January 10, 2013
Dear Licensee:
Radium-223 Chloride is a radiopharmaceutical at the “investigational new drug” (IND) stage in the FDA.  While it remains in the IND stage, any licensee/applicant requesting to use this drug, must submit all information required by 10 CFR 35.12 (b) through (d) and receive written approval from the Department. In addition, the following information will need to be provided.
1. Documentation of your institution’s Institutional Review Board (IRB) approval for use, with the specific time limit for the research. 
2. A site training plan and the content of the plan from the drug manufacturer.

3. Procedure for handling the radiopharmaceutical per drug manufacturer’s protocol.

4. Patient informed consent forms.

5. A statement that any changes made to protocols or procedures, or any new risks, reactions, injuries, or death be reported to the IRB immediately.
6. Names of the proposed authorized user(s) and documentation on their training and experience. 
Physicians authorized to use therapeutic radiopharmaceuticals under 10 CFR 35.390 or 35.396 already have the requisite education, training, and experience to safely and effectively use Radium-223 Chloride.
If you have any questions regarding this correspondence, please contact the Radioactive Materials Program at 609-984-5462.
