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The Food and Drug Administration (FDA) Center for Devices and Radiological Health (CDRH)
has ooncerns regarding the presenl petition submitted by Veroscan to increase the radio
frequency (RF) output power oflheir RFlD sponge detection device system up to 25 W
conducted power be<:ause the increased emissions from the Veroscan device could cause
electromagnetic interference (EM!) to nearby active medical devices that might CQrnpromise
patient safety. lnterf~ncewith critical monitoring equipment or other potentially susceptible
medi\;a! devices and systems could present higher risks for palien! safety, degrade device
effectiveness, and/or potentially resu1t in serious patient consequences.

Our concerns are based on the typical radiated immunity of critical medical devices used in the
patient environment and re<:ent FDA laooratory testing that showed the emissions from
conventional RPID systems with significantly lower RF output than the Veroscan proposal may
affect the function ofcertain implantable cardiac pacemakers and defibrillators {I]. Our
laboratory testing was performed in conjunction with the Association for Advancement of
Medicallnstnunentation (AAMI) Cardiac RhytJun Management Devices CommitlCC"s
Electromagnetic Compatibility Task }'orce (hat included several cardiac medical device
manufacturers and RFlD manufacturers. Given the results we have seen, the additional RF
power output proposed for the Vcroscan system may present an increased potential for adverse
effects on critical medical devices such as life-supporting and monitoring equipment that are
likely to be used in proximity to the VeTOSCllJt device.

The increased emission levels proposed in the Veroscan petition and resulting exposure would
likely exceed the design and immunity testing for most active medical devices that could be in
proximity. Funher, according to the reoonunendatiorul in the IEC 60601-1-2 standard for
medical electrical equipment, which is applicable to non-implantable medical devices used in
thc patient vicinity, RF 50urceS with 25 W output at the carrier frequency used by the Veroscan
device should be separated from active medical devices and systems by at least II meters (36
ft). This would suggest th., Vc:roscan device could not be u....J in th., vicinity ofother ""ti""
medical devices as the sponsor ofVcroscan describes in their petition, evcn for limited time
periods. The infonnation provided by Vcroscan in its petition request does not adequately
address our concerns about the potential increased risks posed by the incteaS!l in RF output""_.



We note that Veroscan's requcst for waiver of SlX'tion I5,247(b) stales that it "recently secured
an exemption from approval from the Food and Drog Administration" and attach<:s FDA's
response dated August 6, 2007,10 a request from Vcroscan submitted to FDA under SlX'tion
513(g) of the Federal Food, Drug, and Cosmetic Act. In our letter, however, we explain that our
response is based solely on the information provided to us, is not a classification decision, and
does not constitute clearan.ce or approval for commercial distribution. The letter also explained
that there aN limitations on the exemption for the device type identified.
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