
DATE May 5, 2014 

UNITED STATES 

NUCLEAR REGULATORY COMMISSION 
REGION Ill 

2443 WARRENVILLE ROAD, SUITE 210 
LISLE, ILLINOIS 60532-4352 

TELEFAX TRANSMITTAL 

NUMBER OF PAGES 11 

SEND TO Luz Santa Maria- Office Manager- Sterling Diagnostics, Inc. NRC 
License 21-26030-01 

LOCATION -Sterling Heights, Michigan 

FAX NUMBER (586) 979-4971 

FROM: Bill Reichhold 
(Sender) 

TELEPHONE NUMBER (630) 829-9839 

0 VERIFY BY CALLING 

FAX NUMBER (630) 515-1078 

If you do not receive the complete fax transmittal, please contact the sender as 
soon as possible at the telephone number provided above. 

MESSAGE See accompanying documents. 

NOTICE 
This message is intended only for the use of the individual or entity to which it is addressed and may contain information that is 
privileged, confidential, or exempt from disclosure under applicable law. If the reader of this message is not the intended recipient 
or the employee responsible for delivering the message to the intended recipient, you are hereby notified that any dissemination, 
distribution or copying of this communication is strictly prohibited. If you received this communication in error, please notify the 
sender immediately by telephone and return the original to the above address, by U.S. Mail. Thank You. 



The following additional information is needed to complete the review of your 
renewal request. 

The Nuclear Regulatory Commission (NRC) issued Consolidated Guidance about 
Materials Licenses: Program-Specific Guidance about Academic, Research and 
Development , and other Licenses of Limited Scope NUREG-1556, Volume 7, in 
December 1999, to provide guidance for completing an application for licenses of 
limited scope. Your renewal application did not sufficiently address all of the 
information required by NUREG-1556, Volume 7. NUREG-1556, Volume 7, 
outlines the necessary information needed to complete your renewal application. 
You may view a copy of NUREG-1556, Volume 7 at the NRC website at 
http://www. nrc. gov/read i ng-rm/doc-collections/n u regs/staff/sr1556/v7/ 

Please resubmit your renewal application in its entirety using Appendix C, 
"Suggested Format for Providing Information Requested in Items 5 through 
11. See copy of Appendix C, accompanying this document. Please make 
sure you address all of the items. 

Please pay special attention to the following: 

Total Activity 

Please specify the total activity you will need for each radionuclide listed on your 
license. For example, 5 millicuires of lodine-125, 2 millicuries of 
Cesium-137, etc. 

Facility diagram 

Your renewal application states that the facility diagram was provided at the initial 
license application and has not been modified since that time. However, the 
initial license application lists the address of use at 6226 Product Drive, Sterling 
Heights, Michigan, but your current address of use is located at 36645 Metro 
Court, Sterling Heights, Michigan. Therefore, please submit a facility diagram of 
the 36645 Metro Court, Sterling Heights, Michigan location of use. Please make 
sure you put the facility address on the facility diagram. See Item 9, "Facilities 
and Equipment" (see accompanying Appendix C "checklist) for a description of 
the information you need to provide. 

L._____ ____________ ---



Radioisotope Receiving Log and Radioisotope Shipping Log 

Your initial license application was submitted in March 2004, over 1 0 years ago. 
Please resubmit your Radioisotope Receiving Log and the Radioisotope Shipping 
Log so that these logs are updated for 2014. 
Please confirm that you will develop and maintain procedures for ensuring 
materials accountability. 
Please see Item 10, " Materials Receipt and Accountability" (see accompanying 
Appendix C "checklist). 

Information needed for "redistribution" of in-vitro kits to general licensees 

1. Confirm that the prepackaged units for in vitro tests to be redistributed will 
have been obtained from a manufacturer authorized to distribute the 
prepackaged units for in-vitro tests in accordance with a specific license issued 
pursuant to 10 CFR 32. 71, or under an equivalent license of an Agreement State. 

2. Confirm that the manufacturer's packaging and labeling of the prepackaged 
units for in-vitro test will not be altered in any way. 

3. Confirm that each redistributed prepackaged unit for in-vitro test will be 
accompanied by the manufacturer-supplied package insert, leaflet, or brochure 
that provides radiation safety instructions for general licensees. 

Please send a facsimile (630- 515-1078) of your response to the above within 14 
days and state, Response to Control 583481. Please include a cover letter on 
company letterhead, dated and signed (signed by an individual who is authorized 
to sign official documents on behalf of the licensee) with your response letter. 
Please call me at 630-829-9839 if you have any questions. 

In accordance with 10 CFR 2.390 of the NRC's "Rules of Practice," a copy of this facsimile and the attached 
documents will be available electronically for public inspection in the NRC Public Document Room or from the 
Publicly Available Records (PARS) component of NRC's document system (ADAMS). The NRC's document system is 
accessible from the NRC Web site at http:llwww.nrc.gov/reading-rmladams.html (the Public Electronic Reading 
Room). 

_,·:-::.:}rom·t~e-esk of: ... ·uw ·-·-- ·-. 

Bill Reichhold 



APPENDIX C 

Item Suggested Response Yes Description 
No. Attached 

5. RADIOACTIVE MATERIAL 

Unsealed and/or Sealed Sources 

• For unsealed materials: * 
- Provide clement name with mass number, chemical and/or [ ] 

physical form, and maximum requested possession limit. 
- For potentially volatile materials (e.g., 1-125, 1-131, H-3), [ ] 

specify whether the material will be free (volatile) or bound 
(non-volatile) and the requested possession limit for each 
form. 

• For scaled materials: 

- Identify each Radionuclide (clement name and mass number) -)jE-

that will be used in each source. 
- Provide the manufacturer's (distributor's) name and model 

number for each sealed source and device requested. 
- Confirm that each sealed source, device, and source/device 

combination is registered as an approved scaled source or 
device by NRC or an Agreement State. 

- Confirm that the activity per source and maximum activity in 
each device will not exceed the maximum activity listed on 
the approved certificate of registration issued by NRC or by 
an Agreement State. 

• Provide an Emergency Plan (if required) . 

Financial Assurance and Recordkeeping for Decommissioning 

No response is needed from most applicants. IfF/ A or a DFP is N/A [ J 
required, submit the required documents as described in Regulatory 
Guide 3.66. 

6. PURPOSE FOR WHICH LICENSED MATERIAL WILL BE 
USED 

List the specific usc or purpose of each radioisotope. * [ J 
-

N!IREG- 1556, Vol 7 C-2 



APPENDIX C 

Item Suggested Response Yes Description 
No. Attached 

7. INDIVIDUALS RESPONSIBLE FOR RADIATION SAFETY 
PROGRAM AND THEIR TRAINING AND EXPERIENCE 

RSO 

Provide the name of the proposed RSO and information * [ ] 
demonstrating that the proposed RSO is qualified by training and 
expcrwnce. 

A Us 

Provide the name of each proposed AU, with the types and * [ J 
quantities of licensed material to be used. Also provide 
information demonstrating that each proposed AU is qualified by 
training and experience to usc the requested licensed materials. 

8. TRAINING FOR INDIVIDUALS WORKING IN OR 
FREQUENTING RESTRICTED AREAS (Occupationally 
Exposed Individuals and Ancillary Personnel) 

Submit a description of the radiation safety training program, )IE· [ ] 
including topics covered, groups of workers, assessment of 
training, qualifications of instructors, and the method and 
frequency of training. 

( '-l Nl IRH I · I ~.\ll, Vol. 7 



APPENDIX C 

Item Suggested Response Yes Description 
No. Attached 

9. FACILITIES AND EQUIPMENT 

Describe the facilities and equipment to be made available at each :t [ ] 
location where radioactive material will be used. Include a 
description of the area(s) assigned for the receipt, storage, 
preparation and measurement of radioactive materials. Submit a 
diagram showing the locations of shielding, the proximity of 
radiation sources to unrestricted areas, and other items related to 
radiation safety. When applicable to facilities where radioactive 
materials may become airborne, the diagrams should contain 
schematic descriptions of the ventilation systems, with pertinent 
airflow rates, pressures, filtration equipment, and monitoring 
systems. Diagrams should be drawn to a specified scale, or 
dimensions should be indicated. For facilities where it is 
anticipated that more than one laboratory or room may be used, a 
generic laboratory or room diagram may be submitted. 

10. RADIATION SAFETY PROGRAM 

Audit Program 

The applicant is not required to, and should not, submit its audit NIA N/A 
program to the NRC for review during the licensing phase. 

Nl 11\ll i - I i ><>.Vol (' -·l 



APPENDIXC 

Item Suggested Response Yes Description 
No. Attached 

10. RADIATION SAFETY PROGRAM (Cont'd) 

Radiation Monitoring Instruments * 
Describe the instrumentation that will be used to perform required [ ] 
surveys and state that: "We will use instruments that meet the 
radiation monitoring instrument specifications published in 
Appendix M to NUREG- 1556, Vol. 7, 'Program-Specific 
Guidance About Academic,' Research and Development, and Other 
Licenses of Limited Scope,' dated December 1999. We reserve the 
right to upgrade our survey instruments as necessary." 

OR 

Describe the instrumentation that will be used to perform required [ ] 
surveys and state that: "We will use instruments that meet the 
radiation monitoring instrument specifications published in 
Appendix M to NUREG- 1556, Vol. 7, 'Program-Specific 
Guidance About Academic, Research and Development, and Other 
Licenses of Limited Scope,' dated December 1999. Additionally, 
we will implement the model survey meter calibration program 
published in Appendix M to NUREG - 1 556, Vol. 7, 
'Program-Specific Guidance About Academic, Research and 
Development, and Other Licenses ofLimited Scope,' dated 
December 1999. We reserve the right to upgrade our survey 
instruments as necessary." 

Material Receipt and Accountability 

Develop and maintain procedures for ensuring material 
accountability, 

AND 

State that: ''Physical inventories will be conducted at intervals not * f 1 
to exceed 6 months, to account for all scaled sources and devices 
received and possessed under the license." 

C-5 NURE<i- 1556, Vol. 7 



APPENDIXC 

Item Suggested Response Yes Description 
No. Attached 

10. RADIATION SAFETY PROGRAM (Cont'd) 

Occupational Dose 

State that: "we havc·done a prospective evaluation and determined * [ ] 
that unmonitored individuals are not likely to receive, in one year, a 
radiation dose in excess of 10% of the allowable limits in l 0 CFR 
Part 20," or "we will monitor individuals in accordance with the 
criteria in the section entitled 'Radiation Safety 
Program -Occupational Dose' in NUREG- 1556, Vol. 7, 
'Consolidated Guidance about Materials Licenses: 
Program-Specific Guidance about Academic, Research and 
Development and Other Licenses of Limited Scope,'" dated 
December 1999." 

Public Dose 

No response is required from the applicant in a license application. N/A N/A 

Safe Use of Radionuclides and Emergency Procedures 

Develop and maintain procedures for safe use and emergencies. * [ l 
State that such procedures have been developed. 

[fan emergency response plan is needed, submit it as a separate [ I [ ] 
part of the application. 

NlJRHi ··I 'i'i(>, Vol. 7 ( '-6 



APPENDIX C 

Item Suggested Response Yes Description 
No. Attached 

10. RADIATION SAFETY PROGRAM (Cont'd) 

Survey * 
State that: "We will survey our facility and maintain contamination [ ] [ ] 
levels in accordance with the survey frequencies and contamination 
levels published in Appendix Q to NUREG- 1556, Vol. 7, 
'Program-Specific Guidance About Academic, Research and 
Development, and Other Licenses of Limited Scope,' dated 
December 1999. Leak tests will be performed at the intervals 
approved by NRC or an Agreement State and specified in the SSD 
Registration Certificate. Leak tests will be performed by an 
organization authorized by NRC or an Agreement State to provide 
leak testing services to other licensees or using a leak test kit 
supplied by an organization authorized by NRC or an Agreement 
State to provide leak test kits to other licensees and according to the 
sealed source or plated foil manufacturer's (distributor's) and kit 
supplier's instructions." 

C-7 Nl!RHi- 15"i6, Vol. 7 



APPENDIXC 

Item Suggested Response Yes Description 
No. Attached 

10. RADIATION SAFETY PROGRAM (Cont'd) 

OR 

State that: ''We will survey our facility and maintain contamination [ ) 
levels in accordance with the survey frequencies and contamination 
levels pi.tblished in Appendix Q to NUREG- 1556, Vol. 7, 
'Program-Specific Guidance About Academic, Research and 
Development, and Other Licenses of Limited Scope,' dated 
December 1999., Leak tests will be performed at the intervals 
approved by NRC or an Agreement State and specified in the SSD 
Registration Certificate. Leak tests will be performed by an 
organization authorized by NRC or an Agreement State to provide 
leak testing services to other licensees or using a leak test kit 
supplied by an organization authorized by NRC or an Agreement 
State to provide leak test kits to other licensees and according to the 
sealed source or plated foil manufacturer's (distributor's) and kit 
supplier's instructions. As an alternative, we will implement the 
model leak test program published in Appendix R to 
NUREG- 1556, Vol. 7, "Consolidated Guidance about Materials 
Licenses: 'Program-Specific Guidance About Academic, Research 
and Development, and Other Licensees of Limited Scope,' dated 
December 1999." 

Transportation 

No response is needed from applicants during the licensing phase. N/A N/A 

N! I!U·:c; I 'i56, Vol. 1 C-8 



APPENDIXC 

Item Suggested Response Yes Description 
No. Attached 

10. RADIATION SAFETY PROGRAM (Cont'd) 

Minimization of Contamination 

The applicant does not need to provide a response to this item N/A NIA 
under the following condition. NRC will consider that the above 
criteria have been met if the applicant's responses meet the criteria 
in the following sections: "Radioactive Material - Unsealed and/or 
Sealed Sources," "Facilities and Equipment," "Radiation Safety 
Program - Safe use of Radioisotopes and Emergency Procedures," 
"Radiation Safety Program- Surveys,'' and "Radiation Safety 
Program- Waste Management." 

11. WASTE MANAGEMENT * 
State that: "We will use the model waste procedures published in [ J [ ] 
Appendix T to NUREG- 1556, Vol. 7, 'Program-Specific 
Guidance About Academic, Research and Development, and Other 
Licenses ofLimited Scope,' dated December 1999." 

OR 

"We will use the (specify either (1) Decay-In-Storage, (2) Disposal [ ] 
of Liquids Into Sanitary Sewerage) model waste procedures that are 
published in Appendix T to NUREG- 1556, VoL 7, 'Program-
Specific Guidance About Academic, Research and Development, 
and Other Licenses ofLimited Scope,' dated December 1999." 
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