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FDA A% iPhone TEIMMET AY 7 F Iz 7 H#EBRBBLIBELE-2 Lo
L T"When is an iPhone a Medical Device? "7 A2 EME; > 1= FDC
reports THITSNIKSTY,

TN ZHMLIEEABETRISHMHLET,

NEMIZIE, TCTG DRTEED iPhone D7 T & LT FDARA 2%
[+ TUL S AL, iPhone BIAIE—REREG DT, BRI TIE L BL,
Ty TID EBEY T FEEALIRETHE LB E(L iPhone 4 ERK
WD, |

MEER

“The Silver Sheet”

Medical Device Quality Control Reports
Vol.13,No. 4 April 2009

NE :pll Dok

The same applies to Apple' s iPhone. San
Antonio-based AirStrip Technologies

received FDA clearance April 6 to market its
AirStrip OB application for use on the iPhone.

Obstetricians can use the AirStrip software to
remotely access real-time data for a mother and
baby, including heart tracings and contraction
patterns.

Further, Johnson & Johnson subsidiary LifeScan has
produced a prototype system for the iPhone that

aids patients with diabetes management.

However, Apple probably won't need to worry

159



about meeting FDA regulations.

“If an iPhone is sold as a general-purpose mobile
phone and a hospital decides to use it for some
medical purpose, it would not be a medical device, ”
Eagles says. But if Apple “marketed it for a purpose
that met the definition of a medical device, such as
a nurse call station, then it would be regulated as a

medical device.”
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