 mrem for skin and
extrernitics).

However, annual doses for two individuals were around 1700 mrem and 3700 mrem for deep
dose equivalent, lens of eye, and skin and extremities, respectively. These doses were well
below regulatory limits but were elevated above normal levels for Nuclear Medicine Service
staff and triggered the permitlee’s internal investigation criteria. NHPP observed that the
permittee undertook a thorough investigation, through a formal root cause analysis process, to
attempt to determine the validity and cause of the doses and to determine corrective actions to
prevent recurrence. This review included evaluation of the methods for safe use of the Te-99m
DTPA procedure. Although inconsistencies were apparent when comparing the two higher
dosimetry results to the measured exposure rates for the contamination event, the permittee
attributed the doses to the cleaning efforts on September 20, 2011. Corrective actions were
identified and implemented related to the DTPA aerosol procedure to minimize likelihood of any
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VHA National Health Physics Program Inspection Record

significant leakage and cleanup efforts for future DTPA aerosol studies. NHPP did not identify a
specific violation of NRC requirements related to the contamination event or investigation
undertaken for elevated doses.

NHPP inspectors discussed RSC oversight for safe uses of radioactive materials and regulatory
compliance with the Chair, RSC, and RSO, Specific items emphasized included compliance
with VHA prescriptive requirements for committee meetings and documentation such as tracking
of unresolved compliance issues and events (i.e., spill events and elevated doses) to completion
as timely as possible. The Chair indicated an understanding of the committee requirements and a
commitment to ensuring implementation and involvement, as needed, by executive management.

During interviews and discussions, some staff noted a general reluctance to raise radiation safety
issues to supervisors and other management. Nuclear Medicine Service has experienced a recent
reduction in staff that some staff attributed to individuals having raised clinical or safety issucs.

However, when questioned about their awareness of any specific retaliation for raising issues or
any restrictions on raising issues, NHPP was not provided any examples or circumstances where
raising issues was related to retaliation or resulted in an outcome adverse to the worker who had
raised the issue. During discussions with supervisors and other management, NHPP emphasized
that a safety conscience work environment where individuals feel free to raise issues requires
continual encouragement and effort, especially during periods of significant staffing transitions.

NHPP encouraged use of informal training sessions such as "standup or tailgate” meetings to
provide updated information to workers and solicit feedback for health and safety or regulatory
compliance issues. These sessions should support the overall permittee efforts to foster a safety
culture and have a safety conscious work environment.

5. KEY PERSONNEL CONTACTED

(b) (6) , Director "2
(b) (6) , Associate Director and Chair, Radiation Safety Committee "
JOXG)], M.D., Chief of Staff '
| current Radiation Safety Officer (since December 28, 2011) **
, former Radiation Safety Officer (May 1, 201 |, through December 27, 2011) ?
M.D., Physician, Chief, Nuclear Medicine Service, STVHCS *
hief Nuclear Medicine Technologist ?
Accreditation Coordinator '

1. Individual(s) present at entrance meeting

2. Individual(s) present at exit meeting
3. Individual(s) present or participating in inspection discussions
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Attachment D

UNITED STATES ,
NUCLEAR REGULATORY COMMISSION
REGION 1!
2443 WARRENVILLE ROAD, SUITE 210
LISLE, ILLINOIS 60532-4352
May 25, 2012

HW Director
ational Health Fhysics Program (115 HP/NLR)

Department of Veterans Affairs
Veterans Health Administration
2200 Fort Roots Drive

North Little Rock, AR 72114

SUBJECT: NRC INSPECTION REPORT 030-34325/12-016(DNMS) — SOUTH TEXAS VA
HEALTH CARE SYSTEM, SAN ANTONIO, TEXAS

Dear (OXE)] :

On May 15, 2012, the U.S. Nuclear Regulatory Commission (NRC) conducted a routine
inspection at the Scuth Texas VA Health Care System, San Antonio, Texas. The inspection was
limited to a review of activities authorized under Permit Number 42-15881-01. The inspector
conducted an exit briefing with the staff at the facility at the completion of the inspection.

The inspection was an examination of activities conducted under the Permit as they relate to
radiation safety and to compliance with the Commission's rules and regulations. Within these
areas, the inspection consisted of selective examinations of procedures and representative
records, interviews with persannel, independent measurements, and observation of activities in
progress. Within the scope of the inspection no violations of NRC requirements were identified;
therefore, no response to this letter or the enclosed NRC Form 591M is required.

In accordance with Title 10 Code of Federal Regulations 2 390 of the NRC's "Rules of Practice.”
a copy of this letter and its enclosure will be available electronically for public inspection in the
NRGC Public Document Room or from the NRC's Agencywide Documents Access and
Management System (ADAMS), accessible from the NRC Web site at hitp.//www.nrc.gov/
reading-rm/adams.htm!.




_](b) (6) z

Should you have any questions concerning this ingpection or the enclosed repart, please contact
HXEGP of my staff at (830) 829-9854.

Materials Licensing Branc

Docket No.: 030-34325
License No.: 03-238583-01VA
Permit No.: 42-15881-01

Ehclosure;
Inspection Report 030-34325/12-016(DNMS)



NRC FORM 591M PART 1 U.S. NUCLEAR REGULATORY COMMISSION
{10-2011)

e SAFETY INSPECTION REPORT AND COMPLIANCE INSPECTION
1. LICENSEE/LOCATION INSPECTED: 2. NRC/REGIONAL OFFICE

Department of Veterans Affairs Region 111

Under Secretary for Health Ue%m;:l b Risguk c g
Washington, D.C. . 8. Nuclear Regulatory Commission

2443 Warrenville Road, Suite 210

Location: South Texas VA System, San Amo.mo, X Lisle, IL 60532-4352

REPORT NUMBER(S) 2012-016

3, DOCKET NUMBER(S) % LICENSE NUMBER(S) 5. DATE(S) OF INSPECTION
030-34325 03-23853-01VA May 15, 2012
LICENSEE:

The inspection was an examination of the activifies conducted under your license as they raiate to radialicn safely and to compiiance with the Nuclear
Regulatory Commission (NRC) rules and regulations and the conditions of your license, The Inspection conslsted of selective examinations of
procedures and representative records, interviews with personnel, and observations by the inspector, The inspeclion findings are as follows:

Z 1. Based pn the inspection findings. no violations were [dentifled,

[j 2. Previous violation(s) closed.

D 3, The violations(s), speclfically described lo you by the inspecter as non-cited violations, are not being cited because they were salf-identified,
non-repetitive, and corrective action was or (8 being taken, and the remaining critara In the NRC Enforcement Palicy, to exercise
discretion, were salisfied.

Non-cited violation(s) were discussed Invoiving the following requirement(s):

D 4. During this inspection, cartain of your activities, a3 described below and/cr attached, were in violation of NRC requirements and ars being
cited in accordance with NRC Enforcement Policy. This form is a NOTICE OF VIOLATION, which may be subject to posting In accordance
with 10 CFR 18.11.

{Violations and Corrective Actions)

Statement of Carrective Aclions

| hereby state that, within 30 days, the actions dascribed by me to the Inspector will be taken to correct the violations identified. This statement of
corrective actions is made in accordance with the requirements of 10 CFR 2,201 (corrective sleps already taken, comrective steps which will be taken,
date when full compliance will be achieved). | understand that no further written response lo NRC will be required, unless specifically requested

TITLE PRINTED NAME SIGNATURE DATE
LICENSEE'S
REPRESENTATIVE Dﬂ\ Vs

nReiNsPeCTOR  |[EE) I

?hyg

BRANCH CHIEF (b) (6)

NRC FORM 531M PART 1 (10-2011)

prs




[NRC FORM 591M PART 3 US. NUCLEAR REGULATORY COMMISSION |
e et Docket File Information
SAFETY INSPECTION REPORT AND COMPLIANCE INSPECTION #a
1. LICENSEE/L.CCATION INSPECTED: 2. NRC/REGIONAL OFFICE

Department of Veterans Affairs

Under Secretary for Health

Washington, D.C.

Location: South Texas VA System, San Antonio, TX

Region 111

U. S. Nuclear Regulatory Commission
2443 Warrenville Road, Suite 210
Lisle, IL 60532-4352

REPORT NUMBER(S) 2012-016

3. DOCKET NUMBER(S) 4, LICENSE NUMBER(S) 5. DATE(S) OF INSPECTION
030-34325 03-23853-01VA May 15, 2012
5, INSPECTION PROCEDURES USED 7. INSPECTION FOCUS AREAS
87131 03.01 - 03.07
SUPPLEMENTAL INSPECTION INFORMATION

1. PROGRAM CODE(S) 2. PRICRITY 3. LICENSEE CONTACT 4. TELEPHONE NUMBER
2120/3610 3 | |(b) (6) ] (501) 257-1572

[:} Main Office Inspection Next Inspection Date:

Field Office Inspection  South Texas VA, San Antonio, TX

[ ] Temparary Job Site inspection

PROGRAM SCOPE

The radiation safety program oversees active nuclear medicine and nuclear cardiology programs, and limited research
activities. The facility does approximately 12-13 patients per day and uses approximately 700 mCi of T¢-99m/month.
All doses are single unit doses. Per the RSO, no brachytherapy has been conducted on site since his appointment
(approximately 8 months ago). The radiation safety staff consists of the RSO and two assistant RSQ's. The RSO
reports to the Director of Radiology, and also has the ability to report directly to the Director of the facility. The
program is overseen by a Radiation Safety Committee (RSC). Active research at the facility currently only consists of
the use of tritiated glucose by [(§X(S) b for research related to diabetes.

The nuclear medicine program uses Te-99m for standard nuclear medicine modalities (e.g., bone, liver, and cardiac
studies), I-131 for thyroid therapies, Xe-133 for lung imaging, and F-18 (FDQ) for PET/CT imaging. The department is
budgeted for eight nuclear medicine technologists (INMT's) but staffing losses has the current level at four NMT's and
onc lead NMT. Ofthese only two are currently cross certified in PET/CT. Both of these individuals were not available
on the day of the inspection, so all PET/CT imaging had to be cancelled. The PET/CT program was reviewed and found
to be adequate. The radiation safety staff contracts with Cardinal Health pharmacy for maintenance of the five (5) dose
calibrators at the facility.

Performance Observations

Radiation controls associated with the research area were reviewed and found to be adequate, The hospital is currently
undergoing significant changes associated with remodeling and upgrading of facilities. Discussions with the radiation
safety staff indicated they are actively involved in the planning and remodeling processes to ensure that shiclding,
negative air balance, and other radiological concerns are addressed during the construction. The nuclear medicine and
nuclear cardiology areas were reviewed and found to be adequate and personnel found to be informed and appropriately
trained.

NRC FORM 581M PART 3



NRC FORM 531M PART 2 U.S. NUCLEAR REGULATORY COMMISSION
{102y

10 CFR 2201 SAFETY INSPECTION REPORT AND COMPLIANCE INSPECTION
1. LICENSEE/LOCATION INSPECTED: 2, NRC/REGIONAL OFFICE
Department of Veterans Affairs .
Repgion 111
Under Secretary for Health ..

. U. 8. Nuclear Regulatory Commission
Washington, D.C. 2443 Warrenville Road, Suite 210
Location: South Texas VA System, San Antonio, TX Lisle, IL 60532-4352
REPORT NUMBER(S) 2012-016
3. DOCKET NUMBER(S) 4, LICENSE NUMBER(S) 5, DATE(S) OF INSPECTION
030-34325 03-23853-01VA May 15,2012
(Continued)

Radiation Survey instruments are sent to a vendor for calibration. Personnel are badged using a NVLAP approved
vendor. Staff dosimetry results ranged between 20-35 mrem whole body and extremity dose ranged between
14-113 mrem. Al other functions are performed by the radiation safety staff. Records for staff training, leak tests,
physical inventory, dose calibrator linearity & accuracy, instrument calibration, monthly RSO audits and personnel
exposure were reviewed and no issues identified. The inspector observed the check-in of material and the
administration of a dose to a patient. No issues were identified.

No violations were identified.

NRC FORM 831M PART 2 {10-2011)
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Attachment E

Please identify the type of ageney wrong doing that yvou are alleging
Substantial and specitic danger to public safery

Please deseribe the agency wrong doing that you are disclosing

Lum concerned with radioactive sulety procedures in the Nuclear Medicine, Tmaging Service. Audic
Murphy Medical Center. | am alleging that radiation exposures are not maintained as Jow as
reasonably achievable, Rather.exposures are a safety hazard. Therelore, T am reporting specific salety
nuclear edicine issues ut Audie Muorphy VA Medical Tospital. Nuclear Medicine.

Specific items:

1. Late this vear. there was a recent incident invely ing radicactive contamination of the haltway {loor
adjacent w the hot labratory in Nuclear Medicine. The hallway is on the seecond floor of the Audic
Murphy VA Tosphal where emplovees. patients and visitors have aceess.

2. There were three recemt incidents inolving the administations of a diagnostic quantity of a
radiopharmaceutical that wus performed incorrectly. or in crror. resulting 1y unnecessary patient
exposure leading 1o serfous salvns hozards,

3. Several clinical procedures altered or new o the Nuclear Medicine clinie have been inplemented
without the approval of the Radiation Salery Commitee. These new procedures are not scientifically
sound and may cause unoecessary radiation exposite 1 patiznts and VA employees leading 1o satery
hazards.

4. The Chiel ol Nuclear Medicine has been provided with repeated explanations with scientitic data
oy these inadequate nuclear medicine proceduses regarding unnecessary rudiation exposuares. These
cancerns have been ignored and stalT husv e been actually ordered to follow these alleged praciices.
Our nuclear medicine technologist ave not pleased with the new implemented procedures.

[ am alleging that the follawing statutes and VHA Handbook may have been violated: 10 CFR
Chapter 1: 21 CPR 361140 CFR Part 261:; 10 CFR Pant 61, Subpart 12 EPPA 320/ 1-85-003: 29 CTR
F910.1096: and 42 CFR Part 493, VIIA landbook 1100.19.

And VHA facilities. based on Pub. 1. 93-438.

Other Actions Youn Are Taking On Your Disclosure: Inspector General of department/ agency
involved

Other Actions You Are Tuking Gn Your Disclosure: Inspector General of department / ageney
involved Date

Other Actions You Are Taking On Your Disclosure: Other office of department / agency
involved

Other Actions You Are Taking On Your Disclosure: Other office of department / agencs
involved Date

Other Aclions You Are 'aking On Your Disclosure: Other office of department / agency
inveived Text

Other Actions You Are Taking On Your Pisclosure: Department of Justice
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May 28, 2012

DICH - 7.
rogram Manager

VHA National Health Physics Program (115HP/NLR)
2200 Fort Roots Dr
North Little Rock, AR 72114

[SUBJECT : NHPP INVESTIGATION ON RADIATION SAFETY VIOLATION]

Dear 1 I

Thank you very much for your prompt and serious investigation into the mater of alieged
continuous multiple Radiation Safety Violations by the supervisors and leaders of the
South Texas Veterans Health Care System (STVHCS).

Let me first clarify two items as | understand to be correct: A. Relation between clinical
aspects of Nuclear Medicine and Radiation Safety and B. Relation of ALARA philosophy
in regard to patients, general public and the employees (workers dealing with radiation).

A. Nuclear Medicine within the VA is a clinical department and practically all of lts clinical
applications involve use of radioisotopes or radiation. So, any wrong clinical
procedures are prone to affect the radiation safety. Multiple violation of rules,
regulations and laws of clinical procedures are directly related to radiation safety
violation of rules, regulations and laws sat by the VA, NHPP, NRC or other regulatory
bodies. Hence, it is generally difficult to separate Clinical Violation (malpractica) in
Nuclear Medicine from Radiation Safety Violations. For example, if a Nuclear
Medicine Physician uses a wrong radiopharmaceutical or a wrong dose (high or low)
or a wrong procedure leading to no useful images, It becomes a clinical malpractice.
By doing so, he might have given unnecessary radiation to the patient and his
surrounding people without any benefits. Then it becomes a violation of ALARA
philosophy and Radiation Safety. Legal use of radioisotope must fulfill three rules:
intent benefits, maximum dose limit and ALARA. One or two inadvertent human
errors within the prescribed dose limits may be acceptable; but, continuous
negligence, with reckless and wanton disregard of another’s rights and safety for
months of malpractice (May, 2011 to December, 2011) on muiltiple patients and
workers and violations of rules,regulations and laws should be punishable by law.

In 1984, in the case of Silkwood v Kerr-McGee, the U.S. Supreme Court Justice wrote,
“Exemplary damages are not limited to cases where there is direct svidance of fraud,
malice or gross negligence. They may be allowed when there Is evidence of such
recklessness and wanton disregard of another's rights that malice and evit intent will be
inferred. If a defendant is grossly and wantonly reckless in exposing others o dangers,
the law holds him to have intended the natural consequences of his acts, and treats him
as guilty of a willful wrong." The jury returned a verdict in favor of Mr. Silkwood, finding
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actual damages of $505,000 and punitive damages of $10 million. The trial court
entered judgement against Kerr-McGee In that amount. ALL THESE OUTCOMES
WERE MAINLY DUE TO RECKLESS VIOLATION OF ALARA PRINCIPLE.

B. As Low As Reasonably Achievable (ALARA) philosophy was not developed only for
the workers with radiation or radioisotopes. The entire society has been kept In mind.
So, the general public was included in every consideration related to ALARA. Of
course, the patients are the primary members of the general public In Clinical Nuclear
Medicine. However, the public and patients can not control the use of radicactive
materials. The radioactive materials are used on them by the approved users ‘
(Nuclear Medicine Physiclan, Physicists, Technologists, Nurses etc). So, the burden
of following the ALARA principle falls on the workers; and not on unsuspecting public
or the patients.

With my 37 years of clean Radiation Safety practice and service to our veterans, | am
now concemned with the current and continuous Radiation Safety violations at the
STVHCS by its supervisors and the leaders. On 5-22-12, during my meeting with Mr.
— and you, | have submitted to you a copy of my four (4) written
agations tor which you are now investigating. To enumerate, these are: 1) spillage
and improper cleaning procedure with excessive radiation to the technologists, 2)
several incidents of misadministration of radiopharmaceuticals and the attempted cover
up by not informing the Radlation Safety Office (RSO) or Medical Radioisotope and
Radlation Control Committee (MRRCC); 3) without the approval of the RSO and/or
MRRCC, implementation of new procedures like lung ventilation study with RADIO-
AEROSOL or altered diagnostic procedures that give no valuable clinical information but
radiation; and 4) in spite of repeated expression of concerns and warnings, the
supervisors continued to recklessly violate ALARA principles and thersby the VACOQ,
NHPP, NRC and other regulatory bodies’ rules, regulations and the laws of the land.

| am sure, during your visit of last week, from several documents and personal
interviews you have confirmed some of the validitiss of these concerns. At your request,
now | am sending some more as following:

1. | was appalled that | was denied access to the NRC inspector during the recent
inspaction, despite my request while the inspector was still on site. It is my
understanding that this violates the requirement of 10 CFR 19. The inspectors
probably did not know that the STVHCS was acting wrongfully behind their back.

[Proof: Coples of my e-mail communication with the agency requesting for a meeting
with the inspectors that went without any response.]

2. During the cleaning pracedure on September, 2011, all three (3) cardinal rules of
radiation protection were violated: Time: the technologists could have finished the
initial containment of radioactivity in 10 to 20 minutes. They were forced to spent five
(5) hours. Distance: They were compelled against their will to kneel down on the floor
to rub & scrub the floor for hours to clean the floor. | witnessed and requested the
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Chief Technologist to stop it. He ignored by saying, “I have my Chief's BIS I
order; lat me do my job”. Shielding: There was no special shielding.

[Proof: You have seen several documents including the report from the RSO. The
testimonies of the affected employees should have confirmed my allegation also.]

3. There had been no written procedure book recently generated locally by the Nuclear
Medicine department. The VACO directive clearly says that, copies of a book or other

published document will not be considered as a written local document, in fact, the
written last document was a thick white cover paged book signed by me F
as Chief of Nuclear Medicine Service) and the RSO , about two years
back, when every procedure written new and/or reviewed ware signad separately with

dates. The ventilation study with radio-aerosol was not one of them. In fact, asrosol
study had never been performed before, in STVHCS Nuclear Medicine departmant.

[Proof: A copy of VACO directive will show the requirement of focally developed
“Procedure Manual”. No recent locally developed Nuclear Medicine Procedure Manual
appraved by the RSO or MRRCC is available. Testimony from technologists and myself
should have confirmed this allegation.]

4. The very first statement of the ALARA program of the STVHCS states: “ The
management of the South Texas Veterans Health Care System are committed to
ensuring that: a. The radiation exposure of employees, patients, visitors and
members of the public Is as low as reasonably achievable (ALARA)." The NRC, and
consequently the NHPP, have spacific regulatory requirement for patient radiation
safety. 10 CFR 35 contain prescriptive requirements for notification and Investigation
of a patient’s radlation exposure when it was not consistent with the intent of the
procedure or practitioner. The medical event reporting requirement concerns itself
with patient radiation safety and not worker safety. An additional requirement in 10
CFR 35 requires a licensee to have written procedures to insure that the radiation
dose recelved by a patient is consistent with the intent of the procedure or
practitioner. In the alleged unapproved AEROSOL. ventilation study, when a patlent's
skin became contaminated with radioactivity during a procedure in which there was
no intent to contaminate the skin, there should have been a thorough Investigation to
include the assessment of dose to the patient’s skin from the contamination.

[Proof: No investigation or assessment of skin dose was ever conducted so the extent
of the unintended patient dose to the skin of veterans undergoing these faulty
procedures remains unknown. There are multiple numbers of scan documents with
aerosol ventilation studies showing extensive skin contaminations.]

5. It is my understanding that the personnel dosimetry records, presumably reviewed
during the inspection, demonstrated doses In excess of 1500 mrems to the two
Nutlear Medicine Technalogists involved in the prolonged splll cleanup. Certainly, |
would have expected even an Inexperienced Inspector to have questioned those
exposures, unless the agency had tried to cover up the incident.
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[Proof: Those exposures, if they were recorded, should have triggered an inquiry into
the circumstances that caused the large doses. | would certainly hope that NHPP would
determine whether the high doses were identified by the inspector and whether any
investigation of high employee doses was conducted during the NRC inspection.]

6. | respectfully disagree with M " assertion that the ALARA concept is only for
the employees or workers with radiation and radloactive material and not for the
patients. ALARA concept applies to patients as well as workers and members of the
public. Considerable effort has been expended to insure that dose to a patient is
ALARA consistent with the intent of the imaging procedure,

[Proot: As | am sure you are aware that the American College of Radiology continues to
expend considerable effort to educate the public and physiclans of the importance of
keeping patient dose ALARA during all medical procedures. Every Institution’s ALARA
program includes patients as its benefactors; STVHCS is not an exception as it has
been stated in their publication of January, 2012.]

7. Multiple misadministration without reporting to the RSO or MRRCC.,

[Proof: | have testified to you that | have been informed by the technologists and the
RSO about these events. You have probably heard from these directly involved people
during your interviews with them, Patient’s chart record will also confirm these events.]

As promised, | am sending this documnent directly to you by e-mail with copies to the
individuals mentioned herein. Please do not hesitate to call me and e-mall me, if you
have any further questions or instructions.

Thank you for giving me the opportunity to interact with you for the bensfits of our
veterans, coworkers and the society.

m MD, FACNP, FACNM
rofessor adiology

University of Texas Health Science Center
San Antonia, TX

Formerly: Chief of Nuclear Medicine

South Texas Veterans Health Care Systam
San Antonio, TX

Contact information:

Veting edcress: ol

Eemail: o0
Celi phone: I
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CC: Mr(m, Director, NHPP
The Employment Law Group (TELG)
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Subject: Patient Care

From: DN WeE ) S— I
To: OXCN

Cc: GICN

Date: Tuesday, November 1, 2011 3:30 PM

(b) 6) &

As you recall, a few days back you kindly gave me an appointment to meet with you to discuss certain patient care related issues. However, at
the last moment, due to other unavoidable business, you had to postpone our appointment. Since then, I have been waiting to hear from you
regarding a rescheduled appointment.

One of the issues has now become so urgent, that, for appropriate patient care I need to discuss the matter with you. I am very familiar with the
“Chain of Commands™ and respectfully try to abide by the principle. Between you and me there are three other links in this chain. I have
exhausted my several attempts to resolve the issue through these respective administrative links but without any positive result.

As a senior and experienced member of your physicians team, may I have an appointment to meet with you as soon as possible for about 15 O
minutes, to bring the matter fo your notice for advice? As I have said earfier, the subject is patient care related. If you wish to know the exact
subject, please do not hesitate to call me any time at 867-6264.

Thank you in anticipation.

QIO R . M D ., FACNP, FACNM

NOTE ¢ ' ’ . o
Of couvse [E]Q- kneer, e cubped matter a]f cur d,tsmssm:: ALY .Iou‘?gj
e of vadio-azrsel and violekon o yodidion sa,{%m " Newdfor
50y gﬂ, T 60 never giben ey apfrondiment on Hhis [ssue.
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Te: i
Ge: .

Subjsct: 6 g© Of Yy¥m | C-ABI0S0

- 0) (6)

As you know, in aur clinic, the use of 99mTc-Aerosol has become a problem. The way we perform the studies, its use in
jung ventilation study in our clinic does not help us clinically. It confuses the reader and radlates peaple within the
department unnecessarlly. For example, when you use 30 — 35 mCi for the patient, the patient gets less than 1 mCi and
potentially the atmosphere and we recelve much more than that. The scan becomes simply unreadable and our
enviranment becomes unsafe. The tachnologists and [ have brought this matter to your attentlan several times but
without any result. On several occasions, | had to read the perfusion scans simply by Ignoring the ventlation scan. It is
not a good clinical practice,

| hereby request you ta stop the Aerosol procedure in our department until its safe use Is established. Also, from now
on, it may be unwise for me to prescribe and/or read any Aerosol study, untll its safe use Is established within our clinic.

Thank you for your attention in this matter.

S D FACNP, FACNM
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(b) (6) | [

M e 5
From:
To: !!
Sent: uesday, Novamber 22, 2011 5:57 PM

Subject: Read: Usa of 89mTc-Asroscl

Your message

/2011 18:25 AM

was read on 11/22/2911 5:57 PM,
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Subject: Wil be further late

From: (X
To: (DY

Date: Wednesday, January 4, 2012 7:04 PM

(b) (6

Please tell mother, 1 will be further late due to another radioactive spillage in the (b) (6) v - Chief Tech and a Tech are surveying. 1
have some comtamination under my shoes from the floor. Itis reading more than the acceptable level. 1 don’t know what is happening with

these new managers. Don’t worry, I will be home soon. I tried to call home by telephone, but there was no answer.

Love.

&
| KA “‘““!“i_

6/1/12 2:5
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(b) (6)

Sent; onaay, ov&r 21, 2011 7:39 AM

To: (b) (6)

Cc: J ! |
Sublect: KED Sp posure NM inpu

Attachments: Saptember 2011 spill and recovery draft 3.doc :

| believe the latest draft is what has been discussed. | will attach It here to be certain It Is the current one. Dr.

(b) (6) hould be at the meeting as well as the three other technologists invoived due to his presence during the
event and his expert observations. '

If there is more data available, especially data that defines the spill more completely, please forward it to [ (]G} and
myself.

rfesw - : . ot

-@x@? MSEd, USN, RET .
Radiation Safety Officer/Laser Safety Officer

VA Radlation Safety Office {007R})
Room H-214 )
Fhone 14003; Page 203-5427

,Tjﬁ;lé : In 5{3'\1"6 of The recommendblﬁon eqf ﬂmjso,
. (b) O o> coefully excluded from
E«ee!«'ngﬁ Y‘M sbill amel padiclion 50{4‘7

Lasue .
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OricinaL ReporT DRAFTED By The RS0 I8, 2011

My first knowledge of this event was from a phone call Ireceived from a VA staff member
around eight o'clock the evening of 20 September. This staff member notified me of &
significant spill in the Nuclear Medicine Clinic. Since the phone was not answered in the
Nuclear Medicine Clinic, I called the VA Police shortly after and asked them to go to the
Nuclear Medicine Clinic and investigate. After speaking to the police, i Il acd RSO
Iwas lold b QYR the situation was under control and I need not come in. The
c1rcumstanccs of the accident are as follows in a verbatim statement by [{XE))

W was checking in a package of radiopharmacsutical from
Car inal Health in room J204 for a emergent Lung scan from ED.:As she was surveying

the package from one meter away, Mrpm% walked In-with a bag of radioactive
waste from prior lung scan performed in room MM\S bringing in the
radioactive waste to survey (and log in) the decay in storgge bindar for décay In room
J204. The itemns included were a nebulizer, tubing, mouthpiece and sther accessones
utilized for the lung scan. -,
‘then moved the package ta the othér end of the room on the counter next
o the Hot Sink due in part as the survey mater:was detacting high levels of radiation
thaught to be due to the radioactive waste. As’ shé.proceeded-lo perform the suﬁ:ay
again, she was still detecting high levels on the surVey:metar from one meter-away. Ms.
i to her credit realized that there weara something amlss and at this time Ms.
entered J204, .
hrae Indiv duals decided to survey, themselves and reahzed that their feet were .
contaminated il — began a qmck survey of the floor and noticed that the flaor
in the hot lab was contaminated.
About this time | went to the hot lab room J204 tn chec:k on the status of the doss for the
ED patient. This was around. 1630 hrs on 20 Sépt 2011. As | entered the hot lab, | was
Informed that there was rad! vactive contamination datected on the floor of the hot lab.
After donning shoe covers, | surveyed using the survey meter to chack the floor of the
door to room J204. { found it t be contaminated. As | continued my survey, the
contamination trait led from the.room J204 to réom J208. | informed everyone inside the
hot lab that we.had radiodctive conta! natiorrih the hallway and needed to be carsful so
as not to track It throughout the section.” ™

| informed (XN and DICNNhat we would need to survey room J206 to
detect for radioactive contamination antd | proceeded to the hot lab check for
contamination as well. To bur dfsmay, both rooms wers found to be contaminated. This
was around 1700 hours. -
linformed [(YX@) iChief Nuclear Medicine of the contamination. | then cafled and
notified (X&) , Radiatlon Safety Officer at approximately 1703 hours. | informed
him of the radioactve contamlnation and gave him a brief synopsis of what had
transpired. :
I surmised that the: piasﬂc bag that comes with the aerasal ventilation kit might have .
been ripped and or punctured and could have leaked the remaining Technetiurm 99m
DTPA in the nebullzer causing the contamination. | informed him that we would
document the results of the initial survey and swipe for contamination. We waould then
proceed {o clean up-the spill as best wea could, take a post clean up survey and swipe,
cover up the contaminated arsa and inform him in the moming. He agreed with my
assessment and will plan to follow up in the moming of 21 Sept 2011.
N (b) (6) 0-* and myself began a through survey and swipse of the areas in
question and covered up the contaminated areas with absorbent pads to minimize
further contamination and annotated the readings of the araas. In total, we identified 30

~ )
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areas of contamination with readings as highs as 30mr/hr and swipe results as high as 2
Million counts.

Wa began a meticulous clean up of the radioactive spill utilizing the materlals contalned
in the spill kit. Finally after almost 5 hours of clean up we once agaln surveyed and
swiped the areas of contamination. The highest reading were about 2mr/br and we
covered up the hallway and rooms J204 and J206 utilizing the large absorbent pads.
The cleaning materlals, such as paper towsls, absorbent pads, sani-wipes and gloves
were disposed of as radioactive waste and logged into the decay in storage binder. The
hallway was cordoned off by VA Police."

Fuzther investigation the next several days did not reveal any new or different interpretations of
the events as they occurred. The only other item of significance discovered was an apparent
concerted effort to discover the identity of the person that called-me the evening in question.
Reviewing this statement, the spill area; and dosimetry recorda teveals some areas of concern:

¢ The radiation levels are not reportcd corrcetly and do not reflect the dlstance from the
source making accurate reconstruction of this event unhkely.

¢ Personnel were working in an uncharacterized radmtxon area for an extended period
without monitoring indicating a lack of familiarity with the principles of ALARA.
Neither the workers nor supervisot appeared to be aware of the ambient radiation levels
in the spill area. ; .

e Ofthe two workers involved in the eiaan-«xp effarg ne received an exposure of
approximately 3500 mR and the other appmxxmateiyi 500 mR of exposure. The average
anpual exposure for a nuclear medicine wm‘ker is less'than 100 mR. "[his was an
extmordmary exposure event .

¢ The radiation safcf;y ofﬁce found arcas of the spxll that were not covered unti] the next
day .”. . - . . . .

Lt

» qumd radxoachve matenal should not have been transported through hallways in & non-
secure container riskinig a spiil. of‘ this nature.

Root szses of the high expoaure to two employccs.

s Improper use of the radiation detection equipment indicates a lack of operator training
and supcrvisory experience.

e Personncl unnecessarily exposad by working in an undefined radiation area indicate a
lack of understanding of ALARA principles and a lack of supervisory training.

s Undiscovered areas of contamination after declaring the scene under control indicate &
Jack of tharough radiological control and inadequate supervisory expetience and training.

¢ Radiation Safety Handbook does not adequately address spill recovery procedures to
reflect attention to ALARA principles in the spill response section.

@ ‘2'
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Root Cause of the spill:

* Inadequate preparation and planning prior to initiating a new clinical procedure.
Recommended actions:

1. Supervisory staff should be trained on the proper uses of radiation detection equipment.

2, Supervisory staff should be trained on proper application of ALARA principles.

3. Supervisory staff should be trained in pmyer radmiegmai cantrol pmcedures with regard
to spills and the handling of radioactive matmals A ""-«3,” )

4. Radiation Safety should revise spill procedures i in the i{adiatxon Safei‘y Handbook to

reflect ALARA principles and graded s;cii responae . (-{;

apemat
o

v/ 5. The lung scan procedure central to this event s}fmﬁﬁ bamwewad by Radxatmn Safety,
Nuclcar Medicine staff and supervisors with the iﬁﬁentm to properly plan the
* implementation of this procedure with a revised proto¢al-that provides adcquatc process
and functional controls for protcctxon of the pubhc patient, and worker.

6. Waste handling in Nuclear Medicine should ba reviewed by Radxatmn Safety and
Nuclear Medicine to establish process and functional controls designed prevent further
loss of control everts’ and spread of contmmnatmn

v 7.  Nuclear Mcdmmc pohmes should be amcnded to provide Radiation Safety with
notification any timé new procedures or protocols are initiated to include changes in route
of administration, xsx}tupes used, gitgs of us¢, chemical form of isotope, or any other
substantial change in tie.foutine procéditres used at this facility. Radiation Safety is not
to approve or disapprove the bona fide use of radioactive material but evaluate the safe

. - handling of the material dm:ﬁg anﬁ after its use.

Proposed Plan of Action and Milestoncs:

A Draft addendum to the Radiation Safety Handbook will be written by the RSO and circulated
for approval and comment through the membership of the MRRCC specifically including
Nuclear Medicine supervisors and staff. The addendum will be immediately issued upon
approval by electronic vote and incorporated in the new issue of the handbook on its anniversary.
Suspense date will be 25 November, 2011.

A working group of Nuclear Medicine Technologists and Radiation Safety Staff will be
assernbled with the charge of producing a protocol for safe operations during and after the lung
study at issue (DTPA acrosol ventilation). The Chief Nuclear Medicine Technologist will
generate the protocol for review and comment by the Nuclear Medicine Technologists and the
RSO staff. Suspense date will be 25 November, 2011.

@ v3v
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The Chief Nuclear Medicine Technologist will make himself available for refresher training in
the principles of ALARA, spill recovery, use of detection equipment and reporting of results.
This training can be conducted in concert with the Nuclear Medicine Staff under the auspices of
the Radiation Safety Office during a general training session. Suspense date will be 25
November, 2011,

Waste handling in Nuclear Medicine should be reviewed by Radijation Safety and Nuclear
Medicine staff within the same working group established to create the lung study to establish
process and functional controls designed prevent further loss of control .events and spread of
contamination through inappropriate waste handling. A working docurriénthas been created by
the RSO to serve as a point of reference for the discussion. A waste handling policy will be
generated by the RSO for review and comment by 25 Novembcr, ’2011

v" Nuclear Medicine pohcxes should be atnended to provide: Fladmﬁon Safety vnth nouﬁcation any
time new procedures or protocols are initiated to ihcludé changes in route of adn:umstratlon,
isotopes used, sites of use, chemical form of isotope; or any other substantial change in.the
routine procedures used at this facility. This maybe: pfasenwd as an SOP from exther the RSO or
Nuclear Medicine. Suspense date will be 25 Nnvcmbﬂ:, 2&1 L :
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o 500 ‘ﬁ U.S. OFFICE OF SPECIAL COUNSEL
7 gt*f:‘-ef 1736 M Street, N.W., Suite 218
‘s ,. % Washingtan, D.C. 200364508
Py U ﬁ ] . 202-284-3600
EVY % iy f
g OF
May 2, 2012

(b) (6)

(Y(b) (6) Esq.
The Employment Law Group
888 17" Street, NW, Suite 900
Washington, DC 20006-3307

SC File No. DI-12-0927

* The Office of Special Counsel (OSC) has completed its review of the information vou
referred to the Disclosure Unit. You alleged that employees at the Department of Veterans
Affairs (VA), South Texas Veterans Health Care System (STVHCS), Audie L, Murphy
Memorial VA Hospital (Hospital), San Antonio, Texas, have engaged in conduct that may
constitute a violation of law, rule, or regulation, gross mismanagement, and a substantial and

. specific danger to public health and safety.

OSC is authorized by law to refer protected disclosures to the involved agency for an
investigation and report. Disclosures OSC may refer for investigation must include information
that establishes a substantial likelihood of a violation of law, rule, or regulation, gross
mismanagement, a gross waste of funds, an abuse of authority, or a substantial and specific
danger to public health or safety. OSC does not have the authority to investigate disclosures and,
therefore, does not conduct its own investigations.

You disclosed that Nuclear Medicine Clinic managers have failed to follow required
radiation safety procedures and implemented unapproved and unsafe clinical procedures that
have resulted in unnecessary radiation exposure to patxants and staff. Specifically, you alleged
that:

. F Chief, Nuclear Medicine, implemented a new clinical procedure
or lung ventilation studies without obtaining approval from the Hospital's
Radiation Safety Committee or providing training to Clinic staff, in violation of
VA rules and federal regulations;

e In September 2011, an incident of radiocactive contamination of the hallway
adjacent to the Nuclear Medicine laboratory, and improper clean-up of the area,
resulted from the use of this unapproved procedure and caused excessive radiation
expostre to two Clinic staff members.fmm continued to require the staff to
use this unapproved procedure, even a ¢ was advised of the safety hazards it

posed; and
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* Nuclear Medicine Clinic management has failed to report incidents involving
errors in the administration of radiopharmaceuticals to patiénts resulting in
unnecessary radiation exposure, as required by VA rules.

. Based on this information, OSC has concluded that there is a substantial likelihood that the
information you provided discloses a violation of law, rule, or regulation, gross mismanagement,
‘and a substantial and specific danger to public health and safety. Accordingly, we are referring
this information 1o the Secretary of Veterans Affairs for an investigation and report under

‘5 U.S.C. §1213, With your consent, we identified you as the source of the information so that
agency officials may contact you. Also, with your consent, we transmitted your allegations with

disclosures made by [ e

We have provided the Secretary 60 days to conduct an investigation of your allegations and
to report back to OSC. You should be aware, however, that these matters may take somewhat
longer and agencies may request an extension of the reporting date. After we have reviewed the
report, unless it is classified or otherwise not releasable by law, we will send you a copy and give
you an opportunity to comment, if you wish. The report and your comments will be transmitted
to the Prasident and the appropriate congressional oversight committees, and will be maintained
by OSC in a public file. We emphasize that until the agency’s final report is forwarded to the
President and Congress, this remains an open matter under investigation. Thus, we request that
all information and correspondence related to this matter be kept confidential until you receive
notification that the matter has been closed.

If you wish to discuss this matter, please contact me at (202) 254-3646.

Sincerely, -

(b) (6)

Attorney, Disclosure Unit

(b) (6)
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Subject: Appointment
From:  DIC G

Date: Tuesday, May 15, 2012 9:55 AM

Dear Radiation Safety Personnels,

1 understand that the inspectors are there at the STVHCS facility.
For public safety, it is very important that I speak to them today.
Please transmit this information to them as soon as possible and
let me know when would they wish to meet with me. I can be
there in your office with one hour notice,

My cell phore # is NV QIS)
Thank you.
(OXCR I 1D, FACNP, FACNM

Formerly, Chief of Nuclear Medicine
STVHCS, San Antonio, TX.

UL TUS. IR SHALLYRUUULCULE BN LELICIE : JAUGS 100U
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Subject: Appointment with the NSPP & NRC Inspectors

From: QIS I

To: (b)© ¢ ] |

Cc: o) .4 R ¥
Bee: (DECHENEEE

Date: Tuesday, May 15, 2012 2:13 PM

Dear QIQNINES.

1 am officially requesting an opportunity to meet with the NSPP & NRC inspectors while they are here in San Antonio.
This is concerning a serious issue of radiation safety of the patients, employees and public.

With 2 copy of this request to i [l I am also requesting her to grant my access to the fach&

Please let me know the time and place of our meeting by return e-mail and also by my telephone
Thank you.
OXCN IR D, FACNP, FACNM

Formerly, Chief of Nuclear Medicine, STVHCS
San Antonio, TX

6/1/122:1
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I!;lﬁlF, Ph.D.
rogram Manager - VHA

National Health Physics Program
1158HP/NLR

2200 Fort Roots Drive

North Little Rock, AR 72114

[The Facts of Unauthorized Use of Radio-Aerosol for Clinical Studies in STVHCS
Nuclear Medicine Department and Violation of Radiation Safety & ALARA Principie]

oo I

Recently, | have faxed you 13 pages of documents as some added supporting evidence
for your investigation. Due to an urgent piece of business, at that time, | requested you
to allow me a couple of days to send you the captions for those pages. Beside this
letter, | have added another page as P-14.

In or around May 2011, without meeting any required official approval, suddenly the
clinical use of 99m-Tc-DTPA Aerosol was started within the STVHCS Nuclear Medicine
department. | thought, the Chief of the Nuclear Medicine Section, Dr. E%QH or Chief

of the Imaging Service, Drﬂ%xw had obtained the proper authorization
before implementing the study for the first time within our department,

After seeing the procedure being done unscientifically and hearing compiaints from the
technologists that they were not trained on the pracedure and there was no locally
written approved procedure guidelines, | became very concerned. All of us noticed that
there were considerable amount of ieakage from the system and contamination with

radloactivity all over the place. | also noticed signs of unusual amount of skin
contamination in the scanned images.

We then confirmed from the Radiation Safety Office (RSO) that the procedure had not
been approved by the RSO. The technologists and | protested to our respective
supervisors repeatedly and asked to stop the procedure until every thing is done
correctly and we go back to the procedure with Radio-Xenon, since this had been an

approved procedure without any problem for a long time. [ and [(DXE)
continued to ignore us.

| sent saveral e-mails to the supervisors (see page 1 thru 3) without any result. Since, |
would not prescribe any Radio-Aerosol, m would adamantly prescribe it himseif
on every case, but as Chief of the Section he would order me to read the scans and
report it in the CPRS. Since, these were uninterpretable, | would annotate so in the
CPRS and report on the perfusion study only.

[———, . o s ot A%
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In the mean time several spillage and contaminations would continue. Besides the one
in September, 2011, | remembered another major one on January 4, 2012 (seé p - 4).
Regarding the major contamination in September, we know attempts to downplay it or
even to cover it up by the agency was evident. | was the only clinician who observed
most of the event thoroughly. Yet, | was carefully excluded from all meetings and/or
discussions about the event (see page-5). Following the event, a very credible draft
report and recommendation were made by the Radiation Safety Office. There was a
“Proposed Plan of Action and Milestone” (see page 6 thru 9). What happened to that
report? This report gives lots of clue.

| waited months with false hope that the agency (STVHCS) would stop its continuing
radiation safety violation and would take measures to save us (employess and patients)
from unnecessary radiation, before finally | reported to the Office of Special Council. At
your request, | am providing there report to you (see p 10-11). Please remember thls is
still confidential.

It is to be noted that the STVHCS continued to violate the regulation and probably the
law, when they denied my access to the NRC inspector during her recent visit in mid-
May, 2012 (see page 12 -13). The inspector was probably kept unaware of this.

Finally, regarding new use of any radiopharmaceutical or any device within the Nuclear
Medicine department, there has been a clear Directive/Recommendation from the VA
Central Office (see page 14, now included). | will be walting to see from your report how
much of this circular has also been violated.

During the first day of our meeting here In San Antonio, .w has promised to
send me a copy of your report upon completion of your investigation. Please send it to
my following address.

Thank you.

b) (6

b T
o [ NOION
mployment Law Group

NP, FACNM
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CLINICAL PROTOCOLS (NRC/TJC REQUIREMENT)

Deficiencies in clinical protocols were frequently encountered. Among problems
identified were outdated protocols, protocols containing insufficient detail to perform
or process studies and/or generic protocols not written specifically for the laboratory
in question. Frequently. protocols showed no evidence of periodic review.

Recommendations:

Protocols must be written for each procedure performed by the laboratory, eyen if
infrequent or newly implemented. Protocols must be updated, as needed, to
onforin 13 cifrert practice standards.

Protocols must be specific for the particular laboratory and equipment inventory
i.e. specifically written for pach gamma camera. Qopied “textbook™ and/or

- gencric protocals are not acceptable.

Revisions should include step-by-step detail (“cookbook” style) to include both
image acquisition and processing specific for the equipment in that laborstory.

At a minimum, protocols should include the following sections:
Indications/contraindications for the study

Patient preparation

Radiopharmaceutical, desired dose (or range) and route of administrution
Dosimetry '

Acquisition parameters, including collimator/s

Processing parameters and display

YYVYVYY

. Protocols must be reviewed at least every 3 years and this “approval®™ should be

docuimented by the signature/date of the Nuclear Medicine Chief ar designes on
gggh protacoll.

Appropriateness criteria need to be clearly written for each study and an

appropriateness screen must be performed on all studies before they are
performed.

N@Te. .- The alnve &mme;mt‘ Come -f-rom TUw. &F@ta Gf
vaco Nucleon Madicine DivecTsr in 2010-41.
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eoch new procedure 1 meok the R.5.0. approval.
No such decament was. oveiloble.

such doumedt” g promuced auring recend”
%wesﬂaaiém , U5 o henlicity shrdd be challenged:

Lf an

.






Enclosure 3

UNITED STATES NUCLEAR REGULATORY COMMISSION

RULES and REGULATIONS
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85 FR 47654
Published 8/3/00
Eftective 8/3/00

10 CFR CH. !

Medical Use of Byproduct Material;
Policy Statement, Re!islon

AGENCY: Nuclear Regulatory
Commission.

ACTION: Final policy statement; revision.

suMMARY: The Nuclear Regulatory
Commission (NRC) is revising its 1879
gclicy statsment on the madical use of

yproduct material, These revisions are
one component of the Commission's
overall progmm for ravising Its
regulatory framework for medical use,
including its ations that govern the
madical uge of byproduct material. The
overall goals of this program are to focas
I\E‘Rglmulaﬁon of madical use on those
ms procedures that pose the

COMMISSION NOTICES
POLICY STATEMENTS

MEDICAL USES

highast risk and to structure its
regulations 1o be risk-informed and
more performance-based, consistent
with NRC's “Strategic Plan for Fiscal
Yoar 1997-Fiscal Year 2002.” The policy
informs NRC licensees, other Federal
and State agencies, and the public of the
Commission’s general intentions in
regulating the medice! use of byproduet
material,

EFFECTIVE DATE: August 3, 2000.

FOR FURTHER INFORMATION CONTACT:
Thomas Young, Office of Nuclear
Material Safoty and Sefeguards, Nuclear
Ragulatory Comumission, Washington,
DC 20555-0001, telephone (301 415-
5795, E-Mail: ¢/y@nrc.gov or Marjorie U.
Rothschild, Office of the General
Counsel, Nuclear Regulatory
Commission, Washington, DC, 20555~
0001, telaphons (301} 418-1833, E-Mail:
mur@nre.gov.

SUPPLEMENTARY INFORMATION:

1. Background

In 1978, the NRC published a poli
statement, “Regulation of the Medicg
Uses of Radivisotopes,” {44 FR 8242,
February 8, 1978) in which it informed
NRC licenssas, other Federal and State
agencies, and the public of the
Commission’s geners] intention in
regulating the medical use of byproduct
material. Specifically,

PS-MU-1

1. The.NRC will continue to regulation
the medical uses of radivisotopes as
necessary to mids for the radiation

safa%é workers aad the general publ
2. The NRC will regulate the radiation
safety of patients where justified by the
risk to patients and where voluntary
standsrds, or compliance with these
standards, are inadequate.

3. The NRC will minim‘fifze intrusion
into medical judgments affecting
pstisnts and into other areas
traditionally considered to b & pastof
the practice of medicing,

N%C activities in the medicad area,
such as yrnmu!fgsﬁtm of regulations and
development of regulatory guidancs, 29
wall as cooperative reletionships witt
other Pederal agencies, have basn
guided by this policy.

On August 8, 1097 (82 FR 42215~
42220}, NRC published & document in
the Federal Register, "Medical Uss of
Byproduct Material: lssues and Request
for Public Input,” desaribing NRC's
detailad, four-year examination of tha
isgues swrrounding its medical use
program. This process started with e
1893 internal senior menagement
review; continued with s 1988
independent external review by the
National Acedemy of Sciences’ (NAS)
Institute of Medicina JOM); and
culminated in NRC's Stratsgic



Assessment and Rebaselining Project
(SA}. Since that Federal Register
documant was issued, NRC conducted
an exhaustive and public review of the
medical use program. Specifically, in
1997 and 1998, NRC's current and
future role in regulating the medical use
of byproduct material was discussed at
meetings of the Advisory Committes on
Maedical Uses of Radivisotopes?
(ACMUT) and the Organization of
Agresmant States {OAS), and with
various professional societies and
governmsnt agenciss, During this
period, the NRC staff also presented four
altarnative proposed ravised versions of
the 19792 Medical Policy Statement
(MPS5) to participants st NRC sponsored
workshops and public mestings. These
waorkshops and public meetings also
included discussions on the major araas
that were being considered for revision
in 10 CFR Part 35, "Medical Use of
Byproduct Material.”

On August 13,1998 (63 FR 43580}, a
propossd revision to the MPS was
published in the Federal Reglater fora
90 day public conument period. This
comment psriod was later extended 30
days, to December 186, 1998, (63 FR
64829; November 23, 1598) to allow
additional time for public, stakeholder,
and State comments: In addition, to
allow for wide participation in the
process, NRC discussed the proposed
revision of the MPS with interestad
individuals and organizations at 3
public mestings during the cormment
pericd {San Francisco, California, on
August 18 and 20, 1898; Kansas City,
Missouri, on Septeraber 16 and 17,
1998; and Rockvills, Maryland, on
October 21 and 22, 1898).

_ NRC raceived 42 specific comments
on the proposed MPS from various
organizations and individuals. These
comiments were extracted from the
transcripts of the 3 public meetings and
the 10 written comment letters
submitted in response to the Federal
Register documant. Additional details
ahout the comments are provided in
Section IV, “Discussion of Public
Commsnts.” These comments were
similar to the comunents that were
discussed in the August 13, 1998 (63 FR
43582-43583), Federal Register, Bassd
on NRC's consideration of all the
comments, no cheangss to the proposed
MPS are being made. {See the final
statements that appear in Section I,
below.)

1The ACMUI advises the Commission on
regulating and licensing uses of mdionuclides in
medicine.

POLICY STATEMENTS

1. Statement of General Policy

This NRC policy statement informs
NRC licensees, other Federal and State
agencies, snd the public of the
Commission's ganeral Inténtions
regarding the reguistion of the medical
use of byproduct material. The current
ravision of 10 CFR part 35 fsbased on
this statement of NRC policy. The
Commissior axpects that futurs NRC
rulemaking activities in the medical
arss and future NRE invelvernent with
other Federal and State agencies will
follow this statement of policy. This
NRC policy promatas a more risk-
informed spproach to regulation of
byproduct material.

The following is the final Medical Use
Policy Statement to guide NRC's future

tion of the medical use of
byproduct material.

1. NRC will continue to regulate the
uses of radionuclides in medicine as
necassary to provide for the radiaton
safety of workers and the general public.

2. NRC will not intrude into medical
judgments affscting patients, except 8
RACessary to E::svide for the radiation
safaty of workets and the gensral public.

3. NRC will, when justified by the risk
to patients, regulate the rediation safety
of patiants arily to agsurs the use of
radionuclides is in accordance with the
physician’s directions.

4 NRC, s developing a specific
regulatory aﬁpmwh, will consider
industry and professional stendards that
dafine accaptable approaches of
schisving radistion safety,

Il Rationale

NRC's princips! statutory authority
for regulating medical use of hyproduct
material is st sections 81, 161, 182, and
183 of the Atomic Energy Act of 1954,
as amended (AEA). See 42 U.S.C. 2111,
2201, 2232, and 2233, Section 81 of the
Act prohibits, without NRC
authorization, the manufacture,
production, transfer, receipt in interstate
cominetce, acquisition, ownership,

ossession, import, and sxport o

yproduct material (42 U.S.C, 2111).
Specifically, section 81 of the AEA
provides in pertinent part that:

The Commission shall not permit the
distribution of any byproduct material to any
licensee, and shall recall or order the recall
of any distributed material from any lcenses,
whe is not aquipped to observe ar who falls
o ohsarve such safety standards to protect
health ss may be astablished by the
Commission or who uses such material in
violation of law or regulation of the
Comimission or in 8 manner ather than as
disclosed in the application therafor or
apg:x;\)md by the Commission. Id. (sraphasis
addad).

PS-MU-2

By virtue of ssction 161 of the Act, the
Commission {5 autharized to undertake
& varisty of messures “{in] the
performance of its functions™ (42 U.S.C.
2201). As stated in subsection b, the
Commission may *establish by ruls,
regulstion, or order, such standards and
instructions 1o govern the possession
and use of special suclesr material,
source matetial, and byproduct material
as the Commission mey desm necessary
ot desirable * * * to protact heclth or
to minimize dunger to life or proy mgr"
{42 U.S.C, 2201} (em? asis added)).
Similarly, section 181.1. suthorizes the
Commission to “prescribe such
regulations or oydars s it may deen
necassary” to “{3) govern any activity
authorized pursuant to this Act,
including ntgngm}s n:};ﬂ mﬁichegs
governing tha design, location, an
operation of facilitiss used in the
conduct of such activities, in orderto

rotect health and minimize danger to
oF pro) * (42 U.S.C. 220100}
(B!‘!%ghakis added)}.

& Commission is bound by statute
to regulate byproduct material {as well,
as source and spacial puclear material}
to "protect heaith-and minimize danger
to life.” This statutory standerd applies
to the myriad of uses of byproduct
material, including not only medicsl
uge, but aleo, for example, radiography
and irradiators. Howaver, the
Commission iz not bound by the
limitation in section 104.a. of the AEA,
which is often mistekenly cited for the
proposition that, in mgui‘:ﬁng the
medical use of byproduct material, the
AEA reguires that the Commission
" the minimum emount of
regulation consistent with its
obligations underthis Act to promete
the common defense and security and to

rotect health and safety of the public™

42 U.S.C. 2134(a}}. This "minlmum
regulation” Hmitation does not apply to
the medical use of byproduct matesial
which falls within NRC's broad
standard-setting authority in sections 81
and 161, Section 104.a., on its face,
appliss only to medical therapy licenses
for “utilization facilities” (53:, rogciors)
and “special nuclear material” This
“minimurn regulation” directive does
not govern the Commission’s regulation
of the medical uss of hyproduct
material,

For the most part, the tions to
carry out the broed statutory scheme for
byproduct msterials ave set forth in 10
CFR purts 30 through 39. In addition,
ths public and occupational dose limits
in 106 CFR Part 20, “Standards for
Protection Against Radiation,” apply
whether the uss of byproduct materiel is
for medical ar othsr purposes. However,
the scape of Part 20 as stated in



§20.1002 is that, "[tJhe limits in this
part do not epply to dosss due * * *to
any medical administration the

in l. dual has recaived or dugit:d
voluntary perticipation in me

research programs.” The Commission
har clarified that “the medical
administration of radiation or
radicactive materials to any individual,
even an individual not suppuosed to
receive a medical administration, is
regulated by the NRC's provisions
goveraing the medical use of byproduct
material rather than by the dose limits
in the NRC's regulations concerning
standards for protection against
radiation™ ("Medical Administration of
Radiation and Radioactive Materials,”
60 FR 48623; September 20, 1995).
Thus, the Commiseion believes that "an
administration to any individual is and
should be subject to the regulations in
part 35" (60 FR 48623).

The provisions of part 30, "Rules of
Ge sng Applicahility to Domastic
Licensing of Byproduct Material” “are
in additonto* * * otherre ants
in this chapter” (§30.2). This section
requires that “any conflict between the
general requirements in part 30 and the
specific requirements in another part”
arg governed by thoss specific
requiremants (§ 30.2). regulations in
part 35 are dasigned “to provide for the
protection of the public health and
safoty” and reflect the broad statutory

ard in the AEA, discussed above
{§35.1}. The Comunission bas
detarmined that, as a matter of policy,
*“the patient * * * as well a3 the general
public * * *gve all members of the
public to ba protected by NRC* {34 FR
B242, 2t 8244).

IV. Discussion of Public Comments

As previously noted, NRC received 42
comments on the proposed revision to
the MPS, teken from 10 letters that were
submitted and from the transcripts of
the 3 public meetings. NRC received
verbal conuments on the proposed MPS
{63 FR 43580; August 13, 1998} from
stakoholders {e.g., physicians, medical
physicists, nuclear medicine
technologists, and radiation safety
professionals) during the public
mestings that were beld in August,
September, and October 1698
Staksholders alss submitted written
comments to NRC in response to that
Federal Register document.

NRC has reviewed ell comments,
identified the issues raised by the
commenters, and combined comments
where appropriate. The following
discussion includes these issues, the
combined commants, and the NRC
responsas to these combined comments.

POLICY STATEMENTS

General Comments

Issus 1: Absent Harm, What Is the
Purpose of NRC Regulation?

Comment. A commenter stated that
only physicians can determine what is
unnecessary radistion exposurs 1o
patients. This commaenter cited the
“Ratiopele” porticn of the August 13,
1998 {a:zgg;af}&&éommt sbout tixle
TESPONS a to regulate actua
medical use of byproduct matsrial from
the standpoint of reducing unnecessary
radistion exposurss. According fo the
commaenter, “If the patient exposure is
unnecessary and harm iz dons, then the

hysician may be guii}{ of malpractice

monatary ewards, civ %enslties,
possible loss of medical Hesnse, otz.).
NRC regulations won't prevent
malpractice and NRC penalties are the
least of the guilty physician's worries. If
the patient exposure is unnecessary but
no harm is done, then the physician
may be still gudity of fraud (billing for
unnecessary procedures). But if no harm
is dona, w?m‘. is the purpose of NRC

Hon?"
panse. The puzass af NRC

regulation of the medical use of
byproduct matarial is to reduce
unnecessary radiation exposure to
patients, workers, and the public,
Protection of £atiani radiation safety is
an overall goal in regulating the medical
use of byproduct material, The focus of
NRC regulation to protect the patient’s
health and safety is primarily to snsure
that the authorized user pigzicisn’s
directions are followed ss they pertain
to the administration of the radiation or
radionuclide, rather than to other, non-
radiation related aspects of the
administration. Although the
Commission recognizes that ‘physicims
have primary responsibility for the

rotection of their patients, NRC also

s & necessary role with respset to the
radistion sefety of patients. NRC
regulations are predicated on the
essumption that properly trained and
gdequately informed physicians will
make decisions that are in the best
interasts of their patients. Moreover,
thare {s nothing in the Commission’s
rogulatory approach to medical use
rsgulation that would in any way
modify the legal rules governing
ms}cgmcﬂca suits arising out of the
medical use of hyproduct material,
Issue 2: Should the MPS Be Revised
More Frequently?

Comment. A commenter noted that
the proposed revision is an
improvement over the 1978 MPS;
however, the commenter recommended
that the NRC review the MPS more
frequently (e.g., every 10 years).

P5-MU-3

Response. How often the Commission
reviews and/or revises the MPS depends
on & variety of factors. These factors
may be internal, such as the need fora
change in the focus of NRC's
regulaticns, or external, such as
wchnalagtécﬁ developments. NRC
believes that a set interval to review the
MPS would pot provids ths flexibility
needed to respond to the many factors
which may influence a decision to
revige this policy. For example, this
revision of the MPS coincides with the
NRC's detailed examination of its
medical use program which started in
1993 and includes issuance of the
Commission's 1997 Strategic Plan
(NUREG-1614, Vol. 1).

Issue 3: Is the MPS Being Revised To
Justify the New Part 357

Comment. Several commenters noted
that the current MPS was adequate for
effaciive regulation in safeguarding
public health and safety in radiation

rotection and should not be revised,

ut simply understood and
implementad as originally intended.
Sevaral other opinions were stated more
strongly. Specifically, one commenter
stated that NRC has never paid
meaningful attention to the MPS
because most existing provisions of Pant
35 do not “pass muster” under the MPS,
perticularly as they apply to physicians
conducting nuclear medicine
procedures. Another commenter's
opinion was that the &mposed MPS was
a step backward and the MPS s being
revised to justify the proposed rule.

Response. The Commission agrees
that the 1878 MPS was adegquats.
However, bassd on the Commission’s
racent roview of its rﬁulatary
framework for medical use.of byproduct
material, these revisions are being rmade
to emphasizs s risk-informed regulatory
approach. The Commission strongly
disagrees with the commenters’
opinions that the medicsl use
regulations in 35 were promuigsted
without considering the 1879 MPS. In
point of fact, all part 35 rulemaking
activities have baen lssusd aRer
ensuriug compatibility with the 1879
MPS

Afier the Commission initiated the
review process in 1853, the policy and
the rule were revised in pargllsl in order
to achievs a consistent regulatory
framework for medical vse of byproduct
matarial, As stated before in response to
other coruments and explanations of the
background for this matter, the
Commission’s Strategic Assessment in
1997 included & decision to consider
developing a more risk-informed,
performance-based approach. In the
process, the three-part 197¢ MPS was



revised into a four-part MPS with re-
arziangeé staternents to clarify NRC's
alicy.
P r§§ revised MPS was published for
ublic comment in the Federal Register
63 FR 43580~43588; August 13, 1898}
end was discussed at meetings with
stakeholders and Agreement States.
Discussions with stakeholders wera
meaningful and beneficial, and
addressad substantive issues from the
inedical community (e.g., patient safety,
percsived NRC intrusion into the
practice of medicine, and regulatory
reliof for disgnostic nuclear medicina).
No naw lssuss were identified during
the public comment period and NRC
has not revised ths MPS any further.

Issup 4: Should NRC Regulation of the
Madical Use of Bypraduct Material Be
Based on Section 104 of the Atomic
Energy Act?

Comment. A commenter disagreed
with NRC’s interpretation that section
104 of the AEA applies only to special
nuclear materisl. In the commenter’s
opinion, NRC’s medical use regulations
should be based on section 104 of the

AEA.

Hesponse. NRC's principal authority
for regulating medical use of byproduct
material is at Sections B1, 181, 182, and
183 of the AEA. As previously
discussed under Section III,
"Rationale”, NRC regulation of
byproduct material is not bound by the
limitation in section 104.a. of the AEA,
that refers to minimal regulation of
reactor facilities or special nuclear
material used for medical therapy.

Comments on Statements 1, 2, 3, and ¢
of the MPS

Statement 1: NRC will continus to
regulate the uses of radionuclides in
medicine ss neceasary to provida for the
radiation safety of workers and the
general public.

Issus 1: Should the MPS Refer to
*Radionuclides” or to “Byproduct
Materials?”

Comment. Several commenters noted
that Statement 1 made reference to uses
of radionuclides in medicine. They
indicated that NRC only has the
gtatutory authority to regulate byproduct

material,
Responss. The Comunission believes

that the general term “radionuclide” is
appropriate for a general statement of
policy such es the MPS, The latter is
intended to inform the public, NRC
licensess, and other Fedaral and Stats
agencies of the Commissisn’s general
intentions regarding the regulation of .
medical use. The 1978 MPS referred to
“medical uses of radioisotopes” and the
term is now being changsd to *‘uses of
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radionuclides in medicine” (see 63 FR
43584; August 13, 1698). As rephrased,
the term “radionuclide” is a more
accurate technical statement of the
scope of NRC regulation in this area.

Issue 2: Is Statement 1 Needed if
Individuals Handling Radioactive
Material Are Properly Trained?

Commaent. Accordingto one
commenter, the goal of this statement is
adequately served by assuring
qmﬁﬁ‘ cation of professionals invelved
in nuclear medicine. In the tommenter’s
opinion, NRC has no evidence thet these
individuals do not already adequately
provide for the radiation gafety of
workers and the public, and nuclear
madicing is of low risk to.workers and
membars of the public.

Besponse. The Commisaion agress
that atie way of meetinp the gosl is to
ensure that individualas are ately

trained in radiation safety p and
srg placed in key positions within a
licensee's prgas on 40 maintaln

radiation eocposures a2 low ss are
reasonably achisveble, Staternent 1 sets
forth this position. As previously stated;
the Comanission is hound by statute to
regulate byproduct {and source
and special nuclaer materials) to
“protect health and minimize danger to
gfg.;’siiudimmt 1 of the MP5 acg:ﬁum

P 6 ltsg\ﬂﬂnry spproach to
maintain an & eqmtaie&  of safaty.
The Commission sxpects all medical
licensees to  radiation sefety for -
workers and the general public,

Statement 2: NRC will not intrude
into medicel judgments sffecting
E;ﬁenﬂ, axcapt as necessary to provide

the radiation safety of workers and

the generdl public.

Issue 1: Doas This Statement Provide
Justification for NRC To Interfers in the
Treatment of Patients?

Commant. One commenter was
concernad that Statement 2 continues to
justify NRC.interference in the treatment
of patients. According to the comment,
thers {s no mgﬁ:trﬁng dats that clearly
demonstrates that unsealed byproduct
material, when used by qualified
authorized users to treat pationts, has
harmed workars or the gub!ic.

HResponsa, Statement 2 doss not

rovide justification for NRC to

‘interfere” in the medical treatment of
patients. The modifications to this
statement express the Commission’s
policy not to intrude (rather than
"m'm’ia%" intrusion asset forth in
the 1876 MPSY Into judgments affecting
patients sxceptto provide for the
radiation safaty of workers and the
general public, Providing for the
radistion safety of the public and
workers is agzential for the Commiseion
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to carry out its statutory mandate. When
this protection involves a degres of
reguf:;en of madical judgments
affecting patients, the NRC may find §t
necessary to intruds, to & certain extent,
into medicel judgments affecting
patients,

For exampls, the release from a
haospital of 2 patient to whom
redioactive materials have heen
administered hag long been considered.
8 mmafter of regulatory concern to protect
membaers.of the public, pot just & matter
of medical judgmaent {“Criteria forthe
Releade of Individuals Administered
Radioactive Material,” 62 FR 4120;
January 28, 1887), From ¢ medical point

" of view, it may be apgmptma fora

physician to releass from a hospital »

tient to whom radioactive matarials

ve bean administersd. Howover, the
mt rolesse criteria i:;; NR? "

itlons may require hospital

confinement of that patient if his or ber
release could result in a dose to other
individuals that exceeds the dose-based
limit stated in 10 CFR 35.75(a).

In recent years, the Commission hes
moved eway from a mora rigd schame
of medical vge repudation, which atone
time, for example,; restricted the wses of
therepeutic and certain ostic’
radioactive drugs to the indicated

cedures thet had been appraved by

‘the FDA {44 FR 8242; February 6, 1879},
Commission

!  regulations no longer
rohibit m;h}orizaé user tpgxysiciam

gom uaing disgnostic or therapeutic
radioactive c_entainixﬁ;ipmém
material for tions or ods of
administration that are not listed in the
FDA-approved package ingert. In -
addition, Commission regulations now
permit medical use licensees and
commaercial nuclear pharmacies to
depart from the manufacturer’s
instructions for prepering radioactive
drugs using radinnuclide gensrators and
reagent kits, The recent emendment of
10 CFR 35.75, cited above, substitutes &
dose-based limit for patisnt telease
{rather than an sctivity-based limit) that
may provide medicel usd licensses
greatar flexibility In determining when
patients may be released fom thelr
control,

Finally, Statement 2 of the MPS is
consistent with recent Federal
legislation {specifically applicable to
FDA), which is to be construed so as pot
to “'limit or interfere with the anthuriige
of a health care practitioner to prascr
or adminiater any legally
device to & patient for eny condition or
disenss within a legitimate health care
practitionar-patient relationship.”
{There are certain exceptions to this



mandate, which do not change any-
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Statement 3: NRC will, when justified

existing prohibition on the promotion of by the risk to-patienits, regulate the

unapproved uses of legally marketed
devices.} *'Food and Drug
Administation’Modernization Act of
19887,” Public Law 105-115; sec. 806,
111 Stat. 2296 (1897),

Jssue 2: Is the NRC the Appropriate
Body To Be lnvolved in Medical
Judgments Affecting Patients?

Comment. According to one
commaenter, the NRC is not the right
body to intrude into medical judgments
affecting patients bacause NRC's
experience inthis area is extremely
Linited.

Response. As discussed above and
noted in Statement 2, the Commission's

olicy is not to fntrude into medical

Exdgmsnts g patients, sxcept as
nscessary to:provide for the radiation
safaty of workers and the general pyblic.

This commant does not account for
the principle that “[t]he substantive area
io-which an agency iedeemed to be
expertis determined by statute.”
Massachusettsv. United States, 858
F.2d 378, 382 (1st:Cir. 1988). See also,
Commonwealth of Mossachusefts v.
NRC,.924 F.2d 311, 324 (D.C. Cir.); cert.
denied, 112 §. Ct. 275 (1991). The AEA-
commits to the NRC:the duty-of
rogulating the use of radioactive

roduct materials, including

k=t tghammuﬁcaia,.to protect public
health and safety.

1ssue 3:.Should This Statement Include
Reference To Providing for the
Radiation Safety of Workers and the
General Public?

Cozunent. Several commenters
requestad that Statemnent 2 be revised to
read, a3 follows, “NRC will not intrude
into medicel judgments.” They belisved

that the-last phrese,™* * * a3
nocessary toprovide for the radistion
salsty of worksrs.and the general

public,” should be-deleta

‘Hesponss. The Commission doos not
sgree-that thin statemant should be
revised as indicated by the commentsrs-
bacause providing for the radiation
safaty of thepublic endworkersis
essential forthe Commission to
out its statutory mandate, The final MPS
exphicitly statesthat this.Commission’s -
intention is not to intrude into medical
judgments affacting patients-except to
pravids for the'radistion safety o
workers uxnd the general public. When
!haééfmtﬁcﬁon necessitates s dagree of
9

ation of medical judgmenta
affecting patients, the NRC find it
pecessary, &s previously explained, to

intrude, 1o 2 certain extent, intomedical
judgments-in-protect.the. public.and
workers.

rediation safety of patients primarily to
assure the use of radionuclidaes is in
accordance with the physician’s
directions. :

Issue 1: Does This Statement Conflict
With Statement 27

Comunent. One commenter believed
that, as written, Statement 3 conflicted
with Statsment 2, unless the word
"primarily” wes deloted from Statement
3, Without this change, the commenter
belisved NRCwould intrude into
medical judgments affecting patients.

Response. The Commission does not
agree that, as written, Statement 3
conflicts with Staternent 2. Statement 3
makes clear that the focus of NRC
regulation to protect the patisnt’s health

-and gafety Iz primarily to ensure thet the

authorized usar physician's dixections

are followed. Statement 2 emphasizes

the gxcgn;nu&tm&m ag;mm ﬁia? into
me dgmants. patisnts,
sxcept whers necessary to provide for
the radiation safety gwnrm»md the
public. NRC's goal in this aspect of
medical use regulation is focused on the
physician's directions as they pertain to
the administration.of radiation or e
radionuclide, rather than to other, non-
radiation-related aspects of the
administration. Consistent with its
statutory authority, if-a situation should
arise-in the futurs that identifies an
additional risk to a patient’s heslth and
safety, the Commission will consider
adopting an adifitional limitation or
control on-e particular radiation or
radionuclide modality, as necessary,

Issue 2; Does the Commission Have Any
Useful Role in Assuring the Accurats
Dalivery of Byproduct Material to
Patients? Should Refaronces.to Patient
Radietion Safety Be Deleted?

Comment. Several commenters
indicated that NRC has no useful role in
asswring the scourats delivery of
gzgwdm:t"mm&ﬁd to patients. They

isve:that all references to patient
radistion safety should be removed, and
that NRC should simply state that jt will
make regulatory efforts to snsuredhe
physician’s are followed.

. Response. The Coramission has & role
frrassuring accurate delivery.of

.radiation doses and dosages tp patients

end has rejected the notion that NRC
should not regulate patient radiation
safty (44 FR8244, February 9, 1878).
‘NRC will continus to regulstethe
sadiation safaty of patients when
justified by the risk-to patients,
primarilyto-amsuze-that the authorized
aser physiclan’s-directions-arefoliowsd,
TheCommission recognizes-that
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?hysicians have primary responsibility
ur the protéction of their patients.
Howsver, NRC's role is also nacessary to
ensurs radiation safety of patients.

Issue 3: Does NRC Regulation of the
Medical Uss of Byproduct Material
Duplicate FDA Regulation?

Comment. b(;ne comménter no:;d that
any attempt by NRC 1o regulate the
ragiation safety of paﬁenigsu would
duplicate the efforts of the FDA and
state boards of pharmacy and medicine

d, as such, would be an unwarranted
intrusion into the &rwﬁce of medicine,

. Response.The Commission disagrees
is commaent. NRC {s responsible
-for regulsting the sctual medical use of
byproduct matarial from the standpoint
of reducing unnecsessary radiation
exposures to ﬁm,&uhﬁn. patients, and

atjonal workers. In general, the

FDA jgrespunsible for assuring the
safety, affactivaness, and proper labeling
of medical products fi.e,, drugs, devices,
and biologies). NRC routinely relies on
prior FDA approval of medical devices
as an essent onant of NRC's
snaled source and device safaty
svaluations. In & *Memorandum of
Understanding” (MO}, sffsctive
August 26, 1983, NRC and FDA
coordinated existing NRCand FDA
regulatory programs-for-these davicas,
drugs, and producte (58 FR 47300,

tamber 8, 1983).

: regulation of the medice uss of
byproduct material.doss not duplicats
lioau;inzg-by‘ State-boards.of pharmacy
and medicine of pharmacists and
physicians, respectively, to practice
Echaxmacy ar medicine within their

rders. NRC regulations rely on the
licansure of thesa professionalsby a
State (or Territory of the U.S,, the
District of Columbia, or Puerto Rico) to
practics their respective professions as s
prorequisite to NRC suthorizing them to
use bygodnct materia] in pharmacy or
madicine.

Issue 4: Bhould NRC Regulation Be
Risk-Based and, If So, Should NRC
Share Such an Approach With the
Medical Community?

Comment.:A commenter insisted that
NRC regulation should be “risk-based”
{i.e., justified by risk anelysis), and if
NRC adopts such an-upproach, the risk
analysis shorld beshared with the
medicsl community.

Response. The Commission balieves
the regulations for use of byproduct
materid} in medicine should bs “‘risk-
informed” rather than “risk-besed.” In
March 1887, the Commission directed
the revision and-restructuring of pert 35
into a risk-informed and, whers
appropriate, more performance-based



regulation. The Commission is
attempting to make its medical use
regulatory framework more “risk-
informed” and agreeable with its
regulatory strategy of regulating
““material uses cogsi;tant with the le;.'ga}IL
of rigk involved, by decreasing oversight
of those materials that pose the lowest
rediological risk to the public and
continuing émphasis on high-risk
activities.?” In addition, this portion.of
the MPS reflects the Commission's
strategy of identifying those regulations
and processes that are now or can be
made risk-informed.3

The Commission’s efforts to meke the
regulations more risk-informed are
evidanced in its recent actions to revise
part 35. Before initiating the rulemaking
and the associated revision of the MPS,
the Commission thoroughly reviewed
several extensive assessments, as
previously noted. In develaping the
overall ravision of part 35 and the MPS,
the Commiesion considerad information
on risk provided by members of the
public end professional societiss,
profassional medical standards of
practice, and event databases
maintained by NRC to determine where
oversight of lower-risk activities could
be decreased, The Commission also
axamined whether continuation, or even
broadening, of the regulations governing
higher-risk sctivities was nseded. In -
eddition, throughout the development
of the proposed rule and assoctated
MPS, NRC held public workshops with
early opportunities for comment fom
potestially affacted parties, These
interactions included significent
discussions on the risk associated with
medical uses of byproduct materal.

Although a formal risk assessment
was not performed, the Commission
balieves that the risks associsted with
use of byproduct materiel in medicine
have besn sdaquatsly evaluated end
considerad. Based on thess
considerations, the ravised regulatory
spproach is more risk-informed and
more performance-based and
significantly reduces regulatory burden
in many areas, The Commission has
retained prescriptive regulatory
requirements {o.g., in part 35} enly
wheze it halisves they ars necessary to
snsurs adequats protection of workers,
patients, and the public. Howevar, thers
is nothing in the NRC’s regulations that
prohibits the madical community or
other steksholders from donducting an
independent formal risk assessment of
the medical use of byproduct material

1Page 11, NUREG=1814, Vol. 1, “Stratsgic Pian,
Flacal Yenr 1997-Flacal Yeer 2002,

11d.; and SRM datsd March 20, 1967, COMSECY-
86-057, “Matarials/Medical Oversight (DS! 7) at 2.
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and forwarding its analysis and
recommendations for Commission
consideration.

Issue 5: Should NRC Be Involved With
Prescriptions for the Medical Use of
Byproduct Material?

Comment. A commenter pointed out
that NRC should not ba involved with
prascriptions becauss the requirements
for accurate delivery of preseriptions are
covered under mte»magxcal‘ and
phammacy law. The commenter believes
that written diractives are ot necessary
to ensure high confidence that the
actual administration of radistion fo the
patient was intended by the authorized.
user.

Response. The Commission's
statutory.authority to regulate the
medical use of oduct material
provides for NRC to have a role with
rospact to patient radiation safety.
gita;é%snt k] n&mm; ga' i focus

regualation of the radiation safety

of patients to whather the physician’s
dirsctions for the admintstration of
byproduct material are followed. This
regulatory rols is in contrast to the
broed regulation by 4 Stete board of
pharmecy or medising of the general

ractics of thoss disciplines within fta

18,

The Commission is not ueing the term
Cyplcait inchud aspects of e

y 8 -of the
g‘znmmmﬁcn that are outside NRC's
purview. Instead, the term “written
directive” {as defined in.part 35) is used
to specify the physicien’s directions
{i.e., the procsture tc ba parformed and
the dose or dosage), This regulatory
obmva is :;umnﬂy reflacted Sn
provisions of part 35 re "hi;
confidence”. tgst togu::t material
willbe a tered a8 directed by an
authorized user physician,

Statemnent 4: NRC, in developing a
spectfic regulatory approach, will
consider industry and professiona}
standards that define acceptable.
ammhea of achisving radiation.
sataty,

Izsus 1: How Should Industry Standards
Ba Used in Re; tha Medical Use
of Byproduct Ma 1

Comunent, According to several
commentars, the NRC ignores
professional standards and regulates as
it pleases, In the commanters' opinions,
NRC'should accord industry an
professional standards the respect they
deserve. They believe that if NRC in fact
endorses standards developed by
private, consensus organizations, the
revised MPS would be improved.

Response. The Cononfsajon belisvas
that Statement 4 commits NRC to an

PS-MU-6

approach for regulation of medical use
that considers both industry and
professional standards that define
acceptable levels of achisving radiation
safety. NRC reviewed industry and
professional standards in devsloping
and implemanting part 35 and the
%uidanca document (NUREG 1558,
clume 8). For example, some
provisions in 10 CFR part 35 allow
madical licenseess the flexibility to use
standards from nationally recognized
organizations to mest the parformance
standards reflected in the rule,

Considerntion of industry and
professional standards as part of NRC's
policy to achisve radiation sefety in
madical use of byproduct material
conforms to the Commission’s Strateglc
Plans that encorrages “industry to
develop codes, standards, and guides
that can be andarsed by the NRC and
carried out by industry.” The NRC's
intention is to consider industry and
professionsl standards in developing
regulations and guidance for the
medical use program, consistent with:
the concepts in the "National
Technology Transfer and Advancement
Act of 1598" (the NTTAA), Public Law
104-113, 110 Stat. 775 (19_95). Section
12(d) of the NTTAA requiras “all
Federal sgencies and departments to use
technical standards that are developed:
or adopted by voluntery consensus ..
bodies * * * as 4 means to carry out
palicy ohjectives or activities, ‘except
when use of such standards’ s
inconsistent with applicable law or
otherwise impractical.” .

Not all “medical industry arid -
professional standards” would meet the
definition of “technical standards” in
Section 12(d)(4) of the NTTAA
{*“performance-based or design-specific
technical specifications and related
management gystems practices’).
Nevertheless, as indicated above, in
regulatingsmedical use of byproduct .
material, the Commission endorses the
concept in section 12 {a) of the NTTAA,
of "arn; g, whers possible, the .
use of standards developed by privats,

consensus organizations.”

Issue 2: Should NRC Consider Task
Group Reports of the American
e e
alo pprosches for
Achisving Radiatibg Safety?

Gomment, A commentsr pointed out
that, in defining acceptabls approaches
for echisving radiation safety, NRC
should consider the task goup TepOTS
of the AAPM, which are the latest

«Paga 10, NUREG-1614, Vol: 1, “Strategic Plasi,
Fiscal Year 1097-Figcal Yoar 2002",



standards of practice for medical
physicists.

ssponse. The Commission sgress
that AAPM standards of practice for
professionals involved in the use of
certaln byproduct meterial modalitisa
and for t&hm sefety equipment
should be-conaidered as part of NRC's
risk-informed and performunce-based
spproaches to regulating the medical
uss of byproduct material. The
Commission scknowledges that these
snd other standards of practice are often
voluntary sxd, as such, medical
professionals sre not required ta follow
them. Thersfors, whera apprapriate, the
NRC focused part 35 on performance
objactives to bg achieved by licensess
and is allowing lcensess to select
among the varfous ‘ga : L
standards to moet the objective of the
regulation. This provides a licenses
significant flaxibility in designing its
radistion protection program.

For example, in developing ths final
rule for the therapeutic uses.of sealsd
sources, the NRC consulted sevaral
AAPM Radiation Therapy Commlttee
Raports, including: Task Group 40
(Cemprebansive QA JorRadiation
Oncology, 1994); Task Group 56 (Cods
of Practice for Brachytherapy Physics,
1808); Task Group 58 (HD| tment
Delivary Safoty, 1997 Draft); and AAPM
Rzgio:t No. 54 {Steh;obax:tic
Radiosurgery, 19858},

In adé.iiiorg to the AAFM, other
groups and socistisg set professionsl
radiation safety and practios standards
for medical uss. plans to review
;ucl;imdm{:‘flcz paasi&l;&nsa i(n

asveloping regulatory. positions {e.g.
Nationel Council on-Rediation
Protection and Measurements, Health
Physics Sociaty, and Society of Nuclear
Medicinie).

1ssue 3: Does the Existence of
Professional Standards Mean That NRC
Regulation 1s Unnecessary?

Comment. Several commenters
expressad the opinion that NRC
reg:daﬁom were unnaceasary. They
belleve thiat NRC should not make
regulations or Heease conditions out of
industry or professional standsrds,
becauss.that reduces flexibility (i.e.,
regulstione cannot evolve-ss quickly
and easily as professional standards). In
their opinion, NRC should recognize
that thesa standards are implementsd by
other appropriate oversight hodies and
that the existence of professional
standards should signal to the NRC that
regulation s unnecessary, Finally, these
commenters indicated that s mechanism
is mesded to require the NRC to justify
why an implemsnied industry standard
is notacceptable,
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Response. The Commission disagrees
with the comment about professional
standards necessarily replacing NRC's
radiation safety requirements. Many of
the professional standerds are voluntary
in nature, do not bave the force of law,
and may not meet the definition of a
consensus standard under the NTTAA,
Asg such, not all professional standards
are adequata to meet the Commission's
chiactives for the regulation of medical
uss of byproduct material.

The Commission must consider
industry consensus standards before a
“‘government-unique standard” is
promulgated. The process is described
in NRC Management Dirsctive 8.5,
“NRC Perticipation in the Development
and Use of Consensus Standards.”
Further information.on this topic is
available on the NRC's web site,
wiwww.nre.gov/raference, library/
standards program/reference
documents, e.g., Public Law 104-113,
“Mational Technoly ar
Advancement Act of 1995” (NTTAA),
OMB Circular on implementation of the
NTTAA, NRC Annual Standaerds
Reports (listings. of consensus standards
endorsed by NRC).

For example, NRC reviewad the
tachnical litersture to jdentify
consensus standards and protocols that
could be used or referenced.in the rule
and guidance docurment, thersby
avolding promulgation of “govenument-
unique standards” when revising the
MPS, 10 CFR part 35, snd NUREG 1558
{Volume 8}, Part 35, subparts C, F, and
H, describe verious performance
objectives to be achiaved (e.g.,
calibration of survey instruments,
calibration of radiation sources used for
manual brachythsrapy and wsed in
radistion therepy devices, and
sceapiance tasting of trestment planning
computers): A licensse may uss
measuraments provided by ths source
munufactorer 6 by & calibretion
laboratory accredited by the AAPM,
Alternatively, & licenses may select and
implament en sppropriats voluntary
parformance standard from s-published
protocol that-was scceptad by a
nationally recognized body in order to
meet the-performance objectives of these
regulations. This spproach ia coneistant
with the Commission’s goal to develep
regulations thet are more performance-
based. g‘gm Gonﬁmisaig?iﬁbehevasexﬁgh
spproach provides significant flexibility
£§r medical use licensaes to design
radiation protection programe that,
when fully implementsd, msintain
radiation exposures to workars, patients,
and the public to lavels that are as low
a5 are reasonably achievable.
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Dated at Rockville, Maryland, this 27th day
of July, 2000

For the Nucloar Rogulatory Comniission.
Annette L. Vietti-Cook,
Secretary of the Commission,



