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Deear i, Koahasn:

The Center for Devices and Radioksgscal Health (CORH) of the Food and [rug Adminisiration (FIA)
has complebed its revigw off your promarkel appeoval application (PMA] for the Omnisense Ulimscend
Flong Sorometer,

The Sunligh Omnisense™ (Omniseasc) Ukrsiound Bone Goncmeter is a non-invasive device
ekt i dealgned for the quaniioative mexssrement of the velecily of ultraseend wines {“Speed of
Sound” or “5005 In m'sec™) propagaling along the distal ene-thind of e mdesm bose, $05
provides a sseasure of skeletal fragility. The cutput is also expressed us & T-seore and 7-score
ased £an bo wied i conjunction with other clinkal risk faclor o an aid 8o the phyician in
disgnosis of emeopesoiis and cther medical conditiona leading 1o redeced bone wtreagth and,
ultimately, in the determination of feciore risk.

Tt 5065 measured by Omniscnse has a prechison eror bow enoegh in comparuon with the
eapecied annual change in & paticnls” meamrement 1o make it auitable lor manitoring bone
;?wlhhmhhuﬁ'mmw{h,qrwmmw

Wi ane plewied ba inform you that the FMA o appeoved subject g the coslitions deicribed below and in
ﬂmiwm Yiovm miy begin commercial disiribation of the device upon
rrewipt o this

T gale, distribution s use of this devics are ressricied bo prescriplion use is sccondance with 11 CFR,
HI.IH“h“fWﬂﬂHHMHMﬂmﬁﬂlhnﬂ
undier the wethority of section 515041 WBNii) of e sct. FDA has also determined that, o maurs the
ﬂﬂm*ﬂﬂmhhﬁlhﬁwmn-ﬁ'dmﬂﬂul
under ths wetlority of section 51 30dM 1 WML (1) Insofar as prectitioners who may we the device as
spproved in this crder and (2) insofr s the sale, distribution, and use must ot violste sections 302(q)
(1) of fhe sot

Page <1 < Mr. Kahan

CORH will notify e public of is deciiion W appove your FMA by making availabie o sumsary of the
siliety and effectivenei dats upon which the ipproval is baied. The information can be found on ihe
FOA CDRH Internet Home Pape located al hitp:0www, i govfadrbdpmapage bess], 'Wiritben requests for
ks dsfremation can also be made 1o the Dechets Massgement Brasch, (HFA-305), Food and Dug
Admindration, 5630 Fislers Lane, Rm. 1061, Rocloviile, MDD 20852, The writien reguen abould

linc lndie dhe PMA nomber or docked sumber. mnmnuu_&-umﬁpﬁ
on the |stemet, any inberesied person may seek review of this declsion by requenting an cppoiunily fir
ndmindbrative review, eliher eough o hearing o review by an isdepesdent adviiory commiston, under
section 3135(g) of the Federal Food, Drug. and Cosmetic Act (The sef).

Failure t0 oomply with the conditioss off spproval isvalideies this spprovad order. Commonoal
disiribution of a device tai is not in complisnce with these conditions is 8 violation of the soL

¥ou are reminded ihat, ax s00n as possible ssd before commercial distribulion of your Sevice. you met
subaiil an amendment b this PR submiiiion with copici of all approved labeling i final pristed Tom.
A past of our reeaginesrng effon, e Oiice of Device Evaluation i piloting & sew process for mvigw
of final printed labeling.

The Mabeling will sot roatisely be reviewesd by FDA stulf when PVA spplicants ischude with heir
submission of the final pristed labeling a cover betier stating that the finad printed Iabelisg is identicsl s
the labeling spproved i draft form. [ the fisal printed lsbeling is not Mentical, any changes from the

final draft Iabeling shoul be highlighted and explained in the umendment. Please see the CIRH Pil for
Review of Final Printed Labeling document at b /s, fia g ol b pilspmat.bm for fursber

All required documents should be submitted In triplicaie, unlesy othersdise specilfied. &0 the sddeo
bebow and should reference the above PRA nember 1o fiscilitste processing.

PiviA Document badl Center (HFZ-401)
Center for Devices and Radiological FHealth
Food and Drug Administration
200 Corporats Bhed.
Reckowille, Marylass 20850
IF oo harve any questions conceming this spprovald order, please contsct foanph 5. Arnaudo st
(300) 94121
Sincorely yours,
lnben €. Rickten
Kimber . Rickier, M.,
Deputy Director For Clisteal
s Review Palicy
Office of Device Evaluation
Certer Tof [y e ffal
Esderhogiesl Health
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