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August 26, 2019 

Paul Michalak, Chief 
Agreement State Programs Branch 
Division of Materials Safety, Security, State, 
And Tribal Programs 

Office of Nuclear Material Safety and Safeguards 
United States Nuclear Regulatory Commission 
Washington , D.C. 20555-0001 

Dear Mr. Michalak: 

Ron Desantis 
Governor 

Scott A. Rivkees 
State Surgeon General 

I want to first take this opportunity to thank the Nuclear Regulatory Commission (NRC}, the Integrated 
Materials Performance Evaluation Program (IMPEP) Audit team leader, Lizette Roldan-Otero, and the 
IMPEP audit team members for their diligence, patience, excellent feedback, and most importantly their 
professionalism. It was such a learning opportunity for the Bureau of Radiation Control (BRC) staff, 
particularly the way the team presented their review as radiation protection partners. I fully support and 
appreciate the evaluation process as several BRC staff have participated as members on IMPEP audit 
teams in the past. There are a few items, however, that should be corrected and others to be 
addressed. 

3.1 Techn ical Staffing and Training 

b. Discussion 

Although Florida has a license reviewer qualification program that the Program is 
implementing , there is no documentation of training for license evaluators related to determining 
signature authority. This is further discussed in Section 3.4. Florida implemented a License 
Evaluator Qualification Procedures/Journal on 911106. The new Radioactive Materials 
Administrator has located this documentation since the IMPEP audit (see attached). 

3.3 Technical Quality of Inspections 

b. Discussion 

The team noted that the inspection procedures and the inspection checkl ist list did not 
address the documentation of an open item or violation . The current inspection procedures, 
and checklist have been in place since July 13, 2011 and state (in part), "During the exit 
interview, the licensee representatives should be told that the inspection findings are 
preliminary and they will receive in writing a final determination. The inspector should 
address all safety related concerns, unresolved items and status of previously identified 
violations. 11 The confusion may be that to see the procedure one must open the link that 
is on the checklist/inspection report under the Section E. Exit Interview Comments or 
Statements. Attached is a document showing a screen shot of that link expanded. 
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However, inspectors do not have a mechanism to provide direct feedback to license 
evaluators when a licensing issue is identified that would require a license amendment. 
Section C of the checklist/inspection report titled: Licensing Actions is the mechanism 
for inspectors to provide feedback directly to license evaluators regarding a potential 
license amendment or other licensing action. Unfortunately, during one of the 
accompaniments, a licensing action was identified by the inspector but was not 
documented on the checklist/inspection report so was not communicated to licensing 
staff. There are many examples where a licensing action is correctly communicated to 
licensing staff and resolved. However, since this was an identified oversight, reminders 
will be sent to the inspection and licensing staff to ensure this item is not overlooked on 
future inspections. 

After the inspection accompaniment debriefs and prior to the on-site review, Florida 
immediately began addressing some of the concerns identified by the team. For instance, 
Florida management has taken or has planned the following corrective actions: (1) registered 
two inspectors in the upcoming NRC security class and is evaluating how to conduct additional 
training. Update: Two staff completed the NRC security class in August. August through 
September, ten staff will complete NRC courses. (3) arranged training for inspectors with a 
licensee to demonstrate medical therapy (HOR/GSR) tests and checks (e.g. , calibration and 
spot checks) , including describing acceptance criteria and surveys conducted when new 
source(s) arrive. Update: Several trainings are planned for the month of September for 
license evaluators and inspection staff. 

• On September 11 & 12, 42 inspectors and license evaluators are scheduled to 
attend Part 37/security training in Orlando. The training will consist of a review 
of Part 37 security requirements and an on-site demonstration at a licensed 
facility to include items found in (3) above. In addition, a review of the specific 
procedures that have been added to the "Increased Control Inspection 
Procedures" will be included (see attached agenda). 

• Training for license evaluators is planned to be held at a Tallahassee licensed 
facility- the date has been changed from August 10 to a date to be 
determined in September (see attached agenda). 

• An in-service training on Part 37 and Gamma Knife upgrade security measures 
presented by a team from the Office of Radiological Security will be held in 
Tallahassee on September 5 for license evaluators and Tallahassee inspectors 
(see attached). 

3.4 Technical Quality of Licensing Actions 

b. Discussion 

In reviewing the financial assurance records and discussion with staff, the team noted 
that decommissioning funding plans were maintained for the majority of licensees, as 
applicable. However, universities that possess significant quantities of unsealed radioactive 
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materials on their license did not have decommissioning funding plans. Update: Financial 
Assurance for exempt government agencies loophole has been corrected. An internal 
audit of all exempt government agencies based on, Florida Administrative Code, Rule 
64E-5.217(2)(a), found two licensees that had over the Bond Risk Factor amounts (see 
attached). Those two licensees were sent letters requesting decommissioning funding 
plans and assurances. 

c. Evaluation 

The team recommends that the Program consistently document the training completed 
by license evaluators, including the license types for which each reviewer has obtained 
signature authority. As addressed in 3.1 (b) of the report, trainings and signature authority 
are being documented for the license evaluators; in addition, a follow-up procedure has 
been implemented to ensure these are completed timely and enforced both for existing 
evaluators and new staff as they begin the training process. 

3.5 Technical Quality of Incident and Allegation Activities 

c. Evaluation 

Currently, Florida has centralized the NMED reporting process to the Miami office. 
Correction: The office is located at the Environmental Radiation Facility in Orlando - not 
Miami. 

4.1 Compatibi lity Requirements 

c. Evaluation 

Florida did not adopt final regulations for 1 0 NRC amendments within the required 3-
year freq !-]ency and all 10 remain overdue for adoption at the time of this review. In addition, 30 
regulation review comments that were provided to Florida by the NRC staff in 2015, remain 
unresolved. The team recommends that a plan be developed and implemented to address the 
overdue regulations, including how rules should be prioritized . The plan should also address 
instituting a knowledge management program for the staff involved in the ru lemaking process. 
Update: While the IMPEP audit team was still on-site four out of ten Regulation 
Amendment Tracking System (RA TS) were submitted and subsequently accepted by 
NRC on 811119. At least 12 of the 30 unresolved comments were on hold due to NRC's 
recent changes to T & E which were finalized January 2019. The remaining six RA TS and 
30 comments will be submitted to NRC on or before 9/17/19. (See attached spreadsheet 
for current status of all items including 10 CFR, Part 71.) 

As an oversight measure, a knowledge management program has been instituted 
as part of the monthly BRC management meetings. This allows for a continual review of 
regulations and comments as well as status updates and tracking for appropriate staff. 



Paul Michalak 
August 26, 2019 
Page Four 

4.2 Sealed Source and Device (SS&D) Evaluation Program 

c. Evaluation 

The team recommends that Florida expand their SS&D qualification in Section C of the 
Staff Qualification Journal to include specific requirements for courses, casework reviews, and 
guidance and standards reviews, equivalent to the training requirements in the NRC's IMC 
1248, appendix D. Update: The SS&D Qualification Journal Section C was updated to 
include specific review material, training, and case reviews (see attached). 

5.0 SUMMARY 

The team decided Monitoring over Heightened Oversight because it considered the 
immediate action taken by Florida management to address the team's concerns discussed 
during the inspection accompaniment debriefs which were conducted prior to the on-site review. 
In addition , after discussions with the team and the NRC regulation specialist, the team noted 
that Florida immediately started working on completing overdue regulations. Four of which were 
submitted to the NRC for review while the team was onsite. In addition, the team is making a 
recommendation for the State to develop a plan to address overdue regulation . Immediate 
action was taken to address all concerns by: 

• Revising inspection procedures related to Part 37; 
• Scheduling several training opportunities; 
• Completing additional draft language to address overdue regulations; 
• Developing and implementing a plan of action that will effectively prioritize and 

complete the remainder of the overdue regulations by the middle of September. It is 
encouraging that the new Governor and State Surgeon General express support of 
programs, initiatives and regulatory changes; 

• Hiring three critical positions: the Radioactive Materials Administrator, the Field 
Operations Administrator and the Miami Area Inspection Manager; 

• Having three of the six recommendations (#'s 1,2 and 4) already in place prior to the 
IMPEP audit; and implementing recommendations (#'s 3, 5 and 6) immediately 
following the IMPEP audit. 

BRC has an extremely competent licensing and inspection staff that will move this 
program forward and ensure all commitments to NRC as an Agreement State Program 
are fulfilled. The forgoing actions by BRC demonstrates that going forward they can 
monitor their program effectively. 

c: Cindy Becker, Bureau Chief 
Bureau of Radiation Control 

Sincerely, 

Division irector 
Division of Emergency Preparedness 

and Community Support 
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Part 37 & RAM/Security Training 

September 11 & 12, 2019 

Agenda 

 

September 11    Topic      

1:00 – 1:30  Part 37 Licensing/Application Process  Joy 

1:30 - 3:00  Part 37/IC Pre-license Inspection &  

    Revised Inspection SOP’s   Leo/Ken 

3:00 – 3:15    BREAK 

3:15 – 3:45  Investigations/Medical Events    Kevin 

3:45 – 4:00  Preparation for Hospital Visit    Cindy/Lisa 

4:00 – 4:30  Travel to Hospital Facility 

4:30 – 7:00  Presentations/Demonstrations/Discussions at Hospital 

 

September 12 

8:30 – 10:15  Part 37 Overview – presented by NRC  John Miller 

10:15– 10:30   BREAK 

10:30 – 12:30 Part 37 Overview - continued 

LUNCH NOTE:  lunch will be brought into the lab 

12:30 – 1:30  Closeout Discussion     ALL 

1:30 – 2:30  Inspection Issues     Jorge/Inspectors  
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July 25, 2019 

Evangelos Gavathas, Ph.D. 
Chief Medical Physicist 
Tallahassee Memorial Cancer Center 
1775 One Healing Place 
Tallahassee, Florida 32308  
       
Dear Dr. Gavathas: 

The Bureau of Radiation Control, Radioactive Materials and Inspection sections are charged with 
ensuring the safety of Florida’s citizens and staying abreast of the latest research and trainings.  This is 
a request for our radioactive materials administrator, evaluators and inspectors to participate in the 
training course provided by the Tallahassee Memorial Cancer Center on August 10, 2019. We believe 
this training will help to expand our knowledge and improve efficiency in regulating licensees.  As an 
experienced chief medical physicist and radiation safety officer, your insight and expertise in the 
requirements of the Florida Administrative Code will be invaluable.  

Our objective is to discuss general rules and regulations in the use of high dose rate afterloaders, 
including physical security, treatment planning, shielding and calibration.  

We appreciate your interest in helping to expand the knowledge of our team and look forward to 
speaking with you soon to confirm our participation.  Please feel free to contact me at (850) 245-4266 if 
you have any questions. 

Sincerely,  

Cynthia Becker, M.P.H. 
Bureau Chief 
Bureau of Radiation Control 



 

     

 

 

 
 

Agenda: State of Florida Department of Health 
Bureau of Radiation Control Engagement 

 

Mission:   The mission for the ORS is to reduce and protect vulnerable nuclear and radiological materials located at civilian sites 
worldwide. ORS supports the U.S. DOE’s Nuclear Security goal by preventing terrorists from acquiring nuclear and 
radiological materials that could be used in weapons of mass destruction or other acts of terrorism. In 2007, ORS 
established a multi‐year program to offer free voluntary security upgrades to domestic sites that use high‐risk 
radiological sources and/or nuclear materials. This voluntary program is supported by the Nuclear Regulatory 
Commission, the Department of Homeland Security, the Domestic Nuclear Detection Office, and the Agreement State 
Radiation Control Programs. Under the program, security experts from the DOE’s national laboratories, led by the 
NNSA, provide security assessments, share observations and make recommendations for enhancing security at no 
cost to the site. In addition, the domestic program coordinates alarm response training and site‐specific scenario 
exercises to provide sites with the tools and knowledge needed to respond to a terrorist incident. 

 
Date:  September 5, 2019 
 
Contact:     Lynne Andresen, BAS, RT(R) (MR) 
  Environmental Specialist III/ Enforcement Coordinator 
  Florida Department of Health, Bureau of Radiation Control/ Radiologic Technology Program 
  4052 Bald Cypress Way, Bin C21 
  Tallahassee, FL 32399‐1741 
  Phone: (850) 558‐9762  
  Lynne.Andresen@flhealth.gov 
 

Time  Activity 

1:30 PM 
 ORS Team Arrives at facility 

 Set up in conference room and connect laptop to projector for presentations 

2:00 PM    ORS Overview Presentation 
- ORS Summary Video 
- Threat Information 
- Radiological Security Incidents 
- ORS Mission & Strategies 

• Protect 
• Reduce 
• Remove 
• Additional ORS Program Activities  

- Typical Security Enhancement Process  

3:00 PM   10 CFR Part 37 Discussions 

3:30 PM   Sample Gamma Knife Upgrades 

3:45 PM   Overview of ORS Engagement in Florida 

4:00 PM   Open discussions 

 



License Category Name 64E-5.217(2)(a)
Exempt

Bond Risk
Factor <$30K

Address

0031-3 3M(2) II UNIVERSITY OF FLORIDA YES YES Radiation Control and Radiological Department
P.O. Box 118340, 212 Nuclear Sciences Center
Gainesville, FL 32611-2055

1319-1 3M(2) II UNIVERSITY OF MIAMI YES YES Radiation Control Center
P. O. Box 016960 (R-61)
Miami, FL 33101

0651-3 3L(3) III FLORIDA INSTITUTE OF TECHNOLOGY, INC. YES YES Department of Biological Sciences
150 West University Boulevard
Melbourne, FL 32901-6988

0811-1 3L(3) III UNIVERSITY OF WEST FLORIDA
Environmental Health & Safety Office

YES YES Attn: Derek S. Krepp
11000 University Parkway, Bldg. 95
Pensacola, FL 32514-5751

0846-1 3L(3) III FLORIDA A&M UNIVERSITY YES YES Dept. of Environmental Health & Safety
Plant Operations Building, Suite 100
Tallahassee, FL 32307

1010-1 3L(3) III HILLSBOROUGH COMMUNITY COLLEGE YES YES Division of Health Sciences
Post Office Box 30030
Tampa, FL 33630-3030

3001-1 3L(3) III UNIVERSITY OF NORTH FLORIDA YES YES Attn.: Radiation Safety Officer
1 UNF Drive
Jacksonville, FL 32224

3191-1 3L(3) III NOVA SOUTHEASTERN UNIVERSITY, INC. YES YES Attn: Dr. Patrick Hardigan, Health Professions Div
3200 South University Drive
Ft. Lauderdale, FL 33328-2018

3774-1 3L(3) III FLORIDA GULF COAST UNIVERSITY YES YES 10501 FGCU Boulevard South
Environmental Health & Safety
Fort Myers, FL 33965-6565

0032-10 3M(1) III FLORIDA STATE UNIVERSITY
Department of Environmental Health and Safety

YES NO Radiation Safety Office
Milton Carothers Hall, Suite 1200
Tallahassee, FL 32306-4481

0076-13 3M(1) III UNIVERSITY OF MIAMI JACKSON MEMORIAL MEDIC YES NO Radiation Control Center (R-61)
Post Office Box 016960
Miami, FL 33101

0356-1 3M(1) III UNIVERSITY OF FLORIDA YES YES 212 Nuclear Science Center, P.O. Box 118340
Gainesville, FL 32611-2055

0734-4 3M(1) III FLORIDA ATLANTIC UNIVERSITY YES YES Radiation Safety Office, EH&S
777 Glades Road, Building #69, Room 112
Boca Raton, FL 33431

0806-1 3M(1) III UNIVERSITY OF SOUTH FLORIDA YES YES Radiation Safety Office
12901 Bruce B. Downs Boulevard, MDC 35
Tampa, FL 33612-4799

3669-1 3M(1) III FLORIDA INTERNATIONAL UNIVERSITY YES YES Environmental Health & Safety
11200 SW 8th Street, AHC4, Room 120
Miami, FL 33199

4095-1 3M(1) III THE SCRIPPS RESEARCH INSTITUTE, INC. YES YES 130 Scripps Way
Jupiter, FL 33458

4187-1 3M(1) III UNIVERSITY OF CENTRAL FLORIDA YES YES 3512 Perseus Loop, Building 48
Orlando, FL 32816-3500

0882-1 3E RIVERVIEW HIGH SCHOOL YES YES One Ram Way
Sarasota, FL 34231

State Institution Licensees with RAM significant quantities



RATS NRC Tracking    ACTION STEP RESPONSIBLE 
PERSON START DATE COMPLETION DATE STATUS/COMMENTS

RATS 2013-1

RATS 2013-1 Physical Protection of Byproduct 
Material (10 CFR Parts 20, 30, 32, 33, 34, 35, 36, 
37, 39 and 71 78 FR 16922, due for Agreement 
State adoption by 8/19/16)

6/27/19 ltr submittted to NRC with part 37 
LC. NRC Reply 8/1/19 with minor change 
to LC (Add NRC mail address to get 
fingerprint card form). FL submitted 
revised LC 8/8/2019 for NRC Review 
NRC Acknowledge receipt of letter 
8/12/19

Mike Stephens 6/27/2019

NRC letter dated 8/1/2019 received 
with one comment regarding adding 
a mailing address where to obtain 
fingerprint cards form from NRC.  
Revised/Updated License Condition 
submitted to NRC on 8/8/2019 listing 
mailing address. NRC 
Acknowledged receipt  8/12/19

DONE - 8/8/2019 revised 
license condition adding a 
mailing address is minor and 
self evident change.

RATS 2015-1

RATS 2015-1 Domestic Licensing of Special Nuclear 
Material – Written Reports and Clarifying 
Amendments (10 CFR Part 70 amendment 79 FR 
57721, 80 FR 143, due for Agreement State 
adoption by 1/26/18)

6/27/19 ltr submittted to NRC with part 37 
LC. NRC Reply 8/1/19 with minor change 
to LC and NO Comments in NRC 
8/1/2019 letter on  RATS 2015-1

Mike Stephens 6/27/2019 8/1/2019
DONE - NRC 8/1/2019 letter 
had no comments regarding 
this RATS

RATS 2015-2

RATS 2015-2 Safeguards Information – Modified 
Handling Categorization, Change for Materials 
Facilities (10 CFR Parts 30, 37, 73 and 150 
amendment 79 FR 58664, 80 FR 3865 due for 
Agreement State adoption by 1/2/18)

6/27/19 ltr submittted to NRC with part 37 
LC. NRC Reply 8/1/19 with minor change 
to LC and NO Comments in NRC 
8/1/2019 letter on  RATS 2015-2

Mike Stephens 6/27/2019 8/1/2019
DONE - NRC 8/1/2019 letter 
had no comments regarding 
this RATS

RATS 2015-4
RATS 2015-4 Miscellaneous Corrections (10 CFR 
Parts 37 and 40 amendment 80 FR 45841 due for 
Agreement State Adoption by 9/2/18)

6/27/19 ltr submittted to NRC with part 37 
LC. NRC Reply 8/1/19 with minor change 
to LC and NO Comments in NRC 
8/1/2019 letter on  RATS 2015-4

Mike Stephens 6/27/2019 8/1/2019
DONE - NRC 8/1/2019 letter 
had no comments regarding 
this RATS

RATS 2015-5

RATS 2015-5 Miscellaneous Corrections 10 CFR 
Parts 19,20,30,32,27,40,61,70,71 and 150 
amendment (80 FR74974), that was due for 
Agreement State adotion by December 31, 2018

6/27/19 ltr submittted to NRC with part 37 
LC. NRC Reply 8/1/19 with minor change 
to LC and NO Comments in NRC 
8/1/2019 letter on  RATS 2015-5

Mike Stephens 6/27/2019 8/1/2019
DONE - NRC 8/1/2019 letter 
had no comments regarding 
this RATS

RATS 2011-1
RATS 2011-1 Decommissioning Planning (10 CFR 
parts 20, 30, 40, and 70 amendment 76 FR 35512, 
due for Agreement State adoption by 12/17/15)

Draft Rule language and submit to NRC 
for review and comment Mike Stephens Rule Text Drafted:  

Rule Text Drafted:  Compiling with 
other RATS rule text to Submit Draft 
to NRC for Review by 09/17/2019

RATS 2012-2

RATS 2012-2 Advance Notification to Native 
American Tribes of Transportation of Certain Types 
of Nuclear Waste (10 CFR Part 71 amendment 77 
FR 34194, due for Agreement State Adoption by 
8/10/15)

Draft Rule language and submit to NRC 
for review and comment Mike Stephens Rule Text Drafted:  

Rule Text Drafted:  Compiling with 
other RATS rule text to Submit Draft 
to NRC for Review by 09/17/2019

RATS 2012-3
RATS 2012-3 Technical Corrections (10 CFR Parts 
30, 34, 40 and 71 amendment 77 FR 39899, due for 
Agreement State adoption by 8/6/15)

Draft Rule language and submit to NRC 
for review and comment Mike Stephens Rule Text Drafted:  

Rule Text Drafted:  Compiling with 
other RATS rule text to Submit Draft 
to NRC for Review by 09/17/2019

RATS 2012-4

RATS 2012-4 Requirements for Distribution of 
Byproduct Material (10 CFR Parts 30, 31, 32, 40 and 
70 amendment 77 FR 43666, due for Agreement 
State adoption by 10/23/15)

Draft Rule language and submit to NRC 
for review and comment Mike Stephens Rule Text Drafted:  

Rule Text Drafted:  Compiling with 
other RATS rule text to Submit Draft 
to NRC for Review by 09/17/2019

RATS 2013-2

RATS 2013-2 Distribution of Source Material to 
Exempt Persons and to General Licensees and 
Revision of General License and Exemption (10 CFR 
Parts 30, 40 and 70 78 FR 32310, due for 
Agreement State adoption by 8/27/16)

Draft Rule language and submit to NRC 
for review and comment Mike Stephens Rule Text Drafted:  

Rule Text Drafted:  Compiling with 
other RATS rule text to Submit Draft 
to NRC for Review by 09/17/2019

Amendments Overdue for Adoption

1 of 2 K:\StephensMN\Rules‐2‐NRC\_IMPEP Action Plan 8‐2019_IMPEP Action Plan 8‐2019   Sheet Name FL‐RATS Status Printed 8/15/2019



RATS NRC Tracking    ACTION STEP RESPONSIBLE 
PERSON START DATE COMPLETION DATE STATUS/COMMENTS

NRC LETTER 
05-05-2015 
Multiple RATS

Licenses for Industrial Radiography and Radiation 
Safety Requirements for Industrial Radiography 
Operations (10 CFR Parts 30, 34, 71 and 150 
amendment 62 FR 28947 due for Agreement State 
Adoption by 6/27/00)

Draft Rule language and submit to NRC 
for review and comment Mike Stephens Rule Text Drafted:  

Rule Text Drafted:  Compiling with 
other RATS rule text to Submit Draft 
to NRC for Review by 09/17/2019

NRC LETTER 
05-05-2015 
Multiple RATS

Requirements for Certain Generally Licensed 
Industrial Devices Containing Byproduct Material (10 
CFR Parts 30, 31, 32 amendment 65 FR 79162 due 
for Agreement State adoption by 2/16/04 – 10 CFR 
Part 32 only)

Draft Rule language and submit to NRC 
for review and comment Mike Stephens Rule Text Drafted:  

Rule Text Drafted:  Compiling with 
other RATS rule text to Submit Draft 
to NRC for Review by 09/17/2019

NRC LETTER 
05-05-2015 
Multiple RATS

Medical Use of Byproduct Material (10 CFR 20, 32 
and 35 amendment 67 FR 20249 due for Agreement 
State adoption 10/24/05)

Draft Rule language and submit to NRC 
for review and comment Mike Stephens Rule Text Drafted:  

Rule Text Drafted:  Compiling with 
other RATS rule text to Submit Draft 
to NRC for Review by 09/17/2019

NRC LETTER 
05-05-2015 
Multiple RATS

Medical Use of Byproduct Material – Recognition of 
Specialty Boards (10 CFR Part 35 amendment 70 
FR 16336, 71 FR 1926 due for adoption 4/29/08)

Draft Rule language and submit to NRC 
for review and comment Mike Stephens Rule Text Drafted:  

Rule Text Drafted:  Compiling with 
other RATS rule text to Submit Draft 
to NRC for Review by 09/17/2019

NRC LETTER 
05-05-2015 
Multiple RATS

Minor Amendments (10 CFR Parts 20, 30, 32, 35, 40 
and 70 amendment 71 FR 15005 due for Agreement 
State adoption 3/27/09 – 10 CFR Part 32 and 35 
only)

Draft Rule language and submit to NRC 
for review and comment Mike Stephens Rule Text Drafted:  

Rule Text Drafted:  Compiling with 
other RATS rule text to Submit Draft 
to NRC for Review by 09/17/2019

NRC LETTER 
05-05-2015 
Multiple RATS

Exemptions from Licensing, General Licenses, and 
Distribution of Byproduct Material: Licensing a 
Reporting Requirements (10 CFR Parts 30, 31, 32 
and 150 amendment 72 FR 58473 due for 
Agreement State adoption by 12/17/10)

Draft Rule language and submit to NRC 
for review and comment Mike Stephens Rule Text Drafted:  

Rule Text Drafted:  Compiling with 
other RATS rule text to Submit Draft 
to NRC for Review by 09/17/2019

NRC LETTER 
05-05-2015 
Multiple RATS

Requirements for Expanded Definition of Byproduct 
Material (10 CFR Parts 20, 30, 31, 33, 35, 61 and 
150 amendment 72 FR 55864 due for Agreement 
State adoption by 11/30/10)

Draft Rule language and submit to NRC 
for review and comment Mike Stephens Rule Text Drafted:  

Rule Text Drafted:  Compiling with 
other RATS rule text to Submit Draft 
to NRC for Review by 09/17/2019

NRC LETTER 
05-05-2015 
Multiple RATS

Medical Use of Byproduct Material – Authorized User 
Clarification (10 CFR Parts 35 amendment (74 FR 
33901 due for Agreement State adoption by 9/28/12)

Draft Rule language and submit to NRC 
for review and comment Mike Stephens Rule Text Drafted:  

Rule Text Drafted:  Compiling with 
other RATS rule text to Submit Draft 
to NRC for Review by 09/17/2019

RATS NRC Tracking    ACTION STEP RESPONSIBLE 
PERSON START DATE COMPLETION DATE STATUS/COMMENTS

RATS 2015-3

Revisions to Transportation Safety Requirements 
and Harmonization with International Atomic Energy 
Agency Transportation Requirements; Including 
Corrections 10 CFR Part 71 (80 FR 33987, 
Published June 12, 2015 and 80 FR 48683, 
Published August 14, 2015) 

DRAFT Rule text using Part 71 
Hamonization Rule language that not due 
until 8-15-2020

Mike Stephens 8/15/2020

Amendments with 30 Outstanding Comments from NRC (includes safety significant issues)                                                               
Note 12 of the 30 items were medical T&E comments that NRC finished Jan 2019 which were included in rule changes

Based on NRC 05-01-2015 letter Multiple RATS

10 CFR Part 71 Regulations That Should Not Be Adopted by Florida mentioned in IMPEP Draft Report

2 of 2 K:\StephensMN\Rules‐2‐NRC\_IMPEP Action Plan 8‐2019_IMPEP Action Plan 8‐2019   Sheet Name FL‐RATS Status Printed 8/15/2019
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F-18 Fluciclovine, Ga68, Xofigo   

GammaTile Procedures   

Zap-X   

RadioGenix™ Molybdenum-99/Technetium-99m Generator    

Radium-223 Dichloride   

TheraSphere and SIRSpheres Yttrium-90 Microspheres   

LLRW Transportation Inspection   

(Authorized one to perform ERCE inspections when needed- 
site Accompaniment required) 

  

Review regulations and NRC LLRW Toolbox   

Review Inspection Report with ERCM manger or qualified 
individual 

  

Lead Inspector on a supervised inspection   

 
Date Completed Manager 

Review 

Satisfactory audit by manager   

Medical Event Investigations   

Attend Root Cause Analysis   

Accompany an investigation   

Lead Investigator on a supervised investigation   

Certified to BRC standards    

 
Date Completed Manager 

Review 
Satisfactory audit by manager   

Sealed Source and Device Registry   

Review NRC regulations in CFR Title 10 Energy Chapter I 
 Part 21 - Reporting of defects and noncompliance 
 Part 30.19 - Self-luminous products containing tritium, 

krypton-85, or promethium-147 
 Part 30.20 - Gas and aerosol detectors containing byproduct 

material 
 Part 31.5 - Certain detecting, measuring, gauging, or 

controlling devices and certain devices for producing light or an 
ionized atmosphere (devices used under the general license in 
Part 31.5) 

 Part 31.7 - Luminous safety devices for use in aircraft 
 Part 31.10 - General license for strontium-90 in ice detection 

devices 
 Parts 34.20, 34.21, 34.27 - Radiography equipment 
 Parts 39.31(a), 39.35, 39.41 - Well-logging equipment 
 Parts 36.21(a), 36.59 - Irradiators 
 Part 32.74 - Sealed sources and devices for medical use 
 Part 32.30 - Certain industrial devices containing by-product 
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material: Requirements for license to manufacture, process, 
produce, or initially transfer 

Review NRC application guide NUREG-1556 Vol 3 guidance   

Review NRC guidance Information Notice 96-20   

Review NRC guidance Regulatory Issue Summary RIS 13-01   

Recommend an NRC SS&DR course or similar   

Recommend Site visit or inspection accompaniment   

Review at least three different cases with ERCM manger or 
qualified individual 

  

Review licensing action with ERCM manger or qualified 
individual 

  

 
Date Completed Manager 

Review 

Satisfactory audit by manager   

 

SECTION D 
ERCX: 

X-RAY PROGRAM TRAINING & DEVELOPMENT 
ERCX X-ray Program Core Courses Completion Date Manager Review 

X-ray Program Orientation   

X-ray Machine Fundamentals   

Bureau Rules, Policies  & Procedures Review   

Program SOP’s in BRCpedia   

MQSA Coordinator  Completion Date Manager Review 

Complete MQSA Auditor requirements    

FDA contract    

MQSA corrective actions   

Complete MQSA Coordinator training   

Approval by ERCX Administrator    

Violation Corrections Coordinator/Directed Plan Completion Date Manager Review 

Complete X-ray inspector requirements    

Service vendors   

Radiation machine regulations   

Corrective actions   

Approval by ERCX Administrator    

Contract Inspections Coordinator  Completion Date Manager Review 

Complete CDRH inspection training   




