Vendor Obligation Information
Title 17, California Code of Regulations (CCR), section 30118 - Vendor Obligation
(a) Any manufacturer, distributor, retailer, agent, or any other person who sells, leases, transfers or lends a radiation machine to any person who may be required to register such machine shall notify the Department on a form approved by the Department no later than 30 days after the end of each calendar quarter of:

 (1) The names and addresses of persons who have received such machines.

 (2) The manufacturer and model of each such machine.

 (3) The date of transfer of each radiation machine.

 (4) Other related information as may be required by the Department.

(b) The vendor shall inform the receiver of each machine of the registration requirements.

Registration guidance and forms are available on the California Department of Public Health website (Radiation Machine Registration form (RH2261).  It is advisable to frequently visit the website for updates.
The required notification information should be provided  company letterhead unless you are required to complete and submit FDA Form 2579, Report of Assembly of a Diagnostic X-Ray System. Submission of the State Agency (yellow) copy to the Radiologic Health Branch within specified time frames satisfies this reporting requirement. It is vital that you complete and clearly print all applicable entries.    
Federal Rule 21 CFR Part 1020 requires the installer to submit a copy of the FDA Report of Assembly Form (Form FDA 2579) within 15 days of the installation on all units designed for diagnostic (human use) purposes to the following:

· Facility                   

· FDA

· State (Radiologic Health Branch)

http://www.fda.gov/opacom/morechoices/fdaforms/cdrh.html
Vendors are required to notify the Department in advance if a radiation machine will be on temporary loan for demonstration or training purposes for a period of 30 days or less.  Such approved temporary uses do not require registration. 
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