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13.  Inspection Type:
14.  Locations Inspected:
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	Licensee Name:: NukeMed Inc. dba SpectronRx
	Docket Number(s):: 030-38045
	License Number(s):: 13-32726-02
	Report Number(s): 2022001
	Date(s) of Inspection:: April 26, 2022 to May 11, 2022
	Report Number(s): Luis Nieves
	Program Code(s): 02500/03210
	Priority: 2
	Inspection Guidance Used:: 87126, 87127
	Licensee Contact Name(s):: John Zehner, RPh, RSO
	Licensee E-mail Address:: jzehner@spectronrx.com
	Licensee Telephone Number(s):: 574-271-2800
	Inspection Type:  Un-announced: 
	Temporary Job Site Inspection: 
	Field Office Inspection: 
	Main Office Inspection: 
	Remote Inspection: 
	Next Inspection Date:  (MM/DD/YYYY): April 26, 2024
	No change: 1
	Scope and Observations: This was an announced routine inspection of a contract radiopharmaceutical manufacturer in South Bend, Indiana,authorized to prepare and distribute radioactive drugs and radiochemicals for medical and non-medical use, to useradioactive material for R&D purposes, to produce and distribute radioactive material using a cyclotron, and topossess incidentally-activated products.  At the time of the inspection, the licensee routinely prepared and distributedradiolabeled monoclonal antibodies containing I-131, Lu-177 and Ac-225 and diagnostic radiopharmaceuticalscontaining In-111 to support clinical trials and new investigational drugs for brain and prostate cancer treatments.   The licensee had not used its cyclotron in South Bend for isotope production since 2018 and plans to dispose of the cyclotron in the near future.  At this facility, the licensee employed one pharmacist, eight labeling technologists, six quality control technologists, and four quality assurance technologists.PERFOMANCE OBSERVATIONSThe licensee demonstrated radiolabeling of different isotopes, packaging and surveying of doses, pig and package surveys and wipes, verification of package contents, preparation of labels and shipping papers, and waste disposal.  Licensee personnel demonstrated and described daily area surveys and wipes, package receipt surveys, spill procedures, waste disposal, and other procedures.  The inspector noted no concerns with these activities.  Interviews with licensee personnel indicated adequate knowledge of radiation safety concepts and procedures.  The inspector performed independent and confirmatory radiation measurements which indicated results consistent with licensee survey records and postings.   The inspector reviewed a selection of records, including internal audits, dose calibrator constancy, dose calibratorlinearity, dose calibrator accuracy, survey meter calibration certificates, waste disposal of activated parts, well counter constancy, area surveys, and dosimetry reports.  No violations of NRC requirements were identified as a result of this inspection.



