
Request for Custom and Standard License Condition 

NOTE TO FILE:  May 10, 2021 
 
Licensee:  STERIS Isomedix Puerto Rico, LLC, dba STERIS Applied Sterilization Technologies 
License No. 52-24994-01 
Docket No. 03030578 
Mail Control No. 624348 
 
Due to COVID-19 travel restrictions, STERIS Isomedix Puerto Rico, LLC, dba STERIS Applied 
Sterilization Technologies (STERIS), NRC License No. 52-24994-01, Program Code 03521, 
experienced panoramic irradiator source reloading scheduling delays.  STERIS expressed a 
concern that delays in source reloading schedule could impact their ability to deliver sterilized 
medical products in a timely manner.  As a result, they submitted a license amendment request 
(ML21021A054) that would enable them to: 
 

- Receive authorized Type B(U) containers; 
- Place the container into the irradiator pool; 
- Remove sealed sources from the container; 
- Remove and replace modules containing sealed source from the source rack(s); 
- Remove, add and move sealed sources in the modules containing sealed sources; and  
- Train and authorize STERIS employees to perform said activities.   

 
They are not at this time requesting authorization for STERIS personnel to remove sealed 
sources from the irradiator pool.  However, to avoid being dependent on the availability of the 
source manufacturer’s installation crew, they anticipate that at some point in the future, they 
might request authorization to receive, load, unload, and ship sources from the irradiator.  
 
The amendment request (ML21021A054) and updated amendment request (ML21130A060) 
appear adequate to ensure safety and security controls.   
 
If this is approved, STERIS, and possibly other licensees, would likely request this authorization 
for other panoramic irradiator licenses.   
 
Currently, the following Standard License Condition is authorized for panoramic irradiators:   
 
Standard Condition for Panoramic Irradiator:  “No Irradiator Repairs” 

The licensee shall not perform repairs or alterations of the irradiator involving removal of shielding or access 
to the licensed material. Removal, replacement, and disposal of sealed sources in the irradiator shall be 
performed by persons specifically licensed by the U.S. Nuclear Regulatory Commission or an Agreement 
State to perform such services. 

Although this license condition appears more suited for “self-shielded” irradiators, it serves its 
purpose which is to ensure that only specifically licensed individuals can manipulate or remove 
sources from the irradiator.   

I would like to propose a Custom license condition for this action and a Standard License 
Condition because I anticipate additional licensees will want this authorization: 

Custom License Condition for Panoramic Irradiators 
Notwithstanding License Condition No. XX, sealed source handling, including placing 
source casks in the irradiator pool, source manipulations performed under water 
shielding, and removal of empty casks and related equipment, may be performed by 



Request for Custom and Standard License Condition 

individuals who have satisfactorily completed the training and examination described in 
the application dated January 21, 2021, and have been designated in writing by the 
Radiation Safety Officer.  

  
Standard License Condition for Panoramic Irradiators 
Sealed source handling, including placing source casks in the irradiator pool, source 
manipulations, and removal of empty casks and related equipment from the irradiator 
pool, shall only be performed by individuals who have satisfactorily completed the 
training and examination described in the application dated _________, and have been 
designated in writing by the Radiation Safety Officer.  Sealed source handling, including 
the removal of sources from the irradiator pool and disposal shall only be performed by 
individuals specifically licensed by the U.S. Nuclear Regulatory Commission or an 
Agreement State to perform such services. 

 The Custom License Condition was approved by: 
1) Chris Cahill, Chief, Commercial, Industrial, R&D, & Security (CIRDA) Branch, 

Division of Radiation Safety and Security (DRSS), NRC Region I, Email dated 
4/8/2021 

2) Brett Klukan, Region I Attorney, “No Legal Objection” by Email dated 4/11/2021 
3) Jill Shepherd, NMSS Licensing, by Email dated 4/15/2021 

 
The proposed Standard License Condition has not been approved at this time.  R. 
Ragland, Sr. Health Physicist, CIRDA, DRSS, NRC Region I, 5/10/2021 

 
 

 

 

 


