National Center For Medical
Devices Reporting

Warning over experimental procedures that use
balloon angioplasty devices to treat autonomic
dysfunction

Dear Healthcare Professional,

Saudi Food and Drug Authority SFDA would like To
alert all Users and healthcare providers about an
experimental procedure called Transvascular
Autonomic Modulation (TVAM). This procedure may
put patients at risk because is being promoted as
treatment for a variety of conditions even though it
has not been formally studied in clinical trials. The
procedure uses balloon angioplasty devices outside
the scope of the approved procedures.

Therefore, SFDA recommends to take caution and
follow the recommendations mentioned - below - in
the attached safety notice.

Recommendations:

For physicians and healthcare provider:

e Discuss the benefits and risks of all available
treatments for autonomic dysfunction with
patients.

¢ Inform patients that TVAM is experimental.

e If you become aware of patients who have
undergone the procedure, monitor them for
potential complications.

For people with autonomic dysfunction:

e Discuss the benefits and risks of all available
treatments for autonomic dysfunction with
your health care provider.

e Be aware that TVAM is an experimental
procedure that has not been studied
formally.

e Be aware that serious complications can
occur after a TVAM procedure.
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http://www.sfda.gov.sa/en/Pages/default.aspx
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http://www.sfda.gov.sa/en/Pages/default.aspx
https://www.fda.gov/MedicalDevices/Safety/AlertsandNotices/ucm545286.htm
https://www.fda.gov/MedicalDevices/Safety/AlertsandNotices/ucm545286.htm
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