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October 30, 2024 
 

James C. Hatten 
Radiation Safety Officer 
Northwest Health-LaPorte 
LaPorte Hospital Company, LLC 
1331 State St. 
La Porte, IN 46350 
 
 
SUBJECT:      Request for Additional Information – Northwest Health-LaPorte NRC License          
                       Renewal 
 
Dear James Hatten, 
 
We have reviewed your NRC license renewal application dated July 26, 2024 (ML24214A074).  
The application received was prepared in accordance with NUREG 1556 Vol. 9 Rev. 2, but a 
more recent revision of the guidance, Rev. 3, was issued in 2019.  Additionally, a general 
commitment to Rev. 10.2 of the NRC’s licensing guidance for Yttrium-90 microspheres was 
provided, but the NRC typically requires that licensees provide specific commitments to each of 
the requirement described in the guidance.  As such, for continued timely review of this 
application, please provide your response to the following items: 
 

1. Please confirm that Charles Bower, M.D. and Naseer Nasser, M.D. should be removed 
as authorized users. 

 
2. As a consultant RSO for the licensee, please provide the following information: 

 
a. Identify other commitments of the consultant-RSO for other NRC or Agreement 

State licensed facilities, along with a description of how the consultant-RSO will 
allocate time to permit the performance of the duties of the RSO as described in 
the regulations. State the consultant-RSO's minimum amount of onsite time 
(hours per week or days per quarter, as appropriate for the program). 

b. Identify an in-house representative who will serve as the point of contact during 
the RSO’s absence. 

c. Describe the overall availability of the consultant-RSO to respond to questions or 
operational issues that arise during the conduct of the radiation safety program 
and related regulatory requirements. 

d. Specify the maximum amount of time it will take the consultant-RSO to arrive at 
the facility in the event of an emergency that requires his/her presence. 

 
3. Please provide the following statement for training for individuals work in or frequenting 

restricted areas: 
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a. “We have developed and will implement and maintain written procedures for a 
program for training required under 10 CFR 19.12 for each group of workers, 
including (i) topics covered, (ii) qualifications of the instructors, (iii) method of 
training, (iv) method for assessing the success of the training, (v) initial training, 
and (vi) annual refresher training.” 
 

4. Please provide a statement confirming that PET radiopharmaceuticals will not be used 
under the license. 

 
5. Please provide a response below regarding use of radiation monitoring instruments. 

 
a. A statement that: “Radiation monitoring instruments will be calibrated by a vendor 

who is licensed by the NRC or an Agreement State to perform instrument 
calibrations.” 
 

AND/OR 
 

b. A statement that: “We have developed and will implement and maintain written 
radiation survey meter calibration procedures in accordance with the 
requirements in 10 CFR 20.1501 and that meet the requirements of 10 CFR 
35.61.” 
 

6. Please provide a response below regarding dose calibration and other dosage 
measuring equipment: 

a. A statement that: “Equipment used to measure dosages will be calibrated in 
accordance with nationally recognized standards or the manufacturer’s 
instructions.” 

 
AND 

 
b. A description of the equipment used to measure the dosages. 
 
AND 
 
c. For measurement of alpha emitters where gamma or beta emissions are not 

measurable in a traditional dose calibrator, identify specialized measurement 
equipment and the nationally recognized standard used to calibrate the 
instrument or provide a copy of the manufacturer’s instructions to calibrate the 
instrument. 
 

7. Please provide the following statements regarding occupational dose monitoring. 
a. A statement that: “We will maintain, for inspection by the NRC, documentation 

demonstrating that unmonitored individuals are not likely to receive a radiation 
dose in excess of the limits in 10 CFR 20.1502.” 
 

AND/OR 
 
b. A statement that: “We will monitor individuals in accordance with the criteria in 

the section titled, ‘Radiation Safety Program–Occupational Dose’ in NUREG–
1556, Vol. 9, Rev. 3, ‘Consolidated Guidance About Materials Licenses:  
Program-Specific Guidance About Medical Use Licensees.’” 
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OR 
 
c. A description of an alternative method for demonstrating compliance with the 

referenced regulations. 
 

8. Please provide the following statement commitment regarding material receipt and 
accountability: 
 

a. “We will develop, implement, and maintain written procedures for licensed 
material accountability and control to ensure that: 

i. license possession limits are not exceeded 
ii. licensed material in storage is secured from unauthorized access or 

removal 
iii. licensed material not in storage is maintained under constant surveillance 

and control 
iv. records of receipt (either from the licensee’s own production operations or 

from another licensee), transfer, and disposal of licensed material, are 
maintained.” 
 

9. Provide a response regarding leak testing of sealed sources: 
 

a. For in-house leak testing of sealed sources used pursuant to 10 CFR Part 35, 
provide a statement that: ““We have developed and will implement and maintain 
written procedures for sealed-source leak testing that meet the requirements of 
10 CFR 35.67.” 

 
OR 

 
b. A statement that the applicant will implement the model leak test program of the 

appendix of the appropriate NUREG–1556 volume for the type of use.  For 
instance, if an applicant possesses a self-shielded irradiator, the applicant may 
state, “We will implement the model leak test program published in Appendix N of 
NUREG–1556, Volume 5, Rev. 1, “Consolidated Guidance About Materials 
Licenses: Program-Specific Guidance About Self-Shielded Irradiator Licenses.” 

 
AND 

 
c. If a contractor is used to perform leak testing, a statement that: “Leak test sample 

collection and analysis will be performed by an organization authorized by the 
NRC or an Agreement State to provide leak testing services to other licensees; 
or by using a leak test sample collection kit supplied by an organization licensed 
by the NRC or an Agreement State to provide leak test kits or sample analysis 
services to other licensees and according to the instructions provided in the leak 
test sample collection kit.” 
 

10. Provide the following statement for safe use of licensed materials: 
 

a. “We have developed and will implement and maintain written procedures for safe 
use of unsealed byproduct material that meet the requirements of 10 CFR 
20.1101 and 10 CFR 20.1201.” 
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11. At two places in the submitted application you state that you will notify the NRC within 24 

hours if the delivered dose is determined to differ from written directive by greater than 
10 percent. 10 CFR 35.3045 defines a medical event as administration where the total 
dose delivered differs from the prescribed dose by 20 percent or more or falls outside of 
the prescribed dosage range. A similar threshold of 20 percent is also present in the Y-
90 microsphere licensing guidance.  Please respond confirming that reports and 
notifications of medical events will be made to the NRC in accordance with the 
requirements of 10 CFR 35.3045. This does not preclude you from internally 
investigating issues that occur at a lower threshold than those required by 10 CFR 
35.3045. 

 
 
The following items are specific commitments from the NRC’s guidance document, “Yttrium-90 
Microsphere Brachytherapy Sources and Devices SIR-Spheres® Licensing Guidance April 20, 
2021, Revision 10.2.”  Please provide each of the following statements: 
 

1. 10 CFR 35.1000 Yttrium-90 Authorized Users – Optional 
 
Licensee’s may request authorization to notify the NRC in the future that it has permitted 
an AU to work at its facility without requesting an additional license amendment, 
provided the following conditions are met: 

a. the AU satisfies the T&E listed in this licensing guidance for Y-90 microspheres; 
and  

b. the AU is currently listed for the same type of Y-90 microsphere use on a 
Commission or Agreement State license, a permit issued by a Commission 
master materials licensee, a permit issued by a Commission or Agreement 
State licensee of a broad scope, or a permit issued by a Commission master 
materials license broad scope permittee; and 

c. the licensee provides the NRC a copy of the license or permit on which the AU 
is listed for the specific Y-90 microsphere use; and  

d. the licensee provides the NRC documentation of the completion of three patient 
cases if previously not submitted to the NRC or an Agreement State; and 

e. the licensee provides documentation of the above listed conditions to NRC for 
each AU no later than 30 days after the date that the licensee allows the AU to 
work as an AU for the specific type of Y-90 microsphere. 

 
This is an optional commitment, if requested please affirm that the above conditions will 
be met. 
 

2. Team approach: 
 
Commit to providing training in the licensee's procedures to all individuals involved in Y-
90 microsphere use, commensurate with the individual's duties to be performed. This 
training must be provided to all individuals preparing, measuring, performing dosimetry 
calculations, or administering Y-90 microspheres. 

 
3. Procedures for Administration 

 
• Commit to having procedures for administration requiring a written directive in 

place as specified in 10 CFR 35.41,specifically to ensure high confidence that 
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the patient's or human research subject's identity is verified before each 
administration and each administration is in accordance with the written 
directive.   

• As Y-90 microspheres are too small to be calibrated in accordance with 10 CFR 
35.432, confirm that the licensee will determine and record the activity of each 
dosage before medical use in accordance with 10 CFR 35.63 and 10 CFR 
35.60 even though Y-90 microspheres are listed as sealed sources in their 
Sealed Source and Device Registries. 

• Commit to following the manufacturer's procedures or submit alternative 
methods for calculating and documenting the dose or activity to the treatment 
site; preparing the dose for administration; determining shunting to non-
treatment sites; and determining if a medical event has occurred (e.g., 
performing pre- and post-vial dose measurements with appropriate 
instrumentation, evaluating post-treatment imaging).  

• Confirm that administration of Y-90 microspheres will be performed in 
accordance with the written directive, and that dose or activity to the treatment 
site will be recorded within 24 hours of completion or termination of the 
administration and will include the name of the individual who determined the 
dose or administered activity and the date that the record is completed.   

 
4. Written Directives 

 
Commit to completing a written directive, which must be dated and signed by an AU 
before the administration in accordance with 10 CFR 35.40(a) and 10 CFR 35.40(c) 
unless a delay in order to provide a written directive would jeopardize the patient's 
health, as allowed under 10 CFR 35.40(c)(1). 
 
The licensee shall retain a copy of the written directive in accordance with 10 CFR 
35.2040. The written directive shall include the patient or human research subject's 
name; the treatment site; the radionuclide (including the physical form [Y-90 
microspheres]); the model of spheres (e.g. TheraSphere® SIR-spheres®) or 
manufacturer; the prescribed dose or activity; and, if appropriate for the type of 
microsphere used, the statement "or dose or activity delivered at stasis." 
 
Termination due to Stasis: 
If the administration was terminated because of stasis, then the total dose or activity 
to the treatment site is the value of the total dose or activity administered when stasis 
occurred and the administration was terminated. The record shall be prepared within 
24 hours after the completion or termination of the administration and must include 
the name of the individual who determined the administered dose or activity, the 
signature of an AU for Y-90 microspheres, and the date signed. 
 
Emergent Patient Conditions 
If the procedure must be modified due to emergent patient conditions that prevent 
administration in accordance with the written directive (e.g., artery spasm or sudden 
change in blood pressure), the AU shall document such changes in the written 
directive within 24 hours after the completion or termination of the administration. The 
modification to the written directive shall include the reason for not administering the 
intended dose or activity, the signature of an AU for Y-90 microspheres, and the date 
signed. 
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5. Medical Event Reporting 

 
In place of 10 CFR 35.3045(a), the licensee shall commit to report any event, except for 
an event that is caused by shunting as described in the criteria below, or as a result of 
patient intervention, as defined in 10 CFR 35.2 as an actions by the patient or human 
research subject, whether intentional or unintentional, such as dislodging or removing 
treatment devices or prematurely terminating the administration. The criteria for event 
reporting is:  

• the administration of byproduct material results in a dose that exceeds 0.05 Sv 
(5 rem) effective dose equivalent or 0.5 Sv (50 rem) to an organ or tissue; and  

o an administration of the wrong radionuclide or type of microsphere; or  
o an administration to the wrong individual or human research subject; or  
o an administration by the wrong route of administration; or  
o an administration by the wrong mode of treatment; or  

• the total dose or activity delivered differs from the prescribed dose or activity, as 
documented in the written directive, by 20 percent or more, except when stasis 
or emergent patient conditions are documented and resulted in a total dose or 
activity administered that was less than that prescribed; or  

• A dose to the skin or an organ or tissue other than the treatment site that 
exceeds by 0.5 Sv (50 rem) to an organ or tissue and 50 percent or more of the 
dose expected from the administration defined in the written directive (excluding 
shunting as defined in Section 6.1 when shunting was evaluated prior to the 
treatment in accordance with the manufacturer's procedures.)  

 
Additionally, the licensee shall comply with the medical event reporting and notification 
requirements as described in 10 CFR 35.3045(b)-(g). 

 
6. Labeling 

 
Commit to the following when the Y-90 microspheres are placed in vials, syringes, or 
radiation shields that are not labeled by the manufacturer: 

• Label vials and vial radiation shields with the radioactive device (i.e. SIR-
spheres®); and 

• Label syringes and syringe radiation shields with the radioactive device. 
 

7. Patient Release 
 
Commit to develop procedures that describe measures taken to ensure that radiation 
emissions, which may include bremsstrahlung, from each patient or human research 
subject permits his or her release in accordance with 10 CFR 35.75. 

 
8. Surveys 

 
Commit to surveying, with an appropriate radiation detection survey instrument, all 
areas that the Y-90 microspheres are prepared for use or administered. The survey 
should be conducted immediately following each preparation and administration in 
unrestricted areas and by the end of the day for restricted areas. A licensee should 
retain a record of each survey for three years and the record should include the date 
of the survey, the results of the survey, the instrument used to perform the survey, 
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and the name of the individual who performed the survey. Licensees do not need to 
perform surveys in an area(s) where patients or human research subjects are 
confined when they cannot be released under 10 CFR 35.75. 

 
9. Radiation Protection Program Changes - Optional 

 
Licensee’s may request to incorporate into their license a change process similar to 
10 CFR 35.26. Such a change process can allow some future changes to radiation 
safety programs without a license amendment provided that the change process 
requires the following conditions to be met for revisions to the radiation safety 
program: 
 
a.) the revision is in compliance with the regulations; and  
b.) the revision is based upon NRC’s current guidance for TheraSphere® and SIR-

Spheres® Y-90 microspheres 35.1000 use posted on the NRC’s Medical Uses 
Licensee Toolkit Web site; and  

c.) the revision has been reviewed and approved by the licensee’s RSO and 
licensee’s management; and 

d.) the affected individuals are instructed on the revised program before the change 
is implemented; and  

e.) the licensee will retain a record of each change for five years; and  
f.) the record will include a copy of the appropriate website guidance, the old 

procedure, the new procedure, the effective date of the change, and the signature 
of the licensee management that reviewed and approved the change.  
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In accordance with Title 10 of the Code of Federal Regulations (10 CFR) 2.390 of the NRC’s 
“Rules of Practice,” a copy of this letter and its enclosure will be made available electronically 
for public inspection in the NRC Public Document Room or from the NRC's Agencywide 
Documents Access and Management System (ADAMS), accessible from the NRC Web site at 
https://www.nrc.gov/reading-rm/adams.html. 

For continued timely review of your application, we request that you submit your 
response to this letter by November 22, 2024. In your response, please refer to the license, 
docket, and control number specified below.  
 
If you have questions, require additional time to respond, or require clarification on any of the 
information stated above, please contact me at (630) 829-9712 or laura.cender@nrc.gov.  
 
 
 

Sincerely, 
 
 
 
 
 
                                                                     Laura Cender 
                                                                     Health Physicist (Licensing) 
                                                                     Nuclear Regulatory Commission 
                                                                     Materials Licensing Branch, RIII 
                                                                     Work: (630) 829- 9832 
 
License No. 13-15151-01 
Docket No. 030-08653 
Control No. 642200 
 

https://www.nrc.gov/reading-rm/adams.html
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