
UNITED STATES 
NUCLEAR REGULATORY COMMISSION 

IA-17-111 

Mark Sperlich 
[HOME ADDRESS DELETED 
UNDER 10 CFR 2.390] 

REGION IV 

1600 EAST LAMAR BOULEVARD 
ARLINGTON, TEXAS 76011-4511 

November 7, 2017 

SUBJECT: OFFICE OF INVESTIGATIONS REPORT 4-2016-021 

Dear Mr. Sperlich: 

This letter refers to the investigation completed on June 28, 2017, by the U.S. Nuclear 
Regulatory Commission 's (NRC) Office of Investigations at the Avera McKennan Hospital in 
Sioux Falls, South Dakota . The purpose of the investigation was to determine whether you , as 
an employee of Avera McKennan, willfully transported bulk quantities of licensed material on 
public highways to a location identified on the license, North Central Heart in Sioux Falls, South 
Dakota without properly packaging , marking and labeling the package, and without shipping 
papers. A factual summary of the investigation, as it pertains to your actions, is enclosed 
(Enclosure 1 ). 

Based on the information acquired during the investigation, an apparent violation of Title 10 of 
the Code of Federal Regulations (CFR) 71.8(b)(1 ), the NRC's rule on deliberate misconduct, 
(Enclosure 2) , has been identified and is being considered for escalated enforcement action in 
accordance with the NRC Enforcement Policy. The current Enforcement Policy is included on 
the NRC's Web site at http://www.nrc.gov/about-nrc/regulatory/enforcement/enforce-pol.html. 

It appears that you engaged in deliberate misconduct by deliberately failing to transport bulk 
licensed material in accordance with NRC regulations. Specifically, it appears that on multiple 
occasions between March 2013 and December 30, 2015, you deliberately transported licensed 
material (between 50 and 300 millicuries of technetium-99m) on public highways from the 
licensee's main hospital to an off-site authorized facility (North Central Heart) in shielded vials 
inside a plastic bag, a design incapable of withstanding normal transportation without 
deterioration. Additionally, you deliberately transported the material without the required 
shipping papers, marking, and labeling. This was discussed with you during a telephonic 
briefing between you and Ms. Linda Howell of my staff on November 6, 2017. 

In addition , your actions appear to have caused Avera McKennan to be in violation of 
49 CFR 173.41 O(f) , 49 CFR 172.200(a), 49 CFR 172.300(a) , and 49 CFR 172.400(a). 
Therefore, the NRC is also considering enforcement action against your former employer, Avera 
McKennan, in part, because of your actions. A copy of the letter issued to Avera McKennan is 
enclosed (Enclosure 3). 

Before the NRC makes its enforcement decision, we are providing you an opportunity to 
(1) respond to the apparent violation addressed in this letter within 30 days of the date of th is 

CERTIFIED MAIL 
RETURN RECEIPT REQUESTED 



M. Sperlich 2 

letter, (2) request a predecisional enforcement conference (PEC), or (3) request alternative 
dispute resolution (ADR) . If a PEC is held , it will be closed to public observation since 
information related to an Office of Investigations' report will be discussed and the report has not 
been made public. If you decide to participate in a PEC or pursue ADR, please contact 
Mr. John Kramer at 817-200-1121 or Ms. Casey Alldredge at 817-200-1217 within 10 days of 
the date of this letter. A PEC should be held within 30 days and an ADR session within 45 days 
of the date of this letter. 

If you choose to provide a written response, it should be clearly marked as a "Response 
to IA-17-111 " and should include for the apparent violation: (1) the reason for the apparent 
violation or, if contested, the basis for disputing the apparent violation , (2) the corrective steps 
that have been taken and the results achieved, (3) the corrective steps that will be taken, and 
(4) the date when full compliance will be achieved. Your response may reference or include 
previously docketed correspondence, if the correspondence adequately addresses the required 
response. 

Your response should be sent to the U.S. Nuclear Regulatory Commission , ATTN: Document 
Control Desk, Washington , DC 20555-0001 , with a copy mailed to Mr. Mark Shaffer, Director, 
Division of Nuclear Materials Safety, Region IV, 1600 East Lamar Blvd ., Arlington , Texas 
76011-4511 , within 30 days of the date of this letter. If an adequate response is not received 
within the time specified or an extension of time has not been granted by the NRC, the NRC will 
proceed with its enforcement decision. 

If you choose to request a PEC, the conference will afford you the opportunity to provide your 
perspective on the apparent violation and any other information that you believe the NRC 
should take into consideration before making an enforcement decision. The decision to hold a 
PEC does not mean that the NRC has determined that a violation has occurred or that 
enforcement action will be taken. This conference would be conducted to obtain information to 
assist the NRC in making an enforcement decision. The topics discussed during the conference 
may include information to determine whether a violation occurred , information to determine the 
significance of a violation , information related to the identification of a violation , and information 
related to any corrective actions taken or planned. Following the conference, you will be 
advised by separate correspondence of the results of our deliberations on this matter. 

In lieu of a PEC, you may request ADR with the NRC in an attempt to resolve this issue. 
Alternative dispute resolution is a general term encompassing various techniques for resolving 
conflicts using a third party neutral. The technique that the NRC has decided to employ is 
mediation. Mediation is a voluntary, informal process in which a trained neutral mediator works 
with parties to help them reach resolution . If the parties agree to use ADR, they select a 
mutually agreeable neutral mediator who has no stake in the outcome and no power to make 
decisions. 

Mediation gives parties an opportunity to discuss issues, clear up misunderstandings, be 
creative, find areas of agreement, and reach a final resolution of the issues. Additional 
information concerning the NRC's program can be obtained at http://www.nrc.gov/about
nrc/regulatory/enforcement/adr/post-investigation .html and in Enclqsure 4. The Institute on 
Conflict Resolution at Cornell University has agreed to facilitate the NRC's program as a neutral 
third party. Please contact Cornell at 877-733-9145 within 10 days of the date of this letter if 
you are interested in pursuing resolution of this issue through ADR. 
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Because this letter references and encloses information addressing NRC's review of an 
apparent enforcement action against an individual , this letter and its enclosures will be 
maintained by the Office of Enforcement in an NRC Privacy Act system of records, NRC-3, 
Enforcement Actions Against Individuals. This system, which is not publicly-accessible, 
includes all records pertaining to individuals who are being or have been considered for 
enforcement action , whether such action was taken or not. The NRC-3 system notice, which 
provides detailed information about this system of records, can be accessed from the NRC Web 
site at http://www.nrc.gov/reading-rm/foia/privacy-systems.html , then select "Republication of 
Systems of Record Notices, November 17, 2016 (81 FR 81320)" and go to page 81323. 

Since this letter contains specific personal information, this letter will not be made 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. However, if the NRC concludes that a 
Notice of Violation is warranted , that final action will be made publicly available and will , 
therefore, not include specific personal information. 

In addition , you should be aware that all final NRC documents, including the final investigation 
report, are official agency records, and may be made available to the public under the Freedom 
of Information Act , subject to redaction of certain information in accordance with the Freedom of 
Information Act. 

Enclosures: 
1. Apparent Violation 
2. Factual Summary from NRC Investigation 

Report 4-2016-021 
3. Letter to Avera McKennan 
4. NUREG/BR-0317 Post-Investigation 

ADR Program 

d~c!I~ 
Mark R. Shaffer, Director b ~ 
Division of Nuclear Materfds- Safety 



APPARENT VIOLATION 

10 CFR 71 .8(b)(1) requires , in part, that an employee of a licensee may not engage in 
deliberate misconduct that causes or would have caused , if not detected, the licensee to be in 
violation of any rule, regulation , or order; or any term, condition , or limitation of any licensee 
issued by the Commission . 

10 CFR 71.5(a) requires , in part , that each licensee who transports licensed material outside the 
site of usage, as specified in the NRC license, or where transport is on public highways, or who 
delivers licensed material to a carrier for transport, shall comply with the applicable 
requirements of the U.S. Department of Transportation regulations in 49 CFR Parts 171 
through 180 appropriate to the mode of transport. 

49 CFR 173.41 O(f) requires , in part, that each package used for the shipment of Class 7 
(radioactive) materials must be designed so that the package will be capable of withstanding the 
effects of any acceleration , vibration or vibration resonance that may arise under normal 
conditions of transport without any deterioration in the effectiveness of the closing devices on 
the various receptacles or in the integrity of the package as a whole and without loosening or 
unintentionally releasing the nuts, bolts, or other securing devices even after repeated use. 

49 CFR 172.200(a) requires , in part, that each person who offers a hazardous material for 
transportation shall describe the hazardous material on the shipping paper in a manner required 
by Subpart C of 49 CFR Part 172. 

49 CFR 172.300(a) requires, in part, that each person who offers a hazardous material for 
transportation shall mark each package, freight container, and transport vehicle containing 
hazardous material in the manner required by Subpart D of 49 CFR 172. 

49 CFR 172.400(a) requires , in part, that each person who offers for transportation or transports 
a hazardous material shall label the package or containment device with labels specified for the 
material in the section 172.101 table and Subpart E of 49 CFR 172. 

Contrary to the above, on multiple occasions between March 2013 and December 30, 2015, 
you , an employee of Avera McKennan, engaged in deliberate misconduct that caused the 
licensee to be in violation of any rule, regulation, or order; or any term, condition , or limitation of 
the license issued by the Commission. Specifically, you deliberately transported licensed 
material (between 50 and 300 millicuries of technetium-99m) on public highways from the 
licensee's main hospital to an off-site authorized facility (North Central Heart) in shielded vials 
inside a plastic bag that was incapable of withstanding deterioration and the material was 
transported without the required shipping papers, and without the appropriate marking and 
labeling. 

Enclosure 1 



FACTUAL SUMMARY 
NRC INVESTIGATION REPORT 4-2016-021 

An investigation was initiated by the U.S. Nuclear Regulatory Commission (NRC) on 
March 22, 2016, to determine if Avera McKennan staff: (1) willfully transported bulk quantities 
of licensed material on public highways to a location identified on their license without properly 
packaging , marking and labeling the package, and without shipping papers, and (2) willfully 
received bulk quantities of licensed material at North Central Heart (a division of Avera 
McKennan Hospital) without checking in the package or performing surveys of the package. 
The NRC completed its investigation on June 28, 2017. 

On February 16 and 24, 2016, Avera McKennan notified the NRC of self-identified violations 
associated with the transportation of technetium (Tc)-99m from Avera McKennan Hospital to 
North Central Heart. According to the licensee, the transportation of the Tc-99m did not always 
comply with NRC and U.S. Department of Transportation (DOT) requirements . Specifically, the 
bulk Tc-99m vial was placed in a lead container, then in a plastic bag , and was taken to North 
Central Heart without placing the bag into a DOT Type A package, and without shipping papers, 
markings, or labels. In addition , no package check-in or survey was performed by North Central 
Heart upon receiving the material. Avera McKennan stated that this generally occurred on the 
second shipment of the day and that this practice occurred consistently from about March 2013 
through 2015. 

From testimonial evidence, you admitted to transporting radioactive material from Avera 
McKennan Hospital to North Central Heart without complying with regulations. You also 
admitted that you occasionally failed to perform required surveys and swipes, and failed to 
include the required label and bill of lading . Testimonial evidence from several other Avera 
McKennan employees indicated that you routinely transported radioactive materials encased 
only in a lead container and a plastic bag and therefore, you did not properly package the 
radioactive materials for transportation. 

Based on the evidence, it appears that your deliberate actions caused Avera McKennan to be in 
violation of 49 CFR 173.41 O(f) , 49 CFR 172.200(a) , 49 CFR 172.300(a), and 
49 CFR 172.400(a). 

Enclosure 2 



Letter to 
AVERA MCKENNAN 

NRC INSPECTION REPORT 030-11252/2017-001 
AND NRC INVESTIGATION REPORT 4-2016-021 

Enclosure 3 



UNITED STATES 
NUCLEAR REGULATORY COMMISSION 

EA-17-104 

Mr. David Flicek 
President I Chief Executive Officer 
Avera McKennan 
1325 South Cliff Avenue 
Sioux Falls, SD 57117-5045 

REGION IV 
1600 EAST LAMAR BOULEVARD 
ARLINGTON, TEXAS 76011 - 4511 

November 7, 2017 

SUBJECT: NRC INSPECTION REPORT 030-11252/2017-001 AND NRC INVESTIGATION 
REPORT 4-2016-021 

Dear Mr. Flicek: 

This letter refers to the investigation conducted by the U.S. Nuclear Regulatory Commission's 
(NRC) Office of Investigations at your facilities in Sioux Falls , South Dakota. The purpose of the 
investigation was to determine if willful violations of the NRC and U.S. Department of 
Transportation (DOT) requirements occurred at the Avera McKennan Hospital and at North 
Central Heart. The investigation was initiated on March 22, 2016, and was completed on 
June 28, 2017. A final exit briefing was conducted (telephonically) with you and members of 
your staff on October 11 , 2017. A factual summary (Enclosure 1) provides a summary of the 
facts of the case, the apparent violations, and the basis for NRC's concern that deliberate 
misconduct may have been involved. 

Based on the results of the investigation, six apparent violations were identified and are being 
considered for escalated enforcement action in accordance with the NRC Enforcement Policy. 
The Enforcement Policy can be found on the NRC's Web site at http://www.nrc.gov/about
nrc/regulatory/enforcement/enforce-pol. html. The apparent violations being considered involved 
the failures to: (1) properly package shipments of radioactive material that were transported on 
public highways; (2) describe the hazardous material on shipping papers; (3) mark each 
package containing hazardous material for shipment; (4) label packages for shipment; 
(5) secure packages containing radioactive material to prevent shifting during normal 
transportation conditions; and (6) monitor the external surfaces of labeled packages for 
radioactive contamination upon receipt. The details of the apparent violations are documented 
in Enclosure 2. 

The NRC considers these apparent violations significant because the failure to package 
radioactive material properly for transportation on public highways could have led to the 
contamination of the vehicle, driver, and members of the public in an accident situation. The 
apparent violations were identified after your staff informed the NRC of apparent violations of 
NRC and DOT regulations when radioactive material was shipped from Avera McKennan 
Hospital to North Central Heart. 



D. Flicek 2 

These apparent violations occurred from 2013 through 2015 without being identified and 
resolved. Although several of your staff stated that they were concerned about this practice, 
they failed to raise these concerns to the appropriate level of management to be resolved. As a 
result, the NRC is concerned that Avera McKennan did not instill in its staff the concept that 
regulations must be followed and that its staff should feel free to raise concerns to the 
appropriate level of management whenever they observe that regulations are not being 
followed . 

Since the NRC has not made a final determination in this matter, a Notice of Violation is not 
being issued for these inspection findings at this time. In addition , please be advised that the 
number and characterization of apparent violations documented in Enclosure 2 may change as 
a result of further NRC review. 

Before the NRC makes its enforcement decision, we are providing you an opportunity to: 
(1) request a predecisional enforcement conference (PEC) or (2) request alternative dispute 
resolution (ADR). If a PEC is held, the NRC may issue a press release to announce the time 
and date of the conference; however, the PEC will be closed to public observation since 
information related to an Office of Investigations report will be discussed and the report has not 
been made public. If you decide to participate in a PEC or pursue ADR, please contact 
Mr. Michael Hay at 817-200-1455 within 10 days of the date of this letter. A PEC should be held 
within 30 days and an ADR session within 45 days of the date of this letter. 

If you choose a PEC, the conference will afford you the opportunity to provide your perspective 
on these matters and any other information that you believe the NRC should take into 
consideration before making an enforcement decision. The decision to hold a PEC does not 
mean that the NRC has determined that a violation has occurred or that enforcement action will 
be taken. This conference would be conducted to obtain information to assist the NRC in 
making an enforcement decision. The topics discussed during the conference may include 
information to determine whether a violation occurred , information to determine the significance 
of a violation, information related to the identification of a violation , and information related to 
any corrective actions taken or planned. 

In addition, you should be prepared to address the NRC's concerns regarding your staff's 
willingness to always follow regulations and raise safety concerns. In presenting your corrective 
actions, you should be aware that the promptness and comprehensiveness of your actions will 
be considered in assessing any civil penalty for the apparent violations. The guidance in NRC 
Information Notice 96-28, "Suggested Guidance Relating to Development and Implementation 
of Corrective Action," may be helpful. You can find an updated excerpt from NRC Information 
Notice 96-28, on the NRC Web Site at http://www.nrc.gov/docs/ML0612/ML061240509.pdf. 

In lieu of a PEC, you may also request ADR with the NRC in an attempt to resolve this issue. 
Alternative dispute resolution is a general term encompassing various techniques for resolving 
conflicts using a neutral third party. The technique that the NRC has decided to employ is 
mediation. Mediation is a voluntary, informal process in which a trained neutral mediator works 
with parties to help them reach resolution . If the parties agree to use ADR, they select a 
mutually agreeable neutral mediator who has no stake in the outcome and no power to make 
decisions. Mediation gives parties an opportunity to discuss issues, clear up 
misunderstandings, be creative, find areas of agreement, and reach a final resolution of the 
issues. 
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Additional information concerning the NRC's program can be obtained at 
http://www.nrc.gov/about-nrc/regulatorv/enforcement/adr.html. The Institute on Conflict 
Resolution at Cornell University has agreed to facilitate the NRC's program as a neutral third 
party. Please contact the Institute on Conflict Resolution at 877-733-9415 within 10 days of the 
date of this letter if you are interested in pursuing resolution of these issues through ADR. 

In accordance with 1 O CFR 2.390 of the NRC's "Agency Rules of Practice and Procedure," a 
copy of this letter, its enclosure, and your response, if you choose to provide one, will be made 
available electronically for public inspection in the NRC Public Document Room and from the 
NRC's ADAMS, accessible from the NRC Web site at http://www.nrc.gov/readinq
rm/adams.html. To the extent possible, your response should not include any personal privacy 
or proprietary information so that it can be made available to the public without redaction. 

If you have any questions concerning this matter, please contact Mr. Michael Hay of my staff at 
817-200-1455. 

Docket No. 030-11252 
License No. 40-16571-01 

Enclosures: 
1. Factual Summary from NRC Investigation 

Report 4-2016-021 
2. Summary of Apparent Violations 

cc w/Enclosures: 
T. Mccaskell , Administrator 

State of South Dakota 

Sincerely, 

~Id_ cfke,t!1[ 
~~. Shaffer, Director 4 ,P(._
Division of Nuclear Materi~I~ Safety 



FACTUAL SUMMARY 
NRC INVESTIGATION REPORT 4-2016-021 

An investigation was initiated by the U.S. Nuclear Regulatory Commission (NRC) on 
March 22, 2016, to determine if Avera McKennan Hospital staff: ( 1) willfully transported bulk 
quantities of licensed material on public highways to a location identified on their license without 
properly packaging, marking, labeling , and without shipping papers, and (2) willfully received 
bulk quantities of licensed material at North Central Heart (a division of Avera McKennan 
Hospital) without checking in the package and performing surveys of the package. The NRC 
completed its investigation on June 28, 2017. 

On February 16 and 24, 2016, Avera McKennan Hospital notified the NRC of the self-identified 
violations associated with the transportation of technetium (Tc)-99m from Avera McKennan 
Hospital to North Central Heart. According to the licensee, transportation of the Tc-99m did not 
always comply with NRC and U.S. Department of Transportation (DOT) requirements . 
Specifically, bulk Tc-99m vials were placed in a lead container, then in a plastic bag , and were 
taken to North Central Heart without placing the bag into a DOT Type A package, and without 
shipping papers, markings, or labels. In addition, no package check-in or survey was performed 
by North Central Heart upon receiving the material. Avera McKennan Hospital personnel stated 
that this occurred on the second shipment of the day, and that this practice occurred 
consistently from about March 2013 through 2015. 

1. Determine if Avera McKennan Hospital staff willfully transported bulk quantities of licensed 
material on public highways to a location identified on their license without properly 
packaging , marking and labeling the package, and without shipping papers. 

The NRC interviewed nuclear medicine personnel who were assigned to work in the hot lab and 
a random sample of other technical personnel in the department. All of the staff interviewed had 
received hazardous materials training around July 2015, which included requirements for 
shipping radioactive material. All of the staff passed an examination that demonstrated their 
knowledge and skills on transportation requirements. All the personnel interviewed were able to 
describe the proper method to package and ship radioactive material. Many of the personnel 
interviewed stated that the first shipment of the day was always performed in accordance with 
the regulations, but that the afternoon shipment was frequently delivered without shipping 
papers, marking and labeling, and contained only in a lead container and plastic bag. Nine of 
the personnel acknowledged that on occasion they had improperly transported radioactive 
material on public highways, without packaging the material in an appropriate DOT-type 
package, marking or labeling the package, and without shipping papers. 

Based on the evidence , it appears that nine employees deliberately caused the licensee to be in 
violation of 49 CFR 173.41 O(f) , 49 CFR 172.200(a) , 49 CFR 172.300(a), 49 CFR 172.400(a) 
and 10 CFR 71 .5. 

2. Determine if Avera McKennan Hospital staff willfully received bulk quantities of licensed 
material at North Central Heart without checking in the package or performing surveys of the 
package. 

The NRC reviewed Avera McKennan Hospital 's procedure for receiving and opening packages 
containing radioactive material. During interviews, the Avera McKennan Hospital personnel 
stated that they rotated shifts at North Central Heart. The personnel interviewed were able to 

Enclosure 1 



explain the steps required by Avera McKennan Hospital's procedure for receiving radioactive 
material. Several of the staff acknowledged that if the Tc-99m arrived in an ammo box (DOE 
Type A package) with all the required labels and documents, they would follow receipt 
procedures, but if the Tc-99m arrived in only a plastic bag without labels or paperwork, they 
would not follow receipt procedures. Several of the staff indicated that they had received 
radioactive material and not followed Avera McKennan Hospital's procedures. 

Based on the evidence, it appears that employees caused the licensee to be in violation of 
Avera McKennan Hospital's procedures and 10 CFR 20.1906. 

Apparent violation identified through transcript reviews 

Through additional reviews of the investigation transcripts, an additional apparent violation was 
identified. Several of the nuclear medicine personnel who transported radioactive material in 
noncompliance with regulatory requirements described how they transported the material. 
Some said they placed the radioactive material in the passenger's seat next to the driver, and 
some said they put it in the trunk of their car. One person said it was carried in her purse. The 
DOT requires , in part, that each shipment of radioactive materials must be secured to prevent 
shifting during normal transportation conditions. Based on the review, it appears that 
employees caused the licensee to be in violation of 49 CFR 173.448(a). 

2 
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APPARENT VIOLATIONS 

A 1 O CFR 71 .5(a) requires, in part, that each licensee who transports licensed material 
outside the site of usage, as specified in the NRC license, or where transport is on public 
highways, or who delivers licensed material to a carrier for transport, shall comply with 
the applicable requirements of the U.S. Department of Transportation (DOT) regulations 
in 49 CFR Parts 171 through 180 appropriate to the mode of transport. 

49 CFR 173.41 O(f) requires, in part, that each package used for the shipment of Class 7 
(radioactive) materials must be designed so that the package will be capable of 
withstanding the effects of any acceleration , vibration or vibration resonance that may 
arise under normal conditions of transport without any deterioration in the effectiveness 
of the closing devices on the various receptacles or in the integrity of the package as a 
whole and without loosening or unintentionally releasing the nuts, bolts, or other 
securing devices even after repeated use. 

Contrary to the above, on multiple occasions between March 2013 and December 30, 
2015, licensee employees transported licensed material on public highways and failed to 
ensure that each package used for the shipment of Class 7 (radioactive) materials be 
designed so that the package will be capable of withstanding the effects of any 
acceleration , vibration or vibrations resonance that may arise under normal conditions of 
transport without any deterioration in the effectiveness of the closing devices on the 
various receptacles or in the integrity of the package as a whole and without loosening 
or unintentionally releasing the nuts, bolts, or other securing devices even after repeated 
use. Specifically, the licensee transported licensed material (between 50 and 
300 millicuries of technetium-99m) in shielded vials inside a plastic bag in a design 
incapable of withstanding deterioration in the effectiveness of the integrity of the 
package. 

The licensee's failure to properly package a shipment of licensed material that was 
transported on public highways was identified as an apparent violation of 
49 CFR 173.410(f). (03011252/17001-01) 

B. 10 CFR 71.S(a) requires, in part , that each licensee who transports licensed material 
outside the site of usage, as specified in the NRC license, or where transport is on public 
highways, or who delivers licensed material to a carrier for transport, shall comply with 
the applicable requirements of the U.S. Department of Transportation (DOT) regulations 
in 49 CFR Parts 171 through 180 appropriate to the mode of transport. 

49 CFR 172.200(a) requires , in part, that each person who offers a hazardous material 
for transportation shall describe the hazardous material on the shipping paper in a 
manner required by Subpart C of 49 CFR 172 

Contrary to the above, on multiple occasions between March 2013 and December 30, 
2015, licensee employees transported licensed material , a hazardous material , on public 
highways and failed to describe the hazardous material on the shipping paper in a 
manner required by Subpart C of 49 CFR 172. Specifically, the licensee transported the 
hazardous material (between 50 and 300 millicuries of technetium-99m) from the 
licensee's main hospital (Avera McKennan) to a licensee's off-site authorized facility 
(North Central Heart) without required shipping papers. 
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The licensee's failure to describe the hazardous material on the shipping paper in a 
manner required by Subpart C of 49 CFR 172 was identified as an apparent violation of 
49 CFR 172.200(a). (03011252/17001-02) 

C. 10 CFR 71 .5(a) requires , in part, that each licensee who transports licensed material 
outside the site of usage, as specified in the NRC license, or where transport is on public 
highways, or who delivers licensed material to a carrier for transport, shall comply with 
the applicable requirements of the U.S. Department of Transportation (DOT) regulations 
in 49 CFR Parts 171 through 180 appropriate to the mode of transport. 

49 CFR 172.300(a) requires , in part, that each person who offers a hazardous material 
for transportation shall mark each package, freight container, and transport vehicle 
containing hazardous material in the manner required by Subpart D of 49 CFR 172. 

Contrary to the above, on multiple occasions between March 2013 and 
December 30, 2015, licensee employees failed to mark each package, freight container, 
and transport vehicle containing hazardous material in the manner required by Subpart 
D of 49 CFR 172. Specifically, the licensee failed to mark packages of licensed material 
(between 50 and 300 millicuries of Tc-99m) that was transported from the licensee's 
main hospital (Avera McKennan) to the licensee's off-site authorized facility (North 
Central Heart). 

The licensee's failure to mark each package, freight container, and transport vehicle 
containing hazardous material in the manner required by Subpart D of 49 CFR 172 was 
identified as an apparent violation of 49 CFR 172.300(a). (03011252/17001-03) 

D. 10 CFR 71 .5(a) requires , in part, that each licensee who transports licensed material 
outside the site of usage, as specified in the NRC license, or where transport is on public 
highways, or who delivers licensed material to a carrier for transport, shall comply with 
the applicable requirements of the U.S. Department of Transportation (DOT) regulations 
in 49 CFR Parts 171 through 180 appropriate to the mode of transport. 

49 CFR 172.400(a) requires, in part, that each person who offers for transportation or 
transports a hazardous material shall label the package or containment device with 
labels specified for the material in section 172.101 table and Subpart E of 49 CFR 172. 

49 CFR 172.403(c) requires , in part, that each Class 7 (radioactive) materials package 
with a Transportation Index of 0, and a maximum radiation level at any point on the 
external surface of less than 0.005mSv/h (0.5mrem/h) be labelled WHITE-I. 

Contrary to the above, on multiple occasions between March 2013 and December 30, 
2015, licensee employees failed to label Class 7 (radioactive) materials packages with a 
Transportation Index of 0, and a maximum radiation level at any point on the external 
surface of less than 0.005mSv/h (0.5mrem/h) as WHITE-I. Specifically, the licensee 
failed to label packages of licensed material (between 50 and 300 millicuries of Tc-99m) 
that was transported from the licensee's main hospital (Avera McKennan) to the 
licensee's off-site authorized facility (North Central Heart). 

The licensee's failure to label the packages or containment devices with a label 
specifying WHITE-I was identified as an apparent violation of 49 CFR 172.403(c). 
(03011252/17001-04) 
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E. 10 CFR 71.5(a) requires , in part, that each licensee who transports licensed material 
outside the site of usage, as specified in the NRC license, or where transport is on public 
highways, or who delivers licensed material to a carrier for transport, shall comply with 
the applicable requirements of the U.S. Department of Transportation (DOT) regulations 
in 49 CFR Parts 171 through 180 appropriate to the mode of transport. 

49 CFR 173.448(a) requires, in part, that each shipment of Class 7 (radioactive) 
materials must be secured to prevent shifting during normal transportation conditions. 

Contrary to the above, on multiple occasions between March 2013 and 
December 30, 2015, licensee employees transported licensed material and failed to 
secure these shipments to prevent shifting during normal transportation conditions. 
Specifically, the licensee employees transported licensed material (between 50 
and 300 millicuries of Tc-99m) on public highways from the licensee's main hospital 
(Avera McKennan) to the licensee's off-site authorized facility (North Central Heart) and 
failed to secure these shipments to prevent shifting during normal transportation 
conditions. 

The licensee's failure to secure a package containing Class 7 (radioactive) materials to 
prevent shifting during normal transportation conditions was identified as an apparent 
violation of 49 CFR 173.448(a). (03011252/17001-05) 

F. 10 CFR 20.1906(b)(1) requires, in part, that each licensee shall monitor the external 
surfaces of a labeled package for radioactive contamination unless the package contains 
only radioactive material in the form of a gas or in special form as defined 
in10 CFR 71.4. 

Contrary to the above, on multiple occasions between March 2013 and December 30, 
2015, licensee employees failed to monitor the external surfaces of a labeled package 
for radioactive contamination and the package did not contain radioactive material in the 
form of a gas or in special form . Specifically, bulk doses of between 50 and 300 
millicuries of Tc-99m were distributed from the main hospital and received at a licensee's 
off-site authorized facility (North Central Heart) , and these external monitoring surveys 
were not performed either during distribution nor receipt. 

The licensee's failure to monitor the external surfaces of a labeled package for 
radioactive contamination was identified as an apparent violation of 
10 CFR 20.1906(b)(1 ). (03011252/17001-06) 
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SUPPLEMENTAL INSPECTION INFORMATION 

LIST OF PERSONS CONTACTED 

Traci Hollingshead, Radiation Safety Officer 
Shannon Gray, Nuclear Medicine Department Manager 

INSPECTION PROCEDURES USED 

None, Investigation only. 

ITEMS OPENED. CLOSED. AND DISCUSSED 

Opened 

03011252/17001-01 AV 

03011252/17001-02 AV 

03011252/17001-03 AV 

03011252/17001-04 AV 

03011252/17001-05 AV 

03011252/17001-06 AV 

Closed and Discussed: None. 

The licensee failed to properly package licensed 
material that was transported on public highways. 
10 CFR 71 .5 and 49 CFR 173.41 O(f) 

The licensee failed to describe the hazardous 
material on the shipping paper in a manner 
required by Subpart C of 49 CFR 172. 
10 CFR 71 .5 and 49 CFR 172.200(a) 

The licensee's failure to mark each package, freight 
container, and transport vehicle containing 
hazardous material. 
10 CFR 71 .5 and 49 CFR 172.300(a) 

The licensee failed to label the package or 
containment device with labels specifying WHITE-I 
10 CFR 71.5 and 49 CFR 172.403(c) 

The licensee failed to secure a package containing 
Class 7 (radioactive) materials to prevent shifting 
during normal transportation conditions. 
10 CFR 71 .5 and 49 CFR 173.448(a) 

The licensee failed to monitor the external surfaces 
of a labeled package for radioactive contamination. 
10 CFR 20.1906(b)(1) 

LIST OF ACRONYMS AND ABBREVIATIONS USED 

ADAMS 
AV 
CFR 
DOT 
NRC 

Agencywide Documents Access and Management System 
Apparent Violation 
Code of Federal Regulations 
U.S. Department of Transportation 
U.S. Nuclear Regulatory Commission 
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Mediation tocation andDuratioll 
The parties usually hold the mediation at, or in 
the vicinity of, one of the NRC's offices. However, 
the parties may mutually agree upon any alternate 
location. Mediation sessions are usually no longer 
than 1 day. In some cases, the mediation may 
take longer than 1 day with the mutual consent 
of the parties. 

The NRC Mediation Team 
The responsible Regional Administrator or his 
or her designee will serve as the principal 
negotiator for the NRC in cases that involve 
wrongdoing and related technical issues, if any. 
When a case involves discrimination, the Director 
of the Office of Enforcement will normally serve 
as the principal negotiator. The other members 
of the NRC mediation team typically include an 
enforcement specialist, an attorney, and a staff 
representative who is familiar with the technical 
issues under discussion. 

The Confirmatory Order 
A CO is a legally binding document that includes the 
terms of the AIP. For a licensee, a CO serves as an 
amendment to its NRC license. Regardless of the 
type of entity, a CO has the same legal force against 
any party to which it is issued. 

The NRC will only issue a CO with the prior written 
consent of the other party, and with a waiver of the 
right to a hearing. After the entity or the individual, 
as applicable, has completed the terms of the CO, 
the NRC will conduct verification activities to ensure 
that the terms of the CO have been satisfied in a 
timely manner. Because the CO is legally binding, 
failing to comply with its terms exposes the entity or 
individual to additional enforcement action . 

Although the substance of the mediation session 
remains confidential, the details of the settlement 
will normally be made public via a press release and 
the publication of the CO in the Federal Register. 

Titneliness Goals 
The timely resolution of issues is one of the goals of 
the post-investigation ADR program. Accordingly, 
the NRC expects a timely progression of a case at 
each stage of the mediation process. In cases where 
the parties achieve settlement, the NRC expects to 
issue a CO with in 90 calendar days of the date of the 
agency's letter offering the ADR option to an entity 
the other party. 

Additional Sources· oflnformatiofi''!'~ 

Further information about the NRC's ADR program 
is available from the following: 

•Cornell toll free at (877) 733-9145 

• NRC ADR Program Manager in the Office of 
Enforcement toll free at (800) 368-5642 or 
[301) 415-2741 

• NRC enforcement ADR program on the agency's 
Web site at www.nrc.gov/about-nrc/regulatory/ 
enforcement/adr.html 
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The Program 
The U.S. Nuclear Regulatory Commission"s [NRC's) 
post-investigation alternative dispute resolution 
[ADR) program provides an amicable process to 
resolve enforcement matters. It may produce more 
timely and effective outcomes for the NRC and an 
entity [e.g., an NRC licensee, certificate holder, or 
contractor of an NRC licensee or certificate holder) 
or an individual who is subject to an enforcement 
action. Following the congressional endorsement 
of the use of ADR by Federal agencies, the NRC 
established the post-investigation ADR program in 
2004. Post-investigation ADR offers the opportunity 
to resolve discrimination cases or other wrongdoing 
and related matters through mediation rather than 
through the NRC's traditional enforcement process. 

Post-investigation ADR refers to the use of mediation 
after the completion of an investigation by the NRC 
Office of Investigations and the staff's conclusion that 
pursuit of an enforcement action appears warranted. 
As long as the enforcement matter is within the 
scope of the program, the NRC normally offers post
investigation ADR at each of the following stages 
of the enforcement process: (1 I before an initial 
enforcement action, (2) after the initial enforcement 
action is taken, typically upon issuance of a notice of 
violation, and (3) when a civil penalty is imposed but 
before a hearing request. 

Mediation is an informal process in which a trained 
and experienced mediator works with the parties to 
help them reach a resolution. The parties are the 
NRC and the entity or an individual, as applicable, in 
the mediation. The mediator focuses the attention 
of the parties on their needs and interests rather 
than on their stated positions. Mediation gives 
the parties an opportunity to discuss issues, clear 
up misunderstandings, identify creative ways 
to address issues, find areas of agreement, and 
resolve their dispute. 

Participation in the program is entirely voluntary. 
The NRC and the entity or the individual, as 
applicable, may withdraw from the mediation 
process at any time. 

The Progrmn Administrator 
The NRC has a contract with the Cornell University 
Scheinman Institute on Conflict Resolution [Cornell) 
to serve as the program administrator for the post
investigation ADR program. Cornell administers 
the program's day-to-day operations, including 
handling the logistical matters and working with the 
parties to select a mediator from Cornell's roster of 
mediators. Cornell uses a network of independent and 
experienced mediators who help the parties find areas 
of agreement and help them settle their dispute. 

The Mediator 
The mediator is an experienced neutral individual who 
is mutually selected by the parties. He or she has no 
stake in the outcome of the mediation or any power 
to make decisions that may bind either party. The 
role of the mediator is to facilitate communication 
between the parties and to provide an environment 
where the parties have an opportunity to address their 
differences. The mediator uses consensus building 
skills and knowledge of negotiation to help the parties 
find ways to overcome any misunderstandings and 
attempt to find areas of agreement. The mediator does 
not act as legal counsel or provide legal advice to any 
party. Each party should consult an attorney for legal 
advice as such party deems appropriate. 

The Mediation Process 
Historically, most post-investigation ADR mediations 
have occurred at the first stage of the enforcement 
process [i.e., before an initial enforcement action). 
In those cases, the NRC presents the entity or an 
individual, as applicable, with the opportunity to 
engage in mediation with the agency before it makes 
an enforcement decision. If the entity or the individual 
elects ADR, Cornell will help the NRC and the entity 
or the individual, as applicable, to jointly select a 
mediator. After the parties select a mediator, the 
parties, in coordination with the mediator, set a date 
and place for the mediation. Typically, the mediator 
holds a pre-mediation teleconference with the parties 
to discuss logistical matters or any special needs of 
either party. 

During the mediation, the mediator will give the 
parties an opportunity to discuss their views on the 
issue. Often, the mediator will meet privately with 
each party to develop a clear understanding of the 
party's perspective and explore and assess options. 
Although the mediator does not have any power to 
make decisions that may bind either party, he or 
she may ask questions intended to help the parties 
assess the merits of their positions, help them 
converse in a respectful atmosphere, and identify 
potential settlement options. 

If the parties reach a settlement agreement 
during the mediation session, they will typically 
document the terms of their agreement in writing 
by developing an agreement in principle [AIP) 
document. The AIP is not enforceable by either party 
against the other, but it is the basis on which the NRC 
drafts a confirmatory order [CO), which is a Legally 
binding document used to confirm the commitments 
made in the AIP. 

However, if the parties do not reach a settlement 
agreement, the traditional enforcement process 
resumes-that is, the enforcement process 
continues as it would have, had the parties not 
engaged in ADR. 

Confidentiality 
Although the terms of an ADR settlement become 
publically available through the issuance of the 
CO, with certain exceptions, the substance of 
the discussions during the mediation session is 
confidential regardless of the mediation outcome. 
The mediator is prohibited from discussing the 
mediation proceedings, testifying on anyone's behalf 
concerning the mediation, or submitting a report on 
the substance of the discussions. 

The NRC and the entity or individual, as applicable, 
equally share the fees and travel expenses of the 
mediator and any meeting room fees. However, each 
party is responsible for its own expenses, such as 
travel, Lodging, and legal representation. 


