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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: 020" (Recognition List 

Number: 0201, will assist manufacturers who elect to declare conformity with 

consensus standards to meet certain requirements for medical devices. 

DATES: Effective [insert date of pu blication in the Federal Register]. Submit 

written or electronic comments concerning this document at any time- 

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

List of Recognized Standards, Recognition List Number: 020" to the Division 

of Small Manufacturers, International and Consumer Assistance, Center for 

Devices and Radiological Health (CDRH) (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 240-276-3151. Submit written comments concerning this 

document, or recommendations for additional standards for recognition, to the 
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contact person (see FOR FURTHER INFORMATION CONTACT).Submit electronic 

comments to standards@cdrh.fda.gov. This document may also be accessed on 

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

cfTopic/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: 020 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, 7520 Standish 

PI., Rockville, MD 20855, 240-276-8714. 

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 document 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/


Oclober 16. 1998 October 4. 2004 
(63 FR 5561 7) (69 FR 59240) 

July 12. 1999 May 27,2005 
(64 FR 37546) (70 F R 30756) I 
November 15,2000 ( November 8, 2005 
(65 FR 69022) (70 FR 67713) 

May 7.2001 March 31. 2006 
(66 FR 23032) (71 FR 16313) I 
January 14.2002 	 June 23. 2006 

(71 FR 36121) 

Oclober 2.2002 November 3. 2006 
(67 FR 61893) (71 FR 64718) I 
April 28. 2003 May 21,2007 
(68 FR 22391) (72 FR 28500) I 
March 8, 2004 September 12. 2007 
(69 FR 10712) (72 FR 52142) I 
June 18, 2004 . December 19.2007 
(69 FR 341 76) (72 FR 71924) 

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: 020 

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. In addition to these 

changes, FDA has also established a new internal numbering system that 

assigns unique identification recognition numbers. FDA believes this new 

numbering system will facilitate the use of FDA Form 3654, "Standards Data 

Report for 510(k)s," which was implemented in November 2007. 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: 020" 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, 

and (3) the changes to the supplementary information sheets of recognized 

standards that describe revisions to the applicability of the standards. 

In section 111 of this document, FDA lists modifications the agency is 

making that involve the initial addition of standards not previously recognized 

by FDA. 
TABLE2.-MODIFICATIONS TO THE LISTOF RECOGNIZEDSTANDARDS 

Replacement 

Old Recognition No. Recognilion No. Standard Change 


I I I 

A. Anesthesia 

1-1 1 IEC 60601-%1:1996-08 MedicalElectrical Equipment Parl 3-1: Es- Withdrawn 
sential Pertormance Requirements for Transcutaneous Oxygen and 
C a b n  Dioxide Parlial Pressure Monitoring Equipment 

I ISO 5367:2000 Breathing Tubes Intended for Use Wiih Anaesthetic guidance and Extent of recogni- 
Apparatus and Venblators 

ASTM F1101-90(1997) Standard Specification for Ventilators In- Withdrawn 
tended for Use During Anesthesia 

I ISO 5356-1:2004 Anaesthetic and Respiratory Equipmenffinical 

I I 
Connectors: Parl 1: Cones and Sorkets 

IS0 991 9:2005: M e d i i  Eleclricd Equipmen+Parlicular Require- Relevant guidance 
menis for the Basic Safety and Essential Pertormance of Pulse Ox-
imeter Equipment f u  Medical Use 

CGA V-52005 Diametec-Index Safety System (Noninterchangeable Relevant guidance I 
1-72 IS0 10651-5:2006 Lung Ventilators for Medical Us+Particular Re- Relevant guidance. Code of Federal Reg- 

quirements for Basic Safety and Essential Pertormance--Part 5: ulations (CFR) Citation and Produd 
Gas-powered Emergency Resuscitators Codes 

1-73 IS0 106514:2002 Lung Ventilators-Part 4: Particular Requirements Relevant guidance 
for Operator Powered Resuscitators 

2-2 1 I2-1 18 IANSVAAMVISO 10993-1 1 :2006 Biological Evaluation of Medical De- 
vices-Par! ll:Tests for System Toxicity 

Withdrawn and replaced with newer 
version 

2-56 I2-1 19 IASTM F813-07 Standard Practice for Direct Contacl Cell Culture 
Evaluation of Materials for Medml Devices 

Withdrawn and replaced with newer 
version 

2-120 IANSVAAMVISO 10993-6: 2007 Biological Evaluation of Medical De- 
vices-Par! 6: Tests for Local Elfects After Implantation 

Withdrawn and replaced with newer 
version 

- - - - -

2-121 ASTM F2148-07el Standard Practice for Evaluation of Delayed Con- Withdrawn and replaced with newer 
taa Hypersensitivity Using the Murine Local Lymph Node Assay version 
(LLNA) 

2-1 22 ASTM F719-81 (2007) e l  Standard Practice for Testing Biomaterials Withdrawn and replaced with newer 
in Rabbits for Primary Skin Irritation version 



- -- 

- - 

TABLE2.-MODIFICATIONS TO THE LIST OF RECOGNIZED STANDARDS--Continued 

Replacement 

Old Recognition No. Recognition No. Standard 


ASTM F720-81 (2007) e l  Standard Practice for Testing Guinea Pigs 
for Contact Allergens: Guinea Pig Maximization Test 

ASTM F750-87 (2007) e l  Standard Practice for Evaluating Material 
Extracts by Systemic lnjection in the Mouse 

2-89 2-1 25 ASTM F749-98 (2007) e l  Standard Practice for Evaluating Material 
Extracts by lntracutaneous Injection in the Rabbit 

2-92 2-1 26 ASTM F748-06 Standard Practice lor Selecting Generic Biological 

Test Methods for Materials and Devices 


2-95 ASTM F1984-99(2003) Standard Practice lor Testing lor Whole 

Complement Activation in Serum by Solid Materials 


2-1 09 2-1 28 USP 31-NF26 Biological Test <87> 2008 Biological Reactivity Test, 
In Vitrc-Direct Contact Test 

USP 31-NF26 Biological Test <88> 2008 Biological Reactivity Test. 
In Vitro-Elution Test 

USP 31-NF26 Biological Test <88> 2008 Biological Reactivity Test, 
In Vilro. Procedure-Preparation of Sample 

USP 31-NF26 Biological Test <88> 2008 Biological Reactivity Test. 
In Vitro. Classification of Plastics-lntracutaneous Test 

USP 31-NF26Biological Test <88> 2008 Biological Reactivity Test. In 
Vivo-Classilication of Plastics-Systemic Injection Test 

3-2 1 I ANSIIAAMI EC53:199Y(R)2001-ECG Cables and Leadwires 

3-3 ANSIIAAMI NS28:1988/(R)200€-lntracranial Pressure Monitoring 

Devices 


3-1 6 3-60 IEC 60601-2-10: Amendment 1: 2001-09, Medical Electrical Equip- 
ment-Part 2-10: Particular Requirements lor the Safety of Nerve 
and Muscle Stimulators 

IEC 60601-2-27: 2005-08, Sewnd Edition, Medical Electrical Equip- 
ment-Part 2-27: Particular Requirements for the Safety, Including 
Essential Performance, of Electrocardiographic Monitoring Equip 
ment 

IEC 60601-2-31: 2008-03, Edition 2.0. Medical Electrical Equip- 
men!-Part 2-31: Particular Requirements for the Basic Safety and 
Essential Performance of External Cardiac Pacemakers with Inter- 
nal Power Source 

IS0 1131 8:2002. Second Edition. Cardiac D e f i b r i l l a l ~ o n n e c t o r  
Assembly DF-1 for Implantable Defibrillators-Dimensions and 
Test Requirements 

3-40 ANSllAAMl SP9:1994, Non-automated Sphygmomanometers 

3-4 1 ANSIIAAMI ECll:1991/(R)2007-Diagnostic ElectrocardiographicDe-
vices 

3-42 ANSllAAMl EC13:2002/(R)2007-Cardiac Monitors, Heart Rate Me- 
ters, and Alarms 

ANSIIAAMI EC38:2007-Medical Electrical Equipment-Part 2-47: 
Particular Requirements for the Safety, Including Essential Per- 
formance, of Ambulatory Electrocardiographic Systems 

3-44 I I ANSIIAAMI BP22:1994/(R)2006. Blood Pressure Transducers 

ANSIIAAMI EC57:1998/(R)2003, Testing and Reporting Performance 
Resuns of Cardiac Rhythm and ST Segment Measurement Algo- 
rithms 

3-47 3-66 ASTM F208146, Standard Guide for Characterization and Presen- 
tation of the Dimensional Attributes of Vascular Stents 

3-52 ANSIIAAMI EC12:2000/(R)2005, Disposable ECG Electrodes 

Change 

Withdrawn and replaced with newer 

version 


Withdrawn and replaced with newel 

version 


Withdrawn and replaced with newer 

version 


W~thdrawn and replaced with newer 

version 


Relevant guidance 

Wilhdrawn and replaced with newer 

version 


Withdrawn and replaced with newer 

version 


Withdrawn and replaced with newer 

version 


IWithdrawn and replaced with newer 
version 

IWithdrawn and replaced with newer 
version 

Reaffirmation 

Reaffirmation 

Wflhdrawn and replaced with newer 

version 


W~thdrawn and replaced with newel 

version 


Withdrawn and replaced with newer 

version 


W~thdrawn and replaced with newer 

version 


Withdrawn 

Reaffirmation 

Reaffirmation 

Withdrawn and replaced with newer 

version 


Reaffirmation 

Reaffirmation 

Withdrawn and replaced with newer 
version 

Reaffirmation 



TABLE2.-MODIFICATIONS TO THE LIST OF RECOGNIZEDSTANDARDS--Continued 

Replacement 
Old Recognition No. I Recognifin No. I Standard I Change 

3-57 3-67 ASTM F2129-46. Standard Test Method for Conducting Cyclic Withdrawn and replaced w~th  newer 
Potenliodynamic Polarization Measurements to Determ~ne the Cor- version 
rosion Susceptib~lily of Small Implant Devices 

D. DentaVEar. Nose, and Throat 

4 4 3  I ( ANSVADA Speufication No. SDental Casting Alloys:1997 I Type of standard, and Relevant guidance 

4-50 1 IANSUADA Specification No. 18-Alginate Impression Materials:t992 I ntle and Relevant guidance 
-

4-52 4-147 ANSVADA Specification No. 27-Resin-Based F~lling Materials: 2005 Withdrawn and replaced with newer year 

4-62 ISO 1563:1990 Dental Alginate Impression Matelial Relevant guidance and Extent ol recogni- 
tion 


4-63 I I IS0 1564:1995 Dental Aqueous Impression Materials Based on Agar I Relevant guidance 


4-65 4-151 IS0 3336:1993. Dentistry-Synthetic Polymer Teeth Withdrawn and replaced with newer 

version 

4-66 IS0 4049:1988, Dentistry-Resin-Based Filling Materials W~thdrawr+newer version previously 
recognized 

IISO 6871-1:1994. Dental Base Metal Casting Alloys Part 1: Coball- W~thdraw-newer version previousFy 
based Alloys-TECHNICAL CORRIGENDUM 1 :I998 recognized 

4 6 8  IS0 6871-2:1994. Dental Base Metal Casting Alloys Parl2: Nickel- Withdrawr+newer version previously 
Based Alloys recognized 

4-69 IS0 6872:1995/Amendmenl 1:1997 Dental Ceramic Date of standard and Extent of recogni- 
tion 

IS0  7405:1997 Dentistry-Precfinical Evaluation of Bibcompatibility of Extent of recognition and Contact person 
Medical Devices Used in Dentistry-Test Methods for Dental Mate- 
rials 

IIS0  7785-1:1997 Dental Handpiis--Part 1: High-Speed Air Tur- IRelevant guidance and Extent ol reagni- 
bine Handpieces tion 

IS0  7785-2:1995 Dental Handpike-Part 2: Straight and Geared Relevant guidance and Extent o l  recogni- 

I I 
I Angle Handpieces I tion 

IS0  9168:1991 Dental ~ a n d p i e c e c ~ o s e  Relevant guidance and Extent of.reoogni- Connectors 
tion 

4-83 IS0 11498:1997 Dental Handpieces--Dental Low-Voltage Electrical Relevant guidance and Extent of recogni- 
Motors tion 

4-81 IS0  13294:1997 Dental Handpiece-ental Air-Motors Relevant guidance and Extent of reoogni- 
lion 

I I 

I I 

4-88 4-148 ANSUADA Specificaticil No. 78-Endodontic Obturating Cones: 2005 Wmrawn and repfaced with newer 

version 


IANSUADA Spedication No. 53-Polymer-Based Crowns and Bridge Reaffirmation and Relevant guidance 
Resins: 1999 (Reaffirmed 2005) 

IANSUASA S3.39:1987 (RM07). Speclcations lor Instruments to Reaffirmation and Type ol standard 
Measure Aural Acoustic Impedance and Adminance (Aural Acous- 

I tic lmmittance) 
- - - - - - - - - - - ~ 

4-91 ANSUADA Specirmtion No. BO-Dental Material%Determination of Relevant guidance 
Cdor Stability: 2001 

4-92 ANSUADA Specirkation No. 88Dental Brazing Alloys: 2000 (Re- Reaffirmation and Relevant guidance 
affirmed 2006) 

IEEE ANSI C63.19:2007 Methods of Measurement ol Compatibility Withdrawn and replaced with newer 
Between Wireless Communications Devices and Hearing Aids version 

4-94 ANSVADA Specification No. 14--Dental Base Metal Casting Alloys: Reaffirmation. Date of standard, Type of 
1982 (Reaffirmed 1998) standard. Offices, Relevant guidance 

4-95 ANSVADA Specification No.17:1999. Dental Base Temporary Relin- W~thdraw-newer version previously 
ing Resin recognized 

4-96 ANSVADA Specificalion No. 30-Dental Zinc Oxide--Eugenol and Reaffirmation and Relevant guidance 
Zinc Oxirk-Non-Eugenol Cements: 2000 (Reaffirmed 2005) 

I I 



- - - 

- - 

TABLE2.-MODIFICATIONS TO THE LIST OF RECOGNIZEDs ~ ~ ~ ~ ~ R D ~ - - C o n t i n u e d  

Replacement 
Old Recognition No. Recognition No. Standard Change 

ANSIIADA Specification No. 57-Endodontic Sealing Material: 2000 I Reatlirmation. Offices and Type of stand- 
(Reaffirmed 2006) ard 

4-98 ANSIIADA Specification No. 96:2000. Dental-Water-Based Cements Withdrawn-newer version previously 

recognized 


4-99 IS0 4049: 2000 Dentistry-Polymer-based Filling. Restorative and Relevant guidance, Type of standard and 

Luting Materials Extent of recognition 


4-1 00 1 4-133 I IS0 6876:2001. Dental Root Canal Sealing Materials 1 Withdrawn (duplicate) 

4-101 IS0 8891:1998. Dental Casting Alloys With Noble Metal Content of At Withdrawn-newer version previously 

Least 25% bul Less Than 75% recognized 


4-1 02 4-152 IS0 9693:1999, Metal-Ceramic Dental Restorative Systems Withdrawn and replaced with newer 

version 


IANSIIADA Specification No. 39-Pit and Fissure Sealants: 2006 Withdrawn and replaced with newer 
version 

ANSUADA Specilication No. 75-Resilient Lining Materials for Re- Type of standard and Relevant guidance 
movable Denlures--Part 1: Short-Term Materials: 1997 (Reaffirmed 
2003) 

IS0 9917-2:1998 Dental Water-Based Cements-Part 2: Light-Acti- Devices affected. Type of standard. Rel- 
vated Cements evant guidance and Extent of recogni- 

tion 

IS0 1371 6:1999 Dentistry-Reversible-Irreversible Hydrocolloid Im- Type of standard. Relevant guidance, Ex- 
pression Material Systems tent of recognition and Code of Federal 

Regulations (CFR) citation 

4-110 I I ANSIIADA Specification No. 11-Agar Impression Materials: 1997 1 Type of standard and Relevant guidance 

ANSUADA Specification No. I M e n t u r e  Cold-Curing Repair Resins: I Reaffirmation. Date of standard. Type of 
1981 (Reaffirmed 2006) standard and Relevant guidance 

4-1 12 ANSIIADA Specification No. 1&Dental Impression Paste--Zinc Reaffirmation, Date of standard, Type of 
Oxide-Eugenol Type: 1961 (Reaffirmed 1999) standard and Relevant guidance 

4-1 13 ANSVADA Specification No. 2 W e n t a l  Duplicating Material: 1972 Reaffirmation. Date of standard. Type of 
(Reaffirmed 1995) standard and Relevant guidance 

I IS0  9917-1 :2007 Dentistrywater-Based Cements-Part 1: Powder1 and replaced with a newer 
Liquid Acid-Base Cements 

4-117 I ( ANSUADA Specification No. 12-Denture Base Polymers: 2002 1 Type of standard 

ANSUADA Specification No. 82--Dental ReversiMeIlrreversible Hy- Reaffirmation, Date of standard. Type of 
drocolbii Impression Material Systems: 1998 (Reaffirmed 2003) standard and Relevant guidance I I 


4-1 20 fSO 10139-211999 Dentistry--Son Lining Materials for Remmble Type of standard. Relevant guidance and 
Dentures--Part 2: Materials for LongTerm Use Extent of recognition 

4-121 IS0 7494-22003 Dentistry-Dental Units-Part 2: Water and Air Type of standard and Extent of recogni- 
SuFQly tion 

IS0  1562:2004, Dentistry--Casting Gold Alloys Withdrawn-newer version previously 
recognized 

IS0  10477:2004 Dentistry-Polymer-Based Crown and Bridge Mate- I Extent of recognition and Relevant guid- 
rials ance 

-

4-127 ANSUADA Specification No. 5&Root Canal Files. Type H Type of standard and Extent of recogni- 
(Hedstrorn): 2004 tion 

4-128 IS0 4823:2000,, Dentistry-Elastomeric Impression Materials and Withdrawn 
Technical Corrigendum 1:2004 

IANSUADA Specification No. 19-Oental Elastometic lmpression Ma- Withdrawn and replaced with newer 
terial: 2004 version 

ANSIIADA Specification No. 17-Denture Base Temporary Relining Reaffirmation. Processes impacted, Ex- 
Resins: 1983 (Reaffirmed 2006) tent of recognition. CFR citations and 

Relevant guidance 

IS0 31 07: 2004 Dentistry-Zinc OxideIEugenol and Zinc OxideINon- I Processes impacted and Relevant guid- 
eugenol Cements Technical Corrigendum 1 :200€-Third Edition ance 
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TABLE2.-MODIFICATIONS TO THE LIST OF RECOGNIZED S T A N D ~ ~ ~ S - c o n t i n u e d  

Old Recognilion No. 

4-132 

4-1 33 

4-134 

4-1 35 

4-1 36 

4-1 37 

4-1 39 
-

4-140 

4-1 41 

4-1 42 

4-1 43 

4-1 45 

4-1 46 

E. General 


5-7 


5-8 

5-1 6 

5-19 

5-25 

5-28 

5-30 

5-33 

Replacement 

Recognition No. 


12-1 85 

5-41 

5-42 

5-43 

5-44 

Standard 

ISO' 6874:M05 Dentistry-Polymer-Based Pit and Fissure Sealants 

IS0 6876:2001 Dental Root Canal Sealing Materials 

IS0 7494-1:2004 Dentistry-Dental Units--Part 1: General Require 
ments and Test Methods 

IS0 10139-1 :2W5 Dentistry-Soft Lining Materials lor Removable 
Dentures-Part 1: Materials for Short-lenn Use 

ASTM F2504-05 Standard Practice for Describing System Output of 
Implantable M i l e  Ear Hearing Devices 

IS0 6877~2006 Dentistry-Root-Canal Obturating Points 

ANSVADA Specification No. 48--Visible Light Curing Units: 2004 

IS0 6871-2:1994/Arnd 1 :2005, Dental Base Metal Casting Alloys- 

Part 2: Nickel-Based Alloys 


IS0 6871-1:1994. Dental Base Melal Casting Alloys--Part 1: Cobalt- 
Based Alloys 

IS0 6871-1:1994/Amd 12005, Dental Base Metal Casting Alloys- 
Part 1: Coban-BasedAlloys 

ANSVADA Specifcation No.96, Dental-Water-Based Cemenk 

IS0 22803:2004 Dentistry--Membrane Materials lor Guided Tissue 

Regeneration in Oral and Maxillofaciaf Surgery--Contents da 

Technical File 


IS0 226742006 Denlislry-Metallic Materials for Fixed and Rernov- 
aMe Restorations and Appliances 

IEC 60601-1-3(1994-07) Medical Elecbical Equipment-Part 1: 
General Requiremots for Safely; Gened Requirements for Radi- 
ation Protection in Diagnostic X-Ray Equipment 

IEC 60601-1-4-2000 Medcal Eledrical Equipment-Part 1-4: Gew 
era1 Requirements for Safely--Collateral Standard: Programmable 

. Electrical Medical Systems. Edition 1.1 

ASTM D903-98(2004) Standard Test Methods for Peel or SLripping 
Strength of Adhesive Bonds 

ASTM €87611995 Standard Practice for Use dStatistics inIhe Eval; 
uation of Spectrombic Data 

ANSVESD S20.2&2007 Standard for the Development of an Eleclrw 
static Discharge Coplrd Program for Protection of Electrical and 
Electronic Parls. Assemblies and Equipment (Excluding Electrically 
Initiated Explosive Devices) 

IEC 60601-1-2, (Second Edition. 2001) Medical Electrical Equip- 
ment-Part 1-2: General Requirements for Safety--Collateral 
Standard: Electromagnetic Compatibility-Requirements and Tests 

AAMVANSlllEC 60601-1-2 Mediil Electrical Equipment-Part 1-2: 
General Requirements for Safely--Collateral Standard: Electro- 
magnetic Compatibilily-Requirements and Tests (AWVANSVIEC 
60601-1-2:2W1 is the U.S. version of IEC 60601-1-2:2W1 with 
identical requirements fw electromagnetic compatibiity (EMC) of 
medical electrical equipment.) 

IEC 60601-1-8:2006 Medi i l  Electrical Equipment-Part 1-8: Gen- 
era1 Requirements for Basic Safely and Essential Performance-- 
Collateral Standard: General Requirements. Tests and Guidance 
for Alarm Systems in Medical Electrical Equipment and Meckal 
Electrical Systems. Second Edition 

Change 

Extent of recognilion and Relevant guid- 
ance 

Processes impacted and Extent of rec- 
ognition 

Extent of recognition 

Relevant guidance and Exlent of recogni- 
tion 

Relevant guidance 

Exlent of recognition 

Relevant guidance 

Withdrawr+newer version previously 

recognized 


W t t h d r a w ~ e w wversion previously 

recognized 


Wi thdramewer  version previwsly 

recognized 


Reafirrnation. Type of standard and Rel- 
evant guidance 

Relevant guidance and Devices affected 

Dev i is  affected and Processes impacted 

Transferred 

W i r a w n  and replaced with newer 
version 

W~thdrawnand replaced with newer 
version 

Wllhdrawn 

Withdrawn and replaced with newer 
version 

Extent of recognition 

Type of standard and Extent of recogni- 
tion 

Withdrawn and replaced with newer 
version 



- - - 

TABLE .?.-MODIFICATIONS TO THE LIST OF RECOGNIZED S ~ ~ ~ ~ ~ ~ D S - c o n t i n u e d  

Replacement 

Old Recognition No. Recognition No. Standard Change 


IEC 60601-1-2 Medical Electriial Equipment-Part 1-2: General Re- Extent of recognition 
quirements for Safety-Collateral Standard: Eleclromagnetic Corn 
patibilily- Requirements and Tests (Ednion 2:2001 with Amend- 
ment 1:2004; Edition 2.1 (Edition 2:2001 mnsoliated with Arnend- 
ment 1 :2004)) 

AAMVANSVIEC 60601-1-2 Medical Electrical Equipment-Part 1-2: 1 Type of standard and Extent of recogni- 
General Requirements lor Safety-Collateral standard: Electro- tion 
magnetic Compatibility-Requirements and Tests (Edition 2 : m l  
with Amendrnent 12004) (AAMIIANSIIIEC 60601-1-2:2001 with 
Amendment 1:2004 is the U.S. version of IEC 60601-1-2:2001 
with Amendment 1 :2004, with identical requirements for electro- 
magnetic compatibility (EMC)of medical electrical equipment) 

ANSVAAMlllSO TIR 16142:2006: Technical Information Report: Med- CFR Citations, Product codes and Rel. 
ical Devices-Guidance on the Selection of Standards in Support evant guidance 
of Recognized Essential Principles of Safety and Performance of 
Medical Devices, Second Edition 

F. General HospitaVGeneral Plastic Surgery 

6-16 IS0 788&1:1993 Sterile Hypodermic Syringes for Single Use--Part W~thdrawn 
I:Syringes for Manual Use 

6-117 ASTM F2172-02: Standard Specification for Blbodnntravmus Fluidl Relevant guidance 

Irrigation Fluid Warmers 


6-118 ASTM F2196-02 Smndard Specifmtion for Circulating Liquid and Relevant guidance. Contact person 

Forced Air Patient Temperature Management Devices 


6-203 ASTM D6499-07 Standard Test Method for the Immunological Meas- IW~thdrawnand replaced with newer 
urement ol Antigenic Protein in Natural Rubber and Its Products version 

IS0 85372007 Sterile Single-Use Syringes. W~th or Without Needle. Wrthdrawn and replaced with newer I TorInZin  version 

ASTM F2132-01(2008) Standard Specif~ation for Puncture Resist- Wimdfawn and replaced with newer 
ance of Materials Used in Containers for Discarded Medical Nee- version 
dles and Other Sharps 

6-1 67 ASTM D631940a(2005) Standard Specifcalion for Nitrile Examina- Relevant guidance 

tion Gloves for M e d i i  Application 


6-1 88 6-205 USP 31 2308 Nonabsorbable Surgical Suture Wrthdrawn and replaced with newer 

venion 


I USP 31<11>2008 Sterile Sodium Chloride lor lnigation W~thdrawnand replaced with newer 
version 

6-1 90 ( 6-207 IUSP 3I:2008 Absorbable Surgical Sulure W M w n and replaced with newer 
version1 

E-191 6-208 USP 31<881>:2008 Tensile Strenglh W~mdrawn and replaced with newer 
version 

6-192 6-209 USP 31 <861>:2008 Sutures-Diameter Withdrawn and replaced with newer 
version 

6-193- 6-21 0 USP 31<871>:2008 Sutures Needle Attachment Withdrawn and replaced with newer 
version 

USP 31<11>: 2008 Sterile Water for lnigation WiUldiawn and replaced with newer 
versionI I 

I USP 31<11>: 2008 Heparin Lock Flush Solution IW~thdrawn and replaced with newer 
version 

6-196 16-213 USP 31< I1>: 2008 Sodium Chloride Injection Withdrawn and replaced with newer 
versionI 

6-1 98 ASTM F2100-07 Standard Specification for Performance of Materials Relevant guidance 
Used in M e d i l  Face Masks 

IIS0 8536-4:2007 Infusion Equipment for Medical Use--Part 4: Infu- Relevant guidance 
sion Sets lor Single Use. Gravity Feed 



TABLE2.-MODIFICATIONS TO THE LIST OF RECOGNIZEDS ~ ~ ~ D ~ ~ D S - c o n t i n u e d  

Replacement 
Old Recognition No. Recognition No. I Standard Change 

7-131 CLSl ILAIB-A2 Specifications lor immunological Testing for Infec- 
tious Diseases 

Withdrawn and replaced with newer 
version 

7- 132 CLSl MM03-A2 Molecular Diagnostic Methods lor Inlectious Dis- 
eases 

Wdhdrawn and replaced with newer 
version 

CLSVNCCLS C12-A Definitions of Ouantities and Conventions Re- 
lated to Blood pH and Gas Analysis; Approved Standard (1994) 

Withdrawn1 
ICLSVNCCLS C21-A Performance Characteristics for Devices Meas- 

uring PO2 and PC02 in Blood Samples; Approved Standard (1992) 
Withdrawn 

CLSVNCCLS C25-A Fractional Oxyhernoglobin. Oxygen Content and 
Saturation. and Relaled Ouantities in Blood: Terminology. Meas- 

Withdrawn 

7-21 . 

men Collection. Calibration, and Controls; Approved Guideline 
(1993) 

Withdrawn 

ICLSl CXI-A~. Pointd Care Blood Glucose Testing in Acute and Wfihdrawn and replaced with newer 
Chronic Care Facilities I version 

CLSl C42-A. Erythrocyte Protoporphyrin Testing; Approved Guideline Contact person 1 (19%) I 
ICLSI GPZO-A2 Fine-Needle Aspiration Biopsy (FNAB) Techniques W~thdrawnand replaced with newer I versions 

INCCLS H 8 4 2  Detection of Abnormal Hemoglobin Using Cellulose 
Acetate Electrophoresis-Second Edition; Approved Standard 

Withdrawn 

- - - - - - - - - -

INCCLS H9-A Chromatographic (Miuocolumn) Determination ol He- Wahdrawn 
moglobin A2; &proved Standard (1 989) 

- - - -- - -

NCCLS H I 0 4 2  Solubdii Test to Confirm the Presence d S i l i n g  Wahdrawn 
Hemogbbin+S-d Edition; Approved Standard (1995) I 

NCCLS H I 4 4 2  Devices for Colledion of Skin Puncture Blood Sped- Withdrawn 
rnens-Semd €&ion; Approved Guideline ( 1990) I 

- - 

-

CLSl HWA2 Methods for Reticulocyte Counting ( F b  Cytometry 
and Supravital Dyes) 

ICLSl H47-A Onestage Prothrombin Time (PT) Test and Activated 
Partial Thromboplastin l7me (APTT) Test; Approved Guideline 
(1 9%) 

Wflhdrawn and replaced with newer 
version 

Contact person 

-

7-36 7-1 36 CLSl llA02-A2 Quality Assurance of Laboratory Tesls for 
Autoantibodes Lo Nudear Antigens 

Wtlhdrawn and replaced with newer 
version 

7-37 

ICLSVNCCLS VLA1O-A Choriogonadotropin Testing: Nomenclature, 
Reference Preparations. Assay Performance. and Clinical Appli-
lion; Approved Guideline (1 996) 

- - - --- - - -

USVNCCLS U 1 7 - A  Assessing the Ouality 01 Systems for Alpha- 
Fetoprotein (AFP)Assays Used in Prenatal Sueening and Diag- 
nosis d Neural Tube Defects; Approved Guideline (1997) 

CLSl ILAC6-A Detedion and Ouantitation d Rubella IgG Anbbody 

- - 

WtthdrawnI 
W~thdrawn1 

Contact person 

NCCLS VlAIS-A Specikations for ImmundOgical Testing for Inlec- 
tious Diseases: Awrwed Guideline (1994) 

Withdrawn 

CLSl ILA19-A Primary Reference Preparations Used to Standardize 
Calibration ot lmmunochemical Assays for Serum Prostate Specific 
Antigen (PSA); Approved Guideline (1997) 

Contact person 

I 
1 

CLSl ILA20-A Evaluation Methods and Analytical Perlormance Char- 
acteristics of Immunological Assays for Human Immunoglobulin E 
(IgE) A n t i  of Defined Allergen Specificities; Apprwed Guide- 
line (1 997) 

Contact person 

7-1 37 CLSl LA04-A5 Blood Collection on Fitter Paper for Newborn Screen- 
ing Programs 

- - - - -- --- 

Withdrawn and replaced with newer 
version 

- - - - - ---

CLSl M27-AZ. Reference Method for Broth Dilution Antifungal Sus- Withdrawn and replaced with newer 
ceptibility Testing ot Yeasts versionI 



TABLE 2.-MODIFICATIONSTO THE LISTOF RECOGNIZED S ~ A ~ D A ~ D S - c o n t i n u e d  

Replacement 
Old Recognition No. Recognition No. Standard Change 

ICLSl H26-A Periormance Goals for the Internal Ouality Control of Contact person 
Muhichannel Hematology Analyzers; Approved Standard 

NCCLS D l  1-A2 Glossary and Guidance for lmmunodiagnostic Pro- Withdrawn 
cedures. Reagents, and Reference Materials-Second Edition. Ap  
proved Guideline 

7-51 7-139 CLSl GP27-A2 Using Proficiency Testing to Improve the Clinical Lab- W~thdrawn and replaced with newer 
oratory version 

7-52 CLSl INCCLS NRSCL &A Terminology and Definitions for use in W~thdrawn 

NCCLS Documents; Approved Standard 


7-53 7-140 CLSl GP22-A2 Continuous Ouality Improvement Withdrawn and replaced with newer 
versionI I 

7-55 7-141 CLSl H18-A3 Procedures for the Handling and Processing of Blood Withdrawn and replaced with newer 
Specimens version 

7-58 7-1 42 CLSl HI 1-A4 Procedures for the Collection of Arterial Blood Speu- Withdrawn and replaced with newer 
mens version 

13-9 CLSl INCCLS AUT02-A Laboratory Automation: Bar Codes for Transferred 
Specimen Container Identifmtion; Approved Standard 

13-10 NCCLS AUTOI-A Laboratory Automation: Specimen Container1 Transferred 
Specimen Carrier; Approved Standard 

NCCLS AUT03-A Laboratory Automation: Communications with Transfened 
Automated Clinical Laboratory Systems. Instruments. Devices, and 
Inlormation Systems; Approved Standard 

NCCLS ALJTOQ-A Laboratory Automation: Systems OperatioMl Re- Transferred 
quiremenq Characteristics, and Information Elements; Approved 
Standard 

NCCLS AUTOS4 Laboratory Automation: Electromechanical Inter- Transferred 
faces; Approved Standard 

7-64 113-14 ( NCCLS POCTI-A Point-01-Care Connectivity; Approved Standard 1 Transfened

ICLSI EPl4-A2 Evaluation of MaLrix EIIects Wtthdrawn and replaced with newer 
version 

NCCLS GP10-A2 Laboratory Instruments and Data Management Transferred 
Systems: Design dSoftware User Interiaces and End-User Sdt-
ware Systems Validation. Operation, and Monitoring; Approved 
G u i w E d i i  

ICLSl H4dS Procedures and Devices for the Colection of Diagnostic Wlthdrawn and replaced with newer 
Blood Spedmem by Skin Puncture version 

7-72 7-145 CLSl H 4 2 4  Enwneration of Immunologically Defined Cell Popu- Withdrawn and replaced with newer 
latmns by Flow Cytornetry version 

7-74 7-146 NCCLS M6-A2 Protocols for Evaluating Dehydrated Mueller-Hinton Withdrawn and replaced with newer 
Agar version 

7-77 7-147 CLSl M22-A3 Quality Contrd for Commercially Prepared Miio- Withdrawn and replaced with newer 
biological Culture Media version 

7-79 7-148 CLSl M28-A2 Procedures for the Recovery and Identification d W~thdrawn and replaced with newer 
Parasites Fmrn the Intestinal Tract version 

7-80 CLSl MMOI-A2 Molecular Diagnostic Methods lor Genetic Diseases 

7-83 NCCLS C46-A Blood Gas and pH Analysis and Related Measure- 
ments; Approved Guideline 

7-85 7-149 CLSl C24-A3 Statistical Quality Contrd for Quantitative Measure- W~thdrawnand replaced with newer 
ment Procedures version 

7-90 7-150 CLSl H43-A2 Clinical flow Cyiomelric Analysis of Neoplastic Withdrawn and replaced with newet 
Hematolymphoid Cells version 

NCCLS EPIO-A2, Preliminary Evaluation of Quantitative Clinical Lab- 
oratory Methods; Approved Guideline 



--  

TABLE 2.-MODIFICATIONS TO THE LISTOF RECOGNIZED s T ~ ~ D ~ ~ D S - - C o n t i n u e d  

Replacement
Old Recognition No. I Recognition No. 

7-94 17-152 

7-95 7- 153 

7-1 06 7- 156 I 

7-1 08 7-158 

Standard 

CLSl EP12-A2 User Protocol lor Evaluation of Oualitative Test Per- 
formance 

CLSl EP15-A2 User Verification of Performance for Precision and 
Trueness 

ICLSl MM02-A2 lmmunoglobin and T-cell Receptor Gene Rearrange 
ment Assays 


I CLSl MM5-A Nucleic Acid Amptiriation Assays for Molecular 

Hematopathology 

CLSl H03-A6 Procedures for the Collection of Diagnostic Blood 
Specimens by Venipunture 

I CLSl M02-A9 Performance Standards for Antimicrobial Disk Suscep 
tibilily Tests 

ICLSl Ml l-A7 Methods for Antimicrobial Susceptibility Testing of An- 
aerobic Bacteria 

CLSl M7-A7 Methods for Antimiaobial Susceptibilii Tests of haer -
obic Bacleria 

Change 

W~thdrawnand replaced with newer 

version 


Withdrawn and replaced with newer 

version 


Withdrawn and replaced with newer 

version 


IContact person 

Wlthdrawn and replaced with newer 

version 


Withdrawn and replaced with newer 

version 


Withdrawn and replaced with newer 

version 


Wahdrawn and replaced with newer 

version 


7-1 09 CLSl AUT07-A Labwatory Automation: ~atacontent for Speamen Wthdrawn 
Identification; Approved Standard 

7-159 CLSl H21-A5 Collection. Transport, and Processing of Blood Sped- W~thdrawnand replaced with newer 

mens for Testing Plasma-Based Coagulation Assays and Molecular version 

Hemostasis Assays 
1CLSl LISOI-A StandardSpecification for Low-LevelProtocol to and TransferredTransfer Messages Betrveen Clinical Laboratory Instruments 

Computer Systems 7 

CLSl LIS02-A2 Standard Speufication for Transferring lnformation Transferred 

Between Clinical Instruments and Computer Systems; Appwed 
Standard-Second E d h n  

13-19 

7-1 18 13-20 

7-1 19 1 >21 

7-120 13-22 

7-1 21 13-23 

7-1 25 

H. Materials 

CLSl LfSO3-A Standard Guide for Selection of a Clinical Laboratory 
Information Management System 

ICLSl LISOQ-A Standard Guide lor Documentation of Clinical Labora- 
tory Computer Systems 

CLSf LfSOSA. Standard Specifcation for Transferring Cimical Obser- 
vations Between Independent Computer Systems 

CLSf LISO6-A Standard Practice for Repolling ReliabiCty of Clinical 
Laboratory Information Systems 

CLSl LIS07-A Standard S p e c i f i i n  for Use of Bar Codes on Speci-
men Tubes in the Crmical Laboratory 

CLSl LI.98-A Standard Guide for Functional Requirements of Clin- 
ical Laboratory lnformation Management Systems 

I CLSl LISOS-A Standard Guide for Coordination d Clinical Laboratory 
Services within the Electronic Health Record Environment and 

1 Nemrhed Architectures 

CLSIMCCLS M28-A2 Volume 25. No. 16 Procedures lor the Recov- 
ery and Identikation of Parasites From the Intestinal Tract; A p  
proved Guidefine 

ASTM F158602: Standard Specifkation for Wrought Nitrogen 

Strengthened 21 Chromium10 N i i e M  Manganese-2.5 Molyb- 

denum Stainless Steel Bar for Surgical Implants (UNS 531675) 


ASTM F013602a: Standard !Spedi~ation for Wrought Titanium4 
Aluminum4 Vanadium ELI ( W a  Low Interstitial) Atby for Surgical 
lm~lant Amli t ions lUNS R56401) 

Transferred 

ITransferred 

Transferred 

Transferred 

Transferred 

Transferred 

Transferred 

I 

Withdrawn 
. . 

Contact person 

Contact person 

IASTM F0621-08: Standard Specification for Stainless Steel Forgings Wlthdrawn and replaced with newer year 
lor Surgical Implants version 


































