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I.  Introduction/Opening — Ken Brooks
. DOE IP Presentation re Accelerator Produced Ac-225 — Cathy Cutler

. NRC/State Presentations

a) Regulatory Requirements for Decommissioning Financial Assurance and Decommissioning
Funding Plan - Cindy Flannery

b) Agreement State Compatibility - Michelle Beardsley
c) State of Wisconsin Licensing Experience and Observations - Megan Shober

d) NRC Licensing Experience and Observations - Sara Forster

Iv. QandA

a) Pre-submitted questions: NRC-related

b) NRC-related Q’s submitted via Q&A feature in Zoom
As Time Allows:

a) Pre-submitted Q’s: DOE IP-related

b) Q’s submitted via chat during the session: DOE IP-related

v. Closing 2
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The DOE Office of Science (SC) microsite on Diversity, Equity & Inclusion is now
posted on the SC website.

The entirety of the statement can be found at:
https://science.osti.qov/sc-2/research-and-conduct-policies/diversity-equity-and-
inclusion/

“The DOE Office of Science (SC) is fully committed to fostering safe, diverse,
equitable, and inclusive work, research, and funding environments that value mutual
respect and personal integrity. Effective stewardship and promotion of diverse and
inclusive workplaces that value and celebrate a diversity of people, ideas, cultures,
and educational backgrounds is foundational to delivering on the SC mission. The
scientific community engaged in SC-sponsored activities is expected to be respectful,
ethical, and professional.

The DOE SC does not tolerate discrimination or harassment of any kind, including
sexual or non-sexual harassment, bullying, intimidation, violence, threats of violence,
retaliation, or other disruptive behavior in the federal workplace, including DOE field
site offices, or at national laboratories, scientific user facilities, academic institutions,
other institutions that we fund, or other locations where activities that we support are
carried out...” 3
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Produce and/or distribute radioactive and stable isotopes
that are in short supply; includes by-products, surplus
materials and related isotope services

* | Maintain the infrastructure required to produce and supply
priority isotope products and related service

Conduct R&D on new and improved isotope production and
MR AN processing techniques which can make available priority
Ay . isotopes for research and application. Develop workforce.

) Ensure robust domestic supply chains. Reduce U.S.
= “| dependency on foreign supply to ensure National
.. 1l4:) Preparedness.
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BNL
Univ. of Washington | | PNNL Univ. of Wisconsin Accelerator (BLIP):
Supplier of research isotopes Sr-90 Y-90 generator for cancer therapy - Ac-225 Targeted cancer therapy
(e.g., At-211) Supplier of research Ti-44  Sc-44 generator for PET imaging
isotopes (e.g., Mn-52) Y-86 PET imaging
o —— - Cu-67 Targeted cancer therapy
Michigan State Univ. Cyclotron (TR-19)
ANL Accelerator (LEAF) FRIB isotope harvesting f CARP (Clinical Alpha
Cu-67 Targeted cancer therapy development Radioisotope Producer)
INL N
ATR Reactor: o > | Y-12 (NNSA Facility)
Co0-60 HSA Stereotactic L4 Li-6 Neutron detection
radiosurgery, industrial NDA Li-7 Radiation dosimeters

Rad EMIS - nuclear e ORNL
forensics - = HFIR Reactor:
- 5 ° Ac-227 Cancer therapy
\ Se-75 Industrial NDA
) Cf-252 Industrial sources

W-188 Cancer therapy

Radioisotopes Inventory:
Ac-225 Cancer therapy

Univ. of Missouri (MURR) Ra.223 Cancer therapy
LANL Supplier of research isotopes (e.g., RPF (Radioisotope Proc, Fac)
Accelerator (IPF): Se-75, Lu-177) _ | p : :
Ac-225 Targeted cancer therapy i Stable Isotopes
Ti-44  Sc-44 generator for PET imaging Univ. of Alabama Birmingham Inventory:
Cd-109 X-ra_y fluorescence analyses Supplier of research isotopes (e.g., E.g., Ca-48, Ga-69, Rb-
As-73 Environmental tracer Mn-52) 87, CI-37
Si-32 Oceanographic research 7 Stable Isotope
. — iti ili Production:
Plutonium Facility (PF-4): Zi)é?jtgiM SRS (NNSA Tritium Facility)
Am-241 Oil and gas exploration . He-3  Neutron detection ESIPP
Supplier of research Fuel source for fusion reactors SIPE
isotopes (e.g., At-211) Lung testing
SIPRC

Green boxes under development 5
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+—Home / Drugs / News & Events for Human Drugs / FDA-NRC Workshop: Targeted Alpha Emitting Radiopharmaceuticals, with Focus on Ac-225 - 09/22/2021 - 09/22/2021

www.fda.gov
Search for this Workshop

FDA-NRC Workshop: Targeted Alpha to see presentations
Emitting Radiopharmaceuticals, with Focus
on Ac-225 Event Materials

SEPTEMBER 22, 2021

VIRTUAL

Title File Type/Size
Session | Presentations pdf (3.87 MB)
Session |l Presentations pdf (11.53 MB)
Session |l Presentations pdf (5.68 MB)
Session |V Presentations pdf (5.26 MB)
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.. MAMNAGED BY THE U.5. DEPARTMENT OF ENERGY ISOTOPE PROGRAM

CATALOG & AVAILABILITY ~ HOW WE OPERATE ~ ISOTOPE INFORMATION ~ NEWS ~ EVENTS ABOUTUS ~ BB

Held on Wednesday, September 22, 2021, the FDA and NRC discussions included: Targeted Alpha Emitters with Focus on Actinium-225 Radiotherapies; Novel Radiopharmaceuticals:
Standards Development, Product Quality, Supply and Demand; Clinical Considerations for Development of Novel Radiopharmaceuticals; User and Industry Perspectives.

|



fda.gov
http://www.isotopes.gov/
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For information about Ac-225 (& other) product
availability and pricing, contact the National
Isotope Development Center (NIDC)
Website: Isotopes.gov

Email: contact@isotopes.gov

For periodic updates about Ac-225 and other DOE
IP activities, sign up for our email list-serve

https://isotopes.gov/subscribe
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Thank You!
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