
170 5. Seneca Springs Way, Suite 105 * Star ID 83669 

March 8,2010 

Jacqueline Cook 
Senior Health Physicist 
U.S. Nuclear Regulatory Commission - Region IV 
Division of Nuclear Materials Safety 
Nuclear Materials Safety Branch B 
612 East Lamar Boulevard, Suite 400 
Arlington, Texas 7601 1-4125 

RE: Application dated September 8,2009 and Supplemental Information dated September 14, 
2009, for Renewal License 
License Number 11-27646-01; Docket Number: 030-35244; Control Number 472406 

KRONUS Market Development Associates Inc. (KRONUS) Audit Program 

Dear Ms. Cook, 

Thank you for your email of March 6,2010. Please find attached KRONUS Market 
Development Associates Inc.’s expanded audit program as requested. Please let me know if any 
further detail will be required. 

Best Regards, 

c. b ! !  
KRONUS 
Christopher Viele 
President & CEO 
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Radiation Safety Program 
KRONUS Market Development Associates Inc. (KRONUS) Audit Program 

Audit Objectives. To self-assess the adequacy of the licensed program, identify program 
weaknesses, and allow KRONUS to take early corrective actions where necessary. Specifically, 
the audit shall review the efforts to maintain doses ALARA; the compliance of the licensed 
program with NRC and DOT requirements; ensure that Operating Procedures are in place for 
activities which could potentially affect radioactive material or occupational dose; identify and 
correct deficiencies in the Radiation Safety Program; review management of the Radiation Safety 
Program including the role of senior management and the RSO; and the implementation of the 
Radiation Survey Program. 

Scope ofAudit. The Audit will cover both the management of the Radiation Safety Program and 
the details of its implementation. Mechanisms used by senior management to ensure that 
adequate oversight of the program is exercised will be included in the Audit. 

Auditor Qualifications. The auditor of the KRONUS Market Development Associates Radiation 
Safety Program will have training and experience similar to that of the Authorized User, but not 
directly responsible for the management of the areas audited. Christopher Viele, President and 
CEO of KRONUS Market Development Associates Inc. will act as auditor of the Radiation 
Safety Program. 

Audit Frequency. The Audit will be conducted once every 12 months in conjunction with the 
Quality System Plan Audit as per KRONUS Quality System Plan Standard Operating Procedure 
(SOP 19): PolicyProcedures for Quality System Audit. 

Audit Techniques. Documentation of KRONUS Standard Operating Procedure (KRONUS 
SOP12) for Receiving, Handling, Storing, Shipping, Disposing and Monitoring of I1 25-Labeled 
Components shall be reviewed. In addition, unscheduled observations of work in progress shall 
be conducted to ensure compliance to Standard Operating Procedures. 

Details of the Audit will include: 

1) Noting the date of the last Audit, whether any deficiencies were identified, and actions, if any, 
that were taken to correct the deficiencies. 

2) A brief description of the organizational structure, noting any changes in personnel, and a 
description of the scope of licensed activities at the audited location. 

3) Verifying whether the Radiation Safety Officer (RSO) is the person identified in the license 
and fulfills the duties specified in the license. 

4) Ensuring that workers have received the training required by IO CFR 19.12. Verifying that, 
before being permitted to use radioactive material, the user has received training and has a copy 
of the operating and emergency procedures. Noting whether refresher training has been 



conducted in accordance with KRONUS commitment. By interview andor observation of 
selected workers, ensuring that each has a copy of the KRONUS’ procedures and can implement 
them properly. Special attention shall be directed to the adequacy of training and observation of 
new employees performing their radioactive material duties. 

5) Verifying that the facilities are as described in the license documents. Noting whether 
KRONUS has permanent field offices and or temporary job sites, and if those sites were visited 
during the Audit. Indicating any findings noted at these additional sites, and if these sites were 
not visited, give an explanation as to why these sites were not audited. 

6) Verifying that the license authorizes the quantities and types of radioactive material that 
KRONUS possesses. 

7) Verifying that inventories are conducted at least once every 6 months to account 
for all sources; Reviewing that complete and accurate inventory records are maintained. 

8) Verifying that KRONUS has appropriate, operable and calibrated survey instruments 
available, that the instruments are calibrated in accordance with license conditions and in 
accordance with 10 CFR 20.2103. Verifying that calibration records are retained for at least 3 
years after the record is made. 

9) Checking that radiation levels in areas adjacent to use are within regulatory limits and in 
accordance with 10 CFR 20.2103. Verifying compliance with 10 CFR 20.1301. Verifying that 
records of surveys are retained for at least 3 years after the record is made. 

10) Verifying that packages containing radioactive material, received from others, are received, 
opened, and surveyed in accordance with 10 CFR 20.1906. Ensuring that transfers are performed 
in accordance with 10 CFR 30.41,40.51, and 70.42. Verifying that records of surveys, receipt, 
and transfer are maintained in accordance with 10 CFR 20.2103,30.51,40.61,70.51, and 
70.54. 

1 1) Determining compliance with Department of Transportation (DOT) requirements. Verifying 
that radioactive packages are prepared, marked, and labeled in accordance with 49 CFR Parts 172 
and 173 requirements. Verify that shipping papers are prepared, contain all needed information, 
and are readily accessible during transport (49 CFR 172.200-204 and 177.718). 

12) Verifying that personnel dosimetry complies with 10 CFR 20.1501 and KRONUS’ 
commitments. Reviewing personnel monitoring records; comparing exposures of individuals 
doing similar work; determining reasons for significant differences in exposures; ensuring that 
dosimetry results are assigned accurately and considering that the assigned deep-dose equivalent 
and shallow-dose equivalent must be for the part of the body receiving the highest exposure. If 
any worker declared her pregnancy in writing, evaluating compliance with 10 CFR 20.1208. 
Verifying ifrecords are maintained as required by 10 CFR 20.2101-2104 and 20.2106. 

13) Making independent survey measurements and compare the results with those made or used 



by KRONUS users. 

14) Checking for compliance with the notification and reporting requirements in 10 CFR Parts 
19,20,21,30,40, and 70. Ensuring that appropriate personnel are aware that the telephone 
number for NRC’s Emergency Operations Center is (301) 816-5100. 

15) Checking for compliance with the posting and labeling requirements of 10 CFR 19.1 1, IO 
CFR 20.1902,20.1904, and 10 CFR 21.6. 

16) Checking to determine if bulletins, information notices, NMSS Newsletters, etc., are received 
from NRC. Checking whether appropriate actions were taken in response to NRC mailings. 

17) Verifying compliance with any special conditions in the license. If there are any unusual 
aspects of work, reviewing and evaluating compliance with regulatory requirements, 

18) Listing any recommendations to improve the overall efficiency and effectiveness of the Audit 
and Radiation Safety Program. 

19) Evaluating management’s involvement with the Radiation Safety Program, whether the RSO 
has sufficient time to perform hisher duties, and whether there is sufficient staff to handle the 
workload and maintain compliance with regulatory requirements. 

Problems or Deficiencies Noted. As the Audit of the Radiation Safety Program is part of the 
KRONUS Quality System Audit, all violations and/or deficiencies discovered during and after 
the audit require immediate follow up according to the KRONUS Quality System Plan Standard 
Operating Procedure (SOP 19): PolicyProcedures for Quality System Audit which states: 

“Preventive and Corrective actions shall be taken by all affected persons as discussed in the 
review meeting. The Chief Executive Officer will coordinate the corrective actions, re-audits 
and keep management informed. A summary report of the status of the corrective actions, as 
determined by a re-audit of the affected areas or other appropriate means, will be written and 
filed with the original Audit Report. A status report shall be updated at least bimonthly if there 
are any uncompleted corrective actions which will be filed with the corresponding FSOP 19-1 
Quality Audit Checklist.” 

In addition, KRONUS will identify the safety significance of each violation to set priorities and 
identify resources to correct these violations. Results of the audit program reviews will be 
reported to senior management to allow for timely and aggressive remedial actions sufficient in 
scope to ensure compliance with NRC regulations and licensee conditions. Information Notice 
(IN) 96-28, “Suggested Guidance Relating to Development and Implementation of Corrective 
Action,” which provides guidance on this subject will be reviewed. As certain identified 
problems or potential violations may require notification or a report to NRC, KRONUS will 
contact NRC for guidance if uncertain about a reporting requirement. All audit findings and 
corresponding corrective actions, whether from internal, State, or Federal audit findings, will be 
communicated to the staff for review and added to new and refresher radiation safety training 



sessions, as appropriate. 

Records to be Maintained: KRONUS will maintain records of audits and other reviews of 
program content and implementation for at least 3 years from the date of the record. Audit 
records will contain the following information: date of audit, name of person(s) who conducted 
the audit, persons contacted by the auditor(s), areas audited, audit findings, corrective actions, 
and follow-up. These records will be maintained for inspection by NRC. 


