























and diagnostic radioactive materials. In addition, NHPP personnel perform on-site
inspections, and investigate allegations, medical events, and incidents involving nuclear
materials. NHPP Program Managers are approved by the VHA National Radiation
Safety Committee to complete inspections and investigations using training and
gualification criteria established by the Nuclear Regulatory Commission (NRC). Team 1
investigated the second allegation.

Team 2 was comprised of (b) (6) MD, Deputy Medical Inspector and [(QRC)

(OXOAR PhD, MPH, Epidemiologist, of OMI; JD, RHIA, VHA
Privacy Officer; and (b) (6) VHA HR Specialist. Team 2 investigated the

third and fourth allegations.

On June 17, 2014, (b) (6) of Team 1 interviewed the whistleblower by

telephone regarding his second allegation. On the following day Team 1 held an
entrance briefing with the Medical Center Director, Associate Director (AD), Chief of
Staff (CoS), and Radiation Safety Officer (RSO). On June 19, the Team held an exit
briefing with the Medical Center Director, AD, CoS, RSO, and the Chief Technologist
of imaging Service (CTI).

During the visit, Team 1 interviewed the following:

o American Registry of Radiologic Technologists (Nuclear)
(ARRT(N)), Nuclear Medicine Technologist (NMT)

(b) (6) WYHNIEI®
MBA, American Registry of Radiologic Technologists
(Radiologic){(Vascular) (ARRT (R}{V))
Certified Nuclear Medicine Technologist (CNMT), NMT

(OXGI CNMT, NMT

On October 7, 2014, Team 2 interviewed the whistleblower by telephone regarding his
third and fourth allegations. On October 14, 2014, the Team held an entrance briefing
with the Medical Center Director, AD, CoS, Nurse Executive, Quality Manager, and
Executive Assistant to the CoS. The Team also toured the Nuclear Medicine and
Cardiology Clinics. The following day, it held an exit briefing with the Medical Center
Director, CoS, Executive Nurse, Quality Manager, and Executive Assistant to the CoS.

@

During the site visit, Team 2 interviewed the following:

(b) (6) Registered Nurse Certified (RNC), BSN, Cardiology Staff Nurse

(OO CNVT, NMT
(b) (6) MD, Chief/Cardiology
WIE) ARRT(N), NMT
(b) (6) MSA, Nuclear Medicine
(b) (6) CNMT, NMT
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Attachment B

FW: QSC/0IG Monthly Conference Call - OSC Flte Nos. DI-14-2755 and DI-14-3424

From: [(OXG)
Sent: Mon Septembs 014 1:24

(b) (6)

Subject: {EXTERNAL] RE: OSC/OIG Monthly Conference Call - OSC File Nos. DI-14-2755 and DI-14-3424

Pursuant to our telephone conference call on Thursday, September 18, the following are the two matters that
have public health and safety allepations that require immiediate investigation as well as scheduling atlegations,
which are being investigated criminally. As discussed, the OIG is not conducting a criminal investigation into
these disclosures. Therefore, a report on the below-noted allegations is due in 60 days, on November 24,
2014, Please let me know if you have any questions. Thank you.

OS8C File No. DI-14-27585
Williara Hefner VA Hospital, Salisbury, North Carolina
Referred: June 5, 2014

Allegations To Be Investigated:

+ There has been mishandling of radioactive materials, improper record keeping, and lack of proper
signage lor radioactive material treatment areas;

o Hospital staff have failed to appropriately monitor patients during cardiac stress tests; and

» ‘The physical arrangement of hospital office space has resulted in repeated breaches of patient
confidentiality,

0O8C File No. DI-14-3424
Central Arkansas Veterans Healtheare System, North Little Rock, Arkansas
Referred: July 1, 2014

Allegations To Be Investipated:

+ Patients do not receive timely care lrom PACTS because providers do not treat a sufficient
aunmber of patients,

s Deficiencics in the PACT telephone system create barriers to patient care; and

b) (6
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Attachment D

From: (b) (6)
Sent: Wednesday, March 26, 2014 11;30 AM
To: dm_

Subject: FW: Patient Neglect, 03/26/2014
fyi

From:

Sent: Wednesday, March 26, 2014 9:57 AM

To:

Subject: Patient Neglect, 03/26/2014

(b) (6)

On February 26, 2014, 1 observed a patient being neglected in Room 1 of the Nuclear Medicine Department. His scan
was only supposed to last 12-14 minutes. But this patient had been scanning for 33 minutes and counting. His cardiac
gate signial was not making good connection, or he was experiencing significant arrhythmia. | inquired with [QXG))
CNMT, the technologist scanning the patient. He informed me this patient had a pace maker. This meant it was
possible that [JJEQX@N did not hook the patient up to the electrodes securely. | asked TN to take note and
trouble shoot the problem. He refused and said it would be all right, | disagreed, and started to trouble shoot the
problem myself. As | started working to sort out the problem, (K Ibezan to make a half- hearted effort to
assist. At this point, the scan ended.

1 asked [KOXGN how long the patient had been on the camera? He said he did not know. 1inquired as to when the
problem with the patient began? He sald he did not know. [(OXEME::id he was not sure where the information |
asked for could be found. [JETQIQIN has worked with the Phillips Bright View Gamma camera extensively. thad never
worked with this camera before. But with a couple clicks the chronology time was right in front of me. |interpreted
this as an effort to hide the truth. | looked at the monitor and discovered the patient had been on the camera 33

minutes, and counting.

(b) (6) said, he noticed the problem hatf way through the test. If indeed that were true, he should have realized he
had a problem at 6-8 minutes, instead of 12-16 minutes, § said as much. At this point, the technologist became
defansive, and argumentative. | diffused this situation but time and again that day and for the next 5 working days, and
some were separated by a weekend, the tech wanted to re-approach the conversation. His last effort ended with a

subtle threat of Union action,

Furthermore, while the patient lay on the camers with his arms still above his head, (b) (6) said he wanted to
leave the room and go down the hall to speak with another patient. |instructed him to wait because | wanted to go
with him and observe his routine, 1 advised [J{EQXGI His patient was still on the camera, and inside the camera

scanning, with the detectors running, and s/p cardiac stress, could not be left unattended. He disagreed, and while |

walked away to adjacent room 2 to askJJQX@I to watch the patient for us, J{EQXEI:bandoned his patient and
left the room. He would later say he did not hear me; however, we were standing together.

Sincerely,

(b) (6)
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Page 2
Investigation for Allegation Circumstances at the W.G. (Bill) Hefner VA Medical Center
in paragraph 2 above) which were unrelated to the specific allegations. We concluded

that the violations did not have a significant impact on worker, public, or patient health
and safety.

4. Please let me know if you have any questions or comments.

Attachments



Attachment A

This attachment is for a memorandum from the Director, National Health Physics
Program (NHPP} to the Chair, National Radiation Safety Committee, and National
Director, Nuclear Medicine and Radiation Safety Services. The attachment includes
statements of findings, conclusions, and recommendations for the allegations in an
Office of Speciat Counsel (OSC) letter dated June 5, 2014,

For a response to the letter, NHPP completed an announced inspection at W.G. (Bill}
Hefner VA Medical Center, Salisbury, North Carolina, to review allegation items related
to safe and compliant use of radicactive materials.’ m@ﬁ Ph.D., and

NHPP Program Managers, performed the inspection.

The inspection scope for NHPP was limited to allegation items in the OSC letter which
~are under NHPP purview {i.e., items associated with the conduct of the radiation safety
program). The NHPP inspectors toured nuclear medicine areas, observed operations
pertinent to radiation safety compliance, and reviewed relevant records required by the
Nuclear Regulatory Commission (NRC), including, but not limited to, records for decay-
in-storage of radicactive wastes, patient administrations involving radioactive materials,
and personnel dosimetry results. The inspectors held entrance and exit briefings with
medical center leadership, including the Director and Chief of Staff. NHPP issued an
inspection report, which is included as Attachment B, to document inspection findings.

(X)W interviewed the whistleblower (named in the OSC letter) by telephone on
June 17, 2014. The NHPP inspectors also interviewed the following facility individuals
during the on-site inspection.

% M.D., Acting Chief, Nuclear Medicine Service, and Radiation Safety
icer

m@. MBA, R.T.(R), Supervisory Diagnostic Radiology Technician, and
ministrative Officer, Imaging Service

(b) (6) (b) (6 and (b) (6) nuclear medicine technologists

For additional information, NHPP has regulatory files for the facility with previous routine
inspection results, permitting actions that approve uses of radicactive materials or key
staff such as the RSO, and records of contact with key staff. The findings, conclusions,
and recommendations below consider all available information.

' NIIPP reviewed allegations under NHPP regulatory purview, including allegations that specific requirements of
the Nuclear Regulatory Commission were not followed. Other items in Sections I, 1H, and IV of the OSC letter are
not under NHEP purview and were not investigated by NHPP.
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Findings. Conclusions, and Recommendations

Allegation

The whistleblower, a former nuclear medicine technology supervisor and candidate to
be named as RSO on the facility radioactive materials permit (referred to as the
concerned individual, or CI, throughout the remainder of this attachment), alleged
mishandling of radioactive materials, improper record keeping, and lack of proper
signage for radioactive material treatment areas. The allegation is detailed in Section I
on pages 3 and 4 of the OSC letter.

Findings

The findings below are referenced to paragraphs under Section Il of the OSC letter.

Paragraphs 1 and 2

NHPP confirms the accuracy of statements in the first two paragraphs on page 3 of the
OSC letter in that requirements in the regulations are correctly stated. However, NHPP
adds that 10 CFR 20.1903 must also be considered since that regulation describes
exceptions to posting requirements which are pertinent to this investigation. Similarly,
10 CFR 20.1905 must be considered since that regulation describes exemptions to
labeling requirements pertinent to this investigation.

As additional information confirmed by NHPP during the on-site inspection at the facility,
the Cl reported for duty at the facility to be the supervisory nuclear medicine
technologist on or about February 24, 2014. The Cl was also hired to be named
eventually as the RSO on the facility radioactive materials use permit. On March 25,
2014, the current RSO JI(QXEP removed the CI from all duties involving radiation
safety and nuclear medicine processes due to apparent performance issues related to
certain basic radiation safety and nuclear medicine tasks.

Based on discussions with the Nuclear Medicine Service staff, the NHPP inspectors
concluded that removal of the Cl from these duties did not result from the Cl identifying
or reporting safety concerns, but were based on performance issues related to basic
radiation safety and nuclear medicine tasks.

Paragraph 3 (initial work area and posting requirements)

NHPP reviewed statements in the OSC letter about the Cl's initial duty station and
required postings for that room. Some details about his initial work station were not
substantiated. According to interviews with nuclear medicine staff, when the Cl began
working at the medical center around February 24, 2014, his initial duty station was in
Room 2161. The nuclear medicine technologists interviewed for the inspection stated
that patient thyroid uptake scans are performed in this room, but not patient injections of
radiopharmaceuticals. During the NHPP inspection on June 18-19, 2014, a new cardiac
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scanning device was in Room 2161; but as of the inspection date, the device had not
been made operational. According to interviews with the other nuclear medicine
technologists, injections are and have been performed either in the hot laboratory area
(which is located in a smaller room within Room 2107 (across the hallway from the Cl’s
initial duty station) or in the cardiac stress test labs, Rooms 5008 and 5009, which are
on a different floor of the medical center.

The C! alleged that his initial duty room and the scanning room lacked federally required
signage (i.e., radiation signs or postings) specific to radioactive materials. NHPP did
not substantiate this allegation. NHPP reviewed all radioactive material use rooms in
the nuciear medicine department (Building 2, 2" fioor: Rooms 2107, 2108, 2161, and
the hot laboratory room within 2107) and two cardiac stress labs (Building 2, 5" floor:
Rooms 5008 and 5009) and determined that the only room which requires a posting for
radicactive materials under 10 CFR 20.1802 and 20.1903 is the hot laboratory, which is
a smaller room with its own door, located within Room 2107.

The inspectors observed that the hot laboratory, where radiopharmaceutical dosages
are received, prepared, and stored along with other quality confrol sources, was
properly posted with a “Caution, Radioactive Materials” sign on the door. While the
inspectors acknowledge that it is common practice for nuclear medicine departments to
post all rooms in which radioactive materials are used, many rooms are not required to
be posted under regulations because they meet the posting exceptions in 10 CFR
20.1903. These exceptions are satisfied because radioactive materials are not present
in the rooms for more than 8 hours and when materials are present, they are either
under the direct control of a nuclear medicine technologist or administered to a patient;
and patients who are administered radioactive materials (per 10 CFR 35.100 and
35.200, which are the only uses under this permit) are readily releasable under
conditions of 10 CFR 35.75.

Therefore, while NHPP did observe that some rooms at the facility had not been posted
as radioactive material use areas, NHPP did not substantiate any specific circumstance
that violated NRC regulations in 10 CFR Part 20.

Paragraph 3 (last sentence, disposal log issue)

The Cl alleged that the department did not maintain a radicactive decay-in-storage log,
in violation of NRC regulations. NHPP did not substantiate this aflegation. The NRC
regulations require the permittee to maintain a minimum of 3 years of disposat records
for decay-in-storage. During the NHPP inspection,-{?xém (nuclear medicine
technologist with primary responsibility for waste disposals) readlly retrieved 3 years of

decay-in-storage records, which were maintained electronically on a computer system
in the nuclear medicine hot laboratory.

The inspectors noted that [JJJQIGI ~a¢ to use a special query screen to retrieve

records prior to 2012; however, the records were readily retrieved. The records had the
minimum information specified in 10 CFR 35.2092 including the date of the disposal, the
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radioactive waste bin in the hot laboratory for decay-in-storage. The usual process is
that once an entire waste bin is full, which can take multiple days, the bin is ¢losed and
the entire container is placed into the decay-in-storage process for disposition in
accordance with 10 CFR 35.92. The waste bin is required to be held for decay-in-
storage until no residual activity above background levels remains, as determined by a
radiation survey.

Due to the very low residual activity, the bagged item is exempt from labeling as
radioactive material per 10 CFR 20.1905 (i.e., the activity is well below the quantity for
technetium 99m in Appendix C to 10 CFR 20, i.e., 1 millicurie). The regulations do not
have a specified time frame by which the bagged item must be placed into a decay-in-
storage bin; however, the item must be controlled from unauthorized removal or access
per NRC requirements in 10 CFR 20.1801 and 20.1802. Such control is provided by
keeping waste materials in the hot laboratory which is locked when nuclear medicine
technologists are not present. NHPP did not substantiate or identify any specific
mishandling or loss of control of radioactive waste materials for this procedure.

As discussed above (for paragraph 3, last sentence), the facility retrieved records for
the inspectors’ review of waste disposals which showed the required information was
being maintained. The inspectors did not identify any violations of NRC requirements
for the process described by the technologists. In addition, none of the three
technologists had any awareness of an instance during the week of March 17, 2014, in
which “six empty food containers, including Styrofoam boxes and cups containing
uneaten food” were left on the hot laboratory counter. The technologists also stated to
the inspecters that they do not and have not used the hot laboratory as an area for their
own eating purposes.

Additional Comment from Alleger Interview

During the telephone discussion betwee (b) (6) and the Cl on June 17, 2014, prior
to the on-site inspection, the Cl stated that he did not think the computer system being
used for certain record keeping tasks in the nuclear medicine hot laboratory was
maintaining information on dosages administered to patients for the required time
period. This issue was reviewed by NHPP during the on-site inspection. The
inspectors observed that the facility was maintaining the required dosage records for the
minimum 3-year retention time per 10 CFR 35.63 and 35.2063. The dosage information
was being maintained in hard copy format rather than on the computer system. NHPP
did not identify a violation or deficiency for record keeping related to patient dosages.

Additional Information for NHPP inspection

In addition to specific review of allegation circumstances identified in the OSC letter,
NHPP performed a core inspection of activities under the radioactive materials permit.
The inspection report and associated inspection documents are included as Attachment
B. The inspection identified one viotation, unrelated to the allegation circumstances, for
failure to notify NHPP per 10 CFR 35.14 of changes to areas of use under the permit
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VHA National Health Physics Program (NHPP) Inspection Plan
W.G. (Bill) Hefner VA Medical Center, Salisbury, North Carolina
June 18-19, 2014
6. Review current generic inspection issucs approved by National Radiation Safety Commitice.

a. Use of training and information resources including “RSO Webinar Training” and NHPP
Intranet Web site.

b. Awareness of facility-level incident reporting system and coordination with Paticnt Safety
Officer and quality management staff.

c. Safety culture awareness, reporting concerns, and safety conscious work environment.

d. Management oversight for safe use of radioactive materials including policy requirements
in VHA Dircctive 1105.01.

e. Training and procedures for proper receipt and shipping of radioactive materials packages.

8. Conduct entrance and exit meetings with representatives of executive management.

Submitted by: ( b) (6) Date: Junc 16, 2014
QTN

Date:

Revised [ebruary 10, 2014 - Page2of2



VHA National Health Physics Program (NHPP) Inspection Record

Inspection report number: 659-14-101 Permit number: 32-15483-01
Permittee (name and address): W.G. (Bill) Hefner VA Medical Center

1601 Brenner Avenue

Salisbury, North Carolina 28144

Locations of use being inspected: same as above

Permittee contact (name and telephone number); (b) (6)

Radiation Safety Officer (R80)
704-638-9000, x2398

Permit priority: 3 Permit program code: 2120/0000
Date of last NHPP ingpection: December 17, 2013
Date of last NRC inspection: March 17,2011

Date of this inspection: June 18-19, 2014

Type of inspection:  (X) Announced ( ) Unannounced
( ) Initial (X) Routine (X) Special
Next inspection date: June 2017 (normal, unless modified by NHPP inspection algorithm)

Summary of findings/actions

( ) No violations (inspection report or NHPP Form 591 issucd)

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

( ) Severity Level 1V and/or non-cited violations (inspection report and NHPP Form 591 issued)
( ) Severity Level 1, II, or [l violations (inspection report and NOV issued)

(X) Follow-up on previous violations

{nspcctor{s):m Date: June 25,2014
Date: June 25, 2014
Approved: b ) ( 6

Revised February 10, 2014 (adapted from NRC Inspection Manual Chapter 2800) Page 1 of 7
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Date:




VHA National Health Physies Program (NHPP) Inspection Record

PART I - PERMIT, INSPECTION, INCIDENT/EVENT, AND ENFORCEMENT HISTORY
1. AMENDMENTS AND PROGRAM CHANGTS

Amendment No. 48, dated June 25, 2014, updated areas of use.

Amendment No, 47, dated January 3, 2014, added an authorized user.

2. INSPECTION AND ENFORCEMENT HISTORY

The previous NHPP inspection on December 17, 2013, cited two minor violations at Severity Level IV,
The first violation was for the Director not signing Radiation Safety Committee (RSC) minutes within
45 days afler meetings. The second violation was for not having documented training and testing as
specified in 49 CFR 172,702 for employees who prepared and/or shipped radioactive materials.

During this inspection, the inspectors reviewed implementation and effectiveness of corrective actions
completed for these violations and considered the actions adequate to close the violations.

The previous NRC inspection on March 17, 2011, cited no violations.

3. INCIDENT/EVENT HISTORY

Review of the NRC Nuclear Material Events Database on June 16, 2014, identified no new event
reports since the tast NHPP inspection. No reportable cvents were identified during the inspection.

PART 11 - INSPECTION DOCUMENTATION

1. QRGANIZATION AND SCOPE OF PROGRAM

W.G. (Bill) Ilefner VA Medical Center, Salisbury, North Carolina, utilizes radioactive matetials under
a limited-scope permit for diagnostic medical uses (10 CFR 35.100 and 35.200 only) at a single street
address. The permiitee performs around 12-14 diagnostic procedures per day with three nuclear
medicing technologists. The permittec utilizes unit doses obtained from a commercial radiopharmacy.
Radionuclide generators are not used. PET/CT imaging is not performed. The facility does not
perform therapeutic uses of unsealed radionuclides or uses of I-131 sodium iodide greater than 30 pCi
(i.e., medical uses under 10 CFR 35.300). The scope of the program remains relatively unchanged
ftom the previous NHPP inspection in December 2013.

The RSO is a full-time employee of the permittee and is an authorized user on the permit. The RSO
reports to the Chief of Staff. The RSO has complete antonomy with regard to radiation safety program
implementation and stop-work authority, and coordinates the radiation safety program through the RSC
and executive management.

The RSC submits minutes to the facility’s Environment of Carc Committee. The RSC meets at least
twice each year. RSC minutes are timely signed by the Director, since the last NEPP inspection, and
consistent with VIHA requirements. The inspectors reviewed executive management oversight of the
radiation safety program per VEIA Directive 1105.01 and did not identify any oversight issues. The
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VHA Nutional Health Physics Program (NHPP) Inspection Record

inspectors reviewed the use of external consultants and did not identify undue reliance of management
on affiliate universities or consultants for implementation of the radiation safety program.

The inspectors interviewed all three technologists in nuclear medicine to assess their willingness to
raisc safety concerns, if needed, and determined that the individuals were knowledgeable of methods
for reporting concerns and appeared to be willing to report concerns both internally and externally if
needed. Executive management and employees appeared dedicated to putting safety first, having a
questioning attitude, and a willingness to stop work, if needsd, for regulatory compliance, The
inspectors noted that the RSO and management appeared to resolve radiation safety issues that were
identified to them in a timely and effective manner consistent with maintaining a positive safety culture
and a safety-conscious work environment.

2. INSPECTION SCOPE AND NRC INSPECTION PROCEDURES USED

The inspection followed a pre-approved inspection plan. The inspection foeus was risk-informed and
performance-based. The inspection consisted of an examination of rooms and equipment used for
nuclear medicing, review of radiation safety practices, and observations of and interviews with facility
staff. All items on the ingpection plan were completed. The inspectors observed a nuclear medicine
technofogist perform a package receipt in the hot laboratory and a patient administration of radioactive
material.

The inspectors used NRC inspection procedure [P 87130, “Nuclear Medicine Programs, Written
Directives Not Required.” The inspectors used the focus areas in the NRC precedure (i.e., sceurity and
control of radioactive materials, shielding, comprehensive safety measures, dosimeter, instrumentation
and surveys, training and practices, and management oversight} and detcrmined the adequacy of the
radiation safety program following a performance-based approach.

Records reviewed included the following

Dosimetry results for 2013 and 2014 (available through April 30, 2014)
RSC minutes for 2014

Sealed source inventories and leak tests for 2014

Records for spills or reportable incidents (none indicated)

3. INDEPENDENT AND CONEIRMA TORY MEASUREMENTS

The inspectors completed independent survey measurements in the nuclear medicine hot taboratory and
scanning areas with a Ludlum Model 2401-P GM tube survey meter, Serial Number 295260, calibrated
September 17, 2013, Measurements did not identify any radioactive contamination, The highest
exposure reading was 0,06 mR/hr, and was consistent with areas being maintained as low as reasonably
achievable (ALARA) and well below levels that would cause a regulatory dose limil to be exceeded for
staff or members of the public.

4. FINDINGS AND RECOMMENDATIONS

Sealed sources on site were consistent with those listed on NHPP’s Webh-based sealed-source
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VHA Nationa! Hcalth Physics Program (NHPP) Inspection Record

inventory.
The RSO and other key staff were aware of the NHPP Intranet Web site and RSO Webinar training,

The nuclear medicine staff was awure of facility-level requirements for reporting incidents in
coordination with other facility-level groups, such as the Patient Safety Officer and quality
management groups.

The inspectors followed up on permittee-identified items discussed, prior to the inspection, by
telephone between the R8O and NHPP on March 24, 2014, The items included purporied performance
deficiencies with a newly hired supervisory technologist, who was also hired to eventually be
appointed as the RSO, in areas of wipe testing of incoming packages, leak testing for newly acquired
sealed sources, performing physical inventory of sealed sources, preparing shipping paperwork for
radioactive materials, disposing of permitted materials, and routinely wearing personnel dosimetry. As
an overall corrective action for the issues, on March 25, 2014, the RSO removed the individual from
duties involving radiation safety and nuclear medicine processes, including handling of radioactive
materials. The inspectors’ impressions and conclusions for these specific items are discussed below.

For incoming packages, the ingpectors concurred that the individual failed to perform and/or
document performance of wipe surveys on incoming packages on several days. This failure was
a violation of NRC requircments; however, since the permittee self-identificd and corrected the
issue prior Lo the inspection, and since the issue has not repeated, the inspectors identified this
item as a non-cited violation. Additional details are provided below in Section 5.

For leak testing of sealed sources, the RSO poted that the individuat had difficulties performing a
Jeak test on a newly acquired scaled source. NHPP inspectors determined that leuk tests were
within required timeframes per 10 CFR 35.67 because the new source had been leak tested by the
source manufacturer within 6 months prior to receipt of the source by the permitice. While it is
desirable for a supervisory nuclear medicine technologist to have basic knowledge about how to
pertorm these tests, the inspectors did not identify a specitic violation for this ttem.

For the issue related to performing physical inventory of sealed sources, the RSO noted that the
individual had difficuliies converting between basic units of activity for entry into NHPP's Web-
bascd sealed source inventory system. This syster is an internal VHA system and is not required
by NRC reguiations. While it is highly desirable for a supervisory nuclear medicine technologist
and RSO to have basic knowledge about how to perform activity unit conversions, the inspectors
did not identify a specific violation of NRC requirements for this item.

For the issue related {0 preparing shipping paperwork for radioactive materials, the shipment was
related to sending a iow-activity (~ 2 mCi) spent Co-57 sealed source to a vendor. Based on the
activity involved, the source in its shielded container would have qualificd as a limited quantity
shipment such that specific DOT shipping papers would not have been required. While it is
impaortant to follow vendor specific instructions for returning sources, the inspectors did not
identify an NRC violation for this issue, although the circumstance did apparentiy create
documentation issucs that had to be resolved with the vendor who was taking possession of the
souree.
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VHA National Health Physics Program (NHPP) Inspection Record

For the issue related o improper waste disposal, the RSO noted that on March 19, 2014, the
individual placed a used radioactive needle in the regular trash. This circumstance could have
resulted in a violation if the permittee had not retrieved the item prior to final disposal. While
this is a performance deficiency, the inspectors did not identify a violation of NRC requirements
for failure to control radioactive materials since other permittee staff identified the issue and the
item was retrieved from the regular trash prior to final disposal and release from the permittee’s
control.

For the issue related to nol wearing dosimetry, the inspectors were informed that the individual
lost his finger-ring dosimeter on March 20, 2014, and worked without the finger-ring on March
20 and March 21, 2014. The facility’s policy is that individuals who are issued a dosimeter must
wear the dosimeter when handling radioactive materials. Upon identifying the lost ring, the
individual should have reported the issue to the RSO and obtained a replacement badge before
continuing to handle radicactive materials, While this represents a facility-specific performance
deficiency, the inspectors did not identify a specific violation of NRC requirements becausc a
review of past personnel dosimetry results revealed that it was unlikely for the individual to
exceed the monitoring threshold stated in 10 CFR 20.1502(a) - specifically 5000 mrem per year
to extremities. As additional information, the maximum extremity dosc for calendar year 2013
for technologists was 2560 mrem and the scope of use had not significantly changed.

I additional discussions during the inspection, other nuclear medicine technologists revealed
that the individual did not document personal surveys on several days from Febroary 24, 2014,
through March 17, 2014. The inspectors agree that such surveys are common practice [or nuclear
medicine staff. Based on standard safety practices observed and used by technologists (e.g., use
of disposable gloves and routine area surveys), it is unlikely that any significant contamination
would have been inadvertently removed trom the area during the period by the individual.
However, NHPP inspectors agree (hat end-of-day personnel surveys are a best practice and all
individuals who handle radioactive materials should follow internal policies established by the
RSO and permittee management. The inspectors did not identify a specific violation of NRC
requiremertts since no objective evidence was provided to indicate that contamination was
actually removed from the facility and since the RSO took corrective actions to remedy the
circumstances by revoking the subject individual’s radicactive material use privileges.

As described above, the inspectors evaluated training and procedures for proper receipt and shipping of
radioactive materials packages and identified several occasions (discussed below) where surveys were
not performed or documented. The failure was self-identified in that two nuclear medicine
lechnologists eeported the deficiencies to the RSO, and the RSO ok prompt corrective actions to
address the issue. In addition, the technologists present during the inspection appeared knowledgeable
of the methods and requirements for performing packape receipt surveys. The permittee also
maintained staff that was trained and tested per DOT requirements for shipping.

The inspectors reviewed radiation postings in area of use and determined that postings conformed to
requirements in 10 CFR 20.1902 and 20.1903.
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VHA National IHeaith Physics Program (NHPP) Inspection Record

The inspectors reviewed practices for disposal of radioactive materials by decay in storage, including
mainlenance of disposal records for at least 3 years. The inspectors determined that disposal practices
and records conformed to requirements in 10 CFR 35,92 and 35.2092.

The inspectors reviewed practices associated with labeling and storage of radioactive wastes associated
with gastric emptying studies. The inspectors determined that labeling conformed to requirements in
10 CFR 20.1904 and 20.1905 and that handling of these wastes conformed to requirements in 10 CFR
20.1801, 20,1802, 35.92, and 35.2092.

The inspectors reviewed the location of routine duty stations of technologists in concert with areas of
material use and historical personnel radiation dosimetry results. No individuals exceeded the
monitoring thresholds in 10 CFR 20.1502 for external doses during 2013, and there was no indication
that work stations subjected workers to doscs levels that were inconsistent with the ALARA
philosophy.

The inspectors reviewed practices for determining activily and for recording patient dosages for the
minimum 3-year period required by NRC. The inspeciors determined that dosage preparation and

record keeping practices conformed to requirements in 10 CFR 35.63 and 35.2063.

5. VIOLATIONS, NCVs, AND OTHER SAFETY ISSUES

Cited Violation:

The inspectors identified one violation at Severity Tevel [V (minor violation) due to failure to make a
required notification and perform a survey for changes to area of use, During the inspection, the rooms
identified in NHPP permit {iles were comparcd with those at the address of use, and the inspectors
detcrmined the facility moved the cardiology stress lab in 2010 from the second floor to the fifth floor
of Building 2. Prior o the move, the stress lab area comprised Rooms 2042A (subscquently reiabeled
as 2040A) and 20428 (subsequently relabeled as 2046). Current stress labs are located in Rooms 5008
and 5009, Contrary to 10 CER 35.14(b)(5), the facility failed to notify NHPP of the changes within 30
days after the change. In addition, permittee staff was not able to locate any survey records to
demonstrate that the [ormer stress labs had been surveyed for release for unrestricted use with respect
to radivactive materials per 10 CFR 20,1402 and 20.1501.

The nolification and survey deficiencies arc characterized as a single violation because they are
associated with the same event. The cause of the vielation was not determined with complete certainty
because key staff (i.e., the RSO and Imaging Supervisor), at the time of the relocation, are no longer
employed by the permittee. The violation was likely caused by a lack of understanding about
regulatory requirements for notifications and release survey documentation. Due to the short half-life
of the radionuclides used for stress tests (e.g., 6-hour halfulife for Te-99m) and routine policies of (1)
performing daily surveys in area of use and (2) not storing radioactive materials in stress test areas, the
former stress test arcas are expected to have met unrestricted use requirements in 10 CI'R 20.1402 at
the time of release and would not have posed a significant health und safety risk to other workers and
members of the public. The areas have been renovated into office arcas. This violation is categorized
in accordance with NRC cnforcement pulicy as a Severity Level IV violation. Corrective actions
included reinstruction of the RSO of notification and survey requirements in [0 CFR 35.14 and
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20.1501 by the NHPP inspectors on June 18, 2014, and written notification to NHPP on June 19, 2014,
about the location changes.

Non-Cited Violation (NCVY:

The inspectors identified a non-cited violation as follows: 10 CFR 20.1906(c) requires in part that the
permittee shall perform the monicoring required by 10 CFR 20.1906(b) not later than 3 hours after a
labeled package of radioactive materiafs is received. Contrary to this requirement, for packages
received during normal working hours on March 6, 7, 19, 20, and 21, 2014, the permittee could not
provide documentation that external surfaces of the packages had been properly monitored. This
violation was self-identified and self-corrected by the permittee prior to the inspection. The viotation
s atiributed to human performance difficulties in that the staff member who received packages on
these days either did not perform wipe samples, properly operate the counting equipment, or docurment
the count information. The inspectors did not identify recurrence of this violation after corrective
actions were taken. Corrective actions involved removing the specific individual associated with the
deficiency from duties involving radioactive materials on March 25, 2014,

6. KEY PERSONNEL CONTACTED

(b) (6) FACHE, Director
(b) (6) MSN, R.N., Associate Director
(b) (6) M.D., Chief of Staff '
(b) (6) M.D., Radiation Satety Ofticer, Authorized User b3
(b) (6) MBA, R.T.(R), Administrative Officer, and Chicf Technologist, [maging Scrvice s
(QIC) Nuclear Medicine Technologist®
(QIGH v 1 car Medicine Fechinologist’
(b) (6) Nuelear Medicine Technologist®

!

[ndividual(s) present at cntrance meeting
?‘ Individual(s) present at exit meeting
' Individual(s) present or participating in inspection discussions

7. ATTACHMENTS

None
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Date:

from:

Subj:

DEPARTMENT OF Memorandum
VETERANS AFFAIRS
JUN 30 2014

Director, VHA Naticral Health Physics Program (NHPP) (115HP/NLR)
Radiation Safety Program Inspection and Notice of Violation - Inspection Report 65%-14-101
Director (659/00), W.G. (Bill) Hefner VA Medical Center, Salisbury, North Carolina

I Ph.D., and NHPP, inspected the radiation safety program
at the W. G. (Bill) Hefner VA Medicai Center, Salisbury, North Carolina, on June 18-19, 2014.

2. The inspection report is attached. The report consists of an NHPP Form 591 citing one minor
violation at Severity Level 1V and identifying one non-cited violation. The violations represent a
deviation from Nuclear Regulatory Comimnission requirements for radioactive material use.

3. You should note the NHPP Form 591 summarizes the violation, corrective actions, and full-
compliance date. You must sign and return the NHPP Form 591 within 30 days of the date of
this memorandum,

4. Thank you for the courtesy and cooperation extended during the inspection. Pleasc contact
Mt 501-257-1578, if you have any questions about the inspection.

»

Attachment

cc: Chair, National Radiation Safely Committee
Network Director, VISN 06 (10N06)



NHPP FORM 591 (Revised 2-2014) VHA Nalional Health Physics Program (NHPP)

SAFETY INSPECTION REPORT AND COMPLIANCE INSPECTION

PERMITTEE/PERMIT NUMBER: 2. LOCATION(S) INSPECTED:

W.G. (Bill) Hefner VA Medical Center 1061 Brenner Avenue

Salisbury, North Carolina Salisbury, North Carolina 28144

32-15483-01 o
. INSPECTION DATE(S): June 18-19, 2014 4. INSPECTION REPORT NUMBER: 659-14.101
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 parsonnel, and performance-based
observations by the inspector. The inspection findings are as follows:

[T 1. Based on the inspection findings, nto viclations were identified.
2. Previous violation(s) closed.

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, {0 exercise discretion, were satisfied. Non-cited violation(s) were discussed
invalving the following requirement(s) and corrective action(s):

10 CFR 20.1906(c) requires in part that the permittee perform monitoring of external package surfaces as
required by 10 CFR 20.1806(b) not later than 3 hours after a labeled package of radioactive materiats is
received. Contrary o this requirement, for packages received during normat working hours on March 6, 7,
18, 20, and 21, 2014, the permittee did not have documentation to support that external surfaces of the
packages had been monitored for removable radioactivity. The violation was self-identified and self-
corrected by the permittee prior to the inspection. The violation is attributed to human performance
difficuities in that the staff member assigned to receive packages on these days did not correctly operate
sample counting equipment and record counting information. The inspectors did not identify recurrence of
this violation after corrective actions were taken, which included permanently remaoving the staff member
from duties invelving radioactive materials on March 25, 2014.

B4 4. During this inspection certain of your activities, as described below and/or attached, were in violation of VHA or
NRC requirements and are being cited. Thig form is a NOTICE OF VIOQLATION, which may be subject to posfing
per 10 CFR 19.11. The viotations and carrective actions are as follows:

10 CFR 35.14(b)}{5) requires a parmittes to notify NHPP within 30 days after the permittee has added to or
changed the areas of use identified in the application ar on the permit where permitted material is used in
accordance with 10 CFR 35,100 or 35.200. Additionally, 10 CFR 20.1501(a) requires that each permittes
make surveys of areas as may be necessary for the permittee to comply with the ragulations in 10 CFR 20.
Contrary to these requirements, during 2010 the permittee moved the cardiology stress test area and did
not notify NHPP of the change or complete closeout surveys in the former stress test area to comply with
10 CFR 20.1402. The cause of the violation was not determined with certainty because key staff (i.e., the
Radiation Safety Officer and Imaging Supervisor), at the time of the relocation, are no longer employed by
the parmittee. The violation was likely caused by a lack of understanding about reguiatory requirements for
notifications and release survey documentation. Due to the very shart haif-life of the radionuctides used for
stress tests, narmal procedures of perferming daily surveys in areas of use, and not staring radioactive
materials in stress test areas, the former stress test areas are expected to have met unrestricted use
requirements in 10 CFR 20,1402 at the time of release such that the areas would not have posed a

NHIP FORM 591 (Revised 2.201(4)



NHPF FORM 581 (Revised 2-2014)

VHA National Health Physics Program (NHPP)
SAFETY INSPECTION REPORT AND COMPLIANCE INSPECTION

significant health and safety risk to other workers and members of the public. Corrective actions included
reinstruction of the Radiation Safety Officer and Imaging Supervisor of nofification and survey requirements
in 10 CFR 356.14 and 10 CFR 20.1501 by the NHFP inspectors on June 18, 2014, and written notification to
NHPP on June 18, 2014, about the area changes. The full-compliance date for corrective actions is

June 19, 2014, This is a Severily Leval IV violation.

STATEMENT OF CORRECTIVE ACTIONS

| hereby state that the actions described above will be taken to correct the violations identified. This stetemeant of corrective actions is
made per 10 CFR 2.201 (corrective steps already taken, corractive steps which will be taken, and date when fuil compliance will be
achieved), iunderstand no further written response to NHPP will be required, unless specifically requested.

. TITLE ?

SIGNATURE

DATE

| PERMITTEE

NHPP INSPECTORS

NHPP FORM 394 (Revised 2-2014)

PRINTED NAME

b) (6

| June 25, 2014




Attachment C

As a record of contact, JOQXERrs0 at Salisbury} cantacted me this afternoon to discuss some apparently
recurring deficiencies by a specific nuclear medicine technologist. He was interested in understanding
whether any such deficiencies required formal reporting to NHPP or NRC.

He gutlined the items, which were minor in nature but did need to be resolved by the permittee. Some of
the areas he is reviewing include: wipe testing of packages, leak tests for sealed sources, physical inventory
of seated sources, shipping paperwork for radioactive materials, praper disposal of permitted materials, and
routine use of persannel dosimetry. | noted that formal reporting is nat required unless the deficiencies
were associated with an NRC-reportable event—and none ¢f the items he described appeared to be
reportable. The deficiencies appeared to be associated with a human performance issue. [ outlined
expectation for adequate and timely actions to correct deficiencies and prevent recurrence and noted that
NHPP can normally give credit far self-identified, self-corrected deficiencies during aur inspection

process. Immediate corrective actions were noted to have been taken—primarily including removing an
individual's privileges to use radioactive materials while further management reviews are conducted.

i did not identify any regulatary reportable items during the discussion. The RSO noted that he was made
aware of issues yesterday—such that he appeared to be addressing the issues promptly and adequately for
short term, :

| do recommend that NHPP follow up with the RSO in 45 calendar days by phone to ensure long term 5
resolution of the issues. A m.:

F2Y

(b) (6) PhD, CHP, Program Manager/Health Physicist
VHA National Health Physics Program (10P4X}
2200 Ft. Roots Drive, Narth Littie Rock, AR 72114 (115HP/NLR, Bidg 101, Rm 208}
Office: 501-257-1578; (b) (6) Fax: 501-257-1570
From: (b) (6)
Sent: Monday, March 24, 2014 9; 12 AM
To:
Ce:
Subject: KE. Haiisbuty

(b) (6)

i received the message to call you. | am currently on an NRC conference call until around 11:30 am £DT. |
will contact you after that catl {assuming another NHPP staff member has not already contacted you sconer).

You may find the following NRC Infarmation Notice helpful. Information Notice No. 96-28: Suggested
Guidance Relating to Development and Implementation of Corrective Action:

-rm/doc-collections/gen-comm/info-notices/1996/in96028. htmi

(b) (6) PhD, CHP, Program Manager/Health Physicist

VHA National Health Physics Program {10P4X)
2200 Ft. Roots Drive, North Little Rock, AR 72114 {115HP/NLR, Bldg 101, Rm 208)
Office: 501-257-1578; Ceil IN(JN ()M Fax: 501-257-1570
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