
DEPARTMENT OF HEALTH ANI) HU AN SERVICES 

Food and Drug A~~~n~~t~at~~~ 

FDA Modernization Act of 1997: ~~~~ficat~~n~ to the List of Recognized Standards, 

Recognition List Number: 006 

AGENCY: Food and Drug Administration, HEIS. 

~~~~~~Y: The Food and Drug Administration @DA) is announcing a publication containing 

modifications the agency is making to the fist of standards FDA will recognize for use in premarket 

reviews (kA Recognized Consensus Standards). This publication entitled ‘“Modifications to the 

List of Recognized Standards, Recognition List Number: 006” (Recognition List Number: 006) 

will assist manufacturers who elect to declare conformity with consensus standards to meet certain 

requirements for medical devices. 

DATES: Submit written comments concerning this document at any time. See section VI of this 

document for the effective date of the recognition of standards announced in this document. 

ADDRESSES: Submit written requests for single copies on a 3.5” diskette of “Modification to the 

List of Recognized Standards, Recognition List Number: 006” to the Division of Small 

Manufacturers Assistance (DSMA), Center for Devices and Radiological Health (CDRH) (HFZ- 

22O), Food and Drug Ad~nis~ation, 1350 &card Dr., RockviNe, MD 20850. Send two seff- 

addressed adhesive Iabels to assist that office in processing your requests, or fax your request 

to 30f--443-8818. Written comments concerning this document must be submitted to the contact 

person (address below). Comments should be identified with the docket number found in brackets 

in the heading of this document. This document may’also be accessed on FDA’s Internet site 

at htt~~/~www.fda.gov/cdr~fe~egin.h~~. See section V of this document for electronic access to 
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the searchable data base*for the current list of “‘FDA Recognized Consensus Standards,” including 

Recognition List Number: 006 modifications, and other standards related information. 

FQR FURTHER INFURIATION CONTACT: To comxnent on this document and/or to recommend 

additional standards for recognition: Carol LB Herman, Center fur Devices and Radiological Health 

(HFZ-84), Food and Drug Administration, 2094 Gaither Rd., Rockvile, MD 20850,303-59/t 

4766, ext. 156. 

I. Background 

Section 204 of the Food and Drug Administration Modernization Act of 1997 (FDAMA) 

(Public Law 105-l 15) amended section 5 14 of the Federal Food, Drug, and Cosmetic Act (the 

act) (21 U.S.C. 3606). Amended sectiun 514 allows FDA to recognize consensus standards, 

devefuped 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 guidance entitled “Recognition and Use of Consensus Standards.” 

This notice described how FDA willi implement its standards program recognizing the use of certain 

standards and provided the initial list of recognized standards. 

In Federali Register notices published on October 16, 1998 (63 FZR 55617); July 12, 1999 

(64 FR 37546); November 15,200O (65 FR 69022); and May 7,ZOOl (66 FR’23032), FDA 

modified its initial fist of recognized standards. These notices descnibed the addition, withdrawal, 

and revision of certain standards recognized by FDA. When these notices were published, the 

agency maintained “html” and “pdf” versions of the list of “FDA Recognized Consensus Standards.” 

Both versions were publicly accessible at the agency’s Internet site. The agency maintains the 

current fist in a searchable data base accessible to the public. See section V of this document 

for electronic access information. 
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FCDA is announcing the addition, withdrawal, correction, and revision of certain consensus 

standards the agency will recognize for use in satisfying premarket reviews for devices. FDA will 

incorporate these modifications in the list of ‘%DA Recognized Consensus Standards” in the 

agency’s searchable data base. FDA wilf use the term “Recognition List Number: 006” to identify: 

(I) Supplementary information sheets for standards added to the Iist for the first time, (2) standards 

added to replace withdrawn standards, (3) stit;ilf recognized standards fur which minor revisions 

are made to clarify the application of the standards, and (4) standards withdrawn with no 

replacement. 

At the end of this notice, FDA Iists modifications the agency is making that involve: (1) 

The initial addition of standards not previously recognized by FDA and (2) the addition of standards 

in conjunction with the withdrawal of other standards that are replaced by these later, amended, 

or different standards. 

In this section, FDA describes: (I) Modi~&ations that involve 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 addition of certain reeognized standards with revisions to the 

supplementary information sheets involving changes in significant applications of the standards. 

A. Anesthesia 

1. Xn the supplementary infosmatiun sheet for IEC 60601-3-f : 1996-08, identified under 

previous item I. f Y a minor change is made to the contact person. This standard remains recognized 

and identified under current item f 1. 

2. In the supplementary information sheet for ASTM F1456-92, identified under previous 

item 24, a minor change is made to the contact person. This standard remains recognized and 

identified under current item 24. 
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3. In the supplements information sheet for ASTM Fl462-93, identified under previous 

item 25, a minor change is made to the eontact person. This standard remains recugnized and 

identified under current item 25. 

4. In tie supplementary information sheet for IS0 7767: 1997, identified under previous item 

32, a minor change is made to the contact person. This standard remains recognized and identified 

under current item 32. 

5,l[n the suppfementary information sheet for IS0 991831993, identified under previous item 

33, a minor change is made to the contact person. This standard remains recognized and identified 

under current item 33. 

1. ASTM F1904-98 is withdrawn under previous item 44. ASTM Fl904-98el is added under 

current item 52. 

2, ASTM E1372-95 is withdrawn under previous item 33. ASTM El372--95 (1999) is added 

under current item 53. 

3, WYAAMVANSf 10993-5:1998 is withdrawn under previous item 29. ANSUAAMVXSU 

10993~5:1999 is added under current item 54. 

4. ~S~~AAM~A~S~ 10993-6: 1995 is withdrawn under previous item 18. A~S~AAM~S~ 

10993-G: 1994 is added under current item 55. 

1. ASTM Fl38-97 is withdrawn under previous item 9. ASTM Fl38-00 is added under 

current item 34. 

2. ASTM F562-95 is withdrawn under previous item 11 l ASTM F562-00 is added under 

current item 35. 

3. ASTM Fl36-98 is withdrawn under previous item 23. ASTM Fl36--98el is added under 

current item 36. 
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4. IEC 606Q1-2-23:1993 is withdrawn under previous item 26. IEC 6060&-G’&-23 (1999-12) 

is added under current item 37. 

5.31Ec 60601-2-34 (1994-12) is withdrawn under previous item 27. IEC 606OL-2-34 (2000- 

10) is added under current item 38. 

6. ASTM F647-94 is withdrawn under previous item 31. ASTM F647-94 (2000) is added 

under current item 39. 

I. In the suppfemeritary information sheet for IS0 7494: 1996, identified under previous item 

74, a minor change is made to the contact person. This standard remains recognized and identified 

under current item 74. 

2. In the supplementary information sheet fcx IS0 7785-f : 1997, part 1, identified under 

previous item 75, a minor change is made to the contact person. This standard remains recognized 

and identified under current item 75. 

3. In the supplementary information sheet for IS0 7785-2:1995, part 2, identified under 

previous item 76, a minor change is made to the contact person. This standard remains recognized 

and identified under current item 76. 

4.1n the supplementary info~ation sheet for IS0 9168:1991, identified under previous item 

78, a minor change is made to the contact person. This standard remains recognized and identified 

under current item 78. 

5. I[n the supplements information sheet for IS0 13294:1997, identified under previous item 

84, a minor change is made to the contact person. This standard remains recognized and identified 

under current item 84. 

1. IEC 6060~~f-f:f992-06 amendment 1, 1995-l f is withdrawn under previous item 5. IEC 

6060&-X--1:2000 is added under current item 27. 
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2. IEC 606Of-I-22, First Edition 1993--U4, is withdrawn under previous item 6, IEC 606Uf- 

L-2, Second Edition 2001, is added under current item 28. 

3, ASTM D-416911993 is withdrawn under previous item 17. ASTM D-4169:1999 was 

recognized by “Sterility” in the November f5,2001, recognition list 004. 

1. In the supplementary inf~~a~~n sheet for IEC 60601-2-2 1, identified under previous item 

09, a minor change is made to the contact person. This standard remains recognized and identified 

under current item 09. 

2. In the supplementary i~~~~at~~~ sheet for IEC 6Q601-22-38, identified under previous item 

10, a minor change is made to the contact person. This standard remains recognized and identified 

under current item 10. 

3. Xn the supplementary information sheet for IEC 60601-2-19/195X5--IO, identified under 

previous item 29, the a minor change is made to contact person. This standard remains recognized 

and identified under current item 29. 

4. In the supplementary information sheet for IEC 60601-22-20/1996-X0, identified under 

previous item 32, the a minor change is made to contact person. This standard remains recognized 

and identified under current item 32. 

5. IS0 8536-4, First Edition 31987-111-01, is withdrawn under previous item 37. fSQ 8536- 

4, Second Edition 1998-02-15, is added under current item 75. 

6. fSQ 1135-4, First Edition f987-12-01, is withdrawn under previous item 19. IS0 1135- 

4, Second Edition 1998-03-15, is added under current item 76. 

7. ASTM Fl862-98 is withdrawn under previous item 36. ASTM Fl862-QQa is added under 

current item 77. 

8. ASTM Fl67@-97 is withdrawn under previous item 39. ASTM Fl67U--98 is added under 

current item 78. 
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9.. IS0 59412, First Edition 1991-05-U1, is with~awn under previous item 112. IS0 594- 

2:1998 is added under current item 79. 

IO. ASTM Ef f 12-86 (reapproved 1991) is withdrawn under previous item U2. ASTM El Z12-- 

00 (reapproved 1991) is added under current item 80. 

I. ASTM Fl5 18-94 is witkkawn under previous item 22. ASTM Fl5 18-00 is added under 

current item 23. 

2. ASTM F623-89 is withdrawn under previous item 3. ASTM X7623-99 is added under 

current item 24. 

3. AAMI HF18-93 is withdrawn under previous item 18. ANSVAAMI HF18-2001 is added 

under current item 25. 

I. ASTM F67-95 is withdrawn under previous item I. ASTM F67-00 is added under current 

item 123. 

2. ASTM F86-91 is withdrawn under previous item 3. ASTM F86-01 is added under current 

item 124. 

3. ASTM Ff39-96 is withdrawn under previous item 7. ASTM Ff39-00 is added under 

current item 125. 

4. ASTM F366-82 (R1993) is w&drawn under previous item 8. ASTM F366-82 (2000) 

is added under current item 126. 
I 

5. ASTM F562-95 is withdrawn under previous item 11. ASTM F562-00 is added under 

current item 127. 

6. ASTM F604--94 is withdrawn under previous item 15 with no replacement. ASTM 

discontinued it in 2001. 

7. ASTM F688-95 is withdrawn under previous item 20. ASTM F688-00 is added under 

current item 128. 
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8. ASTM F745-95 is w~~~awn under previous item 21. ASTM F745-00 is added under 

current item 129. 

9. ASTM F799-96 is witkkawn under previous item 25. ASTM F799-99 is added under 

current item 130. 

IQ. ASTM FfO44-95 is withdrawn under previous item 30. ASTM F-9044-99 is added under 

current item 131. 

11. ASTM FfO88-87 (1992) is withdrawn under previous item 31. ASTM F2088-87 (1992) 

el is added under current item 132. * 

12, ASTM FZ 108-97 is w&drawn under previous item 34. ASTM F1108-97a is added under 

current item 133. 

13. ASTM Fl295-97 is withdrawn under previous item 39. ASTM Fl295-97a is added under 

current item 134. 

14. ASTM Fl341-92 is withdrawn under previous item 41. ASTM F1341-99 is added under 

current item 135. 

15. ASTM Fl472-93 is withdrawn under previous item 44. ASTM Fl472-00 is added under 

current item 136. 

16, ASTM F15Ql-95 is withdrawn under previous item 45. ASTM[ discontinued it in 2000. 

It was repfaced witb ASTM Fll47-99 item 107. 

17. ASTIRIf F1537-94 is withdrawn under previous item 46. ASTM Fl537-00 is added under 

current item 137. 

18. ASTM F1541-94 is with~awn under previous item 47. ASTM Fl541-00 is added under 

current 138. 

19. ASTM Fl580--95 is withdrawn under previous item 48. ASTM FI58&95el is added 

under current item 139. 

20. ASTM Ff582-95 is withdrawn under previous item 49. ASTM Ff582-98 is added under 

current item 140. 
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21. ASTWI Ff.612-95 is withdrawn under previous item 52. ASTM FI612-95 (2~~~) is added 

under current item 142. 

22. ASTM Ff658-95 is withdrawn under previous item 53. ASTM discontinued it in 2000. 

Xt was replaced with ASTM Ff044-99, item 131. 

23. ASTM F1672-95el is withdrawn under previous item 55. ASTM F1672-95 (2000) is 

added under current item 142. 

24. ISU 7153~kf991 is withdrawn under previous item 7% IS0 7153-W99l/amended I:1999 

is added under current item 143. 

25. ASTM Fl38-97 is withdrawn under previous item 89. ASTM F138-00 is added under 

current item 144. 

26. ASTM F565-85 (1996) et is wi~drawn under previous item 92. ASTM F565-00 is added 

under current item 145. 

27. ASTM F603-83 (X995) is withdrawn under previous item 94. ASTM F603-00 is added 

under current item 146. 

28. ASTM F1539-95 is withdrawn under previous item 95. ASTM discontinued it in 2000. 

It was replaced with ASTM F564-00, item 156. 

29. ASTM F620-97 is withdrawn under previous item 96. ASTM F62U--OO is added under 

current item 147. 

30. ASTM F648-98 is withdrawn under previous item 99. ASTM F648-00 is added under 

current item 148. 

31. ASTM F746-87 (1994) is withdrawn under previous item 100. ASTM W46-87 (1999) 

is added under current item 149. 

32. ASTM F983-86. (1996) is withdrawn under previous item 102. ASTM F983-86 (2000) 

is added under current item 150. 

33. ASTM Fl540-95 is withdrawn under previuus item 103, ASTM discontinued it in 2000. 

It was replaced with ASTM F564-00, item 156. 
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34. ASTM Fl09f-91 (2996) is withdrawn under previous item 105. ASTM Fl091-91 (2~~) 

is added under current item 15 1. 

35. ASTM F169f-96 is withdrawn under previous item 106. ASTM discontinued it in 2001. 

It was replaced with ASTM F543-01, item 157. 

36. ASTM Fl f6U-98 is wi~drawn under previous item 108. ASTM F1160-00 is added under 

current item 152. 

37. ASTM F1264-99 is withdrawn under previous item 1 IQ. ASTM Fl264-00 is added under 

current item 153. 

38. ASTM F1350-93 (1996) is withdrawn previous item 112. ASTM F1350-91 (2001.) is 

added under current item 154. 

39. ISO 7207-2: 1.994 is withdrawn under previous item 1.22. IS0 7207-2: 1998 is added under 

current item 155. 

1. IS0 717~I:1986 is withdrawn under previous item 16. IS0 717~I:1999 is added under 

current item 158. 

2. IS0 71762:1.990 is withdrawn under previous item 17. ISO 7176-2:2001 is added under 

current item 159. 

3. ANSVRlESNA IWYVol. 2-1998, section 21: Requirements and Test Methods for 

Electromagnetic Compatibiliity-new item #I 60. 

1. AIUM-1994 is withdrawn under previous item 4. ATWM-Medical Ultrasound Safety 

(R1999) is added under current item 66. 

2. Xn the suppfementary information sheet for IEC 6Q806, identified under previous item 6, 

the titfe has been changed. This standard remains recognized and identified under current item 

6. 



11 

3* NEMA MS-I-f988 is w~~~awn under previo~ item IO. NEMA MS-l-1998 (RZOOO) 

is added under current item 67. 

4, NEMA MS41989 is withdrawn under previous item 13. NEMA MS4 (RB98) is added 

under current item 68. 

5. NEMA MS6--2000 is wi~drawn under previous item 25. I’VEMA MS6-2000 is added under 

current item 69. 

6. NEMA PS3 (set), DKOM Set is withdrawn under previous item 19. bEMA PS3 (set), 

DXCOM Set is added under current item ‘70. 

7. ItVEP&A UD 2-2998, revision 2 is withdrawn under previous item 20. NEMA UD 2-1998 

revision 2 is added under current item 71. 

8, NEMA UD 3-1998, revision 0. is withdrawn under previous item 21. NEMA UD 34998 

revision f is added urrder current item 72. 

9. In the s~p~~ernen~~ information sheet(s) fur XEC 60602--2-119, identified under previous 

item 36, the date has been changed. This standard remains recognized and identified under current 

item 36. 

10. In the suppfemenkxxy information sheet(s) for AWM-AUMS, identified under previous 

item 44, the titk has been changed. This standard remains recognized and identified under current 

item 44. 

It 1. In the s~pp~ernen~~ information sheet(s) for IEC 6X. 303, identified under previous item 

49, a tinor change is made to the: Standard Development Organization. This standard remains 

recognized and identified under current item 49, 

22. In the supplementary inf~~a~i~n sheet(s) for XEC 61345, ideritified under previous item 

51, the name of tie Standards Development Urganizatiun has been chmged. This standard remains 

recognized and identified under current item 5 1.. 

13. In the supplementary information sheet(s) for UL-544, identified under previous item 52, 

the date has been changed. This standard remains recognized and identified under current item 

52. 



14. m--f22 is withdrawn under previous item 61. UL-122 (2001) is added under current 

item 73. 

15, NEMA MS-7-1998 is withdrawn under previous item 16. NEMA MS-7-1998 is added 

under current item 74. 

f . AAMVANSI ST34:fPPl is withdrawn under previous item 15. ANSVAAMI/rSQ 

f4161:2000 is added under current item 70. 

2. Xn the supplements information sheet for ANSUAAMI 5X24:1999, identified under 

previous item 38, the title and the contact person have been changed. This standard remains 

recognized and identified under current item 38. 

3. Xn the supplementary information sheet for ANSVAAMI 5X37:1996, identified under 

previous item 47, the title and the contact person have been changed. This standard remains 

recognized and identified under current item 47, 

4. fn the supplementary information sheet for ANSIVAAMI ST41 : 1999, identified under 

previous item 49? the title and the contact person have been changed. This standard remains 

recognized and identified under current item 49. 

FDA maintains the agency’s current [fist of “‘FDA Recognized Consensus Standards” in a 

searchable data base that may be accessed directly at FaA’s Internet site at http:// 

www .accessdata.fda.gov/sscsipts/cdrhlcfdocs/~fStand~ds/se~~h‘~fm. FDA will1 incorporate the 

modifications and minor revisions described in this notice into the data base and, upon publication 

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

FDA will annuunce 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. 



Any person may recommend consensus standards as candidates fur recognition under the new 

provision of section 514 of the act by snb~tt~ng such recommendations, with reasuns fur the 

recummendatiun, to the contact person (address above). To be pruperly considered, such 

r~~u~endatiuns shuufd contain, at a minimum, the fulluwing information: (1) Title of the 

standard, (2) any reference number and date, (3) name and address of the national or inte~atiuna~ 

standards development organization, (4) a proposed fist of devices fur which a declaratiun of 

conformity to this standard should ruutinely apply, and (5) a brief identificatiun of the testing 

or petiurmance or other characteristics of the device(s) that would be addressed by a declaration 

of cunfurmity. 

V. Electronic Access 

Xn order to receive “‘Guidance on the Recognition and Use of Consensus Standards” via yuvr 

fax machine, calf the CDRH Facts-Un-Demand system at 8U@-899-0381. or 3Oi-827-011 I from 

a tuuch-tune telephone. Press f to enter the system. At the second voice prompt press I to order 

a document. Enter the document number 321 fulfuwed by the puund sign (#). Fulluw the remaining 

voice prompts tu complete your request. 

Persons interested in ubtaining a copy of ‘%uidance on the Recognition and Use of Consensus 

Standards’” may also do so by using the Internet. CDm maintains a site on the Internet fur easy 

access to infurmatiun including text, gaphics, and fifes that may be downloaded to a personal 

computer with access tu the Internet. Updated on a regular basis, the CDR.H home page includes 

this guidance as well as the current fist of recognized standards and other standards related 

documents. After publication in the Federal lXe@ster, this notice announcing “Modifkatiuns to 

the List of Recognized Standards, Recognition List Number: 006” will be available on the CDRH 

home page. The CDRH home page may be accessed at http:~~www.fda.guv/~drh. The ‘“Guidance 

on the Recognition and ‘Use of Consensus Standard$ and the searchable data base fur ??K?A 

Recognized Consensus Standards,” may be accessed through hyper links at http://www.fda.guv/ 
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~~~stdsprug.h~* This Federal Register notice of modifications in FDA’s recognition of 

consensus standards will be available, upon pnbficatiun, at htt~:~/www.fda.guv/~dr~fedr~gin.ht~* 

VI. Submission of Comments aad Effective Date 

Interested persuns may, at any time, submit to the contact persun (address above) written 

comments regarding this document. Two copies of any comments are to be submitted, except that 

individuals may submit une copy. Comments are to be identified with the docket number fuund 

in brackets in the heading of this document. Received comments will be considered in determining 

whether to amend the current listing of “Mudi~cati~ns to the List of Recognized Standards, 

Recognition fist: 006.” 

The recognition of standards announced in this notice of modifications will became effective 

on [inseti &te u~~~~~~~~~~u~ Gz the Federal Register]. 

VII, Listing of New Entries 

The listing of new entries and cunsensus standards added as ~~Mudi~~at~uns to the List of 

Recugnized Standards,” under Recognition List Number: 006, is as follows: 
ttem 

Number Titte of Standards Reference Number and 
Date 

B~o~rn~atibj~~~ 

Evafuatation of Mlledic=af De~h--Part 6: Test for Local Effects After impkmtation 

34 

35 

38 

Standard Spec%x&kx~ fur Wm~g~t 18 Otromium-14 Nickel-2.5’ Mo~~~~rn Stainless Steel Bar and 
Wire fw Surgical fmplants 

Standard Spec~ication for Wro~~t C&att~35 Nfckef-20 Chromium-t0 Mo~~~e~~rn Afluy for Surgical tm- 
@ant Appficatkons 

Specification fw Wrought Titanium-6 Aluminum-4 Vanadium E&i (Extra Low interstital) Ailuy &INS 
@X$401) for Swg&xI implant Apphzations 

MadkxI EiraczFical Equipment, Part 2: Particufar Requirements for the Safety of Transc&aneous Partial 
Pressure ~o~jtor~g Equipment 

Medicaf Electrkxi Equipment-Part 2: Partial Reqrairements for the Safety of Direct Blood Pressore Moni- 
toring Equipment 

Standard Practice for Evaluating and Specifying Jm~a~~b~e Shunt Assembries for Neurosurgicaf Applica- 
tion 

~ona~~mat~ Sp~~g~ma~ometers 
Diagnostic Eiectrocardiographic Devices 
Gardiac Monitors, HearI Rate Meters, and Afarms 
Ambulatory E~e~r~rdiograp~s 
E&x3d Presswe Transducers 

ASTM F138-00 

ASTM F562-00 

ASTM Fl36-98el 

EC 60601-2-23 (199942) 

EC 60601-2-34 (ZOO@-IO) 

ASTM F647-+94 (2000) 

ANSIAAMI SP% 1994 
ANSf/~M~ ECX I:1991 . 
A~Si/~M~ Ec13:t992 
ANS~/AAM# EC38: 1996 
ANSf/AAMI BP22: 1994 
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km 
Number I 

Title of Standards I Reference Number and 
oate 

Medical Electric& Equipment-Part 1: General Req~jremen~ for Safety; Safety Requirements for Medical 
Ek?cit&al systems 

Medical Elect&al Equipmen&--Part I : General Requirements for Safety; Etactromagnetic Compat~bi&+- 
R~uir8me~~ and Tests 

Humm Factors Design Process for Medicat Devices 

LEG 606Uf--l-t:zuuu 

EC 606Uf-1-2, Second 
Edition, 2003 

ANS~~M~ HE74-200-I 

62 

63 

64 

65 

66 

67 

68 

89 

70 

71 
72 

73 
I 74 
75 

76 

77 

78 

79 

80 

81 

54 

55 
5s 

57 
58 
59 
60 
61 

Generet Hospitali Genera-al PIastic Surgery 

infusion Equipment for Medicaf Use--Part 6: Freeze Drying Ckxxrres for infusion Bottles 

infusion Equipment, Caps Made of Aluminum-Phstic Combinations for infusion Bottles 

tnfusion Equipment for Medical Use-Part 3: Aluminum Caps for fnfusion Bottles 

Infusion Equipment for Medkxt Use-Part 2: CIosures for Infusion Bottles 

infusion Equipment for Medicat Use-Part 1: Infusion @ass Bot@s 

tnfusion Equipment for Medical Use-Part 5: Burette Type tnfusion Sets 

Sterile Hypod8n-n~ Syringes for Sir&&+ Use--Part 2: Syringes fur Use With Powder-Driven Syringes 
Pumps 

S#ainfess Steel Needle Tubing for Man~fa~ure of Medical Devices 

Standard Specification of Phase Change-Type Disposable Thermometer for lnte~i~8~t Determination 
of Human Temperature 

Standard Specification of Clinical Thermometers ~M~~rn~rn Serf-Regjster~~g~ Mer~~~Jn-G~ass~ 
Sterile, Single-Use tntravascular Catheters-Part 5: Over-Needfe Peripheral Catheters, Amendment 1 

Standard Specification for C&&al Thermometers Probe Covers and Sheaths 
Standard Specification for C=lir&al Thermometers for ~~te~~e~~ Determination of Patient Temperature 
fnfusion Equipment for Medical Use--Part 4: &fusion Sets for Single Use, Gravity Feed 

Transfusion Equipment for Medical Use-Part 4: Transfusion Sets for Single Use 

Standard Test Method for Resistance of Medhali Face Masks to Penetrafion by Synthetic Blood (Hori- 
zontal Projection of Fixed Volume at a Known Velocity) 

Standard Test Method for Resistance of Materiafs Used in Protective Clothing to Penetration by SyntWic 
Bbc?d 

Conicaf Fiiings With a 6 Percent (Luer) Taper for Syringes, Needles and Gertain Other Medical Equip- 
ment-Part 2: Lock F&t&s 

Standards Specification for Electronic ~ermomate~ fur Intermittent Determination of Patient Tempera- 
ture 

Standard Spaciflcation for Direct-Reading Liquid Crystal Forehead Thermometers 

In Vitro Devices 

~rnrn~~opr~~p~tj~ Analyses: Procedures for Evaluating the Performance of Materiafs Second Edition; Ap- 
proved Guideth3 

Procedures for the Hand&g and Prmessing of Blood Specimens; Approved Guide&e; S-wand Edition 
Me~ods for Diltion A~~rnjcrobjai SffsGept~bi~~ Tests fur Bacteria That Grow Aerobiacally; Approved 

Standard; Fifth Edition 
Performance Standards for ~~~~~Fobia~ Disk Su~e~tib~l~~ Tesw+ Approved Standard; Seventh Edition 
Procedures for the Cultection of Arterial Bkxxi Specimens; Approved Standard 
Laboratory Automation: Bar Codes for Specimen Container ~de~f~fi~tj~; Approved Standard 
Laboratory Automation: Specimen C~n~~ner/S~jme~ Carrie6 Approved Standard 
Laboratory Automation: Comm~nj~~ons With Automated Clinical Laboratory Systems, Instruments, De- 

vices, and information Sysfems; Approved Standard 

IS0 8536-6, First Edition, 
199C3-04-01 

JSU 8536-7, Second Ed& 
tion, 5999-09-01 

is0 853fi-3, Second Edi- 
tion, 199Q-4W-Ol , 
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Standard Speci%ation kr Unatluyed Jitanium for Surgical Implant Applications (UNS R50250, UNS 
R50400, UNS R50550, UNS R50?00] 

Standard Practice for Surface Preparation and Marking of MetaIic Surgical fmplants 
Standard Specification for Wrought-l 8 Chromium-14 Nickel-2.5 M~~y~enum Stainfsss Sheet and Strip 

for Surgical fmpiants 
Standard Specification far Wrought-18 Chromium-14 Nick@-2.5 Molybdenum Stainless Sheet and Strip 

for Surgical Implants 
Standard Specification for Fixation Pins and Wires 
Standard Specifi@ion for Wrought Cobalt-35 NickeKXI Ghromium-10 MQ~y~enum Altoy #or Surgical tm- 

pfant App~~~t~~ns 
Standard Specification for Wrought Cobaft- Nickel-20 ~~r~rn~urn-~O M~~y~anurn AIloy Plate, Sheet, 

and Fait for Surgical impfants [UNS R3OQ35) 
Standard Specifjcation for 18 Chromium-12.5 ~~jy~enurn Stainfess Steel for Cast and Solution-An- 

neated Surgical Imptont Apptkzations 
Standard Specifition for Cobalt-28 Chromium-6 ~~~y~anurn Alloy Forgings for Surgical lmplanfs fUNS 

R31537, R32538, R3253Q) 
Standard Test Method far Shear Testing of Calcium Phosphate cuatings and Metaflb Coatings 
Standard Spec%eation for Beta-Tricalcium Phosphate for Su@cal Jrnp~an~t~~n 
Standard Specifimtfon for TiGAl4V Alfoy Castings for Surgical fmpfants fUlJS R56406) 
Standard Specification for Wrcwght finfun- A~umjnum-7 Miabium Afiuy far Surgical tmptant Applica- 

tions fUNS R5670Q) 
Standard Specification far Unalloyed Titanium Wire tfNS R50250, UNS RSOrtOQ, UNS R50550, UNS 
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Standard Specification for Wrought T~~n~um-6A~um~num-4Vanadjum Alroy for Surgical implant Apptica- 

tions 
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Standard Specification for Ut~a-High-Molecular-Weight P~Jye~y~ene Powder and Fabricated Form for 

Surgical ~rn~an~ 
Standard Test Methtrd for Pitting or Crevice Corrosion of Metal% Surglcat Implant Materials 
Standard Practice for Permanent Marking of Otiopaedk tmplant Components 
Standard Specification #or Wr~u~t ~~~~t-~~r~rniurn plfloy Surgical Fixation Wire 
Standard Test Method for Shear and Bending Fatigue Tasting of Calcium Phosphate and Matalfic Medieaf 

and Composite Calcium Ph~sp~ata/Me~~t~ Coatings 
Standard Specification and Test Methods for ~n~arn~u#~a~ Fixation Devices 
Standard Specification for Wrought t8 Chromium-f4 Niikaf-2.5 MQly~enum Stainless Steel Surgical Fix- 

ation Wire (UNS S3 1673) 
Implants for Surgery-Omponents for Partial and Total Knee joint Prustheses-Part 2: Articulating Sur- 
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Standard Specification and Test Methods for MetaMic Bone Staples 
Standard Specification and Test Methods for MetalIic Medical Bone Screws 
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Medical Electrical Equipmer&-Part 2-43: Particular Requirements for th9 Safety of X-ray ~q~~prne~t for 
~nte~~~tio~al Procedures 

Medical Ekctricat Equipment--Part 245: Particular R~~~~e~~ for the Safety of Mammography X-ray 
Equipment and Mamm~raph~c Steraotatic Devices 

Standard Test Method for Measurement of Ma~~~~~~Jy Induced Displacment Force on Passive implants 
in the Magnetic Resonance Envirenment 

Medicaf U&asownd safery fRl999) 
Determination of Signal to Noise Ratio (SNR) in Diagnostic Magnetic Resonance tmages 
Acoustic Nuise Measurement Procedure for Dtagnoslic Magnetic Resunanee Imaging Devfce 
Characterization of Speciaf Purpose Coils for Dlagnostk Magnetic Resonance images 
Digitaf tmaging and Comm~n~ca~o~s fn Medicine-Set lncfudes PS3.f ntrough PS3.14 

Acoustic Output Measurement Standard for Diagnostic ttltrasound Equipment 

Standard for Reaf Time Display of Thermaf and Mechanicaf Acowtic Ou~ut Indices on Diagnostic 
Ultrasourad Equipment 

Medical Uectrical Equipment: Radionu6tide Calibrators-Particular Methods for Describing Performance 
Cafibratiun and Usage of Ionization 

Calibration and Usage of Jo&W&m C&amber Systems for Assay of ~ad~~~c~id~s 
Standard for Safety d Photographic Eqw~prne~t~o~~b Edition 
Measurement Procedure for Time-Varying Gradient Fields [dEWt) for Magnetic Resonance Imaging Sys- 
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