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DEPARTMENT OF HEALTH AND HUMAN SERVICES .t*Me -/&A& 
P ~ b l M o nDate 12-/ 

Food and Drug Administration certifier sc-

[Docket No. 2004N-02261 

Food and Drug Administration Modernization Act of 1997: Modifications to 

the List of Recogrlized Standards, Recognition List Number: 019 

AGENCY: Food and Drug Administration, HHS. 

ACTION: Notice, 

SUMMARY: The Food and Drug Administration (FDA) is announcing a 

publication containing modifications the agency is making to the list of 

standards FDA recognizes for use in premarket reviews (FDA recognized 

consensus standards). This publication, entitled "Modifications to the List of 

Recognized Standards, Recognition List Number: 019" (Recognition List 

Number: 019), will assist manufacturers who elect to declare conformity with 

consensus standards to meet certain requirements for medical devices. 

DATES: Submit written or electronic comments concerning this document at 

any time. See section VII of this document for the effective date of the 

recognition of standards announced in this document. 

ADDRESSES: Submit written requests for single copies of "Modifications to the 

List of Recognized Standards, Recognition List Number: 019" to the Division 

of Small Manufacturers, International and Consumer Assistance, Center for 

Devices and Radiological Health (HFZ-220), Food and Drug Administration, 

1350 Piccard Dr., Rockville, MD 20850. Send two self-addressed adhesive 

labels to assist that office in processing your requests, or fax your request to 

301-443-8818. Submit written comments concerning this document, or 
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recommendations for additional standards for recognition, to the contact 

person (see FOR FURTHER INFORMATION CONTACT). Submit electronic comments 

by e-mail: standards@cdrh.fda.gov.This document may also be accessed on 

FDA's Internet site at http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/ 

cfropic/cdrhnew.cfm.See section VI of this document for electronic access to 

the searchable database for the current list of FDA recognized consensus 

standards, including Recognition List Number: 019 modifications and other 

standards related information. 

FOR FURTHER INFORMATION CONTACT: Carol L. Herman, Center for Devices and 

Radiological Health (HFZ-84), Food and Drug Administration, 2098 Gaither 

Rd., Rockville, MD 20850, 240-276-0533. 

SUPPLEMENTARY INFORMATION: 

I. Background 

Section 204 of the Food and Drug Administration Modernization Act of 

1997 [FDAMA) (Public Law 105-115) amended section 514 of the Federal 

Food, Drug, and Cosmetic Act (the act) (21 U.S.C. 360d). Amended section 

514 allows FDA to recognize consensus standards developed by international 

and national organizations for use in satisfying portions of device premarket 

review submissions or other requirements. 

In a notice published in the Federal Register of February 25,1998 (63 

FR 9561), FDA announced the availability of a guidance entitled "Recognition 

and Use of Consensus Standards." The notice described how FDA would 

implement its standard recognition program and provided the initial list of 

recognized standards. Modifications to the initial list of recognized standards, 

as published in the Federal Register, are identified in table 1of this document. 

http:standards@cdrh.fda.gov
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/


Federal Register Cite 

October 16. 1998 (63 FR 55617) 
July 12. 1999 (64 FR 37546) 
Nwernber 15.2000 (65 FR 69022) 
May 7.2W1 (66FR 23032) 
January 14,2002 (67 FR 1774) 
October 2.2002 (67 FR 61893) 
April 28. 2003 (68FR 22391) 
March 8. 2004 (69 FR 10712) 
June 18.2004 (69 FR 34176) 
October 4.2004 (69 FR 59240) 
May 27,2005 (70 FR 30756) 
November 8.2005 (70 FR 6771 3) 
Manh 31.2006 (71 FR 16313) 
June 23,2006 (71 FR 36121) 
Nwernber 3.2006(71FR 64718) 
May 21,2007 (72 FR 28500) 
SeDtember 12.2007 (72 FR 52142) 

These notices describe the addition, withdrawal, and revision of certain 

standards recognized by FDA. The agency maintains "hypertext markup 

language (HTML)" and "portable document format (PDF)" versions of the list 

of "FDA Recognized Consensus Standards." Both versions are publicly 

accessible at the agency's Internet site. See section VI of this document for 

electronic access information. Interested persons should review the 

supplementary information sheet for the standard to understand fully the 

extent to which FDA recognizes the standard. 

11. Modifications to the List of Recognized Standards, Recognition List 
Number: 019 

FDA is announcing the addition, withdrawal, correction, and revision of 

certain consensus standards the agency will recognize for use in satisfying 

premarket reviews and other requirements for devices. FDA will incorporate 

these modifications in the list of FDA Recognized Consensus Standards in the 

agency's searchable database. FDA will use the term "Recognition List Number: 

019 to identify these current modifications. 

In table 2 of this document, FDA describes the following modifications: 

(1)The withdrawal of standards and their replacement by others; (2) the ' 

correction of errors made by FDA in listing previously recognized standards; 
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and (3) the changes to the supplementary information sheets of recognized 

standards that describe revisions to the applicability of the standards. 

In section III of this document, FDA lists modifications the agency is 

making that involve the initial addition of standards not previously recognized 

by FDA. 
TABLE2. 

Old Hem No. Standard 

11 IEC 60601-3-1:1996-08 Medid Eledral Equlpnent - Part 3-1: Essential Performance 
Requirement fa Transcutaneous Oxygen and Carbon Dioxide Partial Pressure Monitoring 
Equipment 

18 ISO8359:1996 Oxygen Concentrators for Medical Use - Safety Requlrernents 

51 ASTM F110040(1997) Standard Spedficatlon for Ventllatas Intended for Use In C M d  

Care 


57 ASTM F1101-90(2~)el Standard SpeciRcatkn for Ventilators Intended for Use During At+ 
esthesla 

59 ASTM F145&01 Standard Spedflcation for Mlnirnurn Performance and Safely Requirements 
for Capnometers 

60 IEC 60601-2-12:(2001-10) Medical ElecMcal Equipment - Part 2-12: Partfcular Requlre- 
rnents for the Safety of Lung Ventllatws - Critlcd Care Ventilators 

61 IEC 60601-2-13(2003-05); Medlcd &cbical equipment - Pari4 3 :  Parthlar requirements 
for the safety and essentblperformance danaestheik systems 

65 1% 21647: 2004MedM ElecMcalEquipment- Particular Requirements for the Bask Safe 
ty and Essential Performam dResplratay Gas Monnors 

69 ASTM F1464-93(2005) Standard SpedRcatlonforOxygen Cmmniratonfa Domldlhry Use 

70 ASTM F 124691 (2005)Standard SpedRcatbn for El-y Powered Hane Care V m  
Ilatas. Part 1 - Posittve-Pressure Venllhton and Ventilabr Clreuns 

71 ISO 1065162OM Lung Ventilators for Medlcal U s -Particular Rquhrnents forBask 
Safety and Essentkl Parformam - Pari 5: Gas-poweredEmergency Resusdtalws 

8. General 

20 ASTM F1140:1988: Standard Test Method for FaHure R e s m  d Unrestrained and 
Nonrigid PadragesforMdcal  Applicatbns 

C. General HosdYGeneral Plastk Suroerv 

21 ISO 10- 1996 Sterlle, Single-use Intravascular Catheters - Part 3: Central Vemus 
catheters 

81 ASTM E1061-01(2007) Standard SpeciRcatkn for Dlred-Readlng Llquld Crystd Forehead 
Thermometers 

111 IEC 60601-238.1996 Medlcal Electrical Equipment - Part 2: Particular Requirements for 
the Safely of Elecbically *rated Hospital Beds . 

117 ASTM F2172-02:. Standard Spedficatlcm for Bkodllntravenou~RuWkrlgaUon Fluld Warm 
ers 

121 ISO 8!i36-2-2001 Infusion Equipment forMedlcal Use - Part 2: Closures for lnfdon Boffles 

126 ISO 65364:2007 Infusbn Equipment for MedM Use -- Part 4: lniusbn Sets forSingleuse, 

1 Gravity Feed 

162 ISO8536-l:~Amendrnent1:2004 h M k m  Equlpmnf for Medical Use - Part I:Infusion 

I 

Glass Bottles 

ChaWe 

Tltle Change 
Contact person 

Contact person 

Contact person 

Relevant guidance 


Contact parron 


Relevant guldance 

Contact person 
Relevant guldanca 

Relevant guldanca 

lllle Change 
Relevant guidance 


Contaci penon 


Gontad person 

Relevant guidam 

Contact person 

Wlthdrarm 

IWthdrawnduplicate 

Wthdrawn and replaced with newer 
version 

Withdrawn duplicate 

Contact person 

Withdrawn dupncate 

Wthdrawn and replaced with newer 
versbn 

1 Whbawn duplcate 

Replacement 

Hem No. 


200 


182 

173 

201 

D. In V f o  Diagnostics 
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Old Item No. Standard Change Replacement 
Item No. 

31 CLSl H20-A2 Reference Leukocyle (WBC) Differential Count (Proporlio~l) and Evaluation W~thdrawnand replaced with newer 130 
of Instrumental Methcds; Approved Standatd-Sewnd Edition version 

E. Materials 

3 ASTM F90-07 Standard Spedficatlon tor WmugM Cobalt40 Chromium-15 TungstewlO WiMrawn and replaced with newer 145 
Nickel Alby for Surglcal Implant Appllcatlons (UNS R30605) version 

30 ASTM F1537-07 Standard Specifcation for WrougM Coban-28Chrornlum-6MolyWenum Al- Withdrawn and replaced with newer 152 
bys lor Surgical lrnpbnts (UNS R31537. UNS R31538. and UNS R31539) version 

4 1 ASTM F20-7 Standard SpecMcation for WrougM Taanium-15 Molybdenum Alby for Withdrawn and replaced with newer 146 
Surgical Implant Appltcatloos (UNS R58150) version 

42 ASTM F2119-07 Standard Test Method lor Evaluation of MR Image Artifacts frm P d v e  Withdrawn and replaced with newer 153 
Implants version 

45 ASTM F562-07 Standard SpeciRcatlon for WtuugM 35Cobah-35WeC20Chromkrm W~thdrawnand replaced with newer 147 
lOMdyWenum Alby for Surglcral Implant Applications (UNS R30035) version 

48 ASTM F899-07 Standard S p d c a t b n  for Stainless Steel for Sq lca l  Instruments Witkkawn and replaced with newer 148 
versbn 

58 ISO 5832-12W7 Implants for Surgery -Metalk Materials - Part 1: WmgM Stainless M r a w n  and replacedwith newer 149 
Steel version 

62 ISO 5832-9-7 Implants for Surgery - Metalk Materbls - Part 9: Wrought Hlgh N l b g e n  Withdrawn and replaced with newer 150 
Stainless Steel version 

64 IS0 5832-122007 Implants for surgery -- Melalnc materials -- Part 12: Wrought cobalt-chro- Withdrawnand replaced with newer 151 
rnlummdybdenum alloy version 

F. OBGYNXjastxenterology 

5 IEC 60601-2-18 (1996) Medlcd ElecMcd Equipment - Part 2: Partlwlar Requlrernents for Withdrawn duplcate 42 
the Safetv of E n d o d c  Eaulornent I 

hdrurnents - C-F~35 1 IS109392007 ~ p ~ h a l r n k  slit-lamp ~ l a ~ s c o p e s  1 I 
37 ( ISO 109422008 OpMhalrnk Instruments - Mrect ophthalm-s 1 C-F~ I 
38 IISO 109432008 OpMhdrnk lnstrurneds - Indlred ophthalmoscopes I 
39 IISO 128652008 OpMhalrnk Instruments - Re(lnoscopes ( cartact person I 
51 IS0 15004-22307 O p M c  I n s h r n e n a & M  Requlments and Test Methcds I 

Part 2: UgM Hazard Proledon 

7 EC IIS0 10918-1:lW lnfonnatbnTedmoIog-M CMpreulonand Codlng of Cow W)thdram dupllcaie 150 
Unuous-toneMI Images - Parl 1: Requlremants and GlrldaDnes 

76 NU 2-2007 Perfwmanw Measurements dPositmn Emlssb Tornographs Withdrawnand replacedwith newer 167 
verskm 

84 IEC 60825-1 Ed. 2.0 (2007) Safety d Laser Prcduds - Part 1: Equlprnent Classllicatkm and Withdrawn and replacedwith newer 168 
Reaulrernenk versbn 

IEC 60601-2-22 Ed. 3.0 (2007) MedlcaI Oedrlcal Equlpment - Part 2-22: P a h h r  R8- Withdrawn and replaced with newer 1 69 
quirernents for Bask Safety and EssenUal Perfamanar dSugW, Cosrnetk. Therapeutic I version Iand Diaanostlc Laser Eaul~rnenl 

90 IIEC 60601-2-1 (199806) Medical Elecbkd Equlpmerri - Part 2-1: Partfwlar Requirements IWithdrawn duplicate 
for the Safelv ol Elecbar k w k a t o r s  In the R a m  1 MeV to 50 MeV 

ANSl IIESNA RP-27.2-2000 Recommended Pradca for Photobld~glcd Safety for Lamps Contact person 

and Lamp Systems - Measurement Technlqws 
 I 

103 ANSI I IESNA RP-Z7.3-l996 Recammended Practiw for Phdoblologlcal Safety for Lamps - Contact perron 
Rlsk Group ClassiRcatbn and Labeling 

112 IS0 11670ZW3 Lasers and Laser-relatedEquipment - Test Methods for Laser Beam P b  Withdrawn duplicate 156 
rarneters - Beam Posllhmal Stat4llty 

114 IS0 13694:2000 OpUcs and Optical Instruments - Lasers and Laser-related Equlprnent - W~thdrawnduplicate 157 
Test Methods for Laser Beam Power (energy) Density Distrbutbn 
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Old Hem No. 

119 

153 

4 

5 

8 

25 


63 


64 

86 

120 

136 

144 

145 

146 

147 

167 

168 

169 

170 

193 

194 

196 

197 

198 

199 

Standard 

NEMA PS 3.1 - 3.18 (2007) Digital Imaging and Cornmudcations in Mediilne (DK;OM) Set 

ANSI IIESNA RP-27.1-2005 Recommended Pndce for Photobidogical Safely for Lamps 
and Lamp System - General Requirements 

ANSVUL 1998 Software in PqrammaMe Compcnenis 

IEC 60641-3-1:199608 Medical elecbical equipment - Part 3-1: Essential performancere-
quiremant for transcutaneous oxygen and carbon dloxlde partial pressure monitoring 
eqdpment 

IEC 62304 Ed. 1 .O Medical alsoftware - Software life cyde processes 

ANSVAAMVlSO 11 135-12007 Sterllbatlon of Hedth Care Prcducts - Ethylene oxlde - Part 
1: Requirements fa the Development. Validation and Routine Contrd of a Stdlhation 
PraejsfaMedkalDevices 

ASTM F1886: 1998 (2004)Standard Tesf Method fa Determining integrity of Seals fa Me& 
Id Padcaging by Vlsual InspectIan 

ASTM F1929:1998 (2004) Standard Test Method fa Detedng Seal Leaks in Porous Med- 
.dp=bling by Dye f'-

ASTM F19807  Standard Gulde for Accelerated Aging of Sterile Banler Systems for Med- 
lcdDedoes 

ASTM D30782002 Standard Test Method for Determination of Leaks In FlexiMe Padraging 
by Bubble ErnisJon 

AAMVANSI Sr67- Stefiilratlon of Health Care Prcducts - Requirements fa Products 

Labeled 'Sterile' 1st edMon 


ASTM F22tU-O2(2007) Standard Test Method fa Unear Measurement Udng hedsbn 

Steel Rule 


ASTM F2217-02(2007) Standard Ractlce fa Coatir@Adheshre Weight Determination 

ASTM F2227-02(2007) Standard Test Method fa NorrDesttucthe Detection of Leakr In 

Non-sealed and Emply Medld  Packaging Trays by COZ Traxr Gas Method 


ASTM FZL28-02(2007) Standard Test Method fa Non-Deshdve Detection of baks in 

Medkal Padtaglng HmW Incorporates Porau Barrier Malerlal by CQ Tracer Gas M& 

od 


ASTM -47 Standard Gulde fa Design and Evaluatlm of Prlmary FlexlMe Packaghg 

faMedcalRoduds 


ASTM F2338-05 Standard Test Method fa NmdesirucUve Detection of LeduIn Padrages 
byVgxlumDecayMethod 

ASTM F2391-05 Standard Test Method fa Measuring Package and Sed lnlegrtty Using 
Henm as Tracer Gas 

ASTM F2475-05 Standard Guide for BlocompatlMlity Evduallon of Medlcd Device Pa&-
aglng Materials 

AAMVANSWO 11 607-1 2008 Packaging for Terminally Sterilized Medkal D&xs - Part 1 : 
Requkements for Materials, Sterile Barrler Systems and Padraging System. 3ad. 

AAMVANSVlSO 11607-2-2006 Packaging for Terminally Sterilized MedId Devker - Part 2: 
Vaadatbn Requirements for Forming. Seallng and Assembly Processes, led. 

ASTM F114047 Standard Test Methods for Internal Prassurhatlon Failure Redstance of 
Unrestrained Packages 

ASTM F1608XO(2004) Standard Test Method f a  Mluoblal Ranklng of Poms Padtaglng 
Matedais (Exposure Chamber Method) 

ASTM F2054-07 Standard Tesl Method f a  Burst Tesllng dFlexlMe Padmge Seals Using 
Internal Air Pressurizatbn W~thh Restraining Plates 

ASTM 0416405 Standard Ractlce fa Perfonnanw Testing dShlpplng Containers and 
System 

change 

WrtMrawn and replaced with newer 
versan 

Contact person 

Relevant guidance 

Relevant guldana, 

Relevant guidance 

Withdrawnand replacedwith newer 
verskn 

Relevant guidanw 

Relevant guidanw 

W I t M m  and replacedwith newer 
verrkn 

Relevant guidanw 

Relevant guidance 

W I t M m  and replacedwith newer 
verskn 

Wlthdrarm and replacedwlth newer 
YBTrkn 

Withdrawnand replacedwith n-
venkn 

Withdrawn and replacedwith newer 
verskn 

WHhdr8wn and replacedwlth nemn 
venbn 

Rebard guidanod 

Relevant guidanw 

Relwant guldanw 

Relevant guidanw 

Relevant guidance 

WItMrawn and replacedwith newer 
~ ~ ~ r k n  

Relevant guldanw 

Wllhdrawn and repacedwlth newer 
verrlon 

Relevant guidanca 

Repacement 

Hem No. 


228 

229 

230 

231 

232 


233 


234 


235 

236 



Old Hem No. Standard 	 change Replacement 
Hem No. 

200 ASTM F8807 Standard Test Method for Seal Strength of Flexlbk Banier Materials W~thdrawn and replaced with newer 237 
version 

ASTM F2103-01(2007)el Standard Guide for Charaqterization and Testing of Chitosan Wtthdrawn and replacedwith nwer 
Sab as Starting Materials Intended for Use in Biomedical and Tissue-Engineered Medlcal I version 

~ppnmtions 

III. Listing of New Entries 

In table 3 of this document, FDA provides the listing of new entries and 

consensus standards added as modifications to the list of recognized standards 

under Recognition List Number: 019. 
TABLE3. 

Item No. Tnle of Standard Reference No. 6 Date 

A. Anesthesia 

76 	 Anaesthetic and Resplratay Equlpment-User-applied Labels fa Syrlnges Contalnlng hugs Used [luring IS0 26825:2007 
AnaesthesibCokurs. Design and Perfmnanca 

B. DentaV ENT 

145 Denllstry-Mernbrarm Materials for Gulded Tlssue Regeneration InOral and Maxillofaclal Surgeq-Cmtents of a IS0 228032004 
Technlcd Flle 

146 Dentlstry--Metalllc Materials for I3xed and Removable Resbrahs and Appliances Is022674: 2006 

C. General HospitaV General Phstlc Surgery 

202 	 Lasers and Larer-related Equipment - Test Method and (3adtkAcm fa the Laser-reslstana, of Surglcd Drapes and/ IS0 11810-22007 
or Patlent-protecthre Covers - Part 2: Sacondary lgnitbn 

D. Ophthalrnlc 

Ophthalrnlc o p t l m t a d  Lenses -- Part 1 :Vocabulary. Cbsslfkaibn System and Recommenddonsfa Labeling 

54 ( Ophthalmic Gptlcs- ContadLenses- Part 4: Physicochern)cal Prcpfllas of Contad Lens Materials 

55 ( Ophthalrnlc lmplantr- b-rt-lar Lenses - Part 0: Shd-Rfe and Transport Stability 1 IS01197942007 

E. Radiology 

171 Ioptics and Photonb -Mcrdens Arrays - Part 2 Test Methods fa WavefrwR Abenatkns I lS014880-2ZUM 

172 Optics and Photonks -- Mcrdens Arrays -- Part 3: Test Methods faOptkA Propectles Other than Wavefmnt Abma- IS014800-3:2008 - tbns 

173 Optks and Photonks -Mlcrdens Arrays - Part 4: Test Methods for GeomeMcal Propartles Is01488042Cm 

174 Optks and Photonks-Lasers and Laser-related Equipment -Test Methods for Specuhr Mectanm and Regular IS0 1 3 6 9 7 m  
Transmbnca of Optlcd Laser Components 

175 Optks and Photonks - Lasers and Laser-related Equipment - Measurement of Phase Retardatbn of Optical Canpo- IS0 2401 3 : m  
nents fa Pdartzed Laser Radlatkm 

176 Evaluatbn and RwtineTesting In Medical lmaglng Departments - Part 3-2: Acceptance Tests - Imaging Pehrmance IEC 61-2 Ed. 2.0 
of MamrnographlcX-ray Equlprnent (20l'7) 

F. Sterility 

238 	 Sterlllzatlon of Health Care Produds - Chernlcd Indkatws - Part 5: Cbss 2 lndlcators f a  B m k  and W-type Alr Re- ANSVAAMVlSOl1140-
rnwal Tests 52007 

~ 3 9  Aseptlc Processing of H e m  Care Products-Pad 3: LyophWtzatbn IS0 1 3 4 0 8 - 3 m  

240 Aseptic Processing of Health Care Products-Pad 5: Sterilhatiorrlrrplaa, IS0 134M:2006 

241 Aseptic Processing of Health Care Produdtipad 6: Isdata Systems IS0 1 3 4 w 2 a E  



Item No. ntle of Standard Reference No.6 Date 

242 Cleanrooms and Assodated Conlmled Environmen+Part 3: Test Methods IS0 14644-3:2005 

243 Cleanmoms and Assodaled Conlmlled Environments--Part 6: Vocahlary IS014644-6:2007 

244 Cleanmoms and Assodaled Conlmlled Environments- Part 8: Classiffcation of Alrbwne Molecular Gwrtamlnakn IS0 14644-8:2006 

IV.List of Recognized Standards 

FDA maintains the agency's current list of FDA recognized consensus 

standards in a searchable database that may be accessed directly at FDA's 

Internet site at h ttp://www.accessdata. fda.gov/scripts/cdrh/cfdocs/ 

cfStandards/search.cfm.FDA will incorporate the modifications and minor 

revisions described in this notice into the database and, upon publication in 

the Federal Register, this recognition of consensus standards will be effective. 

FDA will announce additional modifications and minor revisions to the list 

of recognized consensus standards, as needed, in the Federal Register once 

a year, or more often, if necessary. 

V. Recommendation of Standards for Recognition by FDA 

Any person may recommend consensus standards as candidates for 

recognition under the new provision of section 514 of the act by submitting 

such recommendations, with reasons for the recommendation, to the contact 

person (See FOR FURTHER INFORMATION CONTACT). To be properly considered 

such recommendations should contain, at a minimum, the following 

information: (1)Title of the standard; (2) any reference number and date; (3) 

name and address of the national or international standards development 

organization; (4) a proposed list of devices for which a declaration of 

conformity to this standard should routinely apply; and (5) a brief 

identification of the testing or performance or other characteristics of the 

device(s) that would be addressed by a declaration of conformity. 



VI. Electronic Access 

You may obtain a copy of "Guidance on the Recognition and Use of 

Consensus Standards" by using the Internet. CDRH maintains a site on the 

Internet for easy access to information including text, graphics, and files that 

you may download to a personal computer with access to the Internet. Updated 

on a regular basis, the CDRH home page includes the guidance as well as the 

current list of recognized standards and other standards related documents. 

After publication in the Federal Register, this notice announcing 

"Modification to the List of Recognized Standards, Recognition List Number: 

019"will be available on the CDRH home page. You may access the CDRH 

home page at http://www.fda.gov/cdrh. 

You may access "Guidance on the Recognition and Use of Consensus 

Standards," and the searchable database for "FDA Recognized Consensus 

Standards" through the hyperlink at http://www.fda.gov/cdrh/stdsprog.html. 


This Federal Register document on modifications in FDA's recognition of 

consensus standards is available at http://www.accessdata.fda.gov/scripts/ 

cdrh/cfdocs/cfropic/cdrhnew.cfm. 

VII. Submission of Comments and Effective Date 

Interested persons may submit to the contact person (see FOR FUFtlHER 

INFORMATION CONTACT) written or electronic comments regarding this 

document. Two copies of any mailed comments are to be submitted, except 

that individuals may submit one paper copy. Comments are to be identified 

with the docket number found in brackets in the heading of this document. 

FDA will consider any comments received in determining whether to amend 

the current listing of modifications to the list of recognized standards, 

http://www.fda.gov/cdrh
http://www.accessdata.fda.gov/scripts/
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Recognition List Number: 019. These modifications to the list or recognized 

standards are effective upon publication of this notice in the Federal Register. 

Dated: / 1 3 /  &0 7 
December 13, 2007. 

~ e f frey Shuren, 
Assistant ~ommis.sioner for Policy.  

[FR Doc.07-?????Filed ??-??-07;8:45 am] 

BILLING CODE 416W1-S 

CEmnEDTO BEA TRUE 
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