
DEPARTMENT OF VETERANS AFFAIRS 
Veterans Health Administration 

National Health Physics Program 
2200 Fort Roots Drive 

North Little Rock, AR 72114 

March 25, 2013 

(b) (6) The Honorable 
Special Counsel 
U.S. Office of Special Counsel (OSC) 
1730 M Street, NW, Suite 300 
Washington, DC 20036-4505 

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

Dear Ms. Lerner: 

In Reply Refer To: 598/115HP/NLR 

I am respon~l questions sent to Department of Veterans Affairs in an 
(b) (6) e-mail from~· OSC, to on January 24, 2013. 

I am enclosing a response to the questions to provide additional details and clarification 
related to the referenced OSC files. I 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, I am enclosing our investigation report 
that was sent to the Chair, National Radiation Safety Committee. This report includes 
our inspection report and record. I am also enclosing a copy of the Nuclear Regulatory 
Commission medical policy statement. 

If you have any questions, please contact 
or you may reach me at 501-257-1571 . 

Sincerely, 

(b) (6) 

(b) (6) 

nal Health Physics Program 

Enclosures: as stated 

., Ph.D., at 501-257-1578, 





Enclosure 1 

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

Re: OSC File Nos. 01-12-0927 & 01-12-1933 

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. 

A LARA 
NHPP 
NRC 
RSO 

As low as is reasonably achievable 
National Health Physics Program 
Nuclear Regulatory Commission 
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 Tc-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 
entitled "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 on November 24, 2004, and by(-- 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 n authorized user and Chief of 
Nuclear Medicine Service) a (Chief Technologist, Nuclear Medicine 
Service) during the NHPP n, 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~ 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 (G)J(9J 
to the staff technologists and copied to 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 April1, 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, to 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 (tDJ<DJ (Chief Nuclear Medicine 
Technologist), ((DJOJJ 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. [(DJ(9J 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, [U)JGJM recollection was 
that all nuclear medicine technologists at that time were present for the 
" run" trainin session which included ~mr 

During the NHPP on-site inspection of May 23-24, 2012, ··-(RSO 
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 (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,. recollection was that the training occurred on 
June 29, 2011, and all nuclear medicine techno! ists worki that were resent 
for the training session. This included 
(b) (6) ., 

During the NHPP on-site inspection of May 23-24, 2012, [ti)J(9. (physician 
authorized user) provided NHPP a copy of an e-mail dated July 7, 2011, that was 
sent by{~ to all nuclear medicine technologists (viz., (b) (6) 
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During the NHPP on-site inspection of May 23-24, 2012, ~(physician 
authorized user) provided NHPP a copy of an e-mail date~mber 23, 2011, that 
was sent by tmJGDI to [IDJG)JI 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, an nuclear medicine techn sts loyed 
at that time were present for the training session, which included 
(b) (6) , an 

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. 

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 committee 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. 

7. 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 Item 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." 

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 

VETERANS AFFAIRS 

Memorandum 

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, I 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 Dis 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 Eisa 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 same 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. 

Gary E. Williams 

Attachments: 5 



Attachment A 

Summary for allegations 

Allegation #1 

~. Chief, Nuclear Medicine, implemented a new clinical procedure for 
~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. 

~. as a physician authorized user on the facility permit for radioactive materials 
anereii'ret 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 Tc-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 radioactive 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 .rmi"C3W mm. continued to require the 
staff to use this unapproved procedure,evenafterheW'aS'advised of the safety 
hazards it posed; 

Findings 

~. as a physician authorized user on the facility permit for radioactive materials 
~f of Nuclear Medicine Service, had the prerogative to determine the methods to 
complete imaging studies. The Tc-99m DTPA aerosol procedure i~ 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 results 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 also 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. Dl-12-0927 and Dl-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----, M.D., an alleger 
identified in the OSC letter, handed to NHPP during an ~ay 22,2012. Dr. 
~oted the issues were previously reported to OSC and did not request to 
remam anonymous. 

c. ·-letter addressed to NHPP ¢tDJ(9J--. Ph.D., Program 
Manager)~8, 2012, and received by facsimile o"ii""MaY3'0, 2012. 

d. 
2012. 

(b)(6) facsimile to NHPP • -) undated and received on June 1, 

e .......... letter addressed to NHPP ~)dated June 3, 2012, and 
receiv-:;~n;yfa~~~:re~m 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 [Q)J®I-· Program Manager) 
observed most of the NRC inspection. 

d. ~M.D., Chair, NRSC, provided NHPP the OSC letter on May 15, 
2012. ~with~ NHPP immediately began planning for a special 
inspection at STVHCS to e~legations and statements in the OSC letter. 

e. During May 23-24, 2012, mGJIIII and··-- (Director, NHPP) 
inspected STVHCS to evaluate allegations and statementS"iri"i''i'e 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 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 prov~nal information to NHPP. The issues they raised 
are identified in paragraph 5b below. 

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 
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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 including 
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 differentVHA permittee completed an audit 
of the SlVHCS 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 SlVHCS 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 Nuclear 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 «DDG) .... M.D.) and the 
Nuclear Medicine Service Chief ¢miG)]--. M.D.) noted efforts were undertaken 
immediately after the exit briefing on Juri'e'2,"2"011, 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. [tDJU). 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, rem• has the prerogative, from the regulatory compliance 
perspective, to determine imaging procedures to be used at STVHCS. 

(3) ttDim. tasked the Chief Nuclear Medicine Technologist «DDCi)JJ} 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, air/oxygen 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) (G)JmJ 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 
tlQIGJJI and rmim noted that they inspected the shield box and found it favorable 
pnor to first use. Both individuals stated that they had previous experience performing 
Tc-99m aerosol studies. In addition, [G)JG)J stated that he had a STVHCS biomedical 
equipment technician check the shield box prior to first use. [t:)J(RJ 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-99m-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~ on November 24, 2004, and later by on June 2, 
20~ormation, NHPP concluded that a written procedure for Tc-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-99m DTPA aerosol procedure in June 2011, •• 
provided orientation training to the nuclear medicine technologists on the use Ofthe 
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, 
'201"1T,'t'he 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, (t9J(g. 
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 and another 
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, ·--~.the on-site radiation safety technician (who 
is currently the Radiation Safe~n 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 committee 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~it 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 Handbook 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~ on June 2, 2011. Furthermore, at the time of the NHPP 
inspection, STVHCShad 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-99m 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 patient is 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 radioactive 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-99m, 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 contacted 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, 
controlled 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. 

(f) 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 tld(d to ... 

(5) Several weeks after the contamination event, on about November 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 aver 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 an information reviewed, NHPP did nat 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 whistleblowers further explained that .mmJIII 
subsequently investigated this incident and prepared a report outlining root causes and 
recommendations." NHPP determined that·-· in his role as the Radiation 
Safety Officer, had prepared a draft report ori"'tfi~ the elevated doses around 
November 10, 2011. ~provided the draft report to various individuals for 
comment; however, S~ined that a root cause analysis team should be 
convened to review the overall contamination event and higher dose results to the two 
workers. 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. 

(ii) 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.) 

(ii) 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 treatment; 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 April1, 2012, was issued to provide additional 
detail on the Tc-99m 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 D TPA aerosol nebulizer treatments will be implemented to limit 
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spreading of contamination to multiple areas. Designation of rooms wifl prevent 
possible contamination in the main hospital hallway and the main treatment area. 
(Implementation: NHPP observed that the new standard operating procedure issued 
April1, 2012, limited use of DTPA to a specified room, Room J205.) 

(c) 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 Tc-99m DTPA aerosol procedure was reinstituted to ensure continuity of 
patient care. 

(9) The OSC letter included a statement that 
November 2011. 

(b)(6) raised issues in early 

(a) NHPP discussed separately with pill and tm'l'fi'ml their understanding of 
a safety conscience work environment an ~e opportu~orkers 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~. the radiation safety office, and other 
staff. NHPP determined STVHCS co~t 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 procedure. 

(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~. who is a 
physician authorized user on the STVHCS permit, did instruct staff toomit't'li'e 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, by~ in letters dated 
May 28, 2012 (received by NHPP on May 30, 2012~ 2012 (received by 
NHPP on June 4, 2012). 

(1) In both letters,~ stated that he was denied access to the NRC 
inspector during the re~site inspection. 

(a) 10CFR19.15states: 

"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~) observed the NRC inspection on May 15,2012. Prior to 
exiting the site, the NRC tnspector 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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(b) (6) (c) During the NRC inspection, was on administrative leave and not 
working on-site at STVHCS. The on-s1te mspect1on occurred from about 6:30a.m. until 
2:00p.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~~~
and discussed this Circumstance 
contact NRC either by telephone or in~~~~ 
retaliation. 

on May 22, 2012, 
reviewed optic ns to 

concerns without fear of 

(e) In a facsimile to NHPP, received June 1, 2012, ~ provided copies of 
two e-mails related to this item. One e-mail was appar~e Radiation Safety 
Officer late in the morning at around 9:55a.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 
2:13p.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 individual 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) ~stated "during the cleaning procedure on September, 2011, all 
three c~f 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) ~ stated that, "there had been no written procedure book recently 
genera~he 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 
b8{;JW 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. 

{c) NHPP identified no specific NRC regulatory requirement for written protocols for 
all diagnostic 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) 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) ~ states that "It is my understanding that the personnel dosimetry 
records~reviewed during the inspection, demonstrated doses in excess of 
1500 mrems to the two Nuclear Medicine Technologists involved in the prolonged spill 
cleanup, certainly I 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 
concep~y 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 (MOP) 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 normal 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. 

(6) 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} 

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

hief Nuclear Medicine Technologist 
Nuclear Medicine Technologist 

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

clear Medicine Technologist, retired 
Accreditation Coordinator 

uclear Medicine Technologist, VA North Texas Health Care System, 
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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, Chief ofimaging (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 nuclear medicine (for timcframe 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: Date: May 17, 2012 

(b) (6) \\\\(l\ \~ 
Date: Approved by: (b) (6) 

Director, NHPP 

Revised January 12,2012 Page 1 of 1 



DEPARTMENT OF 

VETERANS AFFAIRS 

Date: JUN 0 6 2012 

Prom: Director, VHA National Health Physics Program (NHPP) 

Memorandum 

Subj: Radiation Safety Program Inspection and Notice of Violation- Inspection Report 671-12-IOl 

To: 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. In sum 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 communication 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 to 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. I 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 
inspection. 

(b) (6) 

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

Attachment 

, Ph.D., at 501-257-1578, if you have questions about the 

cc: Chair, National Radiation Safety Committee 
Network Director, V£SN 17 (1 ON17) 



NHPP FORM 591 
(3-2012) 

VHA National Health Physics Program 

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 7 400 Merton Minter Boulevard 
42-15881-01 San Antonio, Texas 78229-4404 

3. INSPECTION DATES: 23 -June 6, 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: 

0 1. Based on the inspection findings, no violations were identified. 

0 2. Previous vlolation(s) closed. 

0 3. The violation(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 involving the following requirement(s) and corrective action(s): 

IZl 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-99m rather than the prescribed 10 mi!licuries. As corrective action, 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. 

STATEMENT OF CORRECTIVE ACTIONS 

l hereby state fhat, Within 30 days, the actions described by me to the inspector will be taken to correct the violations identified. This 
statement 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). I understand no further written response to the VHA National Health Physics Program will be 
required, unless specifically requested. 

2012 

NHPP FORM 591 (3-2012) 



VHA National Health Physics Program Inspection Record 

Inspection report number: 671-12-IOl 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: (b) (6) . Radiation Safety Officer (RSO), 210-617-5300, xl4003 

Permit priority: 3 Permit program code: 2120/3610 

Date oflast 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 
( ) Initial 

( ) Unannounced 
( ) Routine 

Next inspection date: May 2013 for core inspection 

(X) Special 

Normal schedule for NHPP core inspection was May 2012; 12-month delay after NRC 
core inspection in May 2012, so 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, II, or III violations (inspection report and NOV issued) 
( ) Follow-up ~ ..... ~...., 

Inspector(s): Date: June 6, 2012 

~ -

Approved: 
(b) (6) 
(b) (6) ' . . Date: ---------------

Revised January 12,2012 (adapted from NRC Inspection Manual Chapter 2800) Pagel ofS 



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, April28, 2011, changedRSO 
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 ofMay 14-15,2009. 

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 
tiles. The special focus of this inspection did not include follow-up on these items, which should 
be reviewed at the next core inspection. 

PART II- 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 
technicia.IL 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 fNSPECTlON 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. 

N'RC 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 CPR 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. NHPP 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 technologists prior to use of 
the equipment for the ventilation study. NHPP determined some leakage of radioactive materials 
had occurred withln 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 stated 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 procedure 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 while 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 
NI-IPP notes, with benefit of a retrospective review, that response to 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 procedure 
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 rnrem deep dose equivalent,< 1500 mrem lens of eye, and< 5000 mrem for skin and 
extremi tics). 

However, annual doses for two individuals were around 1700 rnrem 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 permittee'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 Tc-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 ofthe 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 issues. 

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 

Director 1'
2 

Associate Director and Chair, Radiation Safety Committee 1
•
2
•
3 

M.D., Chief of Staff 1'
2

'
3 

current Radiation Safety Officer (since December 28, 201 I) 2•
3 

Radiation Safety Ofticer (May 1, 2011, through December 27, 2011) 3 

M.D., Physician, Chief, Nuclear Medicine Service, STVHCS 3 

Nuclear Medicine Technologist 3 

Accreditation Coordinator 1
•
2
•
3 

1. lndividual(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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UNITED STATES 
NUCLEAR REGULATORY COMMISSION ,~ 

REGION Ill 
2443 WARRENVILLE ROAD, SUITE 2 10 

LISLE, ILLINOIS 60532·4352 
May 25, 2012 

-~.Director 
~Hea!ih'~'hysics Program (115 HP/NLR) 
Department of Veterans Affairs 
Veterans Health Administration 
2200 Fort Roots Drive 
North Little Rock, AR 72114 

Attachment D 

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

Dear-: 

On May 15, 2012, the U.S. Nuclear Regulatory Commission (NRC) conducted a routine 
inspection at the South 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 personnel, 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 591 M 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 
NRC Public Document Room or from the NRC's Agencywide Documents Access and 
Management System (ADAMS), accessible from the NRC Web site at http://www.nrc.gov/ 
reading-rm/adams.html. 



• (b) (6) -2-

Should you have any questions concerning this inspection or the enclosed report, please contact 
rmJGlll of my staff at (630) 629-9854. 

Docket No.: 03()...34325 
License No.: OS..23853~01VA 
Permit No .• : 42•16881-01 

Enclosure: 
Inspection Report 030·3432~112-016(DNMS) 



NRC 
(10-29111 
10Cfi!.UOI SAFETY INSPECTION REPORT AND COMPLIANCE INSPECTION 

Department of Veterans Affairs 
Under Secretary for Health 
Washington, D.C. 
Location: South Texas VA System, San Antonio, TX 

REPORT NUMBER{S) 2012-016 

030-34325 03-23853-0IVA 

UCENSEE: 

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

15, 2012 

COMMISSION 

The Inspection was an examination of the actlvl11es conducted under your license as they retate to radiation sa ret)' and to compliance with the Nuclear 
Regulatory Commission (NRC) rules and regulations and the conditions of your license. The Inspection consisted of selective examinations of 
procedures Btld representative records, Interviews with personnel, and observations by the lnspector. The inspection findings are as fOllOW$: 

Based on the Inspection findings. no vlolatJons were Identified. 

Previous v1olallon,s) closed. 

The violaUOns(s) , -specifically described lo you by the Inspector as non-cltea violations, ara no1 being dted because lhey.,..-ere self-Identified, 
non-repeOOve. and corrective action was or Is being taken, and lhe remaining wtarla ln the NRC Enron::emenl Pollcy, to exercise 
dlscreUon, were satisfied. 

Non-cited lllola~on(s) were discussed Involving the following requlrament(s): ----

During lhl$ fns~ctlon , cenatn of your activities, &3 described below Slldlor attached, were in violation of RC requirements and aiB being 
clted in accordance with NRC Enforcement Polley. This form Is a NOTICE OF VIOLA TIO , WhiCh may be subject to posUng In accordance 
With 10CFR 19.1 1. 
(Vlolatlons and Corrective AcCJons) 

Statement of Corrective Actions 
I hereby stale that. within 30 days, the actions described by me to the Inspector Will be taken ·to correctlne violations ldenlifled. Tills statement of 
correeUve actions Is made In accordance with the requirements of 10 CFR 2.201 (corrective steps already taken, et~rreouve step5 whlch v.fll be taken, 
date when full compliance Wlll be achieved). I understand that no further written respon&e to NRC will be required, unless spedriC!IIy requested. 

BRANCH CHIEF 

NRC FORM 591M PART 1 (10·2011 ) 



NRC FORM 591 M PART 3 
(1Q-2011) 

U.S. NUCLEAR REGULATORY COMMISSION 

10 CFR 2.201 Docket File Information 
SAFETY INSPECTION REPORT AND COMPLIANCE INSPECTION 

1. LICENSEE/LOCATION INSPECTED; 

Department of Veterans Affairs 
Under Secretary for Health 
Washington, D.C. 
Location: South Texas VA System, San Antonio, TX 

REPORT NUMBER(S) 2012-016 

2. NRC/REGIONAL OFFICE 

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

fiv1 

3. DOCKET NUMBER(S) 4. UCSNSE NUMBER(S) 5. DATE(S) OF INSPECTION 

030-34325 

6, INSPECTION PROCEDURES USED 

87131 

03-23853-01 VA 

7 .INSPECTION FOCUS AREAS 

03.01-03.07 

SUPPLEMENTAL INSPECTION INFORMATION 
1. PROGRAM CODE(S) 

2120/3610 
2. PRIORITY 3. LICENSEE CONTACT 

3 •rmta 
D Main Office Inspection Next Inspection Date: 

[{] Field Office Inspection South Texas VA, San Antonio, TX 

D Temporary Job Site Inspection 

May 15,2012 

4. TELEPHONE NUMBER 

(501) 257-1572 

--------------~-----------------~--------

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 Tc-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 RSO'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~· for research related to diabetes. 

The nuclear medicine program uses Tc-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 (FDG) for PET/CT imaging. The department is 
budgeted for eight nuclear medicine technologists (NMT's) but staffmg losses has the current level at four NMT's and 
one lead NMT. Of these 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 shielding, 
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. 
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NRC FORM 591M PART 2 U.S. NUCLEAR REGULATORY COMMISSION 

~1o.;~~.201 SAFETY INSPECTION REPORT AND COMPLIANCE INSPECTION 

1. LICENSEE/LOCATION INSPECTED: 

Department of Veterans Affairs 
Under Secretary for Health 
Washington, D.C. 

2. NRC/REGIONAL OFFICE 

Region III 

Location: South Texas VA System, San Antonio, TX 

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

REPORT NUMBER(S) 20 }2-0 16 
3. DOCKET NUMBER($) 4. LICENSE NUMBER(S) 5. OATE(S) OF INSPECTION 

030-34325 03-23853-01 VA 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. All 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. 
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Please identi~\' the type of agency wrong doing that you arc ~llcging 
Suhstuntinl and spc:citit: dnngcr to puhlit: safety 

i•lcuse describe the agency \\'s·ong doing that you u re disclosing 

Attachment E 

[ tu11 c:unc\.!rncJ \Vtth mdiom.:lhc sali::t>· procedures inlht! Nuc.lenr Medicine, fmaging Service. Audit.: 
Murphy Mctlkill (.'~ntcr. I um alleging that rndiatio'n ~xposures are nol maintained ns hm as 
reasonably achkvabk. Rathcl·.cxposun!s un: n satety hazard. Therdon.:. I am reporting speci!il: sal'et: 
nudcnr mc:didm: issul!s ::tt t\ut.!k Murph~ VA Medical llospitnl. Nuclear i'vtedicine. 

Speci tic item;;: 

i. Late this year. the1·e \vas a recenl incident i nvoh ing radioacti\·e contamination of the hall\\ a) lloor 
udjact:Ht to th~: hot lahratnr) in Nuclear Medicine. Th~ hallway is on the second floor of the /\udk 
Murphy VA llospital \Vht:rc employees. patients and visilors have access. 

2. There were three recenl incit.l.:nts in>.ohing the administrations of a diagnostic quantity of l< 

radiophnrmncetnieal that was performed incorrectly. lll. in ~.:rror. resulting \11 unnc~..:essury patient 
cxposun: l~ading to :->eriou::; :mt\:r~ haz:.mk 

3. Several clinkal rmcedures altered or DC\\ loth~: "luclt:ar \kdicinc clinic ha-ve been implemented 
withoLtt tile nppwval urtht: R;tdiation Salety Committt.•c. Hicse m:w procedures are not scicnl.iflcall:_, 
sound and may enliSt: um1cccssmy 1·adiation cxposw·;: lO patienls and VA cmployces leading to sakry 
hazards . 

..+.The: Chic I' ~11· Nw.:kar \-kdit:ine has bc-.:n provided \\lth rcpcat~d cxplanati,ms \vith sdcmitk data 
on th~s..: inad..:qualL' nuckar medicine procedures regarding unncccssat) mdiation exposures. These 
concerns hav..: bc.:n ignored and stui'f ha\ e bccu actualt~ mder<!d tn lb!lt)\\. these alleged fll'ttt·th::!s. 
Our lluckar m~didn0 technologist are not plcaxcd with the new impl:cmcnlcd proeedurt:s. 

[am alleging thnt the following ;;Latules anJ VHA Handbook mny have been violated: I[) Cf.R 
Ch<LpltT 1: 21 CTR 36l.l: .J-0 CFR Pan 261; 10 CFR Part 61. Suhp<.trl !: El'A 520' 1-89-003: 29 CTR 
1910.1096: ancl42 CfR Part 493. VllA llandbook 1100.19. 
And VHA facilities. bused on f)ub. L 93-431{. 

Otbt·r Ad ions You Arc Taking On Yo1.1r Disclosun~: inspector Genc1·al of ucpat·tment I agenc~
inv()lvetl 

Other i\ctions You Arc Tuking On Your Disclostn·c: Inspector Gencnt! of dep<wtment I l~gene;. 
involved Date 

Other Adi(HlS You Arc Taking On YoUJ' i)isciosun:: Other oftice of department I agl'ncy 
involved 

Other Actions You An! Taking On You1· Disclosure: Other offict> of dcpm·tment I ngcm::, 
involscd lhtc 

Other :\dions Ytm Arc 'l'<lking On Vour· Disdosul-c: Otber office of department I a~cm:y 
involved Text 

Othet· Actions You ,\1-c T1\king On Your nisclosure: l)ep:trtment of .lusti~:e 
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May 28,2012 

rmJl3W ...... Ph.D. 
~~ 
VHA National Health Physics Program (115HP/NLR) 
2200 Fort Roots Dr 
North Uttle Rock, AR 72114 

[SUBJECT : NHPP INVESTIGATION ON RADIATION SAFETY VIOLATION] 

Dear·-· 

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

Let me first clarify two items as I 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 practicatly all of Its clinical 
applications involve use of radioisotopes or radiation. So. any wrong clinical 
procedures are prone to affect the radiation safety. Multlpte violation of rules, 
regulations and laws of clinical procedures are directly related to radiation safety 
violation of rules, regulations and laws set by the VA, NHPP, NAC or other regulatory 
bodies. Hence, It is generally difficult to separate Clinical Violation (malpractice) 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 multiple 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 evidence 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 evil intent wUI be 
inferred. If a defendant is grossly and wantonry reckless in exposing others to 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. 

141 0 0.3 

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 radioactive 
materials. The radioactive materials are used on them by the approved users 
(Nuclear Medicine Physician, 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, I am 
now concerned 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, I have submitted to you a copy of my four (4) written 

gati0ns1orwhlch 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 radlopharmaceuticals and the attempted cover 
up by not Informing the Radiation Safety Office (RSO) or Medical Radioisotope and 
Radiation 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 ALAAA principles and thereby the VACO, 
NHPP, NRC and other regulatory bodies' rules, regulations and the laws of the land. 

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

1. I was appalled that I was denied access to the NRC Inspector during the recent 
inspection, 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: Copies of my e-mail communication with the agency requesting for a meeting 
with the inspectors that went without any response.] 

2. During the cleaning procedure 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 1 o 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. I witnessed and requested the 
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Chief Technologist to stop it. He ignored by saying, "I have my Chief's 111-
order; let 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.) 

~004 

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 ·-
as Chief of Nuclear Medicine Service) and the RSO ·-· about~ 
back, when every procedure written new and/or review~d separately with 
dates. The ventilation study with radio-aerosol was not one of them. In fact, aerosol 
study had never been performed before, in STVHCS Nuclear Medicine department 

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

4. The very first statement of the ALA.RA 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 specific regulatory requirement for patient radiation 
safety. 1 o CFR 35 contain prescriptive requirements for notification and Investigation 
of a patient's radiation exposure when it was not consistent with the intent of the 
procedure or practitioner. The medical event reporting requirement concerns itsetf 
with patient radiation safety and not worker safety. An additional requirement in 1 o 
CFR 35 requires a licensee to have written procedures to Insure that the radiation 
dose received by a patient is consistent with the intent Of the procedure or 
practitioner. In the alleged unapproved AEROSOL. ventilation study, 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. 

[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 1600 mrems to the two 
Nuclear Medicine Technologists Involved In the prolonged spill cleanup. Certainly, I 
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. I 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. I respectfully disagree with lrmrml' assertion that the ALARA concept is only for 
the employees or workers w racr.atrOn and radioactive 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. 

[Proof: As I am sure you are aware that the American College of Radiology continues to 
expend considerable effort to educate the public and physicians 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 mlsadministration without reporting to the RSO or MAACC. 

[Proof: I have testified to you that I 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, I am sending this document directty to you by e-mail with copies to the 
individuals mentioned herein. Please do not hesitate to call me and e-mail me, if you 
have any further questions or instructions. 

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

-~---MD, FACNP, FACNM 
"'"r''resso~ogy 
University of Texas Health Science Center 
San Antonio, TX 
Formerly: Chief of Nuclear Medicine 
South Texas Veterans Health Care System 
San Antonio, TX 

Contact Information: 
Mailing address: 

E-mail··· ·. · ··. :· .... 
Cell ph~ne: illllllllllll. 
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CC: Mr~, Director, NHPP 
Th~w Group (TELG) 
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Subject: Patient Care 

From: ~UJQJ -·' To: mg_ 
Cc: (GlW 

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

(b) (6 

As you recaU, 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, l 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 vecy 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 hut 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 
minutes, to bring the matter to your notice for advice? As I have said earlier. 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. 

mlfll-. M.D.,FACNP,FACNM 

~n= • 
Of-.c.mrse. l (b) (6) k!ltt.71 ;fh .t;u,tje.d- rnaitlJY ~ OU.Y c/lsc_assiu" {.M)); 1-/1L.yJ 
~ q' "r>adio-tWUJso{ ~ vin/.iil::tm f ~ruii~. · s~f~ij . 1 ~ ~ Jv'eulk>'> Jo 
>~ :fJuJ:, I c,= ne~ r 'f-l'f/tl CU11J. aj,.ptt.T l1l£Ai/- <rn 1/J;, ISS u.e... mJI). 
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'GIWIIIIIII _______________________________________ _ 
To: 
Cc: -Subject: 

·~~~ 
As you lmow, in our clinic, the use of 99mTc-Aerosol has become a problem. The way we perform the studies, Its use in 
lung ventilation study In our clinic does not help us clinically. It confuses the reader and radiates people within the 
department unnecessarily. For example, when you use 30- as mCi for the patient1 the patient sets less than 1 mCl and 
potentially the atmosphere and we receive. much more than that The scan becomes simply unreadable and our 
environment becomes unsafe. The technologists and I have brousht thls maher to your attention several times but 
without any result. On several occasions, I ha~ to read the perfusion scans simply by Ignoring the ventrlatlon scan. It Is 
not a good clinical practice. 

I hereby request you to stop the Aerosol procedure in our department until Its safe "use Is establlshed. Also, from now 
on, It may be unwise for me to prescribe and/or read any Aerosol study, until ItS safe use Is established within our clinic:. 

Thank you for your attention in this matter. 

··-· M.D., FACNP, FACNM 
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From: 
To: 
Sent: 
Subject: 

Y~ur messaee 

i'NiimK;~~22, 2011 5;57 PM 
of 99mTc-Aerosol 

of 99mTc-Aerosol 
2911 18:25 AM 

was read on 11/22/2011 5:57 PM. 

® 
----· ------

fa!004 
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Subject: Will be further late 

From: b) (6) 

b (6) To: ·-

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

-1 

Please tell mother, I will be further late due to another radioactive spHJage in the~- Chief Tech and a Tech are surveying. I 
have some contaminatio11 under my shoes from the floor. It is reading more than the acceptable leveL I don't know what is happening with 
these new managers. Don't wony, I will be home soon. I tried to call home by telephone, but there was no answer. 

Love. 

• 
··~ 

~ 

6/l/12 2:5 
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From: 
Sent: 
To: 
Cc: 
Subject: 
Attachments: 

I believe the latest draft is what has been discussed. I will attach tt here to be certain It Is the current one. Or. 
mP•Ptil~" as well as the three other technologists invol~ed due to his presence dUrlng the 

~----~----~~ 

If there is more data available, especially data that defines the spill more completely, please forward it to-~ and 
myself. 

rjesw 

-~ MSEd, USN, RET . 
Rad~ Officer/Laser Safety Officer 
VA Radiation Safety Offi~:;e (007R) 
Room H-214 
Phone 14003; Page 203-5427 

(b)(6) 

,l 
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My fl.rst knowledge of this event was fro~ a phone call I received from a VA staff member 
around eight o'clock the evening of20 September. This staff member ~oti:fied me of a 
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,·-· and RSO 
--I was told b~ll{il the situation was under control and"i'need not come in. The 
circumstances of the ac~~ are as follows in a verbatim statement by[GJJG)JI · · 

"Ms. tmr-- was checking in a package of rf!!dlophar~aceutical from 
Cardma ealt'h""in""ro J204 for a emergent lung soan from ED.-.As·sb~ was surveying 

·the package from one meter away, Mr~ walked lo-wlth a bag of radioactive 
waste from prior lung scan performed ~ rmimJIII·IJit.~s bringing In the 
radioactive waste to survey (and tog in) the decay in ~ar Jor decay In room 
J204. The Items included were a nebulizer, tubing, mouthpiece and other accessories 
utilized for the _lung sa!ln. . ::·.~. ·; · ·· :·.. .. 
~ then moved the package to the other· end of the room on the·.c;:ounter next 
~ due In part as the survey mete~\iva$ datacHr;tg hfgh fevels of r~d~~tlon 
thought to be due to the radioactive waste. p;s· she.-Qr9ceedea·to perform the ~utvey 

ain she was still detecting high revels on 1he sur9i?Y.~mt~t9r from one meter·away. Ms. 
to her credit realized that t~ere were somethli!GLamiss and at this time Ms. 

entered J204. · ·.· :: 
decided to survey, themselves and realiz~d that their feet were . 

contaminated--- began .a ciuick·slu:v.ey of the floor,~i'J!;I ·noticed that the floor 
in the hot lab was c~ted. · · .. ·. ·.. ·. 
About thfs time I wenfto the hot lab room ·.J204 to checlfon thE!.status of the dose for the 
ED patient. This was art)u~~~ 1630 hrs on 20 Sept 2011 . As I entered the hot lab, I was 
informed that there was radiQilctlve contamination detected on the floor of the hot lab. 
After donning shoe'covers, I su"<eyed using t~e survey meter to check the ·noor of the 
door to room J204.f(o4nd it tt:tQe c:ontaminated.:As I continued my survey, the 
contamination trail lad frOm . . room J206. I informed ever}ione inside the 
hot lab that we. had radi0$6Qveeb 'lrl the hallway and needed to be careful so 
as not_to track. It throl.lghot1ftbetsectlon. ·· · 

d
llnfortn;ed '"' cti\t a~dtattlft' JM ~h1 at we wedoudld needh to ts

1
urveyh rookmf J206 to 

etec ,or re roa e cou m na · r.t·,an proce e to t e ho ab c ec or 
rontamlnatlon as well. To ·aur dismay, both rooms were found to be contaminated. This 
was around 1700 hours. · 
1 informed :Chief Nuclear Medicine of the contamination. I then called and 
notified Safety Officer at approximately 1703 hours. I informed 
him of and gave him a bri~f synopsis of what had 
transpired. . .. 
I surmised that the.; plastic bag that comas with the aerosol ventilation kit might have . 
been ripped and or punctured and could have leaked the remaining Technetium 99m 
DTPA in the nebulizer causing the contamination. I informed him that we would 
document the results of the initial survey and swipe for contamination. We would then 
proceed to clean up the spill as best we could, take a post clean up survey and swlp~. 
cover up the contaminated area and inform him in the morning. He agreed with my 
assessment and Will plan to follow up in the morning of 21 Sept 2011. 
Ms. [ij)IG)J •..-: and myself began a through survey and swipe of the areas in 
quest1on and"Covereaup the contaminated areas with absorbent pads to minimize 
.further contamination and annotated the readings of the areas. In total, we identified 30 

1 

141 007 
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areas of contamination with readings a.s highs as 30mr/hr and swipe results as high as 2 
Million counts. 
We"began a meticulous clean up of the radioactive spill utilizing the m~terlals contained 
in the spill kit. Finally after almost 5 hours of clean up we once again surveyed and 
swiped the areas of contamination. The highest reading were about 2mrlhr and we 
covered up the hallway and rooms J204 and J206 utilizing the large absorbent pads .. 
The cleaning materials, such as paper towe~s, absorbent pads, sanl-wlpes and gloves 
were disposed of as radioactive waste and logged into the decay in storage binder. The 
hallway was cordoned off by VA Pollee." 

Futther 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. di~covered 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 records.):eveals. some areas of concern: . . . 

• The radiation l~vels are not reported correctly and do ~ot reflect llie distance fTom the 
source making accurate reconstruction of this. event unlikely. 

,' "" 

• Pe!Sonnel were working iQ. an uncharacterized radiation area for an extended period 
without mollitoring indicating a lack of familiarity with the principles of ALARA. 
Neither the workers nor superviso~:.aPP,.eared to be aware of. the ambient radiation levels 
in the spill area. ., .. ··. :· .. :· , 

·~,>. . ... ";. :- .. .. "'"" -\ "'"" 
• Of the two work era involved in the cl~-up effort}one.reccil.ved an exposure of . 

approximately 3500 mR arxd the otherapp;oximately:':fsOO mR of exposure. The average 
~expos~ for a nuclear medicine ~Qrker is leslfthan 100 mR .. This was an 
extraordinary exposure event. ., 

::·.';. •' . ~ ... 
• The radiation safety offic~ foimd are!J,s of the 'spill that were not covered until the next 

day. · ·" · · · · 

• Li~uid radioactf~~·.#1~erial- sppuld not have been transported through hallways in a non
secure container risking a spiil of this nat~re. 

Root Causes of the high expostire to two employees: 

• hnproper nse of the radiation detection equipment indicates a lack of operator training 
a\id supervisory experience. 

• Personnel unnecessarily exposed by working in an undefined radiation area indicate a 
lack of understanding of A LARA principles a~d a lack of supervisory training. · 

• Undiscovered areas of contamination after declaring the scene under: control indicate a 
lack of thorough radiological control and inadequate supervisory ~xperience and training. 

• Radiation Safety Handbook d~es not adequately addre$s 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 priqr 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 f\LARA principles. 

3. Supervisory staff should be trained in ~er radiologicel~n~lprocedures with regard 
to spills and the handling of radioactive materials. .:t::;, · :.· : 

'· ,.~~~k~i?~\ .. ·~ . ', ~ 
4. Radiation Safety should revise spill proce4ur~li· m the bdiation Sai'etylia;ndbook to 

reflect ALARA principles and graded apfil ®Ponse. ":·.::::· ... ... .; ..... *.,..... ;: • • ..... . 
":''"' ';._~:.~,.. : M '. ._~;; < 

v' 5. The lung scan· procedure central to this event sb:OYl'QJ?~N~ew¢ by Radiati~n Safety, 
Nuclear Medicine staff and supervisors with the 'in~ti9n to properly plan the 
implementation of this procedure with a revised protoii9~·:.!:hat provides adequate process 
and functional controls for protectio:t~.9f.t4e public, patien~· ~~worker. 

. . 
6. Waste handling in Nuclear Medicine should ~e J:eviewed by Radiation Safety and 

Nuclear Medicine to. ~st~blish process and; fun·ctional controls designed prevent further 
loss of control eve!ftS":rmd s~read of Mnt~ination. . 

v· 7. · Nuclear Medic in~ policies shbuld be amended to provide Radiation Safety with 
notification any tmi~ n~w prQ~dures or protocols are: initiated to include changes in route 
of adminislrtltion. isotopes wed; rrl~.':Qf)!St, chemical forql of isotope, or ;my other 
substantial change jn tltb . .iqutine prociedrires used at this facility. Radiation Safety is not 
to approve or disapprove tlie:bona fide use of radioactive material but evaluate the: safe 

.·· ·· handling of the materlal durltig:~d after its use. 
•• • > { • ,' 

Proposed Plan of Actiqn and Milestones: 
' . . ' 

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 speciflcally including 
Nuclear Medicine superVisors and staff. The addendum will be immediately issued upon 
approval by electronic.vote and incorporated in the new issue ofthe handbook on itR anniversary. 
Suspense date will be 2.5 November; 2011. 

A working group ofNuclear Medicine Technologists and Radiation Safety Staff will be 
a&sembled with the charge of producing a protocol for safe operations during and after the lWlg 
study at issue (DTPA aerosol ventilation). The ChiefNuclea.r 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. 

® 
3 
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The Chief Nuclear Medicine Technologist will make himself available for r~ftesher training in 
the principles of ALARA, spilt recovery, use of detl!'ction equipment and reporting of re&ults. 
This training can be condu~ted in concert with the. Nuclear Medicine Staff under the auspices of 
the R.B.diation Safety Office dttting a gene~al training session. Suspense date will be 25 
November, 2011. 

Waste hamliing in Nuclear Medicine should be reviewed by Radiation Safety and Nuclear 
Medicine staff within the same working group establi,shed to create the lung study to establish 
process a11d functional controls designed prevent further loss of control.~vents and spread of 
contamination through inappropriate waste handling. A working docum6rit.has been created by 
the RSO to serve as a point of reference for the discussion. A w~st~:·~andHng policy will be 
generated by the RSO for review and comment by 25 Novemt>ei(~011; 

. • . : ·:· :j . . ·-· ::·~ .. , . 

../ Nuclear Medicine policies should be amended to provide.~di~tion Safety. With potification any 
time new procedures or protocols aCe initiated to inclu~b-cbanges in route of'·a®,:Uniatration, 
isotopes used; sites of use, chemical form ofisotop~:C!,r any oth.~r substantial chailg'? . .41-the 
routine procedures used at this facility. This may1:ie:p~sented ~!l;an SOP from e!t\i~lhe RSO or 
Nuclear Medicine. Suspense date will be 25 November: 2011/: · · 

·~ , "",.. ' .. ~. 

',•, > 
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U.s. OFFICE OF SPECIAL COUNSEL 
1730 l'rl Strett, N.W.., Suite llll 
Wuhhtt:ln!l, D.C. 2003f,...S05 

l0:Z-25oh.l600 

May 2, 2012 

--~ ;:;:~oyment Law Group 
888 17Ui Street, NW, Suite 900 
Washington, DC 20006-3307 

Re: QSC File No. DI·12-0227 Dear·-
The Office of Special Counsel (OSC) has completed Its zeView ofthe information you 

~ferred to the Disclosure Unit. You alleged that employees at the Department ofVeterans 
Affairs (VA), South Texas Veterans Health Care System (STVHCS), Audie L. Muxphy 
Memorial VA Hospital (Hospital), San Antonio, Texas. have engaged in conduct that may 
constitute a violation of law, rulet or regulation, gross mismanagement, and a' substantial and 
specific danger to public health and safety. 

OSC is authorized by Jaw to refer protected disclosures to the 'involved agency for an 
investigation and report. Disclosures OSC ll)ay refer for investigation must include information 
that estabUshes a substantial likelihood of a violation of law, rule, or regulation, gross 
mismanagement, a gross waste of funds, an abuse ofauthority, or a substantial and specific 
danser 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 foHow required 
radiation safety procedures and implemente~ unapproved and lJ\1lsafe clinical procedures that 
have resulted in unnecessary radiation exposure to patients and sta:tf. Specifically, you alleged 
that: · 

• -·· Chi~f. Nuclear Medicine. implemented a new clinical procedure 
.~n atiOfl studies without obtaining approval from the Hospital's 
Radiation Safety Committee or provi~ing training to Clinic staff. in violation of 
VA rules and federal regulations; · 

• In September 2011, an incident of radioactive contamination of the hallway 
adjacent to rhe Nuclear Medicine laboratory, and improper cJean~up ofthe area, 
resulted from the use of this unapproved procedure and caused excessive radiation 
exposure l? ~o Clinic staff members. :!IB con~inued to require the staff :o 
usc this unapproved procedure, even a e was advtsed of the safety hazards 1t 
posed; and 
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• Nuclear Medicine Clinic managet:ncnt bas failed to report incidents involving 
errors in the administration ofradiopharmaceuticals to patients n:sulting in 
unnecess&ry radiation exposure, as required by VA ru~es. 

. Based on thjs information, OSC has concluded that there is a substantial likelihood that the 
information you provided discloses a yiolation of Jaw. rule, or regulation, gross mismanagement, 
. and a substantial and specific danau to public health and safety. Accordingly. we are referring 
this infonnation to the Secretary of Veterans Affairs for an investiption and report under 
·5 U.S.C. §1213. Withyaureonsent, we identified you as the source ofthe information so that 
agency officials may contact you. A..bo, with your consent, we transmitted your allegations with 
disclosures made by - · 

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 tbe President and th~ appropriate congressional oversight committees, and will be maintained 
by OSC in a public file. We cmphuize that until tb~ agency's final report is forwarded to the 
PJesident and Congress, this remains an open matter under inve!tigation. Thus, we request that 
all infotmation and CQrrespondenc~ related to this m~er 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 

Fmm: (b) (6) ' : 

To: (b) (6) ; 

Cc: b) (6) 

Bee~ )(6) 

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

Dear Radiation Safety Personnels, 

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

My cell phone# is~ 

Thank you. 

Q(Q-MD,FACNP,FACNM 

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

Ulqt;trU:S.Ill~p .UlaU.JillllUU.WJWUI:U'WWJC,IJ l.llll.IU= I IJAX\!UYI 
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Subject: Appointment with the NSPP & NRC lnspeclofs 

From: ~iii• l) 

To: IU)Ilg -Cc: b) ( ) 

Bee: b) (6 : 

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

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

With a copy of this request to.-.. I am also requesting her to grant my access to the fa~!e. 
Please let me know the time and place of our meeting by return e-mail and also by my telephone~ 

Thank you. 

(ID{QJ- MD, FACNP, FACNM 

Formerly, Chief ofNuclear Medicine, S1VHCS 
San Antonio, TX 

® 

6'1/122:1 
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I. 
t~ 4t 50\- ':2-5 7- \5 7'i 

(b) (6) M:l>. 
T.d.41 1-\0-31.,1-b~~lt 

G.J - 04 - 12A '! 1 ·?'1 '"'C.' D ' • ._ K V ~ 
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rml'l3W--, Ph.D. 
~~-VHA 
National Health Physics Program 
115HP/NLR 
2200 Fort Roots Drive 
North Uttle Rock, AR 72114 

6-3-12 

[The Facts of Unauthorized Use of RadiowAerosol for Clinical Studies in STVHCS 
Nuclear Medicine Department and Violation o1 Radiation Safety & ALARA Principle] 

Dear·-· 

ill 002 

Recently, I have faxed Y9U 13 pages of documents as some added supporting evidence 
for your investigation. Due to an urgent piece of business, at that time, I requested you 
to allow me a couple of days to send you the captions for those pages. Beside this 
letter, I have added another page as P-14. 

In or around May 2011, without meeting any required official approval, suddenly the 
cllnfcaf use of 99m-Tc-DTPA Aerosol was started within the STVHCS Nuclear Medicine 
department. I thought; the Chief o1 the Nuclear Medicine Section, Dr. ~or Chief 
of the Imaging Service, Dr~~ had obtained the proper ~on 
before implementing the st~me within our department. 

After seeing the procedure being done unscientifically and hearing complaints from the 
technologists that they were not trained on the procedure and there was no locally 
written approved procedure guidelines, I became very concerned. All of us noticed that 
there were considerable amount of leakage from the system and contamination with 
radioactivity all over the place. I 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 I 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. (G)J(i)ll and l.lil.llllifl 
continued to Ignore us. 

I sent several e-mails to the supervisors (see page 1 thru 3) without any result. Since, I 
would not prescribe any Radio-Aerosol, ~would adamantly prescribe it himself 
on every case, but as Chief of the Secti~uld order me to read the scans and 
report it in the CPRS. Stnce, these were unlnterpretable, I would annotate so in the 
CPRS and report on the perfusion study only. 
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In the mean time several spillage and contaminations would continue. Besides the one 
in September, 2011, I remembered another major one on January 4. 2012 (sea 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. I was the only clinician who observed 
most of the event thoroughly. Yet, I 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. Thera was a 
"Proposed Plan of Action and Milestone" (see page 6 thru 9). What happened to that 
report? This report gives lots of clue. 

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

Flnallyt regarding new use of any radiopharmaceutical or any device within the Nuclear 
Medicine departmentt there has been a clear Directive/Recommendation from the VA 
Central Office (see page 14, now Included). I will be waiting 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,-~ has promised to 
send me a copy of your report upon completion of your tnvaSiigiti'On. Please send it to 
my following address. 

Thank you. 

(b) (6) . 
, FACNM 

cc·--rmm.l 'The~~w Group 
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11. CLINICAL PROTOCOLS (NRCtrJC REQUIREMENT~ 

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

Recommendations: 
• Protocols must be written for each proceclure performed by the laboratory, ~ep_ if 

infrequent or newly implemented. Protocols must be updated, as needed, to 
ooiif'orin to-current ~ctice· standards. --w--0 • _, • - • 0 .. "' o ., 

• Protocqls must_~ s~ific f~r t!}c J'&!!jcular laboratory and equipment inventory 
i.e. specifically written for .£!!!211 ganuna. camera. Copied 04textbook" and/or 

' aeneric protocols are no~ acceptable. . ·, I • ' . ·- . ' 

• Revisions should include stql-by-step detail ( .. cookbookn style) to include both 
image acquisition and proceaing specific for the equipment in that laboratory. 

'. -): • At a minimum. protocols should include the following sections: 
)> Indicationslcontraindicotions for the study 
> Patient prepN'Btion. 
)> RadiophiQ'111aceuticat,. desired dose (or range) Wld route ofadministmtion 
> Dosimetry 
)> Acquisition parameters,. including collimator/s 
~ P.m~g~andd~p~y 

· . ·• . Protocols mll5t be:; reviewed at least every 3 years and this "approval'• should be 
documented ~~-~~!l~~te .~ ~e Nuclear Medicine Chief m· clcsignct~ on 
~b.P-JO.tOCOL .. 

• Appropriateness criteria need to be clearly written for each study and an 
appropriateness screen must be performed on aU studies before they are 
performed. 

~te : the. t).;troVe ~m~.,.f co;m.e frorti ~ ~e.J- of 
'*vA-C.'o ·Nu.cJ~o.}' ~~\ ne ]iv-ec..to-r in .20\0 ... 11. 

In ST VHC~ > 4t hoJJ been olsa a. re.~ttmerJ .. -fot' 
e.uh r.ew· pro-ced.ure ta Ynut' 1h.L "R,s .. o. ~~p-toV~. 
No s u.c.h ~me rJ- WDJ. o.,volLo..b le .. 
~+ txr•'J, su.ch ~me.-4-- 6/Vl Pl.oti.U.C.£>d. a.ur'm* rut .X 
I\1\YtSftBo't.m- > ~ £U.Lih-enUdv shsul4 be t.ha.He»rJ.. 

®' 





Enclosure 3 

UNITED STATES NUCLEAR REGULATORY COMMISSION 
RULES and REGULATIONS 

Tm.E 10, CHAPTER 1. CODE OF FEDERAL REGULAnONS-ENERGY 

es FFI47854 
Publlahed 1113100 
Effective 1113100 

10CFR CH.I 

Medical Use of Byproduct Material; 
Polley S~tement, Revision 
AGENCY: Nuclear Regulatory 
Commission. 
ACTION: Final policy statement; revision. 

SUMMARY: The Nuclear Regulatory 
Commisslou (NRC) is revising its 1979 
policy Jtatentent on the ntedlCal use of 
byproduct material. These revisions are 
one component of the Commission's 
overall program for revising ita 
:e~tc:u:y framework for medical use, 
inCluding its ~ations that govern the 
medical use of reduct material. The 
overall goal& of is program ere to focus 
NRC r&IIUlation of medical use on those 
medicaf procedures that pose the 

COMMISSION NOTICES 
POLICY STATEMENTS 

MEDICAL USES 

highest risk end to structure its 
reSulations to be risk·infonned a:nd 
more perfonnance·hased, consistent 
with NRC's .. Strategic Plan for Fiscal 
Year 199i'·Fiscal Year 2002." The policy 
informs NRC licensees, other Federal 
and State agencies, and the public of the 
Commission's general intentions in 
reSulating the medical use of byproduct 
material. 
EFFECTIVE DATE: August 3, 2000. 
FOR FURTHER INFORMATION CONTACT: 
Thomas Young, Office ofNuclear 
Material Safety and Safeguards, Nuclear 
Regulatory Commission, Washington, 
DC 20555-0001, telephone (301} 415-
5795, E·Mail: tfy@nrc.gov or Marjorie U. 
Rothschild, Office of the General 
Counsel, Nuclear Regulatory 
Commission, Washington, DC, 20555-
0001, telephone (301} 415-1633, E-Mail: 
muz@nrc.gov. 
SUPPLEMENTARY INFORMATION: 

1. Background 
In 1979, the NRC published a policy 

statement, ''Regulation of the Medical 
Uses of Radioisotopes," {44 FR 8242, 
Fehruaty 9, 1979) in which it informed 
NRC licensees. other Federal and State 
agencies, end the public of the 
Commission's general intention in 
regulating the medical use of byproduct 
material. Specifically, 

PS·MU-1 

1. The NRC will continue to regulation 
the medical uses of radloisoto~ u 
necessary to provlds for the Hdiation 
safety of workm md the general publ 

2. '!'he NRC will regulate the tadiation 
safety of patients when~ justified by the 
risk to patients and whera voluntary 
standards, or eompllam:e with thest 
standards, are i.nadsqll4te. 

3. The NRC will m.lnimize intrusteD 
into medical judgmants affecting 
patients and into other areas 
traditionally eonside.red to be a part of 
the practice of medic!De. 

NRC activities in the medical area, 
such as promulgation of regulations and 
development of regulatmy guiduca, u 
well as cooperative relationships witt 
other Fedeial ageucies, have ~en 
guided by thil policy. 

On August 6, 1997 (6:1. FR 42219-
42220}, NRC published a document in 
the Federal Ilegister, "Medical Un ol 
Byproduct Material: lfsuea md Request 
for Public Input," describing NRC'a 
detailed, four-year examinatiOn of tha 
iunes &u.rrounding its medical uee 
program. This process ata.rted with 11 
1993 mtemal senior management 
reView: continued with a 1996 
indepmden.t external recview by th.e 
National Academy of Scl.ences' (NAS) 
Institute of Medicine (10M}; and 
culminated in NRC's Strategic 



Assessment and Rebaselining Project 
(SA). Since that Federal Register 
document was issued, NRC conducted 
an exhaustive and public review of the 
medical use program. Specifically, in 
1997 and 199&, NRC's current and 
future role in regulating the medical use 
of byproduct material was discussed at 
meetings of the Advisory Committee on 
Medical Uses ofR.adio!sotopes t 
(ACMUI) and the Organization of 
Asreement States COAS). and With 
various professional tocleties and 
govemment agencies. Dlll'ing this 
period, the NRC staff also presented fo'IU' 
alten:utt!ve propos•d revised versions of 
thft 1979 Medical Policy Statament 
(MPS) to paxticlpmu at NRC spODIOlftd 
worbhops and public meetings. These 
worbhops and public meetings also 
included di!cussions on the major areas 
that were baing considered for revision 
in 10 CFR Part 35, "Medical Use of 
Byproduct Material." 

On August 13, 1998 (63 FR 43580}, a 
proposed reviaian to the MPS was 
published in the Federal Register for a 
90 day public. comment period. This 
comment period Wll$labn' mended so 
days, to Il$cembet 16, 1998, (63 FR 
64329; November 23, 1998) to allow 
additional time for public, stakeholder, 
and State commenu; In addition, to 
allow for wide participation in the 
process, 'NRC discussed the ptoposed 
revision of the MPS with interested 
individuals and organizations at 3 
public meetings dl.U"ing the coxn.men.t 
period (San Francisco, Califomia, on 
August 19 and zo. 1998: Kansas City. 
Mi&&ourl, on September 16 and 17, 
1998; and Rockvllle, Ma.rylaud, on 
October 21 and 22, 1998). 
. NRC received 42 specific comments 
on the proposed MPS from various 
organizations and individuals. These 
comments were extracted from the 
transcripts of the 3 public meetings and 
the 10 written comment letters 
submitted ln response to the Federal 
Register document. Additional details 
about the commeuu are ptevided in 
Section IV, "Discussion of Public 
Comments.'' These comments were 
similar to the comments that were 
discussed in the August 13, 1998 (63 FR 
43582-43583), Federal Register. Based 
on NRC's consideration of all the 
comments, no changea to the proposed 
MPS ere being made. (See· the final 
statements that appear in Section n. 
below.) 

'The ACMU! ad11lns the Comminion on 
regulating and lli:enslng usas o£ radionuclides I.e 
medicine. 

POLICY STATEMENTS 

n. Statement of General Policy 

This NRC policy statement informs 
NRC licensees, other Federal and State 
agencies, md the public of the 
Co.mmission's genilral intent.l.Olls 
rega:rding the r&gWation of the medical 
use ofbyproductmaterial. The cu.rrent 
revision of 10 CFR part 35 is based on 
this statement ofNRC policy. The 
Commission expecta 'tliat fUture NRC 
rulemaldng activities in the medical 
area and future NRC involvement with 
other Federal and State agencies will 
follow t.hil statement of policy. This 
NRC policy prolllOt&S a. more risk· 
i.nfanned approach to regulation of 
byproduct material. 

The folloWing is the final Medical Use 
Polley Statement to guide NRC's future 
regulatiOD of the medical use of 
byproduct material. 

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

1. NRC.will not intrude into medical 
judgtnents affecting patients, except u 
nacesmy to pl'ovide for the radiation 
safety of workers and the general public. 

3. NRC will, when itUti.fiad by the risk 
to patienu, regulate the radiation safety 
of patients prlmerlly to assure the use of 
radionuclides is in accordance with the 
physician's directions. 

t. NRC. in deVeloping a~ 
regulatory approach:; will cansider 
inuust:ry and proflwlanal standards that 
define w:.eptabte approachea of 
achieving radiati~m4alety. 
m. Rationale 

NRC's principslttatutory authority 
for regulating medical use of byproduct 
material is at sections 81, 161, 182, and 
183 of the Atomic Energy Act of 1954, 
as amended (A.EA). 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 
commerce, acquisition. ownership, 
possession, import, and export of 
byproduct material (42 U.S.C. 1111). 
Specl.fically, section 81 of the AEA 
provides .In pertinent part that 

The Commission shall not pen:n.lt the 
distribution ohny byproduct material to any 
licensee, and shall recall or order the recall 
of any di!ltri'outed matmal from my Ucemae. 
who is n<>.t equipped to observe ot wha talla 
1a observe auch Jafaty sta.ndA1'1h to protect. 
health as may be astablisbed by the 
Colllill.ission or· who uaes such material in 
violation of law or regulation of the 
Commission or ln a manner other than M 

disclosed In the application therefor or 
approved by the Commission. Id. (emphasis 
added). 
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By virtue of section 161 of the Act, the 
Commission is authorized to undertake 
a va.rlaty of measures "Cinl the 
performance of its functions" (42 U.S.C. 
2201). As stated in subsection b, the 
Com:mission may "establish by rule, 
regulation, or orihir, such ttand.ards and 
instrUctions to govern the ponetlllion 
and use of special nuclear material, 
eouree material, and byproduct mat&rl.al 
u the Commiasiou may deem n.cessa.ry 
or desiHble • • • to protect ltea.lth or 
to mi.nimin danglll.' to 11/e or property .. 
(42 U.S.C. 2201\b) (emphasis added)}. 
Slmllarly, sectioll 161.i. authori.zes the 
Com.miasion to ''prescriha such 
regulations or orders u it may deem 
neceua.ey" to "(3} govern any ectivity 
authorizisd pu:suant to this Act, 
includl:ng stlmdards cd tel'tri.ctions 
govem.ing the dmgn,locatian, and 
operatian of fadlitiea used bl the 
conduct of wch activities, in order to 

mfllct kea.lcb and m.itl.im:iu dant~¢t to 
(42 u.s.c. 2201(1} 
)}. 
n iJ bound. by mtute 

to MgUla.te byproduct material (u well. 
u souree cd apecial nuclear material) 
to "protect healtJ:t.and 
to 1JI4 ••• This statuto:y 
to th& mydad of ues of byproduct 
material, including not oiUY medical 
uae, but also, for example, i'adiograpby 
and irradiators. However, the 
Commission is not bound by the 
limitation in section 104.a. of the IlEA, 
which i& often m.ilt4ke~ clted for the 
proposition that, in regulating the 
medical use of byproduct material, the 
ABA reguires that the Commisrion 
"im the minimum amount of 

Ill ~)tlSi'stent with itt 
s undar this Act to promote 

the comman defen.te and leeurity and to 
protect health and safety of the public" 
{42 U.S.C. 2134(a}). This "ml.nimum 
regulation" limitatian does not apply to 
tla. medical use of byproduct matmal 
which falls within NRC's broad 
standard-setting authority in sections 81 
and 161. Section 104.a., on its face, 
appli&a only to medical. therapy lic.ms&a 
for "utilization fac:IDties" (e.g., reactors) 
and "special nucleir material." ThU 
"minl:mum regulation" directive does 
not govern the Commission's regulatiOD 
of tli& medical use of byproduct 
material. 

For the most part. th!J regulations to 
carry out the broad statutory scheme for 
byproduct materials are set forth in 1() 
CFR parts 30 through 39 • .In addition, 
the public and occupational dose llmits 
in 10 CFR Part 20, "Stlmda.rds for 
Protection Against Radiation," apply 
whether the use of byproduct material is 
for m~dical or other purposes. However; 
the scope of Part 20 a.s stated in 



§'20.1002 is that, "(t]he limits in this 
part do not apply to doses due • • * to 
any medical aam.Initrfration the 
individual has mcsived or due to 
voluntsl'y participation in medical 
mearch progx:ams!' The Commission 
has clarffied that "tha medical 
administration of radiation or 
radioactive materials to any individual, 
even an individual not supposed to 
receive a medical administration, is 
regulated by the NRC's provisiom 
governing the medical use of byproduct 
material zather than by the dose limits 
in ij:te NRC's regulatiOlll concam.ing 
standards. for ~taction a,gamst 
radiation."·("Me:dical Administ:ration of 
Radiation and Radioactive Materials," 
60 FR 48623; September 20. 1995). 
Thus, the Commission believes that "an 
administration to any individual is and 
should be subject to the regulations in 
part as" {60 FR 48623}. 

The provisiOlll of part 30, "Rules of 
General Applk:ability to Domestic 
!Jcenslna of Byproduct Material" "are 
in addition to • • " other requi.rementll 
in this chapl8r" {§ 30.2}. This section 
requires that "any conflict between the 
general requirei:nents in part 30 and the 
specfiic requirement.& in. another part" 
m govern.Gd by those spec;ific 
requirements (S 30 .. 2). The regulations in 
part 35 m designed "to .provide for the 
protection. of ~e public health and ::r and raflect the broad statutory 

ard in th& NCA, di.scusaed above 
(§ 35.1). The Commission has 
deb.mn.ined that, as a matter of policy, 
"the patient * • " as well as the general 
public • • • m all members of the 
public to be protected by NRC" {44 FR 
8242, at 8244). 

IV. Discussion of Public Comments 

As previously noted, NRC received 42 
comments on the proposed revision. to 
the MPS, taken from 10 letters that were 
submitted and from the transcripts of 
the 3 public meetings. NRC zeceived 
verbal comments on the proposed MPS 
[63 FR t 13, 1998) from 
stakeh hysicians, medical 
physicists, nuclear medb:me 
technologists, and radiation safety 
professionals} during the public 
meetings that were lield in August, 
Septem"her, and October 1998. 
Stabholders also submitted written 
comments to NRC in response to that 
Federal Register document. 

NRC has reviewed all comments, 
identified the issues raised by the 
commenters, and combined comments 
where appropriate. The following 
discussion includes these issues, the 
combined comments, and the NRC 
responses to these combined comments. 
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General Comments 

Issue 1: Absent Harm, What Is the 
Purpose of NRC Regulation! 

Comment. A commen.ter stated that 
only physicians can determ.in& what Is 
unnecessary ndi.ation exposure to 
patients. This commen.te:r cited the 
"Rationale" portiOn. of the August 13, 
1998 (63 FR 43584) document about the 
raspon.s!bility of NRC to regulate actual 
medical use of byproduct material from 
the standpoint of reducing unnecessary 
radiation exposures. According to the 
commenter, "If the patient exposure Is 
unnecessary and balm la done, then the 
physician may be guilty of malpractice 
(monetary awards, civil penalties, 
possible loss of medk:allicense, etc.). 
NRC regulatiOll!l won't prevent 
rnalp:actice: and NRC penalties ara the 
least of the guilty physician's worrles.lf 
the patient exposure is unnecessary but 
no harm.is done, then the physician 
may be atiU gu.Uty of fraud (billing for 
unnecessary procedures). But if no harm 
is done, what is the purpose of NRC 
regulation?" 

liup<mse. The purpose of NRC 
regulation. of the medical use of ' 
byproduct meterlal ill to :mduce 
unnecesaaxy radiation expo$Ule to 
patients, wOrkers, and the public. 
Protection of patient radiation safety is 
an overall goal in teguleting the medical 
use of byproduct material. The !oCUli of 
NRC regUlation to protect the patient's 
health and safety is ptima:ily to ensure 
that the authorized user physician's 
directions are followed as they pertain 
to the administration of the radiation or 
redionuclide, rather then to other, non
radiation related aspects of the 
administration. Althaugh the 
Commission racognizes that physicians 
have primary raspons1bility for the 
protection of their patients, NRC also 
has a necessaxy role with mpect to the 
radiation safety of patients. NRC 
regulations are predicated on the 
assumption that properly trained and 
adequately informed physicians will 
make decisions that are in the best 
interests of their patients. Moreover, 
there is nothing in the Commission's 
regulatory approach to medical use 
regulation that would in any way 
modify the legal rules governing 
malpractice suits arising out of the 
medical use of byproduct material. 
Issue 2: Should the MPS Be Revised 
More Frequently! 

Comment. A commenter noted that 
the proposed revision is an 
improvement over the 1979 MPS; 
however, the commenter recommended 
that the NRC review the MPS more 
frequently (e.g., every 10 years). 
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Response. How oft~n the Commission 
reviews and/or revises the MPS depends 
on a variety of factors. These factors 
may be internal, such as the need for a 
c:hmge in the focus of NRC's 
regulations, or extamal, iuch as 
tecluwlogical developments. NRC 
believes fhat a set interval to review the 
MPS would pot provide the flexibility 
needed to respond to the many factors 
which may influence a decision to 
revise this policy. For example, thls 
revision of the MPS coincides with the 
NRC's detailed examination of its 
medical use program. which started in 
1993 and includes issuanc9 of the 
Commission's 1997 Strategic Plan 
(NUREG-1614, VoL 1). 

Issue 3: Is the MPS Being Revised To 
Justify the New Part 35? 

Comment. Several commenters noted 
that the current MPS was adequate for 
effective regulation tn safeguarding 
public health end safety in radiation 
protection and should not be revised. 
but simply understood and 
implemented as originally intended. 
Several other opf.a.ions were stated mora 
1trowdy. Sped.fically, one commenter 
statecfthat NRC has never paid 
meaningful attention to the MPS 
because mcst existing provisions of Part 
35 do not "pass muster" under the MPS. 
particularly as they apply to physicians 
conducting nuclear medicine 
procedu:es. Another commenter's 
opinion was thal the pToposed MPS was 
a step backward and the MPS Is being 
revised to justi.fy the proposed rule. 

Hesponss. Thil Commission agrees 
that the 1919 MPS wsa adequate. 
However, based on the Commission's 
recent review of its regulatory 
framework for medical use. of byproduct 
meterial, these revisions are being made 
to emphasi:zs a risk-informed regulatory 
approach. The Commission strongly 
disagrees with the eommenters' 
opinions that the medical use 
regulations in part 35 were promulgated 
without considering the l979MPS. In 
point of fact, all part S5 rulemaking 
activities have been issued after 
ensuriug compatibility with the 1979 
MPS. 

After the Commission initiated the 
raview process in 1993, the policy and 
the rule war& .revised in parallel in order 
to achi.eva a consistent regulatory 
framework for medical use of byproduct 
material. A! stated before in response to 
other comments and explanations of the 
background for this matter, the 
Commission's Strategic Assessment in 
1997 included a decision to consider 
developing a more risk-informed, 
performance-based approach. In the 
process. the tluee-part 1979 MPS was 



revised into a four-part Ml'S with re
arranged statements to clarify NRC's 
policy. 

The revised Ml'S was published !or 
public comment in the Federal Register 
(63 FR 4358()..43586; Auguat 13, 1998) 
a.ru:l was discuased at. meetings with 
stakeholders and A&!'eement States. 
Discussions with stakeholders were 
meaningful and beneficial, and 
addressed substantive issues .from the 
tMdical community (e.g:. patient aalety. 
perceived NRC intrusion into the 
practice of medicl.ne, and regulatory 
relief for diagnostic nuclear medicine~ 
No new issues were identified during 
the public comment period and NRC 
has not revised the MPS any further. 

lllliUe 4: Should NRC Resulation ofthe 
Medical Use of Byproduct Material Be 
Based on Section 104 of the Atomic 
Energy Act? 

Comment. A commenter disagreed 
with NRC's interpretation that section 
104 of the I3.A applies only to special 
nuclear material.m.the commenter's 
opinion, NRC's medical we regulations 
should be based on section 104 of the 
AEA. 

Response. NRC's principal authority 
for resulating medical use of byproduct 
material is at Sections Bl, 181, 182, and 
183 of the AEA. As previowly 
discussed under Section m. 
"Rationale", NRC regule.tion of . 
byproduct material is not bound by the 
limitation in section 104.a. of the MA. 
that refers to minimal regulation of 
reactor facilities or special nuclear 
material used for medical therapy. 
Comments on Statements 1, 2, 3, and 4 
ofthBMPS 

Statement 1: NRC will continue to 
regulate the uses of radionucl!des in 
medicine as necea.ary to provide for the 
radiation salety of workers and the 
general public. 
Issue 1: Should.the MPS Refer to 
"Radionuclides" or to "Byproduct 
Materials?" 

Comment. Several commentera noted 
that Statement 1 made reference to U!es 
of radionuclides in medicine. They 
indicated that NRC only has the 
statut?ry authority to resulate byproduct 
maternl. 

Response, The Commiuion balieves 
that the general term "radionuclicie" is 
appropriate for a general statement of 
policy such as the MPS. The lattetls 
intended to inform the publle, NRC 
licensees, and other Federal and State 
agencies of the Commission's general 
intentions regarding the resulation of . 
medical use. The 1919 MPS referred to 
"medical uses ohadioisotopes" md the 
term is now being changed to "uses of. 
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radionuclides In medicine" {see 63 FR 
43564; August 13,1998). 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? 

Comment. According-to one 
commenter, the: oa1 of this statement is 

to cany out its statutory mandate. When 
this protection involves a degNe of 
1'8fJU!ation of medical judgments 
aft'ectb:lg patients, the NRC may find it 
necessary to intrude, to a certain extent, 
into medical judgments affecting 
patients. 

For example, the reltasa from a 
hotpital of a patient to wbOID 
radioactive materials have b8en · 
administered has long been considered. 

q onal& involved a matter of regulatory concern to protect 
in nuclear medicine. In the commenter's memberul the public, nOt just atmrtter 
opinion. NRC has no evidence that these o~ medical judgment ("Criteria for the 
individuals do not already ad~tely · X.lealle oflndiViduala AdminUtersd 
provide for the radiation 1afety of Radioactive Material," 82 FR 4120; 
workers and the public, and nUclear January 29, 19111). From a medlcal.polnt 
medicine ll or low rllk.to.'WOl'k&re and · of viaw,lt may be apptoprlate f~ a 
members of tho P!lblic. physlclan to release from a hospital a 

Response. Thi Commlaaion agrees patient to whom .n.d.ioactive materials 
that mle way of meeting the goal if to have been administered. However, the 
ensure that Individual$ are ~ataly patiat releasa erlhrk in NRC 
trainM in radiation safety p:actlces and ;.....,.,,,.., -·•- h i -' are placed in bv posttiontL within a .... 5 .......... ons may l'llll""""" 01P t ... 
licensee's ,......anization.to main•·•- confinement of that patient if his or her 

-o ......,. release could result in a dose to other 
radiation axpOliUtes aa low as are di d--•-reuonahly lchievable. Statement 1 aets in vi ......,. that exceeds the dose-based 
forth this position.. AJ.previously atatad, limit atated In 10 CFR 35.75(a). 
the Comminion is hound by. atatute. to rn recent yean, the Commiasion hu 

ct materill1 (and source moved away from a more rigid achame 
· nuclear materialslto of medical uae regulation, which atone 

"pro~ect health md minimb:e danger to time, for example; restricted the um of 
llfe." Statement l of the Ml'S continues therepeutl.c and ..certain diagnostic' 
to provide a regulatory approach to redioactl.ve druga to the indicated 
maintain an acfequate level of n.fety. pmcedurea that had been approved by 
The Commission f!XPecls all mediCal ·the FDA (44 FR 8242; .Febr\Wy 9, 1979). 
llcenseea k! provide radiation salety for · Com.m.im.on regulationt~ no longer 
worlceH ana the general publ.te. L~ibit authorized user physicians 

Statement 2: NRC will not intrude using di~c or therapeutic 
Into medical judgmats affecting radioactive dnW containiJ:Ig byproduct 
patients, ~t as neces.ary to provide material for indications or methods of 
for the radiation safety of worklm and · a~stration that are not listed in the 
the general public. FDA-approved package insert. In · 

addition, Commission regulations now 
permit medical use licensees and 
commercial nuclear pharmacies to 
depart from the manufacturer's 
instructions for preparing radioactive 
drug• usi.ng·radionuclid~t·seneraton and 
reagantkits. Tluuecent.mendmmtof · 
10 CFR 35.75, cited above, substitutes a 
dote-baaed limit for patient releasa 
{rather tiwi anactivity·bued limit) that 
may provide medieal use licenma 
greater flexibility in determining when 
patients may be released from their 
control. 

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

Comment. One commenterwu 
concerned that Statement 2 continues to 
Juatify.NRC.interference In the treatment 
of patients. According to the comment, 
there is no supporting data that.clearly 
demonstrates that lm8tlaled ~!Product 
material, when used by qualified 
authorized user• to treat patients, has 
harmed worlceu or t1ui pubUc. 

Responre. Statement '2 does not 
p,rovide Justification for NRC to 
'lnterfete" in the medical treatment of 
patients. The modifications to thia 
statement express the Commission's 
policy not to intrude (rather than 
"min!mi~" intrusion uut forth in 
the 1919 SUnto}udgments affecting 
patients except to provide for the 
rediation salety of workers and the 
gt!neral public. Providing for the 
tadiation safety of the pUblic and 
workers l5 essential for-the Commission 
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Finally, Statement.2 of the MPS le 
consistent with recent Federal 
legislation (apecifically applicable to 
FDA), which il to be construed so 11.11 not 
to "limit or interfere with the tluthorlty 
of a health care practitioner to presaibe 
or administer any lagally m.ark&ted 
device to a patient for my condition or 
diseue within a leJitimate health care 
practitioner-patiant relationship." 
{There_ are certain exceptions to this 



mandate, which do not change any. 
existing prohibition on the .promotion of 
unapproved uses of legally marketed 
devices.) "Food and Drug 
Administration•Modernization Act of 
1997/' Public Law 105-1-15; sec. 906, 
111 Stat. 2296 (1997). 

hsue 2: Is the NBC th&.Appropriate 
Body To Be .Involved in MediCal 
Judgment~ Affecting Patients? 

Comment. According to one 
commenter, the NRC is not the right 
body to intrude into medical judgments 
affecting patient! because NRC's 
experience in this area is extremely 
limited. 

'Response. As discussed above and 
·noted in Statement 2, the Commission!s 
policy .is not to Intrude into medical 
judgments e.ffecting patients; except u 
necena:y to:provide·for the ndiation 
~.of wol'kers and the general P'!lhlic. 

Tliu comment dou not account for · 
the ·principle that "(tlhe tubstantive uea 
m·which en agency is-deemed to be 
expert is determined by ttatute." 
Miissachusettsv. United Stow, 858 
F.2d 378, 382 (1st:Cir. 1988). See also, 
Ccmmonwealth of.MassachU$Btt$ v. 
NRC, 924 F .2d 311, 324 (D.C. Cir.), cert. 
denied, 112 s.. a.. 21s (1991). !the ABA· 
commits tci the NRC:the duty· of 
ngulati.Dg the use of.radioactive 
bYProduct materials, including 
.r&diopbmuaceutlcals •. to protect.public 
health md safety. 
Issue 3:.Should This Statement Include 
Reference To Providing for the 
Radiation Safety of Workers end tb,e 
General Public? 

Comment. Several commenters 
requested that Statement 2 be te'lrised to 
read, as IoUowc, '!NRC will not. intrude 
into medical 'judgments." They believed 
that the-lut phrue, ... ,. • • except as 
necessary to-provide !or the radiation 
n!ety af wotkerund the general 
public.'' should-be·deleted. 

·Hnponn. The Commission does not 
agree·that this statement ahould be 
revised u indicat9d by the commentera · 
because.providing for the radiation 
«afety of the'}lnbllo and.•workm a 
essential for.the Commission to carry 
ou~ its statutory mandate. The final MPS 
explicitly stata.s'thaHhe Commissioms · 
intention is not to intrude into medical 
~ affecting.patients·exeept to 
provide for the·radiation safety p( 
workers end the general public. .when 
tlW r.otectimi necessitates a degree of 

medical judgments 
ants, the.NRC may find it 

necessary, as previously explained, to 
intrude. to a ce.rt.a.l.n.extent, into-medical 
judgments-to,protect.the.. publkand 
woil:ers. 
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Statement 3: NRC will, when justified 
by the risk to patients, regulate the 
radiation safety of patients Jlrimarily to 
assure the use. of nldionuclldes is in 
accordance with the physician's 
directions. 
Issue 1: Does This Statement Conflict 
With. Statement 2? 

Comment. One commenter believed 
that, as written,-Statement 3 conflicted 
with Statement 2, unless the word 
"primarily" was deleted from Statement 
3. Without this change, th& com.menter 
believed NRC·would.intrude into 
medical jud~ents affecting patients. 

Response. The Commission does not 
agree that, as written, Statement 3 
conflicts with Statement 2. Statement 3 
makes cleu that the focus of NRC 
regulation to ptotect the patient's health 
.and aafety is prlmarily to ensurli that the 
authorized nsari>byaicien'a directions 

.lmJ followed~Staternent Z.elllphuizea 
the intent ofNRC·to avoid intrusion into 
medical judgment~~. affecting patients, 
except wheiit necessary to provide for 
the radiationaafety of worbrs·and the 
public. NRC's goafin this aspect of 
medical uu re8ulation is foCU$$d on the 
phyai.ci.m'a directions as they· pertain to 
the administration.ofn.diation or a 
radionuc:lide,n.ther than to other, non
.radiation~lated aspects of the 
administration. Consistent with its 
statutory authority, if.a situation should 
ll'ise·in.the future that identilies en 
additiolial risk ta a patltmt's,health end 
aafety, the Commission will consider 
adopting an ad&tionalli:m.itation or 
control on-a particuiu n.diation or 
radionuclide mo&lity, u. neceasary, 
·Issue 2: Does the:Commission Have 1\.IJ.y 
tl$eful Role in Assuring the Accurate 
Delivery o!'.Byproduct Material to 
Patients? Should References. to Patient 
Radiation Safety Be Deleted? 

Comment. Several commenters 
indicated that NRC has no useful role in 
assw:ing the accurste delivery o! 
byproduct·ms.terial to patients. They 
b&ieve:that all referencas.to patient 
.radiation aaf&ty should-be removed, end 
that NRO should.simply state that it Will 
make regulatory efforts to ensure;the 
physician's orders are followed. 
.. Response. The.Commission has a role 
il:t'Usuring accurate dellv.ery .of 

.w.Uation !loses .and dosagea U> pat,tents 
and hu tajected thi:l notion that NRC 
.should not regulate patient radiation 
safety {ll4 'Flt824S;Februuy 9,.1979). 
'NRC will continue to regulate•the 
ttdiation llllfety of patient! :when 
justified by the risk· to patients, 
pnmarily"to 'UII'Sure·that thnuthori.zed 
mer physician'-s·directions'are•followed. 
'Phe·C::ommission recogn!zes·ths.t 
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Dhysiciens have primary responsibility 
lor the protection of their patients. 
However. NRC's role is also necessary to 
e.naure n.diation n!ety of patients. 

issue 3: Does NRC Regulation of the 
Medieal. Use of Byproduct Material 
Duplicate FDA Regulation? 

Comment. One com.menter noted that 
any attempt by NRC to regulate the 
radiation safety of patients would 
duplicate the efforts of the FDA and 
state boards of pbll'ml!.CY and medicine 
and.. as such, would be en unwarranted 
intrusion into the practice o! medicine. 
. Response. ·The Commission disagrees 

with this comment NRC is resJI5lnsible 
.for regulating the llctUalmedicll use of 
byproduct material .from the standpoint 
of reducing unneceuary radiation 
expo~s to the public, patientt, and 
oa:upational workers. In general. the 
FilA is responsible for assuring the 
safety, effectiveneu, end proper labeling 
of medical products (i.e., drugs, devices, 
and biologiC!*). NRC routinely relies on 
prior IDA approval of mediCal devices 
u en essential compon•n.t of NRC's 
sealed source end device safety 
evaluations. In e. "MemorandWll of 
Understanding., cMOU), affective 
August 26, 1993, NRC and FDA 
coordinated existing NRC end FDA 
r~tory programs'for·these devices, 
dri!.p,. and produots·(5& FR. 4.7300, 
Se'otember 8, 1993). 

·f.m.C regulation of the medical. use of 
byproduct material.does not dupliceta 
licensing-by· Stste•bca:ds~o! phmnacy 
and medicine of phumacisu and 
pbysicims, respectively,. to practice 
ph.atmaey or medicine within their 
borders. NRC·tegnlations rely on the 
licensure of theSe pro!esaions.la by a 
State (or Territory of the U.S., the 
District of Columbia, or Puerto Rico) to 
.practice thelr respective profa1Jions u a 
prerequisite to NRC authorizing them to 
nse byproduct ma.teriil in pharmacy or 
medicine. 
lssu&4: Should NRC Regulation Be 
RMk·Bued and, If So, Sliould NRC 
She.re Such: an Approach With the 
Medical eommunity? 

Comment.::A commenter insisted that 
NRC regulation should be "risk·bued"' 
(i.e., justified by risk ansly&ia), and if 
NRO adQP.te auch llll'llppr_oach, the ritk 
analysis shoUld be:sh.aHd with the 
medical community. 

RespOllH. The Commission believes 
the regulations for uae·ofbyproduct 
material in medicine should be "risk· 
informed" rather than "risk-based." In 
Me.rch 19.97, the Commission directed 
the. revision and·restructuring of put 35 
into a risk·informed and, where 
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 consistent with the level 
of risk involved, by decreasing oversight 
of those materials that pose the lowest 
radiological risk to the public and 
continuing emphasb on high-risk 
act!vities.l'" In addition, this porticn of 
the MPS reflects the Cotrn:iliUion'a 
strategy of identifying those regulations 
and processes that are now or can be 
made risk·informed.3 

The Commission's efforts to make the 
regulations more risk·informed are 
evidm1ced in its recent actiom 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 developing the 
overall revision of part 35 and the MPS, 
the Commission considered info-rmation 
on risk provided by members of the 
public and professional societies. 
professional medical standards o£ 
practice, and evant databaa&s 
maintained by NRC to determine where 
oversight of lower•risk activities could 
be decreased. The Commission also 
examined whether continuation, or even 
broadening, of the regulations governing 
higher-risk activities was needed. In 
addition, throughout the developn1ent 
of the proposed rule and associatlld 
MPS, NR~ held public workshops with 
early opportunities for comment A-om 
potentially affected patties. These 
interactions included sig:ni.ficant 
discussions on the risk associated with 
medical uses of byproduct material. 

Although a fumw risk assessment 
wu not performed, the Commission 
believas that tha riaks associated with 
use a! byproduct material in medicine 
have bean adequately evaluated and 
considered. Bued on these 
considerations, the revitad regulatory. 
approach is more risk-informed and 
more performmce·hased and 
significantly reduces regulatory burden 
in many ueats. The Commission has 
retained prescriptive regulatory 
rettuirements (e.g., in part 35) only 
where it believes they a.re necessary to 
ensure adequate protection of workers, 
patim1ts, anl:l the public. However, there 
is nothing ill ths NRC's regulations that 
prohibits th.e medical community or 
other atakeholders from conducting an 
independent formal risk assessment of 
the medical use of byproduct material 

•Page 11, NTJR.SG-1814, Vol. 1, "Stntteglc Pllll, 
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and forwuding its analysis and 
recommendations for Commission 
consideration. 

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

Comment. A commenter pointed out 
that NRC should not be involved with 
prescriptions because the requirements 
for acourate delivery of pres_criptions are 
cavered under state· medicel.tuid 
pharmacy law. The commanter balieves 
that written directives are not neceuary 
to ensure high confidence that the 
.actual admitiistration of radiation to the 
patient was intended by the -authorized. 
user. 

Response. The Commisslon'a 
atatutory•authorlty to regulate the 
medical use ofbnroduct material 
provides for NRCfto have a role with 
respect to patient radiation safety. 
Statement 3 narrows the~ locus 
of NRC ~on of the radiation safety 
of patients to whather the physician's 
diiections for the ~tion of 
byproduct material are followed. This 
regulatory role ia in contraSt to the 
brOad regulation by a State board of 
pharmacy or medicine ot the general 
pl'llctica of those disciplines within its 
borders. 

The Commis:sion is not 'USing the teJ:m 
"prescription" becauae ll might 
typically lnclude 8Sp6d.s·of the 
adJ:o.iniltratlort that are outside NRC's 
p).llview. lnstead, the te:cn "written 
directive" {u defined in.p¢ 35} is wed 
to specify the physician'& directions 
(i.e., the procai!ure-to be p&rformed and 
the don or dotage}. This regulatory 
objective Ia cumntly reflected In 
provisions of part 35 requiring ••high 
confidence", that byproduct material 
will be administered as ditacted by an 
authori%ed user physician. 

Statemant 4: NRC, in developing a 
specl!ic regul&tory approach. will 
consider induttJy and profemonar 
standards that defin• acceptable.· 
&PJll'Oaches of achieving rediation
eatsty, 

Issue 1: How Should Industry Standud. 
Be Used In Re~ the Medical Use 
of Byproduct Material? 

Comment. According to several 
com.menters, the NRC fgnorea 
profesaional standa:rt:h and :egulatea as 
it pleases. In the commentfrt~ opinions, 
NRC should accord industry and 
professionalstanduds the respect they 
deserve. They believe that if NRC in fact 
endorses standards developed by 
private, consensus otganiz!ltions, the 
revised MPS would be improved. 

Response. The Commfasion believes 
that Statement 4 commits NRC to an 
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approach for regulation of medicaL use 
that consii:lers both industry and 
professional standards that define 
acceptable levels of achieving radiation 
safety. NRC reviewed indumy and 
professional standards in developing 
and lmplementmg'Part as and the 
J[llidance document (Nt1REG 1556, 
Volume 9). For example, some 
provisions in 10 CFR part 35 allow 
mediwlicensees the flexibility to use 
standards from nationally recognized 
organizations to metlt the performance 
standuds reflected in the rule. · 

Consideration o£ industry and 
professionalstandstda u part of NRC's 
policy to achieve radiation n.fety in 
medical uae of byproduct material 
conlnrms to the Commission's Strategic 
Plan • that encoungea ''industry to 
develop codes. standards, aDd guides 
that can be endoraed by the NRC and 
carried out by industry." The NRC's 
intention is to consider industry and 
profeasional standards in developins 
regulations end guidance fur the 
madical uae program. consistent with
theca~ in the "National 
Technology Transfer aDd Advancement 
Act of 1995" (the N'ITAA), Public Law 
104-113, 110 Stat. 775 (1995). Section 
12(d) of the NT.TAArequiies "all 
Federal agencies end departments to uae 
teclmical standards that are developed· 
01' adopted by voluntary consensus .. 
bodiea " • " as a means to ca.rry out 
policy objectives or activities. 'except< 
:when uae of such stand.atds,' is 
inconsistent with applicable law or 
otherwise impractical." . 

Not all "medical industry axid . 
professional atanduda" would meet the 
definition of "technical etanduds" in 
Section 12(d)(4) of the NTI'AA 
("performance-based or design-specific 
technical specili.cations and related 
management systems practices"). 
Nevertheless, u indicated above, in 
regulating-medical use of byproduct 
material, the Commission endorses the 
concept in Pction 12 (a} of the NTIM, 
of "smphadzing, where possible, the, 
use of mndard.l developed by private, 
consensus organizations." 
Issue 2:; Should NRC Consider Task 
Group Reports of the American 
As&Ociation of Physicists in Medicine 
(AAPM) far Developing Approaches for 
~ving RadiatiOn Safet;y'l 

Comment. A commentar pointed out 
that, in defining acceptable appl'Oaehes 
for a,cbiaving radiation safety, NRC 
shoUld considet the task group reports 
of the MPM, which are the latest 

•Page 10. NUREG-1614, VeL l, "Stnteslc Pllli, 
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lltanda:da of practice for med.ica.l 
phyeicista. 

Be#ponse. The Commiuion agree~ 
that MPM ~Jtmdard.t of practice for 
profemon.8ls involved in the uae of 
certaln byproduct material modalltiea 
and for radiation safety equi~ 
should be·considered u part ofNRC'a 
risk,informed and perlozmance-buad 
approaches to regulating the medical 
uae of byprodUct material. The 
Commisslon (lek:nowledgea that these 
and other standards o! predice are oftan 
voluntary and. as such. medical 
professionals are not required to follow 
them. Therefore, where apprt:~priate, the 
NRC focused put 35 on periormance 
objectives to lit achieved by licensees 
and is a.llo'WiDg licensees to select 
amnng the varloua pel'fomumc:a 
atandarda to meet the objective of the 
regulation. This p:ovidea a licensee 
aijnl.ficant flexibility in deaiplng ita 
raatation p 

For example final 
rule fur the therapeutic uaea.ofnaled 
sources, the-NRC COlllnllted aevcal 
AJtPM Radiation Thal:apy Com.mlttee 
Reports, including; Tuk Group 40 
(CClmprehenai.ve QA foLRadiation 
OnQOlogy. 1994): Task Group 58 (Code 
of Practice for Brachytherapy Physiea, 
1998}; 'l'aak Group 5& (HDR Treatment 
Delivery Safety, 1997 Draft); and AAPM 
Report No. 54 (Stereotactic 
R.adi~ry. 1995). 

I:n addition to the AAPM, other 
groups and aoeiet:W U~t profusional 
radiation safety ed prectiee atandardt 
for medical uae. NRC plana to review 
such 'Standards for pou1ble uae in· 
developing regulatory.po.dtions (e.g.; 
Na:tionll Couridl on:R.adi.ation 
Protection a:nd Meuurementa, Health 
Physiea Society, md Society of Nuclear 
Med.ic:ine). 
lasue 3: Does the Existence of 
Profesaional·Standards Mean That NRC 
Regulation Is Unnecessary? 

Comment. Several commentars 
expm~aed the opinion that NRC 
reliulations were u.nneceasery. They 
believe th'at NRC should not make 
regulatio1U or llc:ense conditions out of 
industry o~ profelllionalatmdarda, 
bacauae.thllt reduces flexibility (i.e., 
regulation& cannot evolve·as quickly 
IUld easUy as profeuional.$t1Uldarda ).In 
their opmton, NRC should recognhe 
that these standards ar.e implem!lllted·by 
other appropriate ovarsi'l!ht bodies and 
that the exiatence of prolessiclllll 
standatda should aignal to the NRC that 
regulation ls unn&ceaaery. Finally. these 
commenters indicated that a xnacl:wusm 
is needed to require the NRC to justify 
why a:n implemented industry sta:ndard 
is not acceptable. 
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Response. The Comxo.ission disagrees 
with the comment about professional 
standards necessarily replacing NRC's 
radiation safety requirements. Many of 
the professional standards ue voluntary 
in nature, do .not have the force ofia:w, 
a:nd may not meet the definition of a 
collSensus standard under the NTT M. 
As such, not all profeasionll standards 
are adequa:te to meet the Commiuion's 
objsctives fot the regulation of medical 
uae ofbyprod~ material. 

The Commission must consider 
industry consell.Sus standards before a 
"govarnment·uni.que standard" is 
promulgated. The process is descrlbed 
in NRC Management Dkective 8.5, 
"NRC Participa:tion in the Development 
and Use of CoD.B&IlSUI Standards." 
Further information: on this topic is 
avallable on the NRC's web site, 
www.nrr::.govlmfortmc11_libtaryl 
mmdards progrmnlrejtmmCIJ 
documents, e.g., Public Law 104-113, 
''National Technology 'Illlllafc 
A;dvanc:erl1!1llt Act of 19911" (N'IT AA), 
OMB Circular on Implementation of the 
N'l"TM, NRC Annual Stmdards 
Reports (listings. of consensua standards 
endorsed by NRC}. 

For example. N.RC reviewed the 
teChnical Uteratu:r& to Jdentify 
COD.BeD..II'U.& rtandaras and in'otocols that 
could be used or refen~n~;ad.in the 1'\l.le 
and guidance documant, thereby 
avoidj:ng promulgation of"govemment
untque.stmdarda" when re'll'islng the 
MPS, 10 CFR part 35, and NUREG 1556 
{Volume 9}. Pan 35, aubpatts C, F. and 
H. describe various.petformmce 
objectives to be. achieved (e.g., 
calibration of survey iDstnunenta, 
calibration of radiation sources used for 
manual bre.chytherapy a:nd used in 
radiation therapy devices, and 
a.ccaptance testing of treatment planniDg 
.computers}: A li!lf!nsee may UI!B 
meuuremenu pi'ovided by the aou.me 
manufacturet ot by a calibration 
laboratotr acaedited by the AAPM. 
Altematively, a licensee may aelect md 
Implement an appropriate Vtllnntery 
performa:ncvtJtandud from a-published 
protocol that·W&a accepted by a 
nationally meognized body I:n order to 
meet the·performa.tlC8 objectives of these 
regulations. !l'hls approach is comiatant 
with the Commission.'& goal to develop 
regulations that ere more performance
based. The Commission believes this 
approach provtdes·dgnificant flexibility 
for medic&l uae lic:ell.S.ees ttl design 
radiation protsetion ptogr!UilS that, 
when.fully implemmtsd, maintain 
radiation exposures to workers, patients, 
a:nd the public to levels that are u low 
u ara reuonahly achievable. 
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Dated at Rockville. Maryland, this 27th day 
of July. 2000. 
For I he Nuc!nar Rognlnlory CommiR~ion. 
Annette L. Vietti-Coole, 
Secretory of the Commission. 


