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AZIsotopes Corp Announces FDA 
Acceptance of Drug Master File for 
Strontium-82 
 
Bunker Hill, Indiana, USA – January 28, 2026 – AZIsotopes Corp (AZI), a leading provider 
of medical radioisotopes, today announced that the U.S. Food & Drug Administration 
(FDA) has accepted the company's Drug Master File (DMF) for its Strontium-82 (Sr-82) 
Radiochemical Solution product. The accepted DMF demonstrates AZI’s commitment to 
quality and regulatory compliance for this critical medical isotope. 
 

"The acceptance of our Strontium-82 Radiochemical DMF by the FDA is a 
significant milestone for AZI and underscores AZI’s robust manufacturing and 
quality systems," said G. Wade Brooksby, President and CEO of AZI. "This 
acceptance is a crucial step in ensuring a reliable, high-quality supply of Sr-82 for 
the radiopharmaceutical industry, ultimately benefiting the patients who rely on 
diagnostic imaging procedures." 

 
Strontium-82 is a key component in the manufacturing of Rubidium-82 (Rb-82) 
generators, which are essential tools in Positron Emission Tomography (PET) diagnostic 
imaging. Rubidium-82 is a short-lived radioactive agent used for myocardial perfusion 
imaging (MPI) to assess coronary artery disease. The Sr-82 decays to produce the Rb-
82, and the generator systems allow for the on-demand production of the diagnostic 
agent at hospitals and clinics. This provides a convenient and readily available source for 
rapid, non-invasive assessment of heart function and blood flow. The availability of high-
quality Sr-82 is paramount for the efficacy and safety of these PET scans. 

About AZIsotopes Corp 
 
AZIsotopes Corp is headquartered in Bunker Hill, Indiana, and is dedicated to the reliable 
production and supply of radioisotopes essential for nuclear medicine diagnostics and 
therapies. Utilizing advanced cyclotron and processing technologies, AZI supports global 



 
 

 

pharmaceutical companies and research institutions in developing next-generation 
radiopharmaceuticals. To learn more, visit our website at www.azisotopes.org or reach us 
at the contact information below. 
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