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[Docket No. 2004N-0226]

Food and Drug Admlmstratlon Modermzation Act of 19

the List of Recogmzed Standards, Recogmtlon Llst Number. 614

_AGENCY: Food and Drug Admlmstratlon HHS

ACTION: Notice.

SUMMARY: The Food and Drug Admlmstratmn (FDA) is announcmg a |
pubhcauon containing modlfzcanons the agency is makmg to the hst of
standards FDA recogmzes for use in premarket rev:ews (F DA recogmzed
“consensus standards). This pubhcatlon entltled “Modlﬁcatmns to the List of ,
: _~Recogmzed Standards Recogmtlon LlSt Number 014” (Recegmtlon LlSt
Number 014) wﬂl a351st manufacturers WhO elect to declare conformlty with

consensus standards to meet certain requlrements for medlcal dev1ces

DATES Submit written or electromc co m ents concermng th1s document at
any time. See section VII of thls document for the effectlve date of the

recognition of standards announced m thls document

ADDRESSES: Submlt written requests for smgle coples of “Mcdiﬁcatlons to the
List of Recognized Standards Recognltlon Llst Number 014” to the DlVlSlOIl |
of Small Manufacturers Intematlonal and Consumer A331stance Center for
Devices and Radlologlcal Health {HF! Z-—ZZO) Food and lrug Admlmstratlon
1350 PICCBI‘d Dr., Rockvﬂle MD 20850 Send two self-addressed adheswe
labels to assist that office i 1n processmg your requeste or fax your request to

301-443-8818. Submit written comments concermng thlS document or -
ch069 : : » :

Y
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recommendatlons for addltlonal sta.ndards for recegmt:on to the contact

person (see FOR FURTHER INF ORMATIGN GONTACT) Submrt electromc comments

by e-mail: standards@cdrh fda hhs gov Thls document may also be accessed
on FDA’s Web site at http //WWW fda gov/cdrh/fedregm htm] See sectron VI

of this document for e]ectromc access to the searchable database for the current
list of FDA recogmzed consensus standards mcludmg '»Recegmtlon List

Number: 014 medlflcatlons and other standards related mformatlon

FOR FURTHER INFORMATION CONTACT Carol L. Herman Center for Devmes and
Radlologlcal Health (HFZ~84) Food and Drug Adm1n1strat10n 12720

Twinbrook Pkwy., Rockvrlle, Ml 26857 5. 301—-82 7—0021

SUPPLEMENTARY !NFORMATION‘ L

L Background

Section 204 of the Food and lrug Admlmstratlon Medemlzatmn Act of
1997 (FDAMA) (Pubhc Law 105-—-115) amended sectton 514 of the Federal
Food, Drug, and Cosmetlc Aot (the act) (21 U S.C. 360d] Amended sectlon

514 allows FDA to recogmze consensus standards developed by mternatronal

and natlonal orgamzatlons for use m sattsfymg portlons of dev1ce premarket

review submissions or other requlrements :

In a notice published in the Fedﬁerals*aegisterof ’Fébruai-y 25,1998 (63

.FR 9561), FDA announced the avarlablhty of a guldance entl—tled “Recognmon

and Use of Consensus Standards & The notlce descrlbed how FDA would

implement its standard recognmon program and provrded the mltlal list of
recognized standards i e

In Federal Reglster notlces pubhshed on October 16 1998 (63 FR 5561 7 )
July 12, 1999 (64 FR 37546) November 15 2000 (65 FR 69022) May 7, 2001
(66 FR 23032), January 14, 2002 (67_13‘R‘ ;1;7‘74;‘)‘, october,:z,r: ,2_0(‘)2 .(,57 FR 61893),



Aprll 28 2003 (68 FR 22391) March 8 2004 (69 FR 10712) Iune 18 2004

5 ;5240) May 27 2005 (70 FR 30756)
,“%DA modlfled 1ts initial hst of FDA

(69 FR 34176), October 4, 2004 (see{

and November 8, 2005 -(70 FR 6771\..

recognized consensus standards These nettces descnbe the addltmn, t

W1thdrawal and revision of certaln standards recegnlz' d_vb'r | IA The agencyf ‘~
malntalns hypertext markup language” (HTML) and “porta e_document

,,DA Recognlze‘d';; n

nsus Standards A

format” (PDF) versmns of the llSt of "

Both versions are pubhcly acce351ble at the agency s See sectlon VI

of thxs document for electromc access mformatmn Interested persens should .
review the supplementary 1nform

| fully the extent to whrch F DA recogmze; the standard

L Modlﬁcatmns to the List ef Recogmzed Standar ;
Number 014 : S | o

FDA is anneuncmg the addltmn, w1thdrawal corr

certain consensus standards the agency mll reco

premarket revxews and other requlrements for dev1ces F wﬂl mcorporate |

these modlflcatmns in the hst of FDA Recogmzed Consensus'S : _;ﬁdards inthe l

agency’s searchable database FDA ‘e the term “Recogmtlen Lxst Number

0147 to 1dent1fy these current modlﬁ at ons. v

In table 1 of thls document FDA descrlbes the fellew' S flcatmns o
| (1) The w1thdrawal of standards and thetr replacement | IS, ‘(25)\Athe .

| correcnon of errors made byF DA in llstl,ngprevmuslyr _,._ed standards,

and (3) the changes to the supplementary mfermatlon}sh ets of 'recegmzed

'standards that descrlbe rev1smns to the apphcablhty of the st_ idards

ln sectlon I of tl’llS document ‘F lArllsts modlﬁcatmns the agency is

making that 1nvolve the 1n1t1al addt,_.;.

by FDA.

'eetcffor the standard to understand S ;

f‘?standards not prevmusly recogmzed o
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j fTab,f:e'foQ ;

Oid ftem No.

Standard

- Change

| Replacement item |

No.

A. Anésthesia

32

niters:

| Withdrawn

1SO 7767-:1997; Oxygen.,,
ertures—-Safery Requrrements
33 150 9918: 1993: Capnometers for Use vi ,
41 I'NFPA 99: 2005: Standard for Heaiti Care Facrhkes Chapter 20—-» ‘ : 67|
. e Hyperbanc Facrlmes : ‘ : o PR '
B..Dental/Ear, Nose, and f‘lﬁroat s : ‘ [
52 ' | ANSVADA Specification No. 27: 1997, Re ased,,fréirring:jMazeriars,
60 | ANSIADA Specification No‘ %: zooo Denta Wa!er-Based Ce-
. ments——Adomron af IS ,
114 ,ANSI/ADA Specrfrcahon Na 48 2Q04 Unravro}et Actwator and Drs-~
: closing. nghts :
C. General Hospltal/General Fiastrc Surgery B e :
47 ,ASTM Ds712—05 Standard Test Methnd 'na!yvsns of Aqueous Ex- aced wrth-.néwef N 144
77 i ;
Face ‘Masks to’ Pek tration n
of Fixed Volume La Know, i
g6 réplaced with newer 145
% ASTM F2101-01 Standard Test Method for Evaluating the Bacterial
Fsltratron Eﬁxcrencv (BFE) of Medical Face Mask Matenals U
112 AAMI/ANS! PB'IO 2003 qumd bamf.r .
- of protective apparel and drape&s i
B cllmes = : 5 -
113 : ASTM F2100-04 Standard Sp'"i*'“ :
. : Used m Medrcal Face Masks
120 - ASTM F1054~01 Standard Speem
128 | ASTM F1670-03 Standard Test Method for

Used in Prorectlve Clolhmg o Penetra!

D. Materials

-

ced with newer |

119

: endotherapy devrces—~ParH GenE al rel

14 ASTM F688-05: Slandard

' 20Chromium=10Molyt

glcal implants: (UNS;RSQO& 5 ;
| 38 ASTM F2005-00; S!andard Termmology or Nickel—'["rtamum Sha b

: Memory Alloys " S : : !

78 | ASTM F560-05: Standard Speci rcaﬂan for U aced with newer 120
+1 - Surgical Implant Apphcanons (UNS RO 400 : : : ’
100 :f ASTM F2005-05: Srandard Termmology 'fer Xel- Titanium Shape replal d':\‘«vith”rxevs?erf 121
L Memory Alloys - S ; DA : .

E. OB-GYN/Gastroenterology : Ei
19 ' 1180 8600-1: 2005 Opncs and phoxon‘ aced with newer | a7

1F OrthopedldPhysrcal Medicine

| 162 ASTM F564-02: Standard Specmcabon a ion,
i Bone Staples - . Tt 4
Gode of Federal Reg
VL ‘ tion and product codes: ’
164 ASTM F1541-02: Standard Sp it Dewces aﬁemeq processes aﬁec&ed

nal Skeletal. Frxanon Devices -




Table 1 ——'Contanued

Old Item'No‘.f ' SN L i Standard ; e Eon Change i Reptac%genﬂtem ;
1182 ASTM F1800-04" Siandar Test ‘”Fangu Testmg of Processes a!fected and felevam
. : Metal T|b|al Tray Compomen : guldance i
G. Radiology T : :
{1 : | 150 9236-1: 2004 Photagraph C3s )
| “for medical radxography——— o
curve: shape, speed and Average Gradi
2 T 10 4090: 2001 Photography«Medlé 137}
L screengAilms and hard~copy zmagm :
fications - ;
5 e flso 5799: 1991 Pho!ography——-Dlrect- X 138
) 2 dnographyc f:tm/process systems—-—D :
1sC average: gradlent 3 :
a7 ixec 60601-2-11-2004 Amendment 1—Medical elect 133 |
Lo I Pant 2=11: Particular requxremems for the sa >ty of ¢
therapy equnpment : ’
PYERE | AOMS=2005 Acoustic Output Measurem r ithdrawn 139
E . ‘Ultrasound Equnpmem sversion
a6 . RTD1-2005 Standard Withdrawn and 40|
. ical Acousz»c.O version .- R
\ Revision 1
‘ 101 ' : | ANSIIESNA RP-27.1-1996 Reco
e »Photobiolog‘ica} S&fetwforlqynp
-~ ‘quirements e
102 = »ANS]/IESNA RP—-Z?. -
103
128 d’ p;gcetgsw'im }séwgrf i, 1411
H. Sterility
53
74
92 aer |
168 |

foll‘ows:‘

ltem No. - I

~Reference No. and Date

A Cardlovascular/Neuro!ogy : o

|58 e ICardlovascular umplants—-Card 3 MVISOSMO‘EOGS

B. General Hospltal/GeneraI Plastzc Surgery




| Table 2.%antinu¢d

 Item No. / 4 - Reference 'Noia‘nd Date. v
146 ‘Medical efectrical: equ1pment-~P ! NSV ' MI/IEC 60601—-2-21 ‘and 60601—-
: 1. warmers' s ke améndmenﬂ 2000
147 Standard Pragtice for Assessm ; o ASTM D6978-05"
Chemotherapy Drugs kA :
148 Stenle hypoderm;c synnges for smgle use»—-Pan 3 Auto-d;sable syn 086 1307886»3 '2005 Rl
: *immunization g o S
149 Standard Pracuce for Determmanor o ASTM D7160-05
150 :Standard Pracnce for Determination f ASTM D7161-05-
_ | Gloves Stored Under Typncaf Warehou e
C. Orthopedic/Physical Medicine Ry
183 | Standard Practice for: Fremng Com em- 7k'AéTM{F5875—~98, (2004)
e oral: Head bore and Coneg Taper e e ST
184 R !mplants for- Surgery——Stames with pa 5 130 32327:'1,98‘8‘ :
k . ments : L
185 4 | Standard Test Method for Measurmg Log ASTM ?2267-04
Body Fusvon Dev:ce Under Static Axial SRS Rt
186 nterver ASTMF2077-03
187 Standard Specifications a : | ASTM F2193-02
: tion of the: Spmal Skeleta} ‘yst‘ LA
188 lmplants for surgery—vWear of fotal kne ) proslheses—-—Part 1: L' : SO 1}4233#1:2002
+placement parameters for wear-testin chmes wﬂh load com" | R i
b envwonmental cond IODS for test : : : :
189 P l:lmplarrts for surgery~wear of totat k SO 1'42431-2: 2000
4o ment -
| 190 = ’Implams for surgery—-weér‘”ofmtaik SO 14243-3: 2004
ment parame!ers ta ; e SR
191. lmplants for surgery~Tota1 knee~ SQMB?_QQI;: f2'oob :
192 1223-05
198 STM F2083-04
D. Radiology Ny ; ,
1142 Lasers and laser_telated eq«w w:dths Dzvergence fiso 1146-2:2005
angles; and beam prapagatx IR S RN SR
143 Lasers and laser-related o e }SQ 5367«2 2005
laser ‘beam’ wavefront——’PaR 2 8t ck )
E. Sterility o
169 T Standard Test Method for Measurmg
' | erGas ;
170 ' ;:S!andard Gu;de ror Bmompaummy Ev
171 '

standards ina searchable databas

site at http://www. accessdata fd

~ng

search.cfm. F DA w1ll mcorporate the modlflcatlons and mmor TEVISIOHS




descnbed in thls notlce mto the database and upon pubhcetlon m the Federa!

- Register, this recogmtlon of consensus standards wﬂl be effectlve FDA wﬂl '

announce additional mod1f1eat1ons | ,n:" -'mer rev131ons to the list of
recogmzed consensus standards, as needed m the Federal Regxster once a

year, or more often if necessary.

V. Recommendatmn of Standards }'for Reeogmtmn by F)

Any person may recommend consensus standards*

‘recognition under the new provxslon of sectlon 514 of

mformatlon (1)‘ thtle-of the stand-ard {
name and address of the natlonal orv
organization, (4) a proposed hst of d

conformlty to thls standard should routmely apply,

1dent1f1c:atlon of the testmg or performance or other chara 1 of the

device(s) that would be. addressed b ) d
VL Electronic Access .

I order to recelve “Gmdance» 2 Recognitior 3
Standards” on your fax machme, call the Center for Demcf’ Radlologlcal :
Health (CDRH] Facts-On—Demand system at 800-899§ 1-—~827-0111

froma touch—tone telephone Press 1 to,en‘ter the syste; second voice

prompt press 1to order a document. Enter the document T her321 followed

by the pound 51gn Fo]low the remammgvome prompts to cor plete 'yoor S

request

You may also obtaln a copy"of “G fce_ on the Recogmtlon and Use

of Consensus Standards by usmg the Internet CDRH mamtalns a sn;e on the




Internet for easy access to 1nformatton mcludmg text graphxcs and fﬂes that

you may download to a personal computer\ wzth aocess to the Intemet Updated

ona regular basis, the CDRH hom : _vpag ir cludes the guldance as well as. the

Current hst of recogmzed standards and other standards re}ated d "opmen«ts.
After pubhcatton in the Federal Reglster thlS notme ann’ |

“Modlfloatlons to the List of Reoogniiz{e{d; Standards, R

' ,014” will be avallable on the CDRH home page You may -

“home page at http //www fda gov/cdrh
You may access “Guldance on the }Reoogmtmn and: _ seo

Standards,” and the searchable da b "FDA Recogmzed Consensus

| Standards” through the hyperhnk; e L .WWW fda gov/cdrh/stdsprog htm]

ThlS F ederal Reglster document on modlfloatmns 1, E:

| Consensus standards is avarlable athttp //WWW fda go_,; / edregmhtm] .

~ VIL Submlssum ef Comments and Ef' ¢ tlve, Date " ‘

VVURTHER

INFORMATION conmc*r) written or electromc comment: Ireg

document. Submit a smgle copy of eleot D lC: commentsror tWo-»pa?er- copresf «

- of any malled comments exoept tha. uals may submrt one paper copy g

determmmg Whether to amend the ourrent hstlng of moq

’ns to the hst

of recogmzed standards RecognltlonL stNumber 014 Thes dlﬁcatlons

5 eoogmtron of i



to the hst of recogmzed standards are effectxve upen pubf tion of thlS notice

in the Federal Reglster

: Dated,:' 3las }oé
March 23 2006.

%W/

7 Linda S Kahan, :
Deputy Director,, : IR e
: Center for Devices arxd Radiological Heal_th;.;’_ .
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