
PETNET Solutions

February 4, 2015

U.S. Nuclear Regulatory Commission
Attn: Document Control Desk
Washington, D.C. 20555-0001

Re: Reply to a Notice of Violation - Docket No. 030-38230 for PETNET St. Louis RAM
License 41-32720-03 dated December 16, 2014.

To Document Control Desk:

Please accept this letter as PETNET's response to the Nuclear Regulatory
Commission's (NRC) Notice of Violation (Docket No. 030-38230) dated December 16,
2014 which was received on December 22, 2014.

NOV #1:

During a U.S. Nuclear Regulatory Commission (NRC) review of a license amendment
request dated March 29, 2013 and supporting documents submitted through October 3,
2014, and a telephone conversation on October 31, 2014, with Mr. Ramon Davila,
Regional Health Physicist, Siemens MI/PETNET Solutions, Inc. a violation of NRC
requirements was identified. In accordance with the NRC Enforcement Policy, the
violation is listed below:

Title 10 of the Code of Federal Regulations (10 CFR) Part 20.1501(c) requires that
the licensee shall ensure that instruments and equipment used for quantitative
radiation measurements (e.g., dose rate and effluent monitoring) are calibrated
periodically for the radiation measured.

Contrary to the above, as of October 31, 2014, the licensee failed to ensure that an
instrument that was used for quantitative radiation measurements was calibrated
periodically for the radiation measured. Specifically, the licensee failed to calibrate
its Lab Impex Systems PG-10 positron gas detector, an isntrument that was used
for quantitative radiation measurements of fluorine-18 air effluent released from
cyclotron-production activities conducted at 3635 Vista Avenue, Sanit Louis,
Missouri, under the NRC license.

This is a Severity Level IV violation (Section 6.7)

PETNET Solutions, Inc. 810 Innovation Drive Tel: (800) 738-0488
A Siemens Company Knoxville, TN 37932 Fax: (865) 218-3018



Response to NOV #1

This response follows the format detailed in the Notice of Violation document.

1) PETNET disagrees with the NRC's assessment that the Lab Impex PG-10 Positron
Gas Detector was not calibrated in accordance with 1 0CFR20, and therefore we
contest the issuance of a NOV. PETNET, in accordance with the manufacturer's
(Lab Impex Systems [LIS]) recommendations, adhered to the calibration instructions,
"PG-10 Cs-1 37 Calibration Check," as submitted in the NRC approved Radioactive
Materials License (41-32720-03) Application dated September 30, 2009. These
instructions are included for your convenience as Attachment A.

The LIS system was designed to pass the requirements of IEC60761-3 and
1 0CFR820 and is capable of measuring the emitted radiation of concern (gammas
and positrons). PETNET also has full confidence with the calibration methodology
provided by the manufacturer. This document was previously provided, however it is
included for your convenience as Attachment B.

PETNET contends that the Laboratory Impex document provided in Attachment B
provides adequate scientific data and correlation between the factory gas calibration
and the Cs-137 calibration reference check to satisfy a 1OCFR20 calibration for
quantitative measurements. This Cs-137 calibration reference check was performed
annually at the St. Louis facility, as required.

2) As stated above, the Lab Impex PG-10 Positron Gas Detector is calibrated in
accordance with the manufacturer's recommendation and as submitted in the
original approved RAM Application dated September 30, 2009.

3) No corrective steps are necessary since the system is calibrated in accordance with
the manufacturer's recommendations and RAM License 41-32720-03.

4) The system is currently in compliance with calibration requirements.

PETNET recognizes that the issues surrounding the Lab Impex PG-10 Positron Gas
Detector are complex and therefore requests a face-to-face meeting as soon as
possible to resolve the technical issues.



If you have any questions, please do not hesitate to contact me at the numbers listed
below.

ncerely,

prlCnce, CliP

enior Manager of Radiation Protection/Environment, Health & Safety
Molecular Technologies Division of Siemens Molecular Imaging
(PETNET, Cyclotrons and Sources)
810 Innovation Drive
Knoxville, TN 37932
(865) 308-3887 mobile
(865) 218-6355 office
april.chance(,siemens.com

Attachments

cc: Tigran Sinanian, RPh, BCNP, Sr. Director of Manufacturing Operations
Ram6n Davila, MBA, RRPT, Regional Health Physicist
John Beyer, RPh, RSO, Regional Operations Director
Patricia Pelke, NRC Region III



Attachment A

PG-10 Cs-137 Calibration Check
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Attachment B

PG-10 Positron Gas Detector Calibration Data and Check Source Comparison

Document Reference: W0215-TDO07
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