UNITED STATES
NUCLEAR REGULATORY COMMISSION
REGION Ill
2056 WESTINGS AVENUE, SUITE 400
NAPERVILLE, IL 60563-2657

May 23, 2025

Justyna Kelly

Site Head, Vice President
POINT Chief Operating Officer
POINT Biopharma USA Inc.
4850 W 78th St.

Indianapolis, IN 46268

SUBJECT: NRC ROUTINE INSPECTION REPORT NO. 03039229/2025001(DRSS) AND
NOTICE OF VIOLATION — POINT BIOPHARMA USA INC.

Dear Justyna Kelly:

This letter refers to the inspection conducted on February 27, 2025, at your Indianapolis, IN,
facility with continued in-office review through May 8, 2025. The purpose of the inspection was
to review activities performed under your NRC license to ensure that these activities were being
performed in accordance with NRC requirements. The purpose of the in-office review was to
evaluate information not available at the time of the on-site inspection. This letter presents the
results of the inspection. Elizabeth Tindle-Engelmann of my staff conducted a final exit meeting
virtually with you and your staff on May 8, 2025, to discuss the inspection findings.

This inspection examined activities conducted under your license as they relate to public health
and safety, and to confirm compliance with the Commission’s rules and regulations, and with
the conditions of your license. Within these areas, the inspection consisted of selected
examination of procedures and representative records, observations of activities, and interviews
with personnel.

Based on the results of this inspection, the NRC has determined that two Severity Level IV
violations of NRC requirements occurred.

The violations were evaluated in accordance with the NRC Enforcement Policy. The current
Enforcement Policy is included on the NRC’s website at http://www.nrc.gov/about-
nrc/requlatory/enforcement/enforce-pol.html. The violations are cited in the enclosed Notice of
Violation (Notice) and the circumstances surrounding them are described in detail in the subject
inspection record. The violations are being cited in the enclosed Notice because the inspector
identified one and because you failed to implement immediate corrective actions for the other.



http://www.nrc.gov/about-nrc/regulatory/enforcement/enforce-pol.html
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The NRC has concluded that information regarding the reason for the violation, the corrective
actions taken and planned to correct the violation and prevent recurrence, and the date when
full compliance will be achieved is already adequately addressed on the docket in this letter.
Therefore, you are not required to respond to this letter unless the description herein does not
accurately reflect your corrective actions or your position. In that case, or if you choose to
provide additional information, you should follow the instructions specified in the enclosed
Notice.

In accordance with the NRC’s “Agency Rules of Practice and Procedure” in 10 CFR 2.390, a
copy of this letter, its enclosure, and any response you provide will be made available
electronically for public inspection in the NRC’s Public Document Room or from the NRC'’s
Agencywide Documents Access and Management System (ADAMS), accessible from the
NRC'’s website at http://www.nrc.gov/reading-rm/adams.html. To the extent possible, any
response should not include any personal privacy, proprietary, or safeguards information so that
it can be made publicly available without redaction.

Please feel free to contact Elizabeth Tindle-Engelmann of my staff if you have any questions
regarding this inspection. Elizabeth can be reached at (630) 829-9681 or
Elizabeth.Tindle-Engelmann@nrc.gov.

Sincerely,

ﬁ Signed by Edwards, Rhex
on 05/23/25

Rhex Edwards, Chief
Materials Inspection Branch
Division of Radiological Safety and Security

Docket No. 030-39229
License No. 13-35593-01

Enclosures:
(1) Notice of Violation
(2) Inspection Report
No. 03039229/2025001

cc (w/encl):
M. Abel, PhD,
Radiation Safety Officer
K. Stahl,
Health Physicist Specialist
C. Eckstein,
Indiana State Liaison Officer
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NOTICE OF VIOLATION

POINT Biopharma USA Inc. License No. 13-35593-01
Indianapolis, IN Docket No. 030-39229

During a U.S. Nuclear Regulatory Commission (NRC) inspection conducted on

February 27, 2025, with continued in-office review through May 8, 2025, two violations of NRC
requirements were identified. In accordance with the NRC Enforcement Policy, the violations
are listed below:

A. License Condition 20 of License No. 13-35593-01, dated February 7, 2025, requires, in
part, that the licensee conduct its program in accordance with the statements,
representations, and procedures contained in the letter dated June 3, 2022.

Section 1.1, Figure 2, of the letter dated June 3, 2022, depicts a waste storage room
with 14 storage stalls and two rows of drums for radioactive waste storage within the
facility.

Contrary to the above, the licensee failed to conduct its program in accordance with the
statements and representations contained in the letter dated June 3, 2022. Specifically,
as of February 27, 2025, the waste storage room described in letter dated June 3, 2022,
had been expanded from 1801 square feet to 3486 square feet and included an
additional 18 storage stalls some of which were multi-level.

This is a Severity Level IV violation (NRC Enforcement Policy Section 6.3.d.9).

B. License Condition 15.G. of License No. 13-35593-01, dated February 7, 2025, states in
part, that the licensee is authorized to collect leak test samples but not perform the
analysis.

Contrary to the above, prior to April 3, 2025, the licensee collected leak test samples and
performed the analysis. Specifically, the licensee possessed six sealed sources that
required leak testing every six months for which they collected leak test samples and
performed the analysis themselves using a multichannel analyzer.

This is a Severity Level IV violation (NRC Enforcement Policy Section 6.3.d.3).

The NRC has concluded that information regarding the reason for the violation, the corrective
actions taken and planned to correct the violation and prevent recurrence, and the date when full
compliance was achieved, is already adequately addressed on the docket in this letter and in
additional correspondence. However, you are required to submit a written statement or
explanation pursuant to 10 CFR 2.201 if the description therein does not accurately reflect your
corrective actions or your position. In that case, or if you choose to respond, clearly mark your
response as a "Reply to a Notice of Violation, IR 03039229/2025001(DRSS)" and send it to the
U.S. Nuclear Regulatory Commission, ATTN: Document Control Desk, Washington, DC
20555-0001 with a copy to the Regional Administrator, Region Ill, within 30 days of the date of the
letter transmitting this Notice.
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Any response you provide 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 at http://www.nrc.gov/reading-rm/adams.html. Therefore, to the
extent possible, your response should not include any personal privacy, proprietary, or security-
related information so that it can be made available to the Public without redaction.

If you contest this enforcement action, you should also provide a copy of your response, with
the basis for your denial, to the Director, Office of Enforcement, U.S. Nuclear Regulatory
Commission, Washington, DC 20555-0001.

In accordance with 10 CFR 19.11, you may be required to post this Notice within two working
days of receipt.

Dated: May 23, 2025.
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EXECUTIVE SUMMARY

POINT Biopharma USA Inc.
NRC Inspection Report 03039229/2025001(DRSS)

This was a routine inspection of licensed activities involving the use of byproduct material for
research and development as well as manufacturing, processing, and packaging of
radiopharmaceuticals and radiochemicals. POINT Biopharma USA Inc. was a
radiopharmaceutical company located in Indianapolis, Indiana. The U.S. Nuclear Regulatory
Commission (NRC) License No. 13-35593-01 authorized POINT Biopharma USA Inc. to
possess and use Lutetium-177, Actinium-225, and other radionuclides.

Two Severity Level |V violations were identified during the inspection as follows:

On February 27, 2025, the inspector identified a violation of License Condition 20 of
License No. 13-35593-01, dated February 7, 2025, which requires, in part, that the
licensee conduct its program in accordance with the statements, representations, and
procedures contained in the letter dated June 3, 2022. During the inspection, it was
observed that the scope of the licensee’s planned operations had significantly increased
such that the licensee had expanded their waste storage facility from what was
described in the letter dated June 3, 2022. The NRC was not notified of the facility
change. As a corrective action for the violation, the RSO planned to submit a license
amendment documenting the facility change.

On February 12, 2025, the licensee identified a violation of License Condition 15.G. of
License No. 13-35593-01, dated February 7, 2025, which states in part, that the licensee
is authorized to collect leak test samples but not perform the analysis. The NRC
confirmed the violation on February 27, 2025, when it was observed that the licensee
had been collecting leak test samples and performing the analysis every six-months for
six sealed sources. As corrective action, on April 3, 2025, the licensee collected sealed
source leak test samples and had them analyzed by a licensed entity. The licensee’s
long term corrective action included requesting an amendment to their NRC license to
allow them to perform leak test sample analysis.



REPORT DETAILS

1

1.1

1.2

2.1

Program Overview and Inspection History

Inspection Scope

The inspector reviewed the license application and supporting documents. Additional
information was gathered through interviews with the licensee’s staff and a review of
selected records.

Observations and Findings

POINT Biopharma USA Inc. was authorized under NRC Materials License

No. 13-35593-01 for use of byproduct material for research and development as well as
manufacturing, processing, and packaging of radiopharmaceuticals and radiochemicals.
Licensed materials included a wide range of radionuclides. However, the licensee
primarily worked with Lutetium-177 and Actinium-225. At the time of the inspection the
licensee operated on a single shift. However, they had plans to expand to multiple shifts.

In 2023, the license was acquired by Eli Lilly and Company. The licensee’s radiation
safety program was run by the Director of Environmental Health and Radiation Safety
who served as the Radiation Safety Officer (RSO). The RSO had five staff members
reporting to them. Two of the staff members were dedicated to the radiation safety
program, two were dedicated to the environmental health and safety program, and one
supported the licensee’s waste management program. The licensee had plans to hire
additional radiation safety staff. The RSO and their staff were onsite daily to provide
oversight of licensed activities. Additionally, the licensee had an ALARA committee to
aid in management oversight of the license.

The initial routine inspection of the licensee was conducted in August of 2021; no
violations were identified.

Radiation Safety Program

Inspection Scope

The inspector examined the activities conducted under the license to confirm compliance
with NRC rules, NRC regulations, and the conditions of the license. The inspector
conducted interviews with the licensee’s staff, reviewed selected records, reviewed
selected procedures, and toured the licensee’s facilities. Selected records included:
ALARA reviews, area monitoring, audits, customer licenses, dosimetry, effluent
evaluations, equipment qualifications, incident and near miss reports, sealed source leak
tests, sealed source inventories, surveys, training, and waste disposal. Selected
procedures included: accident and incident reporting, gaseous and liquid effluent,
occupational monitoring, safe handling of radioactive material, spill prevention and
response, surveys, and waste handling.



2.2

Observations and Findings

The licensee’s facility included multiple manufacturing suites, quality control laboratories,
microbiology laboratories, material storage, waste storage, and engineering spaces.

The inspector toured the licensee’s facility and the licensee’s staff demonstrated how
radioactive materials are handled. The licensee’s staff described their use of engineering
controls and administrative controls that were required to conduct licensed activities
safely. The staff demonstrated the use of personal protective equipment and radiation
detection instrumentation. Overall, the licensee’s staff had a good understanding of
radiation safety principles and understood radioactive material security requirements.

Violation of License Condition 20

During a tour of the licensee’s facility, it was observed that the licensee had recently
renovated their waste storage facility and significantly increased the footprint of the
space. Through discussion with the licensee and review of the licensee’s change control
document, it was discovered that the licensee determined that additional space for waste
storage was necessary to accommodate the volume of waste that would be generated
when the licensee’s commercial scale operations began. The licensee’s internal change
control document stated that the previous waste cage had 6-foot tall concrete stalls with
a footprint of 1801 square feet. The expanded waste storage facility included 18
additional concrete stalls, 11 of which were 12-foot tall, allowing for multi-level waste
storage. The expanded facility was 3486 square feet. The renovation began in January
of 2024 and concluded in October of 2024. Tasks included changes to facility access,
removing fencing, building waste bunkers, installing new racks, and temporarily moving
radioactive waste.

License Condition 20 of License No. 13-35593-01, dated February 7, 2025, requires, in
part, that the licensee conduct its program in accordance with the statements,
representations, and procedures contained in the letter dated June 3, 2022. Section 1.1,
Figure 2, of the letter dated June 3, 2022, depicts a waste storage room with 14 storage
stalls and two rows of drums for radioactive waste storage within the facility. The waste
storage room depicted in License Condition 20 was the same as that of the pre-
renovation facility described in the licensee’s internal change control document. There
was little radiological significance associated with this renovation; however, the
licensee’s need for significantly more storage space is considered a programmatic
significance to the NRC. During the inspection, the NRC determined that all other safety
and security requirements were met. In accordance with NRC Enforcement Policy
Section 6.3.d.9, the licensee’s failure to conduct its program in accordance with the
statements, representations, and procedures contained in the letter dated June 3, 2022,
is a Severity Level IV violation of License Condition 20 of License No. 13-35593-01,
dated February 7, 2025.



The violation occurred because the licensee thought they could expand the area as
along as it was in the area depicted as a restricted area in their license. As corrective
action for the violation, the RSO planned to submit an amendment to the NRC reflecting
the facility change. The licensee committed to submitting the amendment by

May 30, 2025. Additionally, by the end of the calendar year, the licensee committed to
review their NRC license, including all tie-down letters, to compare it against their current
operations and the implemented radiation protection program. The licensee committed
to submitting a license amendment request for any material variances found in this
comprehensive license review.

Violation of License Condition 15

During a review of the licensee’s sealed source leak tests, it was observed that the
licensee had six sealed sources that required leak testing. Through discussion with the
licensee and a review of records, it was determined that the licensee performed wipe
tests of these sealed sources and analyzed them on a multichannel analyzer at a six-
month frequency.

License Condition 15.G. of License No. 13-35593-01, dated February 7, 2025, states in
part, that the licensee is authorized to collect leak test samples but not perform the
analysis. The licensee identified this violation on February 12, 2025. In accordance with
NRC Enforcement Policy Section 6.3.d.3, the licensee’s analysis of leak test samples,
which is a form of a survey, is a Severity Level IV violation of License Condition 15.G. of
License No. 13-35593-01, dated February 7, 2025.

The violation occurred because the RSO was unaware of this detail of the license until
discovery of the violation on February 12, 2025. Upon identification the RSO
communicated the violation to their management and discussed possible corrective
actions such as amending their NRC license to permit leak test analysis as part of a
large scope amendment they had planned in the coming months. An additional
corrective action to establish a vendor to perform leak test analysis for the next routine
leak test was being considered. On February 27, 2025, the NRC inspector confirmed
that the licensee was in violation of License Condition 15.G. After discussion with the
inspector, the licensee determined that a small scope amendment to remedy the leak
test analysis violation would aid them in regaining compliance in a timelier manner. As a
corrective action, the licensee submitted an amendment request on March 5, 2025. The
NRC issued Amendment No. 9 of License No. 13-35593-01 on April 17, 2025, which
permitted the licensee to analyze leak tests for their sealed sources. On March 13, 2025,
as an additional corrective action to ensure the sources were not leaking, the licensee
contacted an entity that was authorized to analyze leak tests. On March 27, 2025, a
vendor agreement was signed, and a purchase order was provided to the vendor. On
April 3, 2025, the licensee collected leak test samples on their six sealed sources and
shipped the samples to the vendor. On April 9, 2025, the vendor provided the leak test
analysis results that detected no leakage from the sealed sources.



2.3

While the licensee identified this violation, they had failed to identify it during routine
program views when sealed source leak tests were audited. Additionally, since the
licensee did not have an authorized entity to perform leak test analysis for a period of

7 weeks after the violation it was determined that the licensee failed to implement
immediate corrective actions. As such, this Severity Level IV violation does not meet the
criteria to be dispositioned as a noncited violation in accordance with NRC Enforcement
Policy Section 2.3.2.b.

Conclusions

The inspector reviewed the applicable focus elements and risk modules. Two Severity
Level IV violations were identified. The first violation was of License Condition 20 and
involved the licensee’s failure to conduct its program in accordance with the statements
and representations contained in the letter dated June 3, 2022, when they expanded
their waste storage facility from what was described in the letter. The second violation
was of License Condition 15.G. and involved the licensee’s analysis of leak test samples
which was not permitted by the license condition.

Independent Radiation Measurements

Independent radiation surveys were conducted at the inspected facility. The survey
results were consistent with the licensee’s postings, the licensee’s survey results, and
applicable regulatory limits.

Instrumentation: Model: RadEye G
Serial Number: 30646
Calibration Expiration: April 8, 2025

Exit Meeting Summary

The NRC inspector presented preliminary inspection findings following the onsite
inspection on February 27, 2025, and during a virtual meeting with the licensee on
April 10, 2025. Upon completion of in-office review, a virtual exit meeting was held on
May 8, 2025, with the licensee. The licensee acknowledged the findings presented and
the corrective actions.

LIST OF PERSONNEL CONTACTED

# Michael Abel, Director, Environmental Health and Radiation Safety
Dustin Clipp, Sr. Scientist Waste Management

Jessi Cravens, Sr. Director, Supply Chain and Planning

Matt Henn, Sr. Scientist Health Physicist

Stan Hampton, Director, HSE, Corporate Radiation Safety

Ashley Hurskainen, Sr. Scientist Environmental Health and Safety
Justyna Kelly, Site Head, VP, POINT Chief Operating Officer
Bryan Orton, Sr. Director, Facilities and Engineering

Toby Parker, Executive Director, Quality Assurance

H* HHH H* H*

Attended exit meeting on May 8, 2025.



INSPECTION PROCEDURES (IPs) USED

IP 87125 — Materials Processor/Manufacturer Programs

IP 87140 — Source, Special Nuclear Material, and Other Alpha Emitter Use Programs

IP 87141 — Limited Scope Academic and Research & Development Programs Including
Animal Use



