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DEPARTMENT OF HEALTH ANl HUMAN SERVICES

s Food and Drug Admlmstratmn
21 CFR Part 892

[Docket No. 2005N-0467]
Medical De’vf?i.c;;es; ﬂadiol’ogy, ,e‘f,vi~¢ﬁeﬁis;; Reaia*sésiﬁéﬁation{ > Sonometers
AGENCY: Food and Drug Admlmstratmn HHS

ACTION: Proposed rule

SUMMARY The Food and Drug Admmlstr )on*(F DA) is pubhshmg a pmposed

rule to reclassﬁy bone sonometer devwes from Class II into class II, sub}ecﬂt ,

to spemal controls. A bone sonometer isa devzce that tra _ ultrasound
energy into the human body to measure acoustlc propert ene that '
mdlcate overall bone hea]th and fracture nsk Elsewhere ;ssue of the
Federal Reglster F DA is. announcmg the avallablhty of ad v

document entitled “Class I Speczal Contmls Gmdance D@cument Bone -

ia‘sy a spemal control for these

Sonometers that the agency pmpd 'Ms :;to
devices | ‘

DATES: Submit comments by [msert date 90 days aﬁer d'a’m o
the Federal Reg}ster] - . o , o
ADDRESSES: You may submlt comments 1cient1fled by Do\ et N 2005N-0467,
by any of the followmg methods | | o

Electronic Submms;ons

: f@ mwmg ways

Submit eléctroni:c comments i

e Federal eRul'emakiﬁ-g P-oi-‘rtéf]{:»;" ,tp L fww ~._’regulat1ons gov Foll@w the

instructions for submlttmg commems

weR 1

ch0427




: e |
. Agency Web site: http //WWW fda gov/dockets/ecomments F ollow the

1nstruct10ns for submitting comments on the agency Web site.

Written Subm1sszons

Subnnt written submtssmns in the foﬂowmg ways

° FAX 301~82 7—6870

. Mat]/Hand dehvery/Gourler [For paper dxsk or CB"": 0! ':‘:t,sli}bmissipns}:}

DlVlSlOIl of Dockets Management (HFA——EBS) F ood and mlmstratlon,

5630 Fishers Lane, rm. 1061 Rockvzlte Ml 20852

To ensure more ttmely process’“ : mir ents FDA isno longer

acceptmg comments submltted.to ‘e"ag_’f cy by e-maﬂ F DA encourages you :

to continue to subrmt electronlc comments by usmg the’fF” de 1 eRuIemakmg

Portal or the agency Web 31te as descrlbed in the Electron 51 bmzsswns

portlon of this paragraph

Instrucbons AH submlssmns recexved must mclud  the agen cy name Eiand

Docket Nof(s). and Regulatory Informatlon Number (RI ::number has

been a351gned) for thls rulemakmg.ﬁ ;All comments recelved may be posted

| Wlthout change to http // www. fdas.g ~/,, y ‘"';s/dockets/default htm mcludmg

any personal mformatmn prov1ded For detaﬂed 1nstmctxons on submtttmg

comments and addltlonal mformatlon on rthe rulemakx 1 re cess see the

“Comments headmg of the SUPPLEMENTARY tNFORMATlON se

: document

Docket For access to the docket to read background ;d 5 OF
‘comments recewed go to http // WWW fda gov/ohrms/docket ‘ efau]t h‘tm and

1nsert the docket number(s) found m‘abraf s;i_:m the headmg of thlS docu:ment,. "

into the “Search” box and follow the: pro\- s.v-'\‘;and/or go to the DIVISI{)H of

Dockets Management 5630 F 1shers Lane rm. 1061 Rockvﬂle, MD 2(3852




enter for Devmes and

, FOR FURTHER !NFORMAT!ON conrAcr Robert Al Phllhps,
- Radiological Health (HF 2—470) F ood and Drug Admmlstratlon 9200 Corporate
Blvd Rockville, MD 20850 301~594~—12.12 ext 130 | b4 '

SUPPLEMENTARY lNFORMATlON

L Regul’atory Aiuthority

The Federal Food Drug, and Cosmenc Act (the act) ;‘ SC 301»et seqr),
as amended by the Medlcal Dev1ce Amendments of 1979 (t i'ej:'lQ76
amendments) (Pubhc Law 94-—295) the Safe Medlcal Devxcee Act of 1990
(SMDA) (Public Law 101»629), and”the Fe . d‘_ and Drug Admlmstratzon |
Modernization Aot of 1997 (Pubhc‘;Law.1’!15-—415) estabhshed a comprehenswe

system for the regulatlon of medlcal devxces mtended for h.uman use ‘Section

513 of the act (21 U. S C 360(:) estabhshed three categorle‘ (e es) ef devrces,

dependmg on the regulatory controls needed to prov1de r ble,;essuranee -
of their safety and effectrveness The three categorles of dev arefdass 1

(general contro]s) Class II (spec1al controls} and class IH p ketapproval] :

Under sectlon 513 of the act devmes that were m commermal d;stmbut}on
before May 28, 1976 (the date of actment of the 1976 amendments) generally*z |

referred to as preamendments devmes are ,lasmfred after F DA has {1)

Recelved a recommendatlon from a devxce clasmﬁcauen pa 1

adv1sory commrttee) (2) pubhshed the panel s recommen for comment,

along with a proposed regulatron classrfymg the devme ty (3]pubhshed o
a final regulatlon CIa331fy1ng the devrce type FDA has classf n |
preamendments devrces under these procedures e

Devrces that were not in commerc ‘al dis tmburtlon* Pﬁrior»to May 28,1976,

generally referred to as postamendm 1 ‘ “‘devmes are. Class;rfled automanca}ly

by statute (SBCUOD 513(ﬂ of the act) mto class HI w1thout any F DA rulemakmg



process. Those devices remain in Class III and requlre premarket approval

unless and until the dev1ce is reclasmfled mto c}ass I or Il or FDA i 1ssues an

order ﬂndmg the devrce to be substantla‘ih yl eqmvalent under sectlon 51 3(1)

of the act, to a. predlcate dev1ce that does not requrre pre"f a """tvapproval The :

marketed, by means of premarket rrotrfmatlon procedures w1thout submlssmn“ ‘

ofa premarket approval apphcatlon;s(PM

untll FDA issues a fmal regulatlonx

- under section 515(b) of the act (21 U S C 3609(b)) requlrmg;premarket

approval.

Section 513(ﬂ(3) allows FDA to mltlate reclasmflca , S
postamendment devme classrfled mto class III u.nder se 5 (f)(l) of the

act, or the manufacturer or 1mporter of a devme to petitxo' rétary of

Health and Human Ser\rlces for the 1ssuan of é an order ClaSSIfymg the devme :

in class or class 1. FDA’s regulat" 860 134 set forth the

‘procedures for the flhng and revrew of a petltmn for rec ’ssrﬁcau “ni:of such

class 11 devmes To change the cIassxﬁcat:;on of the devr > necessary that

the proposed new classrfrcatlon have suffzclent regulato Is to prov1de
reasonable assurance of the safety and effecnveness of the
intended use. ' | - |

IL Regulatory Hlstory of the Devrce

A bone sonometer is a postamendm it i‘devree elassrfled into class III

~under sectlon 513(ﬂ(1) of the act. Th reiore "thrs generlc type of dewce cannot 2

be placed in commermal dlstrrbutlon unleas 1t 1s reclasszlfred;under seetmn




513(f)(3), oris the sub]ect ofa PMA or HOUCG of completton of a product i

development protocol under secnon 515‘7of the act (21 U.s.C. 360e)

Accordlngly, under sectlon 51'3(3{3) of the act FDA is mltlatmg th;s proposal

to recla351fy bone sonometers from class Ill to class Il whenmtended for the

- following: (1) Determlrnng the p0531ble presence of osteopo 13‘» and assessmg

fracture risk, (2) monltormg bone changes over tlme and/ I /.Eass_esslng non-
age-related bone -less T '
II. Device Descnptlon

A bone sonometer is a dev1ce that transmits ultrasound energy mto the

”fof bone that mdlcate overall bone,'

human body to measure acoustlc pr‘ ' 'e
health and fracture risk. Bone sono:rneters are used for determlmng the p0531ble |

presence of osteoporosm and assesszng fracture nsk m-m ' ‘Lﬁbone changes

over time; and assessmg non- age»related bone loss The’ components :

of the clev1ce are a voltage generator a transmlttmg tranf u reeewlng
transducer, hardware and software for rer:eptlon and Pro ‘o"f %thie' '

received ultrasonic 51gnal By processxng an ultrasomc mg/:
‘through a bone, it is p0351ble to estxmate oadband ultrasomc attenuatlon

(BUA) and/or speed of sound (SI :

twe acoustm parameters have also

been shown in prospectwe chmcal trlals to predlct fracture 1nmclence (Refs

1and 2). In thls way, BUA and SOS can be used to ald ap
determining the. p0531ble presence of osteoporosw and ass ’ fracturensk :
monitoring bone changes over tnne and assessmg non- agj, :’ d,’b@‘one‘ lossf ‘
IV. Summary of the Data Upon Wln,, h he Rec 2 ased e

FDA is proposmg thls reclasmﬁcatmn based on expemence;;wnh the devme

and information on the beneflts and msk ,\,_ef the devme that fave. developed

since the device’s classxflcatlon 1nt

I,.[Spemfmally, dlstmct bone

sonometers from dxfferent manufacturers demonstrate si P formance and



increases the agency s confrdence 1n thls technology In addrtlon a recent

study of 149,524 women comparerl four perlpheral techmques 1nclud1ng bone ‘

sonometry, perlpheral dual energy x~ray i ‘bsorptlometry (DEXA) fmger DEXA

that all

sh"‘

four techmques were equally effectrve for thls purpose 1 DEXA and
finger DEXA are in class II | . o

Moreover as drscussed next 1r1fermet10n regardl,l‘ g th l"the devrce’

along w1th measures to mltlgate'th ee;.;r: sks, hasideveloped FDA ,,.elleves thrs " l

1nformatlon 1is sufficient to estab i 1 con‘trols for thls dev;ce that wrll

provide a reasonable assurance of 115 safetyand effectrv;l ess 1f 1t is 1eclass1f1ed' "

into class II. B
V. Risks to Health"

FDA beheves thet bone sonometers when used for d"

controls, can provrde reasonable assuranc_,, of lthe sefety~:‘and effectlveness of

the dev1ce and there is sufflclent mformatron to establls C ontrols to

provrde such assurance After consrdemng the mformatl i1 g bone
sonometer use and technology, pubhshed lzterature, and l‘cl’eirice

reports, FDA has evaluated the rlsks to health assoma’ted /i of these

devices. FDA believes that electrlcal shock electromagnelc:compat’brhty,

- tissue damage and maccurate measurem \resent nsks to health essomated

| wzth the use of bone sonometers T-f edr oft 5 ,_ecxal centrols guldence document“

entitled “Class II Specral Controls Guidance Decument : v "npn;et;ers -;erds



in mitigating the nsks by recommendmg performance characterlstlcs safety

testing, and appropriate Iabehng
VI. Special Controls o

Elsewhere in thls 1ssue of the F ederal Reglster F]A" ‘ hmga notice

to use as the spemal control for these devme types T he | HCB -

document contalns specxfm, receammeﬂdatmns W~1th‘re

compat1b1hty, (3) acoustlc 1nten51ty, (4) demce perform ’
and (5) labe]mg FDA beheves that th:ls draft spe(;la] con Id,’,ee,_ m
“addition to general controls can address the msks to hee i s

V of this document

In table 10f this document FDA has 1dent1fled the nsks'fﬁ: e

assomated with the use of these de vice th ; flrst column and the

recommended mltlgatlon measures identi ,ed m the draft class 1 spemal

controls guldance document in the second column The"‘"' “ﬁ;{idatm‘:‘ns,
will also help ensure that the devme has approprlate pe" ol
characterlstlc:s and labehng for 1ts use

Followmg the effectlve date of any fmal rreclas‘SJflca i based on thxs :

proposal, any flrm submlttmg a 510(k) su_mlssmn for a b ometer devxce -

will need to address the 1ssues covered

he Glass I spemal contro}s guldancef e

~ document. However, -the‘flri_m need cmy 'w} that 1ts dev1ce meets the




recommendatlons of the class II spemal Centrols guldance document or m some

othel way. provides 'equ1valen.t assura;

ces of safety and effectzvenesst Sl
v able 1 : :

Identified Risk- N - " Recommended Mitigation Measures

Electrical shock .- B f L . el E,':\ElectricatSafety &

Electromagnetic interference - fEiectromagnehc Co ’pahb;”

Tissue damage AR V,Acoushc tntensﬂy

inaccurate measurement leading tb‘inappropﬁate therapy G * FiNon: Chmcal Testmg
) : : g S st e Elinical Testmg

ok Labetmg b

VIL FDA'’s Findiings"

II and estabhsh the class II spemal cantrols gmdance doi Saspemal :
control for these devmes . et -

FDA beheves for thlS type of devme premarket no ‘1

oy

to prov1de reasonable assurance of the d, vi e’s safety and effec

therefore, the devme would net Vbe» am premarket nohﬁcatmn G |

o requlrements (sectlon 510 of the act) Thus persons mtendmg to market thls o

type of dev1ce must submlt to F DA a premarket netlﬁcat: ,i marketmg '

the devme Wthh contams 1nformat10n about the de\nce

VIII. Effectwe Date

tentd‘ to market

FDA proposes that any fmal rule that may 1ssuebase‘: | ‘ ropOsal |

become effectlve 30 days after 1ts date of pubhcatlon m he alReglster

IX. Environmental Impact

The agency has determmed un“

action is of a type that does not 1nd1v1dually or Cumu}atWely ha ijsxlgmﬁeant S



effect on the human envxronment Therefore netther an env1renmental

assessment nor an env1ronmental 15\11 ; rpact tatement is requlred

X. Ana]ysrs of Impacts

FDA has exammed the lmpacts ef the proposed rul‘ef”’ Exeeunve ,

12866 dlrects agencres to assess alI costs and benefits of a

alternatives and when regulatlon is necessary, to select

pubhc health and safety and- oth er -
equlty) The agency beheves that thIS 'proposed rule 13 ok

regulatory actlon as defmed by the Executlve order

The Regulatory, Flemblhty ACt -requlref?s»agenmes :toi

reduce regulatory costs w1th respect to this d‘evme type it Wﬂl unpese no.

significant economtc 1mpact on any small entltles and 1t*‘ -small
potential competrtors to enter the marketplace by lowerr es:;ts.jT he‘ o

agency, therefore certlfxes that thlS proposed rule 1f fmf Ilnot have |

a 51gn1f1cant economic 1mpact ona substantlal number 0 :

Section 202{a) of the Unfunded Mandates Referm,Act o _,;reqmres that

agencies prepare a wrltten statement, which mcludes an assessment'of

ant1c1pated costs and beneflts before ~;rep sm}gj any rule that mcludes any

Federal mandate that may result in the expenditure by State local and trlbal



o

governments in the aggregate or by the pnvate secter of $100 OOG 000 or more

(ad]usted annually for mﬂatlon) i 1any one ”year ” The current threshold after <

adjustment for mﬂatmn is $115 mii lic : ng the most curre | ‘503) Imphcxt b

Price Deﬂator for the Gross Domestlc Product FDA does nc expeot thlS
proposed rule to result in any 1~year expendlture that w ",01; exceed
this amount. | e |

XI. "FederaliSm -

~order and consequently, a federahsm s k

~ required.

XIL Paperwork Reductmn Act of

document 1dent1f1ed by thls proposed rule;does not co: Rin ey L formation 3

. COHGCUOD prov1smns that are sub) ww and clearance by {

the PRA. Elsewhere in thlS 1ssue of th e }J:Reglster FDA is spubhshmg

a notice announcmg the avallablhty of ‘ li:;entlftl;_ed E

draft guldanc ,doc



“Class I Spemal Controls Gu1dance loc%ument Bene Senometers 3 The notlce

contams an analysis of the paper "rk burden for the draft guzdance

X1II. Comments :

Interested. persons mey submxt to theDlvrsronef Doc
ADDRESSES) wrltten or electromc cemments regardmg thrs m nt Submlt o
| a single copy ef eiectrcmc comments or two paper cop i k
comments, except that 1nd1v1duals may submlt one papﬁ :,‘yomments are |
to be 1dent1f1ed with the docket number found in breck _’ ze' -headmg of

thlS document. Recelved comments ma,y}be seenm the Bnusmn ef Dockets o

Management between 9 a. m. and 4%P:&

enday through Frrday
XIV. References : e : ety

The followmg references have ‘been placed on dlspl;
' Dcckets Management (see ADDRESSES) and may be seen ested per»sfons
between 9 a.m. and 4 p m., Monday through Frlday H

1. Bauer,D C.,etal, “Broadband Ultrascund Attenuat‘ 0 Pre vvats' Fractures S

. Strongly and Independently of Densﬁometry 1n Older Women 2 /Archy _ es of Internal £

Medicine, 157, pp- 629——634 1997

2. Hans, D etal, “Ultrasonographlc Heel Measuremente to Prj;' ict Hrp Fréicftuire

in Elderly Wemen The EPIDOS Pmspectwe Study,” Lancet ) 511~—514, ?1996.

3. Mlller P. D et al, “Predlctmn ef Fracture Rlsk in P‘ usal Whlte i
Women With Penpheral Bene Densuemetry vadence Frem _ ) ] | |
Osteoporosm Rlsk Assessment = ]Oumﬂ] Of Bene and Mmeraf ‘ 37, pp2222~ :

2230, 2002.

List of Subjects in 21CFRPart892 -

Medical devices, Re‘fdi-etijen‘ pretect10n,X~rays o

fanagement (see



Lz
Therefore, under the Federal F.@d 'mg, a:nd Cos\

authority delegated to the Com“ f_ iss '\@nB"'of -ood and Drugs, it is proposed

that 21 CFR part 892 be amended ag, foli@Ws "y ; " :f 4

PART 892—-—-—RAIIOLOGY DEVIC ES

1. The authorlty c1tat10n for 21 CFR part 892 contmu’\‘ ¢ das ;fo?l’klb‘Ws:
Authorlty 21 US C. 351, 360 3600 3608, 360}, 371

2. Add sectlon 892 1180 to subpart B to read as follo
§892. 1180 Bone sonometer

(a) Identzﬁcatzon A bone smn' o

received ultrasomc SIgnal

ic Act and under the L



(b) C]a351ﬁcat10n Class II (spemal mntmls) The spemal |

‘device is FDA’s “CIass IL Spemal Contm‘ mdanoe locument Bone

Sonometers % See § 892 1(8) of th1 <
~document.

Dated: I//7/ Q’
. January 17, 2006

Linda S. Kahan,~ -
Deputy Director,
Center for Devices and Radiologic

| [FR Doc. 65"’1’???? Filed ?"‘—7"’—65‘7 8:
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