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’SUMMARY The Food and Drug Admlmstratlon (F DA) 13 ann
availability ofa draft guxdanee for 1ndustry and F DA staffve |
Special Controls Guldance Document Bone Sonometers The draft gmdance

was developed to support the. reclasmflcatlon of bone sonome m:rs from Class o
III (premarket approval) mto class II (spemal controls) Elsewhere m thls issue

of the Federal Register, FDA is publ ’ :%proposed rule to reclasmfy these

devices accordlngly Thls draft guldance IS nelther ﬁnal nor is 1t in effect at

this time.

DATES: Submit wﬁt‘tenor eleotronic comménts‘ on'the:dir&ft anceby ‘[Liﬁas‘ert
date 90 days after date of pubhcat]on in the Federal Regr ’ " i “ |
ADDRESSES: Submlt wntten requests for smgle COpleS on a ‘ skette of the
draft gmdance document entltled “Class II Spemal Contro}s Guldance |

Document Bone Sonometers” to the Dnnsxon of Small Manufaoturers

\ Internatlonal and Consumer Asswtance (HF Z’ 220) Center for Devmes and

‘Radlologmal Health F ood and Drug Admzmstratmn, 1350 Plccard Dr

c¢h0428

tion Staff; Medical



‘Rockvﬂle MD 20850 Send one self»addressed adhes:&ve Iabel t- asszst that

’offlce in processmg your request er fax your request to 301-—443—»8818 See

the SUPPLEMENTARY INFORMAT!ON secnon ,,'1'nformat1on on electromc access

to the guldance. ;

Submit written oomments concemlng thlS draft gui ar etothe DIVISIOH ‘

of Dockets Management (HFA- 305) Food and Drug Adm tration, 5630
ic comments to

thedocket :

Flshers Lane rm 1061 Rockvﬂle MD 20852 Submlte
http://www fda gov/dockets/ecomments Identlfy comm nts

number found in brackets in the h‘e 'dlng-of thls document

FOR FURTHERINFORMATIO‘N CONTACT' Robert A Phﬂhps Center for Dev:xces and

Radiological Health (HFZ*—47O) F Ood and Drug Admlmstr

Blvd., Rockville, MD 20850, 301—594 1212 ext. 130 &
SUPPLEMENTAF{Y:-INFQRMATION‘. -
I Baokgroundj . |
This draft guldance prov1des FDA s reoommendatlen;? : manufacturersof
bone sonometers for 1dent1fy1ng msks to _health’ and mltlgatlon measores that

can be taken to offset those rlsks Bone sonometers are devmes that transmxt

ultrasound energy into the human body to measure aoousncnpro {tzee of bone s

that 1nd1(:ate overaH bone health and fracture nsk Thesei; vic wer
Cla331f1ed mto class III by statute (sectlon 513(ﬂ(1) of the lFod, Drug .
and Cosmetic (the act) (21 u. S. C 3698(ﬂ(1))) however F D vfe“s:that“ | k
sufficient mformatmn ex1sts to estabhsh Spemal controls:'f & en followed
and combmed with the general contro]s of the aot would promde reasonable 5

assurance of the safety and effectlveness ef these devxces

: ':»92()() Corporate E e



1L SigniﬁcanCeofthe.G-uid‘ain(:e‘ e
- This draft guldance is bemg 1ssued censrstent wrth FDA’s. good gu1dance

practice regulatron (21 CFR 10 115) The draft gurdance if ﬁnahzed would

represent the agency’s current thmkmg on bone sonometers It wcuId not

create or confer any rrghts for or on any person and wou}d net operate to blnd

- FDA or the pubhc An alternatlve approach may be use }ch approach

ksatlsfres the requrrements of the apphcable statute and regu hens

1. Paperwork Reductlon Act of 1995

This draft guldance rontalns mformetlon collectlon provrsrons that are

subject to review by the O .fflce of Management and Budget (OMB) under the

Paperwork Reductxon Act of 1995 (the PRA) (44 U S C. 3501—~8520} The ‘
| collectlons of 1nformat10n addressed in the draft gmdancﬁ; avefbeen;appmvéd
by OMB in accordance w1th the PRA under the regulat;le ‘ ’
premarket notiﬁcatron submlssmns (21 CFR part 807 subp\, {{E OMB control
number 091 0-—0120) ‘which expires May 31 2007 The Iab ‘

addressed in the. draft gmdance have been approved by 'MB under the PRA

under OMB control number 091'0-1:) ‘485 and explres ]une 30, 2008

IV. Comments

Interested persons may submrt wrltten or electromc ee ments on the draft

guidance to the DlVlSlOIl of Dockets Management (see ABB e $)f, Submxt; o
single copy of electromc comments or tWO paper COPIGS m‘&ife a

;headmg of thls

comments except that an 1nd1v1dua1 may submlt one pa
comments wrth the docket number found in brackets m the

document. ‘The draft gurdance and ;re E‘lV@d eomments are available for pubhc

examination in the D1v1s10n of Dockets ‘}_.'_‘-,‘enagement between 9 a. m and 4

p.m., Monday through F r1~day.) |




V. Electromc Access ‘ i v o ’
The Center for Dev1ces and Radlologlcal Health (CDRH) Web s:te may be '
accessed at _http://www fda gov/cdrh A search capablhty for all CDRH |

guidance documents is also avallable on the DlVlSlOIl of Doc:kets Management

Internet 51te at http: //WWW fda gov/ohrms/dockets

‘To receive a copy of “Class I Spemal Controls Gu1d BooumentEone

Sonometers,’~’ by fax caﬂ the CDRH F acts~OnﬂDemand sy: --azt:v}?8100«-‘-8’99'-\038,1 | |
or 301— 827——0111 from a touch tone telephone Press 1 to‘f’{, s te he system At

the second voice prompt press 1 to order a document Enter the document S

number (1547) followed by the pound sxgn' #);i F ollow the remammg vome f |
prompts to complete your request | s |

Persons 1nterested in obtammg a copy of the draft guldan(,e may also do

so by usmg the Internet CDRH mamtalns a sxte on the Int' " e;f@rievasy acoess: '

to mformatlon 1ncIud1ng text graphms, and flles that ma ownloaded to

‘a personal comp.ut-ervalthilnternetsaocess,«;:Upydat;ed on_a;f‘_ basxs, the

information on premarket,sllbmisgei-q;];:;s:\;{i(in‘fﬁflirdin;g; El,i{stﬂszof;approved el
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- apphcatmns and manufacturers addresses), small manufa cturer’s assistance,

Dated: | l/’]ZOé
January 17 2006.

Llnda S Kahan,
Deputy Director, i ; :
Center for Devices and Radiological Health.

[FR Doc. 95?-????? Filed 77 meg‘ pa m], o
b
B"-\'-"‘NG*CQDE 4160-01-s




