X-ray equipment assemblers,

Make this the last time you order Form FDA 2579 and GO PAPERLESS!  How?
First, download the free CDRH eSubmitter (CeSub) Software, which is located at:

http://www.fda.gov/cdrh/cesub/.
Follow the instructions when the installation application launches.  The CeSub software contains electronic templates for several types of submissions that must be submitted to FDA, including form 2579.  The software may be downloaded to an individual workstation or shared on a network drive to meet your specific business needs.  
Next, sign up to use the FDA Electronic Submission Gateway (ESG), which is accessible at http://www.fda.gov/esg/.  Before requesting a FDA ESG account, you should acquire a digital certificate that will allow you to submit documents electronically through the Gateway.
Information on how to get a digital certificate is available at:

http://www.fda.gov/esg/userguide/WebHelp_10_2007/Digital_Certificates.htm
Specific instructions for account setup are available at http://www.fda.gov/esg/account.htm.
To summarize the process, you will first request a test account by sending a message to esgprep@fda.hhs.gov to register for a test account.  Once you establish your test account, you must review the online tutorials and user guide, send a letter of non-repudiation to FDA (allowing FDA to receive your electronically signed submissions) and send a test submission to the test Gateway.  After successfully completing these activities you will be registered for a production account and can start submitting required documents to FDA electronically.
You can use the CeSub software to package files so they can be processed by the Gateway.
If you are planning to submit more than twenty (20) Form FDA-2579s a month, you can submit a Batch Submission File which contains up to 250 separate form files.  If interested you would have to submit a variance request for Batch Submissions.  To get information about this variance request, please contact the Diagnostic Devices Branch (HFZ-240), Division of Mammography Quality and Radiation Programs, Office of Communication, Education, and Radiation Programs, Center for Devices and Radiological Health, 1350 Piccard Drive, Rockville, Maryland 20850, or at telephone number (240) 276-3332.






