Date:

Submitted by:

Re:
               FCC Docket No. ET 10-120
                          FDA Docket No. FDA-2010-N-0291

Federal Communications Commission (FCC) and Food and Drug Administration (FDA)to Hold Public Meeting on Regulatory Issues Arising from Health Care Devices that Incorporate Radio Technology Wireless Communications Networks

This letter of comment is submitted to address the ‘challenges and risks posed by the proliferation of new 

sophisticated medical implants and other devices that utilize

radio communications to effectuate their function, as well

as challenges and risks posed by the development and

integration of broadband communications technology with

health care devices and applications.’

and 

‘Additional information and comments deemed pertinent to this general area of inquiry by any commenter but not specifically addressed in our listed questions may also be submitted.’

***Add you testimony here****

More instruction from the FDA/FCC announcement that may be helpful:

Any interested persons may submit electronic comments to http://www.regulations.gov, or written comments to the Division of Dockets Management (HFA-305), Food and Drug Administration, 5630 Fishers Lane, rm. 1061, Rockville, MD 20852 and to the Federal Communications Commission, Office of the Secretary, 445 12th Street, SW, Room TW-A235, Washington, DC 20554 . Submit one paper copy of mailed comments if you are submitting to FDA and two paper copies of mailed comments if you are submitting to FCC, except that individuals may submit one paper copy to each address.  Identify comments with the docket numbers found in the heading of this document.  In addition, when responding to specific questions as outlined in this document, please identify the question you are addressing. Received comments are available at all times via the Federal eRulemaking Portal:  http://www.regulations.gov.  They also may be seen in FDA’s Division of Dockets Management between 9 a.m. and 4 p.m., Monday through Friday or at the  Federal Communications Commission, Reference Information Center, CY-A257, Monday through Thursday between the hours of 8 a.m. and 4:30 p.m. and on Fridays between the hours of 8 a.m. and 12:00 Noon.

Public Meeting and  Testimony

Date and Time:  The public meeting is scheduled for July 26 and 27, 2010, from 8:00 a.m. to 5:30 p.m. Persons interested in attending and/or participating in the meeting must register by 5 p.m. on July 19, 2010.  Submit written or electronic comments by August 16, 2010, 5:00 p.m. EDT.
 

Location:  The public meeting will be held at the FCC Commission Meeting Room, 445 12th St., SW, Washington, DC
 

Contact Persons:
FDA:    Bakul Patel, bakul.patel@fda.hhs.gov, 301-796-5528
Food and Drug Administration, Center for Devices and Radiological Health
10903 New Hampshire Avenue, Bldg. 66, rm. 3543, Silver Spring, MD 20993
 

  FCC: Bruce Romano, bruce.romano@fcc.gov, 202-418-2470
Federal Communications Commmission, room 7-C140
445 12th St., SW, Washington, DC 20554
 

 

Registration and Requests for Oral Presentations:  The meeting is open to the public.  Registration requests must be received by 5 p.m. on July 19, 2010.  Interested persons may register by e-mailing fcc-fdameeting@fcc.gov. Registrants must provide the following information: (1) name, (2) title, (3) company or organization, (4) mailing address, (5) telephone number, and (6) e-mail address.  Registrants will receive confirmation once they have been accepted.  Persons interested in attending the meeting are encouraged to register as registrants will have seating priority in order of registration and can be best assured of receiving information by e-mail regarding any changes that may occur in meeting particulars.  Also, registration will be required for all speakers.  Overflow rooms with closed circuit video monitors will be provided as needed to accommodate the public.  FDA and FCC may limit the number of registrants from each organization based on space limitations.
 

If you wish to make an oral presentation during any of the open comment sessions at the meeting, you must indicate this at the time of registration.  FDA and FCC have included specific questions for comment in section III of this document, Questions for Comment.  You should also identify which discussion topic you wish to address in your presentation.  In order to keep each open comment session focused on the topic at hand, each oral presentation should address only the topic specified for that session.  FDA and FCC will do their best to accommodate requests to speak.  Individuals and organizations with common interests are urged to consolidate or coordinate their presentations, and to request time for a joint presentation.  FDA and FCC will determine the amount of time allotted to each presenter and the approximate time that each oral presentation is scheduled to begin.
 

            Reasonable accommodations for people with disabilities are available upon request.  The request should include a detailed description of the accommodation needed and contact information.   Please provide as much advance notice as possible; last minute requests will be accepted, but may not be possible to fulfill.  Send an email to fcc504@fcc.gov or call the Consumer and Governmental Affairs Bureau at 202-418-0530 (voice), 202-418-0432 (TTY).
 

