UNITED STATES

NUCLEAR REGULATORY COMMISSION
REGION |
475 ALLENDALE ROAD
KING OF PRUSSIA, PENNSYLVANIA 19406-1415

February 14, 2008

Docket No. 03035802 License No. 31-30666-01
EA-07-223
EA-07-224
EA-07-225

Michael J. Keenan

President

Digirad Imaging Solutions, Inc.
13950 Stowe Drive

Poway, CA 92064-8803

SUBJECT:  NRC INSPECTION NO. 03035802/2008001, DIGIRAD IMAGING SOLUTIONS,
INC., VARIOUS SITES, PREDECISIONAL ENFORCEMENT CONFERENCE
SUMMARY

Dear Mr. Keenan:

This letter refers to the Predecisional Enforcement Conference (PEC) held with you on
January 17, 2008. The PEC was open to the public and transcribed. A copy of the PEC
Summary is enclosed.

In accordance with 10 CFR 2.390 of the NRC’s “Rules of Practice,” a copy of this letter, its
enclosure, the transcript of the PEC (ML080430319) and your written presentation for the PEC
(ML080440133), will be made available electronically for public inspection in the NRC Public
Document Room or from the NRC’s document system (ADAMS), accessible from the NRC web
site at http://www.nrc.gov/reading-rm/adams.html.

| expect that the NRC'’s final decision regarding enforcement will be issued shortly.
Sincerely,
/RA John D. Kinneman for/

Brian Holian, Director
Division of Nuclear Materials Safety

Enclosure:
Enforcement Conference Summary
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cc w/enclosure:

Paul J. Early, Vice President Emeritis, Radiation Safety

Mark Casner, Chief Executive Officer and President, Digirad, Inc.
Traci Hollingshead, Vice President, Corporate Radiation Safety Officer
Daryl Shapiro, Esquire

State of California

State of New York

State of New Jersey

Commonwealth of Pennsylvania
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CONFERENCE SUMMARY

NRC Enforcement Conference Report No. 03035802/2008001

On January 17, 2008, representatives of Digirad Imaging Solutions, Inc. met with NRC
management in the Region | office located in King of Prussia, Pennsylvania. The meeting was
held to discuss the findings described in NRC Inspection Report No. 03035802/2006002, that
included three apparent violations of NRC requirements. The apparent violations involve:

(1) the submission of information to the Commission, in an amendment request to add a
physician as an authorized user, that was not complete and accurate in all material respects as
required by 10 CFR 30.9; (2) the submission of information to the Commission, in multiple
amendment requests, to add facilities to the license as base sites, when in fact the sites were
client sites, that was not complete and accurate in all material respects, as required by

10 CFR 30.9; and (3) failure to secure from unauthorized removal or access licensed materials
that were stored in an unrestricted area (client sites), in violation of 10 CFR 20.1801.

John Kinneman, Deputy Director, Division of Nuclear Materials Safety (DNMS), Region | (RI)
made the opening remarks and briefly described the purpose of the conference. Robert
Summers, Senior Enforcement Specialist, RI, described the NRC Enforcement Policy and
process. Pamela Henderson, Chief, Medical Branch, DNMS, RI, reviewed the apparent
violations described in the inspection report.

Mark Casner, President and Chief Executive Officer, Digirad, Inc. opened by describing the
organizational structure of Digirad, Inc. Digirad is comprised of two divisions, Digirad, Inc.
which manufactures imaging cameras and Digirad Imaging Solutions, Inc. which provides
mobile nuclear and ultrasound imaging to 300 customers nationwide. Michael Keenan,
President, Digirad Imaging Solutions, Inc., first expressed his understanding of the significance
of the violations and expressed Digirad’s commitment to conduct all future licensed activities in
full compliance with regulatory requirements. Paul Early, Vice President Emeritus, addressed
the three violations individually. He discussed the circumstances that led to the violations and
the corrective actions associated with each violation. The corrective actions include,
preparation of checklists to verify the training and experience of proposed authorized users and
preceptors, providing training for Digirad staff and client site staff on the security and control of
licensed material, and obtaining client agreements that provide Digirad with exclusive control of
hot labs at their client’s facilities.

Digirad disagreed with the characterization of the second violation involving the submission of
information to the Commission that was inaccurate and incomplete in multiple amendment
requests to add facilities to the license as base sites. To support their disagreement, Mr. Early
described a question he posed to the State of New Jersey and the NRC about the licensure of
fixed camera versus mobile camera facilities, in February 2005. Mr. Early indicated that based
on this original call, many confusing discussions with NRC followed including direction to
discontinue delivery of licensed material to client sites. Mr. Early also wanted the NRC to be
aware that during the time the NRC was evaluating the situation, Digirad incurred significant
financial hardship. Mr. Kinneman discussed the fact that financial impacts could accompany
regulatory compliance issues, and requested clarification on the NRC’s concern of whether
Digirad had exclusive control of the areas where radioactive materials were stored at these
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client locations, used as base locations by Digirad. Mr. Casner and Mr. Keenan indicated that
they would supplement Digirad's presentation within the next seven days to further describe the
security measures in place at the time of delivery to client sites. The supplemental information
was received in a letter received from Digirad on January 25, 2008 (ML080310681).

During the conference, Mr. Daryl Shapiro, Digirad’s Counsel and Mr. Early referred to a letter
dated April 14, 2006 from Thomas H. Essig, then Chief, Materials Safety and Inspection
Branch, to Digirad (ML060950460). The April 14, 2006 letter was in response to a February 20,
2006 letter from Digirad to Karen Cyr, Office of the General Counsel (ML060720306). Mr. Early
stated that he believed that statements in the April 14, 2006 letter meant that if a physician is
named as an AU on another license or is certified by a board recognized by the NRC, a
preceptor attestation is not necessary to add the physician to the license as an AU. NRC staff
stated that 10 CFR 35.290(a) does require that in order for a board certified physician to be
added to a license as an AU for the first time, that the proposed AU meet additional
requirements which include submission of a preceptor statement.  Although this issue does
not effect the apparent violations that were the subject of the meeting, NRC staff plan to send a
letter under separate cover to Digirad to clarify the April 14, 2006, letter.

Mr. Summers provided closing comments on the enforcement policy and enforcement options
available to the representatives of Digirad Imaging Solutions, Inc.

Mr. Kinneman thanked licensee representatives for their attendance and adjourned the
meeting.

LIST OF PERSONS ATTENDING
Licensee

Mark Casner, CEO and President, Digirad, Inc.

Michael J. Keenan, President, Digirad Imaging Solutions, Inc.

Paul Early, Vice President Emeritus, Radiation Safety, Digirad Imaging Solutions, Inc.
Traci Hollingshead, Vice President, Corporate Radiation Safety Officer, Digirad Imaging
Solutions, Inc.

Daniel Leddy, Regional Radiation Safety Officer, Digirad Imaging Solutions, Inc.

Daryl Shapiro, Counsel, Pillsbury Winthrop Shaw Pittman, LLP

John D. Kinneman, Deputy Director, DNMS

Pamela J. Henderson, Chief, Medical Branch, DNMS

Penny Lanzisera, Senior Health Physicist, Medical Branch, DNMS
Tara Weidner, Health Physicist, Medical Branch, DNMS

Karl L. Farrar, Regional Counsel, ORA

Robert J. Summers, Senior Enforcement Specialist, ORA
Gregory Morell, Regional Coordinator, FSME (by telephone)
Susanne Woods, Enforcement Specialist, OE (by telephone)
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