






Table 1 . 

Old Item No . I Standard ~.hange Replacement Item ~ _ 
- - 

No . 

A. Anesthesia, 

32 ISO 7767_ 1997 : Oxygen Monitors for Monitoring Patient Breathing ~Withdr2wn 
Mixtures-Safety Requirements 

- -- 
{ 

33 
-- 

ISO 9918 : 1993 : Capnometers for Use with Humans-Requirements 
g ----- -- 
f Withdrawn 

-- - 

41 NFPA 99 : 2005 : Standard for Health Care Facilities Chapter 20- Withdrawn and replaced with newer i~ 67 
Hyperbaric Facilities - _'- I version 

J 
-- -- -Y- 

- 
B. Dental/Ear, Nose, and Throat 

52 ANSI/ADA Specification No . 27 : 1997, Resin-Based Filling Materials Date 

60 ANSI!ADA Specification Na 95 : 2000, G2ntal-Water-Based Ce- bate and title 
ments-Adoption of ISO 9917 : 1991 

114 ANSI/ADA Specification No . 48 : 2004, Ultraviolet Activator and Dis- Date 
~ closing Lights ^ ~. 

C. General Hospital/General Plastic Surgery 

47 ASTM D5712-OS Standard Test Method for Analysis o9 Aqueous Ex-~ Withdrawn and replaced with newer 144 
tractable Protein in Natural Rubber and I!s Products Using the Modi- version 
fied Lowry Method 

77 ASTM F1862-OOa Standard Test Method for Resistance of Medical Contact person 
Face Masks to Penetration by Synthetic Blood (Horizontal Projection 
of Fixed Volume at a Known Velocity) 

86 ASTM D3578-OS Standard Specification for Rubber Examination Withdrawn and replaced with newer °45 
Gloves version 

96 AS'TM F2101--0t Standard Test Method for Evaluating ,he Baderial Contact person 
Filtration Efficiency (BEE) of Medical Face Mask Materials, Using a 
Biological Aerosol of Staphylococcus Aureus 

112 AAMIIANSI P870 : 2003 Liquid barrier performance arid classification Contact person 
of protective apparel and drapes intended for use in health care fa- 
cilities 

113 ASTM F21 DO-04 Standard Specification for Performance of Materials Contact Person 
Used in Medical Face Masks 

120 ASTM F1 054--01 Standard Specification (or Conical Fittings Withdrawn ^v 

128 ASTM F1670--03 Standard Test Method for Resistance of Materials Contact person 

. . 
Used in Protective Clothing to Penetration by Synthetic Blood 

r F 
. . . . . . _ ~~--- ._ 

D. Materials 
. . 

. 14 ASTM F688-C5 : Standard Specification for Wrought Cobalt-35Nickei- Withdrawn and replaced with newer 119 
20Chromium-1 OMolybdenum Alloy Plate, Sheet, and Foil for Sur- version 
gical Implants (UNS R30035) 

3$ ASTM F20D5-00 : Standard Terminology for Nickel-Titanium Shape Withdrawn 
Memory Alloys 

78 , ASTM F560-05: Standard Specification for Unalloyed Tantalum for Withdrawn and replaced with newer ; ;?0 
Surgical Implant Applications (UNS R05200, UNS RO,5400) version 

100 ASTM F2005-05 : Standard Terminology far Nickel-Titanium Shape Withdrawn and replaced with newer 1?1 
Memory Alloys version 

E. OB-GYN/Gasiroenterology 

t8 ISO 8600-1 : 2005 Optics and photon ics-tJtedicai endoscopes and 
~ 

Withdrawn and replaced with newer 
` 

: ;7 
endotherapy devices-Part t : General requirements Version 

E_ OrthopedicJPhysical Medicine 

162 ASTM F564-02_ Standard Specification and T2sy Methods for Metallic Extent of recognition, type of stand- 
Bone Staples ar;i, contaci person and related 

Code of Federal Requlations cita- 
tion and product codes 

164 ASTM F1541-02: Standard Specification and ',est Methods for Exter- Devices affected, processes affected, 
nal Skeletal Fixation Devices extent ci recognition, type of sland- 

- ( ard'and contact person 



Table 1 .-Continued 

Old Item Na Standard Change Replacement Item 
No. 

182 ASTM Ft800-04 : Standard Test Method for Cyclic Fatigue Testing of Processes affected and relevant 
Metal Tibial Tray Components of Total Knee Joint Replacements guidance 

G. Radiology 

t ISO 9236-1 : 2004 Photography-Sensitometry of screen/film systems Withdrawn and replaced with newer 136 ~ for medical radiography-Part t : Determination of sensitometric version 
curve shape, speed and Average Gradient 

2 ISO 4090 : 2001 Photograph y-tv9edical radiographic cassettes/ Withdrawn and replaced with newer 137 screens~fiims and hard-copy imaging films-Dimensions and speci~ d version 
lications 

5 : ISO 5799 : 1991 Photography-Direct-exposing medical and dental ra- Withdrawn and replaced with newer 138 diographic film,'process systems--Determiraiion of ISO Speed and version 
ISO average gradient 

37 IEC 60601-2-11-2004 Amendment I--Medical electrical equipment- Withdrawn and replaced with newer 133 Part 2-11 : Particular requirements for the safety of gamma beam ! version 
therapy equipment 

44 AOMS-2005 Acoustic Output Measurement Standard for Diagnostic Withdrawn and replaced with newer 139 
Ultrasound Equipment version 

~ 

46- RTD1-2005 Standard for Real-Time Display of Therna~ and Mechar.- Withdrawn and replaced with newer 140 
ical Acoustic Output Indices on Diagnostic Utirasound Equipment version 
Revision 1 

101 ANSI/IESNA RP-27_1-t996 Recommended Practice for Title 
Photobiological Safety for Lamps and lamp Systems-General Re- 
quirements 

f02' ANSI/IESNA RP-272-2G00 Recommended Practice for Titie 
Phorobiologicai Safety for Lamps and Lamp Systems-Measure- 
ment Techniques 

103 ANSI/IESNA RP-27.3-1996 Recommended Practice for ~ Ti,le Y 
Photobiological Safety Lamps-Risk Group Classification and Label- ~ 
ing 

228; IEEE N42~ 13-2004 Calibration and Usage of "Dose Calibrator" loniza- Withdrawn and replaced with newer 141 
m lion Chabers for the Assay of Radianuclides version 

F! . Sterility 

53 ANSIIAAMI ST66, Sterilization of health care products,-Chemical indi- Relevant guidance 
cators-Part 2: Indicators for Air Removal Test Sheets and Packs 

74 ANSI/AAMI ST60, Sterilization of health care products-Chemical indi- Extent of recognition and relevant 
cators-Part 1 : General requirements guidance 

92 ASTM F2097--05, Standard Guide for Design and Evaluation af Pri- Withdrawn and replaced with newer 167 
mary Packaging for Medical Products ~ version 

151 ASTM F2338-05, Standard Test Method for Nondestructive Detection Withdrawn and replaced with newer 168 ~ 
of Leaks in Packages by Vacuum Decay Method version 

III . Listing of New Entries 

The listing of new entries and consensus standards added as modifications 

to the list of recognized standards under Recognition List Number: 014, 

_ follows : 
Table 2. 

Item No . 
---- 

Title of Standard 
- -- - -- 

Reterence No . and Date ! 
--- --`----- 

A. Card iovascular/Ne urology 

58 Cardiovascular implants-Cardiac valve prostheses ~ ANSIlAAMf!ISp 5840 : 2005 - - 

B. General HosprtaUGeneral Plastic Surgery 



Table 2.-Continued 

Item No . Title of Standard Reference No . and Date 

146 Medical electrical equipment-- Part. 2: Particuiar requirements for safety of infant radiant ANSUAAMVIEC 60601-2-2t and 6001- warmers .'_-21 amendment t : 2000 

147' Standard Practice for Assessment of Resistance of Medical Gloves to Permeation by RSThA D6978-CS 
Chemotherapy Drugs 

~ 148 Sterile hypodermic syringes for single use-Pah 3- Auto-disable syringes for fixed-dose l~0 7886-3 2005 
immunization I 

149 Standard Practice for Determination of Expiration Dating for Medical Gloves 
i -- 
ASTM D716d-05 

150 Standard Practice for Determination of Real Tme Expiration Dating ot Mature Pviedical AS ~ ti4 D7t 61-05 
Gloves Stored Under Typical Warehouse Conditions 

C. Orthopedic/Physical Medicine 

183 Standard Practice for Fretting Corrosion Testing of Modular Implant Interfaces : Hip Fem- ASTM F i87;-98 (2004) 
oral Head-bore and Cone Taper Interface 

184 Implants for Surgery-Stap!es with parallel legs for orihopaedic use-General require- Y50 5827 : i988~ 
ments C 

185 Standard Test Method for Measuring Lead Induced Subsidence of an Intervertebral ,4S Vh9 F2267-04 
Body Fusion Device Under Static Axial Compression 

186 Test Methods for lntervertebral Body Fusion Devices ~ ~ ASTM F2077-03 

187' Standard Specifications and Tesr Methods for Components Used in the Surgical Fixa-~ ASTM F2193-02 
tion of the Spinal Skeletal System 

188 Implants for surgery-Wear of total knee-joini prostheses-Part t : Loading and dis- ISO 1e243-i : 2002 
placement parameters for wear-testing machines with load control and corresponding 
environmental conditions for test 

189 Implants for surgery-wear of total knee-joint prostheses-Part 2: Methods of measure- SO 13243-2 2000 
ment 

190 J Implants for surgery-wear of total knee-joint prostheses-Part 3: Loading and displace- ISO 14243-3: 2004 
ment parameters for wear-testing machines with displacement control and cor- 
responding environmental conditions for test 

191 Implants for surgery-Total knee-joint prvscheses-Part 1 ; Determination of endurance f iSO 14875-t : 2000 
properties of knee tibiat trays 

192 Standard Test Method for Determination ot 7ctal Knee Reptacernent Gonstraint ~ ASTU F122:s-OS 

193 ̀ Standard Specification for Total Knee Prosthesis ASTIN F2D83-04 . ~ " 

D. Radiology 

142 Lasers and laser-related equipment-Test methods for laser beam widths, Divergence ISU "146-2:2005 
angles, and beam propagation ratios-°art Z: General astigmatic beams 

143 ' Lasers and laser-related equipment-Test methods for determination of the shape of a !SO 15367-2: 2005 
laser beam wavefront-Part 2: Shack-Nartmann sensors 

E. Sterility 
__ ._ 

169 Standard Test Method for Measuring Package and Seal Integrity Using Helium as Trao- ASTM F239t-05 
er Gas 

170 Standard Guide for Biocompatibility Evaluation of Medical Device Packaging Materials ASTFA F2475-05 

171' Chemical Indicaiors-Guidance on the selection, use, and interpretation of results ANSi%AAMIIlSO 15882:20 03 

IV. List of Recognized Standards 

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

standards in a searchable database that ~-iay be accessed directly at x DA's Web 

site at htt~ ://vvtviv.ac.cessdata .fda .gov/scriptsJcdrh/cfdoc~s/cfstO .T1(l(.Fc1s/ 

seorch .cfirr . FDA will incorporate the modifications and Ininor revisions 








