
[image: image1.jpg]



COMMONWEALTH of VIRGINIA

Department of Health
MARISSA J. LEVINE, MD, MPH, FAAFP
PO BOX 2448
TTY 7-1-1 OR 
STATE HEALTH COMMISSIONER
RICHMOND, VA 23218
1-800-828-1120


June 20, 2016

 Gallium/Germanium Generator Exemption

Recently, the Food and Drug Administration (FDA) approved the use of a new diagnostic imaging agent to detect rare neuroendocrine tumors.  The FDA's approval may be viewed at http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm504524.htm.  This approval is specifically for the use of Netspot, a kit in the preparation of Ga-68 dotatate.  In order to produce this agent, a Ge-68 generator must be possessed and used.  

The Virginia Radioactive Materials Program (VRMP) regulation 12VAC5-481-450 C, requires that licensees possessing unsealed radioactive material with a half-life greater than 120 days and activity levels greater than 103 times the applicable quantities listed in 12VAC5-481-3750 must have financial assurance in the amount of $225,000.  Licensees possessing greater than 104 times the applicable quantities listed in 12VAC5-481-3750 must have financial assurance in the amount of $1,125,000
The Ge-68 limit in 12VAC5-481-3750 is 0.1 uCi. Therefore, financial assurance is required for licensees possessing more than 0.1 mCi of Ge-68, and a decommissioning funding plan is required for licensees possessing more than 10 mCi of Ge-68.  The amount of Ge-68 in each generator will exceed these levels.

Per 12VAC5-481-90, the VRMP is authorizing an exemption upon its own initiative, to the financial assurance requirements in 12VAC5-481-450 C for those licensees who wish to possess and use a Ge-68 generator for the purpose of diagnostic studies using the Ga-68 dotatate.  These licensees MUST amend their current license prior to possessing and using the Ge-68 under 12VAC5-481-2060.  This amendment MUST include procedures for the receipt, surveys, breakthrough tests, use and return of the generator to the supplier.  

If you have any questions regarding the exemption or amendment process, please contact the VRMP at 804-864-8150.










Sincerely,
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Michael Welling










Director, VRMP
